
                                                                     
 

 
 

 

 

LALLEMAND HEALTH SOLUTIONS 

EXponent 

Estimated Daily Intake of 
Bacillus subtilis R0179 Based 
on Proposed Uses in Select 
Food Categories 

Prepared foe 

Joanna V. o-zuiak 
Lallem.aml 
Via email: jwozni:!k@lallemand.com 

Prepared by 

Exponent_. Inc. 
1150 Connecticut Ave. NV. 
Suite 1100 
Washington DC 20036 

October 21, 019 

GRAS – Bacillus subtilis Rosell®-179 

APPENDIX  1  - ESTIMATED  DAILY  INTAKE  – BACILLUS SUBTILIS  R0179  

95 

GRAS Notice (GRN) No. 1007 Part 6 
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory



                                                                     
 

 
 

LALLEMAND HEALTH SOLUTIONS 

llntroduction 

At the request of Lallemand, Inc (Lallemaod), &ponen , fuc. (Exponent) estimated the daily 

intake of Bacillus sublilis R.O 179 by the U.S. popula ion age 2 years and older based on the 

proposed 11.Ses of the orgaoi.sm at a maxmmm level of 1 x 1 O\l colony fomting units (CFU) per 

serving. as consrnned., in. a tota] of 11 food categories as defmed. in 21 CFR § 170.. 3. The 

estimated daily intake (EDI) from the proposed uses was based on the What W e Eat i11 America 

~JWEIA) dietary component of the ational Health and N~1trition Exammabon Survey 

(NHA.b.~ES) conducted in 2013-2.0-14 and 2015-2.016 HANES 2013-2016}. Estimates ofintlke 

will be used to support .L1!llemaruf preparation of a Generally Recognized As Safe GRAS) 

determination .in fhe Uruted S,tates {U.S.) for the use of Bacillus subtili.s R0l79 in select 

cate.gorie.s of foods.. The data ,and methods used to con.duct the intake assessment and results are 

ummarized in this report. 

19.0 ~l ti.OOD - • 14~ 
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LALLEMAND HEALTH SOLUTIONS 

Materiials and Me:thods 

Intended Uses 

Lallemand mte.nds to use Bacilill.S s;ub.Wis ROl 79 as an ingredient in select categories of food at a 

DL1Ximum level of 1 x 1 Og, colony formiog uruts (CFU) Bacillus subtilis RO 179 per se:rvmg, as 

consumed. The :intended uses of Bacillus .subtiUs ROl 79 include addition to the follmviog 1i 1 

food categories as defined i.u.21 CFR §170.3: 1.n) l baked goods and baking m es: (o 3) 

beverage and beverage. basetr I n 4) breakfast cere.als; n) 16) chewing gum; (n (9) confa:tions 

and frostings: (n (10) dairy product analogs; (n)(2:1) fruit and water ires; (o)(L nuts and nut 

p:roduct!r (n 3) plant protein products· (n)(3 5) processed fil:uts and fruit juices· .and (n . 7) 

snack foods. The proposed food use categories, a description of foods included in each use 

category, and the serving s:ize of foods in each use category are listed in Tab]e 1 below. 

Table 1. Intended Uses of Bacmus subtilis R0179 

Serving 
2.1 CfR §170.3 food Categories Proposed for Si2;e ,as 
Addition of Bacillus subt#is R0179 Descripfion of Proposed Uses consumedlai 
1 Baked goods All ready-~ and ready- Bisruiis, combread, scones, hl!ilsh 55g 

and ibaking lo-bake products, ~ours, and puppies, crumpets; cakes, lighih!.•eight, 
m~es mixes requiri g preparalicm co ee cakes, cnumb cakes, dm1g'hnuls, 

hefu:re seNing Danjsh, sweet rolls, sweet quick type 
breads; croiS:sa:nls; Eng~sh muffins; 
pizza arust soft: prel:zels; tortillas 
Breads (excluding sweet quick type), 50g 
rolls 
Bro'i.'mies; grai -based bars 40g 
Cakes, me.diumweight 80g 
Cookiies; crackers ~hat are usually used 30g 
as snacks; taro shells, hard 
Crackers fha are usually not used as 15g 
snack, melba toast, hard ii'read Sffiicks, 
ice crearn comes 
Croutons 7g 
French toast, crepes, pancakes, va:rie;ty 110 g 
mixes; bagels; muffins 
Pies, cobblers, fruit crisps, run overs, 125 g 
other pastnes: cakes, heavyweigh · 

1affles 85 

190IU ti.OOrJ - 14!1 
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LALLEMAND HEALTH SOLUTIONS 

Servi1ng 
2.1 CfR §170.8 Food Categories P ·oposed for Size (as 
A-dditioR of fJac-ifJ'us subtilis R0179 Des.1:r.iption of Proposed !Uses COlil<SUmedir 
3 Beverage and Non-a1oohol\c, inciuding, only Ca bonated and nonca:rbona ed 360ml 

beverag,e speoial o:r spice~ teas, soft !beverages, water 
bases dninks, coffee subslirutes, Juir;es, eclars., frnil drinks 240ml 

and friuit and veg etable 
flavored gelatin drinks 

4 Br,ea:kifast Ready--il:4Yeat and insfa Breakfas careals (hot cereal fype), 1 mp 
r:ereals and regular at oereafa hominy ,grits prepared 

Breakfast cereals, ready-to-ea 15g 
,eighing wSS !nan 20 g per cup 

Breakfas cereals, ready-to-ea 40g 
eighing 20 g1 or more· !bl!Jt less l!han 43 

g per c111p; high fiber cereals conrai ing 
28, g or more of fiber per 00 g 
Breakfas cereals, ~eady-to-ea. 60g 

eighing 43 g: or more per cu:p 
Ohewing g,um Ghe•.ving ,gum, all forms, 3g 
Confoctio s Gandy and flavored Bak~ng candies 15 g 
and frosting frostings, mar::.hmallo •s., Baking decorations. (e_g., colored 4 g 

ba~ng cnooola e, and sugars a: d sprinkles tor cookies, cake 
brown, !'ump, rock, maple, decorations) 
powdered, and raw sMgars CoF1feclioner's sugar, marshmallows 30g 

2fusp 
8 

10 Dar.ry producl Nondairy m�k, frozen or Cr,ea:m or oream substitutes, fluid 15ml 
a: alogs liquid creamers, coffee Gream or oraam subis,tilutes. powder 2.g 

whiteners,, toppings, and 240ml 
other , o dairy prod1.1Gl:s 2ibsp 

21 Fru:i · ar:id All frozen firuil and ater Frozen flavored and s •eefefl ad ir;e and 213 cup 
~ aterices ices ipops 

32 Nuts a d 11ui Whole or shelled lree nuts, Nut butters, pastes, or creams 21bsp 
produc:ts peanl!Jts , coconut, and lilt Nuts mixtures, all types 30g 

and ipeanut ~pr,eads 
33 Plarnt protein • eoons~iluled egeta le 15 q 

producls prote1in11 category, a d mea , 30g 
poullry, a d fish substitutes, 1 cup 
analogs , and extender 140,g 
products made from plant 55g 
proteins 

85g 
HO g 

l90~ HHlOfJ - 14ll 3 
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Serving 
2 , CFR §U0.3 food Ca{~orie-s P,ropose:d for Size. fas 
Addition of B.acillus subt.ilis ,R0179c De-scr"ption of Proposed Uses oon.sumedp 
35 Processed All oommercially processed All olherfruits (e· oept 1hooo listed a;s, 140,g 

fruits and fmif fruits, citrus, berries, an d separate categpries), fresh, canned or 
Jllltoes miixrures; salads, juices and froz;en 

juice punches, oon:oontrates, _C_an_d_ie_d_o_r ~pi_dk_e_d_fru_ it ________ 3_'0-g~ 
di utions, "ades", and dri Drie,j · ruit 40 g 
substitutes made therefrom F uit relish 70 g 

Fruits for garnish or flavor { e.g., 4 g 
maraschino chemies) 
Juices uood' as i 9redients (e.g., l.emo 5ml 
juice, lime juice) 
Juices, l'lecta:rs, fr111il drinks .240ml 

37 Snadk foods Chips, pretzels, and ofher All varieties., dhips, p:retzels, popoorn, 30g 
nove y snacks e:dmded snacks, fruit and vegelab e­

based :mad.ks (e·.g., fruit dhips ). grair11-
based snadk miixes 

1 • Se:rvir1g size correspond 'o vah.1es · Table .2 - Relel'eJ'lce Amoums Cus&omaril~ Consumed per Ea1ir1g1 Occasion: General Food 
Supply as -.ed ill FR Vo181 , No. 103, riday, May 27, W16, pp ~ 7. Available ii' : lmp#/www.govinfo.go'l!CGfl'ltentlpkq,'FR-
W 6-05-27lpdf.Q016-11So5.pdf. Serving, sire as a me measure (e.g., , ml, tbsp) assumed !hat 1 ml= 1,g,,. 

Consumption Data 

The estimated daily .intake (EDI) of Bacillus .subtilis R0179 ftom the proposed food u.ses \llere 

b.lsro on food cons1lillption records collected .in the \Vbat We Eat in. America (\VWEIA) 

component of the ational Health and _ utritio:n Examination Survey (NHA.NES) conducted ill. 

_013-2.01 4 and .015--2016 (NHA.NES 013-_016). This continuous sU1Vey is a complex 

multistage probability samp]e: desigµed to be repres.entati.ve of the civilian US population , CHS 

10] 6, .,.m 8). The NHAl'NES datasets provide nahonaUy represen alive nntrition and he.alth data 

and prevalence estimates for nutrition and healtb st.11lis, measures m the United States. Sta:ti.sf:rcal 

wei.ghts are provi.ded by the Naho[lal Center for He.alth ' tati.s.hcs (NCHS) to adjust for the 

differ:en ial prnhabiliifi.es of se:lecti.on.. 

NHANIES, 24--Hour Reicalll 

As part of the examm.ahon., trained dietary i:o.te1viewers collected de ailed information on all 

foods and beverages consumed by respondents i.o the previous 24-how: tune period (midmght to 

midnight). A second dietairy rec:d v. as adtni.oiste,red by te epbone three to ten days after the first 

l~ll6.rnS.OOQ - 14~ 4  
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diet.1!1)' interview, but not on the same day of the week a the· first interview. The dietary 

component of the survey is conducted as a partnership between the .S. Department of 

Agricultru-e (USDA· a:od the . S. Department of Health and Hum.an Services (DllliS · . DHHS is 

re.spoosible for the sample design and data collect~on and USDA is responsible for the survey' s 

diet,uy data coUection methodology maint.enance of the databases. used to code and proce.s.s the: 

data, and data review and processing_ A totaJ of . J,600 .individuals .age two y:eaIS and older in 

the s11£\iey period 2013-20Hi provided . complete days of dietary recalls. 

Representat ive N1HAiNES Fo,ods, 

Exponent re · iewed all foods reported constuned during NHA.NES 2013- 016 for foods 

representative of the proposed uses of Bacillus .subtilis R.O 179. The USDA Food and Nutrient 

Database for Dietru:y Studies (FNDDS) recipes were utilized to identify the weight of ingredients 

in foods which. allowed fur the e:.1:imation of the foods with proposed use of Bacillus subtilis 

RO l 79 that can be consum.ed as is or as a component in a food ~e.g._ bread component in 

· andwiches, tortilla component in burritos, carbonated beverage component in alcoholic mixed 

drinks_ milk substitute c.omponent in coffee beverages, peanut butter component in sandwiches, 

etc.). The FNDDS ¥ersion 015- 016 recipes (corresponding to dietary consumption for 

NHANES -015-_ot 6) (USDA O 18) were applied to process dietary recall data reported in 

NHANES -013 -_016 and FNDDS version 2013- 014 recipes ( corresponding to ruetru:y 

coosumption for NHANES 013.-_,014) SDA 2016) for foods that were only reported 

coosumed .in NHru'tES 2013-2014' _ 

A stmm1.uy of the :foods included in tl1e analysis is provided in Table 1 and the listing of foods 

identified as representative of the proposed uses and used to complete the analysis, is presented in 

Appendix A. 

Analrysis 

For each NHANES survey respondent, estimates of all proposed food uses in units of servin •. ~ 

were calculated from the diet recall records by dividing the gram l¥eigbt of each relevant portion. 

of food consumed by its corre.spoodfug serving size. Intakes from all proposed use categories 

5  
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combined were sumn1ed for each sw:vey respondent and the 2-day average i:nt~e was calcllilated 

by dividing the sum by two_ Estimates of food servings at the mean and 90th percentile of intake 

were calculated for the total population age 2 year and older_ Estimate.-,, of Bacillus .s11btili.s 

RO 179 intake from the proposed uses were calculated by multiplying the ma,rjmam proposed 

concentration. ofBm:i llm subtil is ROl 79_ i e __ 1 x. loP CFU Bacillus .mbtil is ROl 79 per serving, 

by the m1.mber of servings collSU-med by each subpopulation.. 

The 2-d.1y average intakes were estrniaied uBing Exponent s Foods Analysis and Residues 

Evaluation Program (FA~ vers(on l 3 _04) software and provided on ,a per capita and per lJjer 

basis. AU estimates were generated with statistical weights. provided by the _ CHS for the 

· urueys to adjust for the differential probabilities of selection_ 

I.~ U .000 - 1-49 6 
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Results 

The estimated dal1y intakes (EDis) ofBacillus .sublilis R0179 based on the intended use of up to 

1 x ]09 CFU/serviug in a total ,of H broad food categories as defiu:ed in 21 CFR. §170 . .J .ue 

presented in Table 2. The EDls represent potential intakes ofBacillus subiilis RO] 79 per day by 

the .S. population age_ years. .m.d older. 

During the h¥o days o.f dietary recall appro:xima ely l00% of the .S. population age 2 years 

and older reported consumption of one or more of the foods to which Lallemand intends to add 

Ba'Cillus .subtilts R0119. The 2-da average EDI of Bacillus subtilis R0179 at the me..m and 90m 

peroeotlle of in.take is 5_6 x 1~ CF /day and 9.6 x 109 C..'FU/day, respectively_ 

T aib!e 2. Two-day Average Estimated liJaily Intake of Bacillus subtifis HO 1179 by the ILJ .S. 
Population 2 years and Older Based on Intended Uses in Select Categories of 
Foods; NHA ES 20B-2016 

Baci'llus subtilis R0179 (CFUld!ay) 
Per Capita Peli User 

% 
N Users ~le.an Percentile Mean Percentile 

I.ls .. pop1Ulalion .2+ y 13,561 100 5_5E+09 9.6E+09 5.6E+09 9JiE+09 

1911 •• lli.000 - 14!1 7 
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LALLEMAND Technical Data Sheet HEALTH SOLUTIONS 

Bacillus subtilis Rosell-179 - 25, powder 

Description 

Product code 76649-01-00 or 76649-21-00 (Sample) 

Appearance Fine to granular, ivory to beige powder 

4 ngredients La,ctose, Freeze dr ied prob iotic (Bacl1/us subtilis Ros-,e.11-179' ], 
,and ascorb ic acid (antioxidant) 
• CQntains milk products and traces of soy products 

Microbial standards 

Conce11trat io11 :? 25 I( 10' UU/g 
Coliforms < 10/g 

E. coli Alls/g 

Salmonella S~P­ Abs/2'.Sg 

Yeast a11d molds < 1000/g 

Packaging and storage 

Packaging Bulk powder in l O kg sealed Laminated hag (7 6649-01-00) 

Storage 8, subtt1is Rosell-179 - 25 powder may be stored for 24 months 
from the date of manui,acture in the unopened orrgjnal 

cont a i 11er, in a dry place and at a t emperature betwee n 4°C arn:I 
s•c. 

Shelf Life 8 , subrifis Rosell-179 - 25, powder i s expected to have a residual 

ceJI count of at least 25 x 10• CFU/g after 24 months when 

stored at tanpe~atures between 4'C and S'C in the original 
seafed packaging. 

TDS :11. = 'lfa lw..,11-1 9-25_7~6'!Hl1-00_2�180S 23 

17975 n.edesc.:i,,,erjle,Jf5,Mtr:,be!O: IGJl\!daJ7J1K7 llfl : + ~9:1,tB 1,.; lfa,;-,.1 ~lOH39722 
MBO,lh,I Stli<lrentl !J,onue,i Ot!C,.,ada f-llP ii,to!Tel+l 51~ 361 56:il If• -1 514l~H493 

1Yr1Jedenr<1'-"lletsi DP.WI lllll.l.Blaynaca,j;,,j fr,r,::,,I r;,L+Jl 5 s 7d 55 51 I fa,: +ll3 6274.s.rn:i 
i .ebiol<l.!!MlH He() Blr~ed I DEJYl'.rl( ITi!t-HS •s •~ Dll.50 I ,i,, l-'IS <5 83 Q~'l!I 

~lrf'TT<Jl"Hr 
""""'ch 
11 I N'J !l<Jn,J 1-/iu.10 N::;,111 rnad I l<XIQ/1 Eri]la~ I ·t,nal Tr i > 10"41❖ ~,,1 IF•r. •llt,10,li,11\1'<.l<n 

~t"' o!OC\ A;:,r,,lmomt I lll<lntreal,QC H41' lf<2 IC,ri.d! ITE!!+ 151� 283 5428 
haalthdJ1bro.OJ.ilamand.rom 
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LALLEMAND Technical Data Sheet HEALTH SOLUTIONS 

Bae.illus subtilis Ros,ell-179 - 100, powder 

Descript!ion 

Product code 76475-01-Cll or 7'6475-2:ll.-OO !sample) 

Appea1rance Fine to granuJar ,grrey-b-eige ,powd'er 

Strong and specific odour 
Ingredients Lactose, Freeze driecl pmbiottc (Bacillus su!Jtilis' Rosell-179•·). 

and aocmb ic actd jantioxida,nt) 
~ Co.ntains mifk products and traces of soy pmduru 

Micmbia I standards 

Concentration .? 100 x t of-l CFU/g 

Coliforms < 10 / g 

E. coU Ab,;,/g 

Salm·one:Jfa ssp. Abs / 25g 

Yeast and mords < 1000/g 

Packaging and storage 

P,ackaging Bulk: powder in 10 kg scealed la minatecl bag (76475--01-0lJ 

Storage 8 .. sufJtfffs IRosell-179 - 100 powder may be stored for 24 months 

fmm the date o manufacture in he unop-e,ned orr,gjnal 
container, in a dry place and at a t empera,ture between 4•1c and 
s•c 

Sheff Life B. wbti fis Rosell-179 - 100, powd'e r is expected t o have a 
resi dual oell count of at: lea.st 100 x 109 CFU/g after 24 months 
when .stored at 4•c or a residual cell count of at reai;t 80 l! 10~ 
CFU /g after 24 months, when stored at temp:eratures s 25°( in 
the oligi nal sealed packaging 

lDS B,."" ~z•li'--179-100_116475-01-01_201~ 02 28 

17975 ~aesGllM!ffi~f!.,,\firal:,,;,IQ: 1ar....odaJ7J:!K7l1•1: 1 ,1ro,1.ug1:;,,, jF&:+14..'0ill97Zl 
0tht:l·

ll'lllO.Bool Stl;,JreJTtl Montreal CXIU"!ati. HlP.MolTea 15H 361 5611 I 

••,t > 
Fax -151431B4+j:I 

19tU?desE1<J"'1ieis l HP59 131701 Efagn.cCJ?de,lj F@ri:e!Tel 335c;J 74 ss ss I .:+JHl5274S500 

r, pl:J,·::dlefi~I Ht:-OBlrkfild loetn- IL ..-'15�5951l1!50IR~+-'15-1.5839 ll8 
~MTTowrr81~I t,/"; Dat1g•~rh1~m tl;;rth ,u;,cJ I 1(X/M7 Jk,Jing l~n.,I T•I IP. I f>410 ~~) l F;n; l-llt'M-641W~40 

~ t'.e111!!1 1 co, ib/ahmU1f I it,Jntrea. QC H•IP' JIO I u,,ilda IT""' ~ 1 5M ™ 54:u; 
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LALLEMAND HEALTH SOLUTIONS 

• Bacillus Subtilis  R0179 STA – 25 billion  

~ INST.IT!JT ROSELL 

~ • •t4i!tit-V&> 
CERTlfjlCA]); OF AtW.Y§IS 

PRODUCT: 
BACILLUS W8TlLIS R0179 • 25, POWDER 

'LOT: LE09~8 
CODE: 76649-01-00 
DATE OF ANALYSIS: 2019/05/21 
MMIUFAC-rU,RlNG DATE: 2019/05/21 
1BEST BEFORE: 2021/05'20 

SPEClfjCAJIQtm RESULHl METHODS 
Bacferiologr.ca1 count 
(at manufacturin9J 

~ 25,0 X 10~/g 40,4 X 1 r/tg1 QA.1 18 

corrorms 

E. coJ:l 

Safmonena 

Yeast a:nd Molds 

< 10/g 

Neg /g 

Neg/25fl 

< 1000/g 

< 10,lg 

Neg lg 

Neg!25g 

<5/g 

NF ISO 4831 

NF 1$0 7251 

MFHP8~20 

M.FHPB-22 

E:l:NSlCAl ASPEGI: 

At.peel of ,Powder: Fil'l9 lo granutar, i'v-0ry to beii;Je powder 

Signed: 
Eric Guevara 
Supervisor, OuaJlty Control 
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LALLEMAND HEALTH SOLUTIONS 

SPECIFICATIONS 8E$i1Llit.I.§ MliIBOQS 

Baci:erlo'.logical ·COUllt 
(al ma:nuJaclurlng) 

~ 25,0 X 10e-lg 36,9X 1ot1g QA1I18 

Co.1if;orms , 

E ,co/.f 
< 1019 

N~9 /g 

< Wig 

Neg fg 

NF 1$04831 

NFIS0 725'1 
Salmonella Neg/259 Negl'Ug MFHPiB-20 
Yeast and M~lds < 1000/g 150/g iMFHPB~22 

PHYSICAL ASP'Ecr 

Aspect_ of Powder; Fine to granular, lvoiy to be:lge• l)!)'W'd$r 

Signed: 
Eric Gueovara 
Supervisor, Quality Oonlrol 

CEATIF'ICATE QF,.ANALYSIS 

IPROOUCT: BACILLUS SUBTILIS R0178 - 25, POWDER 
LOT: LD0643 
CO.DE: 76649-01-00 
DATE OF ANAt YSIS: 2019104/17 
MANUFACTURING DATE: 2019104117 
BEST BEFORE: 2021/04/16 
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_..l; J~STl'TUT ROSEL.L 

~ � •CH'ltM·> 

SPECIFICATIONS RESUILTS METHODS 

Bacterlol'ogk:al count 
(at manufacturing) 

a 2.5,0 X 109/g 36,9X 1091g OA118 

Collrorms < 101g < 10/g NF 1304831 

E. coll Neg, lg Neg lg NF ISO 7251 

Safmoriella Neg/'25g I eg/25g MFHP&-20-
Yeast ancl Molds < 1000/•g 150/g MFHPB-22 

PHIYSICAL ASP CI: 

Aspect of Powder: Fme lo grar11.1lar, ivoiy lo beige pOVl'der 

CERTJlflCffl •OF At,tALVS1I§ 

.PR:OOUCT: BACJIL!LUS SUBTILIS R.0179 - 25, POWDER 
LOT, lD07167 
CODE: 76649-01-00 
DA TE OF ANAL YS~S; 2019J04/17 
WMNUFACTURIING DATE: 201:9/04117 
IBEST BEFORE: 2·021104116 

Signed: 
EnlcGuevam 
S1,.1peM601', Quari.fy Control 

   

-
~i!UfMAHDHMI.TH~Ott$/Nt;. 

IMOO, St·L-t ooull!"'ar{j :I Ml)ml'eol QC I ~ll'ltda 1{ 2P 2M6 
Tl!I..: + 1 514 3e1 ~31 I + I li00452 0 6-1 I f. ilx: + I S 14!$3 441JJ I w,,....,, ,lalh!m.~;ld-11.,..111, 0,ol~tion~ Qm 

GRAS – Bacillus subtilis Rosell®-179 
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LALLEMAND HEALTH SOLUTIONS 

• ~ INSnTUT ROSELL 

1111 � 4iilh¾> 

SPECiFJCAT!ONS RESULTS METHODS 

Bacte.riological count at 
manufacturing 

::. 100,0 X 10j'/g 148,8 X 109/g OA1 18 

Coijforms 

E. COii 
< 101g 

Neg/g, 
< 10/g 

Neglg 

NF IS0-4831 

NF ISO 7521 
Salmone la ssp. Neg/26g Neg/25g MFHPB-20 
Yeast and Mo!ds < 1000/g 75/g MFHPB-22 

PHYSICAL ASPEQI: 

Aspect or Powder: Fine to granular, grey - beige powder 

Odour: Strong arid $peciflc ociour 

Signed; 

CERTIFICATE OF ANALYSIS 

PRODUCT: B. SUBTIUS R0179 - 100 
LOT; Kt1157 
CODE: 76475-01-01 
DATE OF ANALYSIS: 20·18/09/14 
MANUFACTURING DATE: 2018/09/14 
EXPIRY DATE; 2020109113 

 

_U_MA __ --"'o_m __ At-~-~-sO_W'/t_ Q_'NS_t/tl_C. ___ _ _ ______ _ _ _ ___ _ _ _ ____ ,~ _ltfM> ~ 
$480, SHau,.~tbol:llcvard I Morrtreal QC Can.>d~li21' 2~1Q •-� 

Tel:+ 1 S14 3s I S63 l I + 1 000 ti~ 4¼4 f Fo,;; + 1 514 38i ~~9S J www.r.-Jr;mand-t.,al!h·<~luU01><.<:-om 

GRAS – Bacillus subtilis Rosell®-179 

Bacillus Subtilis R0179 STA – 100 billion 
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LALLEMAND HEALTH SOLUTIONS 

• •• ~ . . 
_...... INSTITUT ROSELL 

~ � . �t·Pi§#f@> 

SPEC! FICATIOl;iS RIESULTS METHODS 

Bacteriotogical count at 
manufacturlng 

~ 100,0 X W~lg 136, 3 X 109/g 0A118 

Co!ibms <: 10/g <: -HMg NF ,ISO -4831 
e. ooli Neg/'g .l1-klgl9 . NF ISO 7521 
SarmoneH\;I ssp. Negt25g Negl'25g MFHPB-20 
Yeast a11d Molds < 100otg < 5/g MFHPB,..22 

PHYSJCAL ASP~: 

Aspect of Powder: · Flrie to g!fanul'a:r, grey ~ beige powder 

Odour: Stmng and speoific odl'.lti, 

Signed: 
ErcG1.1evara 
Supervisor, QuaUty Control 

CiERTIFICA TE Of ANALYSIS 

PRODUCT: a. susnus Ro119 -1 oo 
LOT; lE0905 
CODE: 76475--0 1-01 
DATE OF ANALYSIS: 2019105/21 
MANIJFACTURING DATE: 2019/05/21 
EXPIRY DAT~ 2021~05J20 

< w? - t~-tt-EJ!M- -ND-U--E:-itt-'1'11-SO«ln-.-0-NS-_NIC-_-.- ------- ----- - --- - --- --~(,,u~_ ~v;.; 
. a,w;i, SH ln-@rrt b0u1;,,., ,d I Momlrea ,Qq C~l'lada H2P 2M6 •• I u 

Ttl,; + 1 S 14 J:81 S~H I + 1 81)0 4S2 43G4 I Fa,:+ 1 SM 3.8:3 -14'~3 I www.lal lenrand•li4~lth•wlu1l'onsM>m 

GRAS – Bacillus subtilis Rosell®-179 
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LALLEMAND HEALTH SOLUTIONS 

-_...._INSTITUT ROSELL 

1"1 I� �t-iil·@,i 

SPECffii~IQJ::1§ R!;SULTS METHODS 

Bacteriological count at 
manufacturing 

~ 100,0 X 10~/g 1'08,8 X 1011/g QA118 

C~ifomis 

E. coll 
< 10/g 

Neg/91 

< 10/g 

N'.eglg 

NF IS04831 

N.F ISO 7521 
SalmaneUa ssp. 

Yeast and Molds, 

Neg/26g 

< 1000/g 

Neg/259 

5/g 

MFHPB-2Q, 

MFHPB-22 

fl:IYS1CAL ASRECT: 

Aspect of PO"W<!et. F ne to granular, grey - beige- powder 

Odo ·r: Slrong and .specific odour 

CERilBCATE OF AN\M,VSIS 

PRODUCT: · e. suanus R0179 - 100 
lOT: KE:0774 
CODE: 76475..01-01 
DAT1E. OF ANALYSIS: 2-01e105/17 
MANUFACTURING DATE: 2018/05/17 
EXPIRY DATE: 2020/06/16 

Signed: 
Lucre Doyon V 
Oirecfor, Quality C<introf 

 

8480, St-Laut -!\It boole,·Md I MQntreitl ·QC I c~rmli H2P -~ 
l ela I s 14 J81 5631 I + 1 SOO 452 43~ I Faic + I 514 l8! #~~ I www;I, ll~milnd-hea!Nt-,011.•ti0m.c.om 

✓--

GRAS – Bacillus subtilis Rosell®-179 
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LALLEMAND HEALTH SOLUTIONS 

LALLEMAND 
HEALTH SOLUTIONS INC. 

M. abeI, Deoember 13, 2019 

OBJECT: Heavy metals 

Lallemand Health Solutions (lastitut Rosell) does not per orm heavy m!!tals tests -on ea-ch batch of 

probiotic fom1ulas. Heavy me-tab cotnpHance or our products is established based on a matrix 

approach whlch Jndudes a compilation of heavy met"dl specifications and tests resulb of all our raw 

m.tterials. Testing is also d� ne on raw materlals and bacterial cultu res (the active lngredJents that w 

manufacture), and the analyses are sel cted accordil"!g to the intended -process and end-product All 

these data enable us to calculate, b-a,sed � n product. formulation, th worst case scenario f-or heavy 

metals content when a fonnula has never b en tested directly . 

. i-\ddttlonally, we compile data on floisl1ed products, fr� m analytical testing that has been don(l 

ranc:iom!y over time or following spocific requ!'lsts -or r equ.irements. Simulations using the mat rix cl.re 

reasonably accurate wh n compared with testing results. Data on finished_ products ran also be used 

to ssess tb heavy metals potential level when compared to similar fonnulas. 

This being said, among LaUemand Health Solutions manufacturing sites, many probiotic products 

have been tested for heavy metals and the results were always within the limits of the c� rresp� ~ding 

regulations (European and Canadian). 

Based on our matrix approach and previous resu.lts for heavy rn taJs on all pro"iliotir fonnu!, s, 

Lallemand ~leabh Solution.~ [lnstitut Rosell) can provide 1,easo[!able assurance tha the probiotics 

formulas BaciJlus subtilis Rosell -179 - 25, powder and Bacilfus subtilis RoseU"'-179 -100, powder 

a.re in compliance with the following Regulatlons: 

tiUU"M'i'lND IIEALTII SOUJT/Om 
17975"' de<t'.ouvemeurs.MrabelQc ICanadaJ7J 2~ ITel:+145043391391F .. :+14S04139"rll 

- -•tUIMfr> 
 

 

GRAS – Bacillus subtilis Rosell®-179 

APPENDIX  4  – HEAVY  METALS  STATEMENT 
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LALLEMAND HEALTH SOLUTIONS 

LALLEMAND 
HEALTH SOLUTIONS INC. 

tleavy Metals 
SpeclJkations 

USP 2232 
(mg/kg) 

Sped fl cation 
Regulation 

(EU)1881/2006 
(m11:/kgl 

LeadfPbl 0.5 3 
(:.idmium [Cd1 0.5 1 

Arsen ic [As1 1.5 NIA 
Mer-rnrv fHl!1 1.5 0.1 

This information ts prnvided in good faith, 

Martin Lampron, B.S:c:. / 

Scie nt ific Affairs Specialist 
Lallemand Health Solutions [nc. 

LAI.LEIAANDHEALTf/SOUJTI0l'IS 
11'9JS rue d!!5Gi:JuYBneur.MlrabelQt l~ J7J 2KT ITel:+1 4~4l39U9 l fa >l ½l 4S0OH722 

GRAS – Bacillus subtilis Rosell®-179 
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LALLEMAND HEALTH SOLUTIONS 

S..mple : BACILLUS SUBTJUS 

Section : 1 

Lot No : U 120140250 (00071928) 

Template : Finish product 

Description : Report 

TEST METHOD SPEOFICATION RESULT 

USP ICP;M$ R (µgig) 0? µ~ 
USP ICP/VS Repon (µ;'g) OC� µg,'g 
USP ICP, 1$ ~IIJlllg) 0' µg,g 
USP ICF,MS ReporrM1gt 009~9 

Venli•d by· Approved by . 

Ch..,,i1t 

NCA : R.31-140403 034 

Neopharm Labs Inc. Req : 19036 00 

PO No : 19036 00 

Code 111! a ent : R34 bu 
Oat spec : um,du J"C -J 6 

V rsion : 
P/1<me (./ OJ IJ --,TIM-I Certificate of nalysis 

Printed : 2014- -17 

ROSELL (INST/TUT) ReceJved : 2011 04 03 

Closed : 2014- 17 
8480. boul, St-Laurent 
Montreal, Quebec H2P 2M6 

Page : 1 of I 

B lge powder 

GRAS – Bacillus subtilis Rosell®-179 
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LALLEMAND HEALTH SOLUTIONS 

Sample : BACILLUS SUBTIUS 

Section : 1 
Lot No : U120140248(00071923) 
Template : Fmished product 

Descriptlort : RePQ<t 

Verified by· 
App,ov•d by . 
Ch1m,s1 

NCA : R34-tm0J·0J5 

Neopharm Labs Inc. Req : 19035·00 
PO No : 19035·00 

865, boul. Iii Mlc•Bolte<'. Blaimille Qm!bec Cod O ient : R34 
Conada J" 5J6 Date spec : 

P/11111,: (,150) -135-,,116-1 Certificate of ana lysis Version : 

Printed : 2014-0-.· 17 
ROSELL (INST/TUT) R~ived : 2014·04-03 

8480, bou/. St-Laurent Clos d : 2014-04-17 

Montreal, Quebec H2P 2M6 

Page : I of I 

Beige powder 
TEST 

METHOD SPECIFICATION 
RESULT 

Arsenic USP, ICP, ,1$ Report lµglg) 02µg,'g Leaa l/SP ICP1t Report (~g,'g) 0 µgig •• I)' USP ICP, IS R por.1µgg) OOSi,o,'g ca11rn1um U P ICP•t~ Repo,1 (i,g.'g) 0-09µg'!J 

GRAS – Bacillus subtilis Rosell®-179 
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