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CERTIFICATE OF ANALYSIS
Ceprudirar ananizy
Name of food Bactimac Manufacturer India
supplement Country
Hazea miernunoi Baxrimak Kpafna-pupotnme: Tupis
JoBaBKH
AR No. : FT-1123/24
Packirg Batch No. 18242756A Date of Analysis 04/11/2624
Homep ynaxosanof cepii HdaTa ananisy 04.11.2024
Dosage Form Capsules Date of Report 14/11/2024
Jlixapebxa dopma Kancynu JlaTa nporoxony 14.11.2024
Packing Batch Size 250 000 Capsules Strength / potency of | Cuna aif / axTushicry,
the food supplement/ | giernuuol Ji (1]i%:3: TN 1

Poamip ynaxosanoi cepii

250 000 Kancyx

Lactobacillus acidophitus 500 mumn./ Lactobacil-
lus rhammosus 1 mapy./ Saccharamyces boular-
dii 30 aun./ Bifidobacterium lactis 275 s,/
Bifidobacterium Iongum 1 Mapa,./ Clostribium
butyricum 2 man./ Bacillus ealusii spores

2 mapp./ Frueto oligosaccharides 100 mr {mng)

Mfp. Date; 10/2024 Exp. Date: 09/2026

ATA BUPOOHHITEA: 10.2024 Hpugaruuit yo: 09.2026
SPC No. CO/SPC/CQA/ STP No, CO/STP/CQA/
WP013528-000 WP013528-000

Name and address of
Manufacturing unit:

«Macleods Pharmaceuticals Limiteds,
Khasra No. 21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung,
PQ: Ranipool, Sikkim-737 135, Pakyong, East (Silkkim)-737135, India.

Halimenypannx i anpeca
BHPOGHMYOT AlmbHHi:

«Maxneone PapmackrTHEAIC Jiviremy,
Xacapa Ne 21, 22, 66, 67 i 68, Axo-SIurram, Hamuenynr, PO; Pauninys,
Cirkim-737135, Mak'sr, Cxin (Cixrim)-737135, Tanis.

Result of analysis/ PesyanT

ATH aHatizy

S. Tests Specifications Results

No.

Ne Hoxasnuku Coenudikanis Pesynbrarn

B/l

1. Description Hypermellose capsule white Hypermellose capsule white
opague cap and white opaque opaque cap and white opaque
body size “0” filled with off - Ib;ody'-,'s'fz"éﬁ‘.‘[)“ filled with off -
white to brown powder, ,ﬁiljﬁé'ﬁﬁ?ﬁ?déj"}\
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Identification
For Fructo
oligesaccharides
(By HPLC)

The retention time of the Fructo
eligosaccharides peak in the
chromatogram of sample prepa-
ration should correspond to that
of the Fructo oligosaccharides
peak in the chromatogram of the
standard preparation as obtained
in the test “Assay” for “Fructo
oligosaccharides content™.

The retention time of the
Fructo oligesaccharides peak
in the chromatogram of
sample preparation corres-
ponds to that of the Fructo
oligosaccharides peak in the
chromatogram of the stan-
dard preparation as obtained
in the test “Assay” for “Fruc-
to oligosaccharides content?”,

Yae yrpusyeanns nika Fructo
oligosaccharides ma xpomara-
FpaMi 3paska npenapatry mae
abirarics 3 wacom yrpHMyRanns
mika Fructo oligosaccharides ra
xpomaTorpami CTANAPTHOrO
3pa3Ka, OTPHMAHAX B XA Kiab-
KicHOrD  BusHayenns Fructo
sligosaccharides.

Yac  yrpumysanna mika
Fructo oligosaccharides ma
xpomartorpami 3paska
npenapary  36iraerbes 3
HACOM YTPHMYBALHS Inika
Fructo oligosaccharides ua
XpoMaTorpasi cTAHA2PTHOrD
3pa3ka, OTPHMAHNX B Xoi
Kinskicnoro BH3NaYeHHA
Fructo oligesaceharides.

Average weight

375.0mg 5%
(356,25 mg to 393.75 mg)

368.68 mg

Cepennsa mMaca

3750 Mr£5%
(Bin 356.25 mr 10 393.75 Mr)

368,68 mr

Uniformity of weight Not more than two capsules out of | Min.: -4.95;
twenty deviate from the average | Max.: +3.25
net content by = 7.5 % and none
deviates from the average net
content by & 15 %,

PiBHomipHicTs Mach He 6innme niw asi kancyan 3 | Min.: -4,95;
ABapuATH  siaxwxsoreen  Bix | Make.: +3,25
Cepeanbol MacH HeTTo Ha % 7,5 %

I xomna we pimxmuserscm mix
CEPEAHLOL MACH HETTO Ha £ 15 %,
Disintegration Time Not Less than 30 min More than 30 min

0.1 N Hydrochloric acid)

Yac posnany He menmwe 30 x8 Binsure 30 xp

(0,1 N Consna xucmora)

Assay

L. Total CFU count

1) Lactobacillus Not less than 1.35 billion CFU 4.9 billion CFU

acidophilus and

Lactobacillus rhamnosus

(By Microbiological)

2) Saccharamyces Not less than 27 million CFU 33.9 million CFU-

boulardii Nl - EEE N P

{By Microbiological) ,f'f,--;- g Y
Not less than 1.148 billion CFU | 5.0billion'CFy -~ |
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3) Bifidobacterium lactis
and Bifidobacterium
longum

(By Microbiological)

4) Clostribium butyricum
(By Microbiclogical)

5) Bacillus calusii spores
{By Microbiological)

IL. Fructo oligosaccharides
(By HPLC) Label claim

Not less than 1.8 million CFU
Not less than 1.8 million CFU

Not less than 80 %

4.51 million CFU
4.4 million CFU

923 %

Kinexicre susnavenns

L 3aransua kinekicrn
KYO

1) Lactobacillus
acidophilus and
Lactobacillus rhamnosus
(By Microbiological)

2} Saccharamyces
boulardii

(By Microbiological)

3) Bifidobacterinm lactis
and Bifidobacterium
longum

(By Microbiological)

4) Clostribium butyricum
(By Microbiological)

5) Bacillus calusii spores
(By Microbiological)

I1. Fructo oligosaccharides
(By HPLC) (Bix

3aABJACHHOI KilbKOoCTi).

He mexme 1,35 mapa KYO

He menme 27 mau KVO

He mennre 1,148 piapn KYO

He menuse 1,8 muan KVO

He mennre 1,8 mue KYO

He menue 89 %

4,9 mupn KYOQ

33,9 M KYOQO

5,0 mapx KYO

4,51 Mun KYO

4,4 mun KYO

923 %

Remarks: The Product Complies as per the Specification

Hpnamirka; Oponyxr Binosinae enenudiranii

Name and position / title of the person issuing the permit issue series /

{Ipissnuwe Ta nocana / 3Bauug ocobu

» IO BHAAIR Q03BN HA BHRYCR cepii

Prepared by/ Miarorosseno

Checked by/ Ileperipeno

Approved by/ 3aTeepnxeno

14.11,2024

14,11.2024

14.11.2024

Avanish Rai

Akshay Kumar Thakur

Pankaj Kumar Yaday

This is elecironically generated re

e enexrponnuii asir, TOMY MgAMC He HoTpiGeH,

port, hence signature is not required.
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