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CERTIFICATE OF ANALYSIS

Ceprujikar anarizy

Name of food Fermentaza DUO Manufacturer Country | India
supplement

1!110:%3:?:“1}(:&1"1“01 Qepaterraza YO Kpaia-enpodimic: Tupis

AR No. : FC-1117/24

Packing Batch No, Date of Release

Homep ynmakonauei | 18242318A . 15.11,2024
cepif JlaTa Bunmycky

Dasage Form
Capsules

Gastroresistant Granuals in

Strength / potency of
the food supplement

Pancreatin 150 mg;
Alphagalactosidase 300 GalU

Jlircapenia dopaa
caleysax

CacTpopesncTenTi Ypanys &

Cuna mdifawcrupuicts
aleriynol pobaBiey

Mankpearun 150 mr;
Ancha-ranacrosmgaa 300 Gall

Packing Batch Size | 1200 000 capsules

(60 000 packs)

Pack Size

MNe20 (10x2) in blisters
in carton box

Poanip ynaconamoi | 1 200 000 wamcyn

Posnip Ta THI

Ne2{ (10x2) y Guricrepax

cepit (60 000 ynaronor) YIAKORKH y KapTouHiii xopobif
Mg, Date: 09.2024 Expiry Date; 02.2026

Jota BupoinuTEa; T pngaTuuii go:

SPC No CQISPC/CQASWP007577-006 STP No C/ISTPIWP007577/01

Name and add-ress
of Manu-facturing
unit:

“Macleods Pharmaceuticals Limited”,
Khasara No.21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung, PO: Ranipool, Sikkim-737135,
Pakyaong, East (Siklkim) ~737135, India.

Haitnewyeanus i
agpeca supobuitol

«Maxsieone GapaackioTirreane Jintivens,
Xacapa N 21, 22, 66, 67 i 68, Axo-Hurras, Haarrenynr, PO: Paninyn, Ciexim-737135, [Ta'aur, Cxin

AiABUNNI; (Cixkia-737135, Iupis.
Result of analysis/ PeaymeTaTii ananisy
S, Tests Specifications Results
Na.
No IMorasankn Cremishirxcanin PesyneraTi
/i
1. Description Size "0"capsules clear transparent ¢ap and | Size '0' capsules clear transparent cap
clear transparent body, filled with onc red | and clepr transparent body, filled with
coloured, circular shaped biconvex film coated | one  red coloured, circular shaped
tablet having plain sucface on both sides and | biconvex filin conted tablet having plain
off white semi spherical pellets surface on both sides and off white semi
spherical pellets
Ome Kameysn  posmipom  "0" 3 mpo3oporo Kaneysr posmipom V0" 3 upo3o-poro
KPHUIETKO TR TPO30PHAM  KOPWYCoM, | KPIIIEMICO TA NPOIOPEM  KOPITYCOM,
3aIOBHCHI OfRicl0 ABoONyKAO TadaeTrolo, | sanosneit ofuicio ZBOOIYKADIO
BKPUTOIO OGOJNONKOIe YEPBAHOrO KOXBOPY, | TafneTio,  owpuroio  afononkoio
Kkpyriol opau, We MAE CIRUKY TOBCPXHIO 3 | HMCPBOIIOTe KONLORY, Kpyraot Qopati, mo
ofiox Gowin, Ta OGIMUMR RANIBKYNACTHAMI | Mac THajRY ToBepxiio 3 ofox Gokim, Ta
TpanysaMi BITHAI HATIBRYITCTIMU CRAHWIAN S
2. Average weight 406.50 mg £ 5.0 % 409.53 mg
Cepeuia pacsg 406,50 mr £ 5,0 % 409,53 mr
3. Disintepration time Not more than 30 min 12 minutes 12 seconds
Po3mapaHHi He Ginsue 30 xB, 12 xe 12 cex
4, Uniformity of weight Not more than two tablets out of twenty

deviate from the average weight by more
than £7.5% and none deviate from the
average weight hy more than £15%.

Min.: -141 %

Max.: +0.71 %

MACLEODS PHARMACEUTICALS LIMITED
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OnHopianicTh Mack He Sinpme pgpox tabaeror i3 ABMIUITH | Min,: -1,41 %
BIIXUAHIOTRER Bift cepepunot sary GinkLur uix
Ha 7,5% 1 moAna 1e pome BiAXHANTHCE SIe | paake,: 0,71 %’
nick Ha 15%

3. Assay Pancreatine!

- not less than 135.0 mg per capsule 233.53 mg
= ot less than 90.0 % of label claim 155.7 %
Alpha-galactosidase:
- not less than 270.0 GaiU per capsule 312.66 GalU
- not less than 90.0 % of label claim 104.2 %

Kiabxicue snznasenna | Manxpeation
- He menme 135,0 mr/eaneyiy ; 233,53 Mr
- He arernme 90,0 Y% eig sassncuof winnroeri 155,7 %
Aneda-ranaKTo3nan;
- He menme 270,0 GalU 312,66 GalU
- He mesure 90,0 % sin 3aasaenol kloskoetl 104,2 %

6. Microbiological purity* | Microbial enunreration tesis:
Total aercbic micrebial count (TAMC)
— Not more than 10° CFU/g; 35 CFU/g

Total combined molds and yeast (TYMC)
— Not more than [0* CFU/g; <10 CFU/g
Test for specified microorganisms:
Staphylococeus awreus should be absent in Absent
1 g of the drug.
Pseudomonas aeruginosa should be absent in Absent
1 g of the drug.
Escherichia colf should be absent in 1 g of the | Absent
drug.

MirpobGiosoriuna Buznauenns xitsrocmi sixpoopzanisia:

HICTOTAY Sarafpie uneno acpoGinx Mikpoopramizmis
(TAMC) - 1ie Gimsre 10° KYO/r3 35 KYO/ir
jaraaeiie uHeno apbeamosux i upinesnx
rputis (TYMC) - ne Giapure 10 KYO/ < 10 KYO/r
Buznauenin cuequiniux Mikpoopeaniaiig:
He ponyckacries Staphylacoccus anrens 8 BineyTui
1 r npenapary.
He ponyckacroes Psendomonas aeruginosa v | BineyTsi
1 r mpenapary,
He nonycwacroest Escherichia coli 8 BincyTi

I r npenapaty.

7. Remarks: The Praduet Complies as per the Specifieation.

batch of the year,

* _ Not a routine test for batch release. Test to be performed on validation batches and then after {irst and every |

nlll

Mpumirka: Mpoayir wigmosinac enemndixaiil.
* .« [Teif TeeT He € PYTHINNAM ara Bunycky cepli, BunpolGysanus mMat0Th NPOBOIHTHL! HA Banigamiiiuiy napTis, a
noris niena mepiuel Ta kosnof 10-1 napTii na pil

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

Ipissume ra noeagn / 3enis ocof, 10 BIAAAN A03BLT A BHIYCK copit

Prepared By/lliaroTosjeHo

Cheeked By/ Ylepesipeno

Approved By/ 3aTBepaielio

Avanish Rai

Akshay Kumar Thakur

Pankaj Kumar Yadav

15.11.2024

15.11.2024

15.11.2024

This is electronically generated report, hence signature is not required.
e exererpomninit aniT, Toay ftignuce me noTpiden.
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