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CERTIFICATE OF ANALYSIS

Ceprudikar ananizy

als in Capsules

potencyofthefoodsupplem
ent

Nameof food supplement | Fermentaza ManufacturerCountry India

Hassa gieruuanot Pepaenraza Kpatua-supobnnk: Tntise

aobasici e

AR No. ; FC-1098/23 —_—
Packing BatchNo, KFI2309A Dateof Relcase 11/10/2023
Hosep yuaxonanof cepit | KFI2309A Jaragunycky 11,10.2023
Dasage Form GastroresistantGranu | Strength / Pancreatin 150mg

Jlikapesra Qopaia

FaerpopesncrenTii
PANY.IN B RANCYHAX

Cuna ait / akrunyicts
AieTnunoi godaprn

NI

Packing Baich Size
|

400000 capsules
(20000 packs)

Pack Size

Nal0 (10x2)
in blisters

60

Nameandaddressof
Manufacturing unit:

“Macleods Pharmaceuticals Limited®, j
Khasara No.21, 22, 66, 67 & 68, Alo-Yangtam, Namchepung, PO: i
Ranipeol, Sikkim-737135, Pakyong, East (Sikkim)-737135, India.

t Iaiistenysanus § agpeca
| Bpod I oTinL i

«Mawuneonie ®apmacniorarane Jimitem,
Xacapa Mo 21, 22, GG, 67 i 68, Axo-SInrran, Hastuenyur, PO: Paniny.a,
Cikrin-737135, Mawsiar, Cxix {Cirxcin)-737135, Tunin.

| Result of analysis/ Pesyabrarnananisy

I

in carfon hox

brown pellets,

S, | Tests Specifications Results

No

No | Tlowasmmkn Cnenudircaisn PesynnTarn N

n/

u_ B

1 Description Transparent/ transparent size 0’ hard Transparent/ transparent size
gelatin capsules containing off white to | ‘0’ hard gelatin  eapsules

containing off whitc pellels,
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[Iposopi Teepai enntmitoni waneynn
po3mipom «», mo micTars rpanysu
Bij BiA0ro 1o KOPHUIEBOTO KOLOPY.

[Iposopi  Twepui
raneynu possipom  «0»,

312.5 mg & 5.0 %

MicTsTh Gind rpanyan.
311.12mg

Cepous aaca

312,5Mr & 5,0 %

311,12 mar

3 | Uniformity of
weight

Not more than 2 .0f" the . individual
weight deviate ~Trom” the ‘:c:“'q,é‘lv\gc
. v TN Ao
weight by more/than 7.5 % and \np\c

fio °

. f oY At i -
deviated by mote lm‘fhnli%f-\@‘ \ =

Min.: -2,21 %

Max.:+ 5 %
/L§

Hmncp-z-;i-'f.ﬁ n 1350

Possripynaxosanof eepit | 400000 Kaneyn Posatip Ta tun ynakonku | Nel0 (10x2)
(20000 ynarosox) y Gaicrepax
¥ Kapronuiii
i Kopofni
_Mig, Date: 09/2023 ExpiryDate; 08/2025
AaTa nupobunnrra: 09.2023 paaaTisiii ao: 08.202s
SPC No C/ISPC/WP006572/01 | SPC No C/SPC/WPQ06572/

menaTnnosi |
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/%7663.(//\/0 g,ap &é\/




o Onuopignicrs macy | He Ginunie 2 inansinyadanmny sHauens Min.: -2,21 %
MacH  BigxmuasoTLeS  Bil  cepeannol
BAFH BMiCTY kameyiu GLTeIN RIS HA | Make.:+1,75 %
7,5% 1 'wogHA He MoMe BiIXHISITHCH
. Bisnbu uisk ua 15% e
4 | Assay - Not less than 135.0% whw 235.65%
~-Not less than 90.0 % of label claim 187.1%
o i
' KRinsricie -~ He stenmme 135,0 % (mac./mac.) 235,65%
BR3IIAYCIHS - He wmenmme 90,0% sin sassienol | 157,1 %
, RLILKROCTI
5 Microbiologicalpur | Microbialeniumeratinontests:
iy Totalacrobicmicrobialcount(TAMC)
— Notmorethan IDJCFU/g;
Total combined wmolds and yeast | 20CFU/g
(TYMCQ)
— Not more than 10* CFU/g;
Test for specified microorganisms: <10 CFi/g
Staphylecoceus aureusshould be absent
in I g of the drug. Absent
Pseudomonas  aeruginosgshould  be
! absent in 1 g of the drug, Absent
‘ Escherichia caff should be absentin 1 g
_ of the drug. Absent
Mirpobionoritna Buznauenns rinsxocmi
"HCTOTA sirpoopeanizsie:
3arafblc THCA0 acpobrnx
atiwpoopranizamis (TAMC)
~ e Giasme 10° KYO / r; 20KY0 /r
3arajfibie  MHcA0  apincuRoBnx i
usinepux rpubie (TYVIC)
- ne 6inbure 1P KYO /1 <HKYO/r
Busuasennn enequichivix
MIRpOOp2UNTIAtin:
He Binnopizac
nonyeracrnenStaphylococcusanrensn 1
I Rpenapary. Bigmosiaac
He
nonyeracthesPsendomonasaeruginosa | Bipnonigac
B 1 r npenapary.
He gonyckaernenEscherichia coli 1 r
npeHApPaTY. -
6. | Remarks:TheProductCompliesaspertheSpecification .
i ITpemirka: Mpooywrsijuionizaccenens diranii L
7. 1 Name and position / title of the person issuing the permit issue series /
lpissnme Ta nocaga / 3panus ocobu, m1o BIAdA A03BiA Ha BrnycKkcepil o
Prepared By/lTligrotorsien | CheckedBy/ Iepesipeno
0 ApprovedBy/3atnepmxkeno
H022436 HO016227 H019480
Marting Rai Akshay Kumar-Thalkin.._ Panlkaj Kumar
11.10.2023  12:41:06 11,10.2023 14 27 43

11.10. 2023 13 57‘25 L \
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