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CERTIFICATE OF ANALYSIS

Ceprudikar anaiuizy

Namecof food FermentazaDUO ManufacturerCountry India
supplement .
Hassa aicrnunof ' . .
w0Bankit MBepaentaza AYO ' Kpataa-srpobuny: Tnais
R P P ] l:(\'»0842/24 oy
Packing BatchNo, | Dateof Release
Hoxyep ynawosano? 18241780A o ) 03.09.2024
o Jarasunycry
R UL - .
Dosage Form GastroresistantGranuals in Strength / Pancreatin 150 mg;

R - Capsules potencyofthefoodsupplement | Alphagalactosidase 300Galli
Jiwapeska popma [PacTpopesterentul rpanysn Cuaa piv/akrnsuicTs FMavkpearun 150 airg
Rancyiax AleTinol nobasxu Adb(pa-ragakrossjaza 300 Galll

*ack Size No2O (10x2) in blisters
_in carton .
Nu2(b (10x2) y Baricrepax

Ly wapronuiii wopoGui
01.2026
TesTriweonTs701

I’uckinbg‘l‘f}i(‘éh.‘iize 1 200000capsules
{60 000 packs)
1 200000kancyn

(60 000yuakoBoK)

Possip ra ran ynakoskn

Possipynarvosanol
cepii
Mig Date: .} 48,2024

Hara pupubnuursa;

SPCNo T COSPCICQA/WPO075T
Nameandadd-
ressofManu-
facturingunit:
Haiitmenyvuauusg i

ExpiryDate: o
Hpoaarumiino:
STP No

“Macieods Pharmaceuticals Limited”,

Khasara No.21, 22, 66, 67 & 68, Aho-Yangtam, Namchepung, PO:
Yakyong, East (Sikkim) -737135, India,
«Margaeone @apaacsrorurane JHsitemn,
aipeca Xacapa Ne 21, 22, 66, 67 i 68, Axo-Sturram, Hamuenyur, PO: Paniny.a, Cierim-737135, TTak aur,
supodunaoiaianind: | Oxig (Cikwin)-737135, nain,
Result of analysis/ Pesynratitananisy

Ranipool, Sikkim-737135,

S, Tests Specifications
Horkaznuu Crienstpiratin
I Description Size "0Vcapsules clear transpavent cap and | Size '0' capsules clear {ransparent
clear transparent body, filled with one red | cap and clear transparent body, filled
coloured, eircular shaped biconvex film coated | with one redeoloured, circular shaped
tablet having plain surface on both sides and off | biconvex film coated tablet having
white semi spherical pellets plain surface on both sides and
| oftwhite semi spherical pellets
Onne Kaneyan  posmipom "0 3 nposopoio | Kaneymn posmipos "0 3 nipoio-pow
KPHIHENKOI0 T4 HPO30PHM KOPNYCOM, | KPHUICHKOIO TA IIPO3OPHM KOPIYCOM,
3anoBHENT  OARICI0  ABOORYKIO  TabAeTrol, | 3310BHERT  OAHICIO  ABOOHYKIOIO
BRPUTOW  0GOJIOHKOIG  4ePBOHOI0  KOALOPY, | Talacrrow, BRpHTHI0  060J40HKDI0
RPYIVIOT OPMH, 10 MAC DAAARY NOBEPXIIO 3 | HCPBOUOTO KOALOPY, KPyriof gpopau,
ofox  Bowrip, A GlAMMIL BARIBRYJSICTHMIE | WO MAC FAAARY NOBCPXHIO 3 000X
rpanyaamy Gowin, Ta GLIIME HANTBRYANCTIMH
— CPanylianit
2, | 400.50 mg £ 5.0 % 410.48mg
_ 406,500 £ 5,0 % 410,48mr
3. Notmovethan 30 min Yminutesldscconds
- He Ginbiue 30 xg. 9 xn l4eer o
4. Not more than two tablets out of twenty deviate | afin.: -1.09 %
from the average weight hy more than £7.5%
and none deviate from the average weight by | nax: 11,37 %
thankls5%,
Giapwe  ABoX  TalAeTOK i3 ABAAUATH

MACLEODS PHARMACEUTICALS

Gt BLOCK

SRAL

KITASRA 21, 22, 66, 67, 68 AHO YANGTAM, SIKKIM NAMCHE

SIKKIM 737135

2 2 A e ‘?.'_c_':/




IR T

(\llulm()Tb(‘ﬂ Bl,( Ccp(‘,!mbm Bary Giany wig
na 7.5% 1 wosiia He mMome RiAXHASNTHCL Bl
nisk na 13%

Mazee.+1,37 %

A, Assay

Pancreatine:

- notless than 135.0 mg per capsule

= not less than 90.0 % of label claim
Alpha-galactosidase:

- not less than 270.0Gall per capsule
~ hot less than 90.0 % of Iabel claim

196.89mg
131.3%

366.05 Galu
1220 %

Kiankicue BHIHAYCIIHS

[Tankpearun:

- He menme 135,0 Mr/Rancyay
-He senme 90,0% sin sasisaenol
RifibrocTi
Ansha-ragaxroinaaza;

- He mentue 270,0 Galu

~He memne 90,0 % sin sassacnot
Kisibroeri

196,89 mr
131,3 %

366,05 GalU
1220 %

6. Microbiclogicalpurity¥

Micrebialenumerationtests:
Totalaerobiemicr ohlalcount( TAMC)

- Notmorethan 10° CHJ/g;

Total combined mol(ls and yeast (TYMC)

- Not more than 10°C Fu/g;

Iesl/()/ specified microorganisms,
Stapliplococeus aurensshould be absent in

I g of the drug,
Pscwdomonas aeruginosashould be absent in
tgofthe drug,
Exclerichia coli should be absent in 1 g of the
drug,

i Mikpodioaorivna
uHeToTaY

Busnawenns niaorocmi MIRPOOpU-1i3ain:
3aradipie  wHueas  acpobinx  aikpoopranizain
(TAMC) - ne Bisnme 10° KYO /13

3ArALHE HHCHD /1[)1,l<1moml\ i upinennx rpudin
(TYMC) - t1e Binbine 102 KYO / v

Busnavenns cueyuhivnux sminpo-opeanisie:

He ponyeraervenSruphylococcusaureusy

I r ipenapary,

He nonyckacrnenPsendomonasacru ginosus

[ rapenapary,

He nonycracrnes Escherichia coli v

1 v npenapary.

Not Applicable

Not Applicable

Not Applicable

Not Applicable

He zacrocosyernes

He zacrocopycrsen

[

—_—

€ 3aCTOCOBYCTheH

He 3acroconycrnes

He sactocopyernes

batch of the y ear,

Rcmm ks:ThePr oductComplicsasper thc‘apc(‘lhc ation,
s . p . I
~ Not a routine test for batch release, Test to be performed on validation batches and then after first and every 10

Hpmnncﬂ Hp(mvm mzm(mlm(cnum(bn ANy,
* - dledi reer we ¢ pyTHBEM M8 BHRYCRYCepil. BunpodyRaHHsMMIOTEHPOBOAHTICA Ha Basizauiiinny naprisny, a
wrimuieasnepuiol Ta koK1 10 naprii na pis,

8. Name and position / titic of the person issuing the permit issue series /
Hpissuie ta nocana / 3pauis 0codi, o BHANIA 40381 HA Bunyekeepit

_PreparedBy/linroroniaeno

Chec ¥/ Hepenipeno

Sonali Das

Akshay Kumar Thak

03.09.2024

03.09.2024

I
|

Itnsxwlccumncnllv;,vncnAx(dncport hcmesxnndtmcmumLqune(l

llw‘wh v pmnmum

s H)\H’Hl AuHenenor [)l()(‘ll.

MACLEODS PHARMACEUTICALS

GENERAL BLOCK

S
LIMI'YED

KHASRA 21,22, 66, 67. 68 AHO YANGTAM, SIKKIM NAMCHEPUNG,

SIKKIN 737135




