CERTIFICATE OF ANALYSIS Spec. No:: 10000000042 Version 05

Delivery No.: 81069524
Material: 13007670 GranubLac® 200
Lot No. ‘L1018560425

Manufact. Dale Retest Date
‘W4 w02Y2028

DEFINITION}CHARACTERSEPRODUCTION
?GRANULACT- 0 s, MEGGLE‘S hrand narme fnr a mllled Iactose

monograph has undergone pharmampdelal harmomsatlon
GRANULAC 200 conforms to the mbnograph "Lactosa Monohydrate” in the Chinese Pharmacopoela’ (ChR),

GRANULAC 200 is-a whiite or almost while, crysfalline; uduurless powder. it is'freely but slowly soluble in'water,
practically insoluble in“ethanol (86'per cent) chiorofort and elher

GRANULAG 200 is Halat and Kesher certified and stitable for a vegetarian dist.

Produgtion and release slier MEGGLE GmbH & Co. K@, Megglestr:6:12, 83512 Wasserburg am inn, Germany

The management system of MEGGLE GmbH & C_o KB, Megglestr 612, 83512 Wasserburg am Inn, Germany
has been cerified meeting the requiremenis vf GMP- and GDP accordlng 10.EXCIPACT ™.

Additional regulatory information is avallable under winw;meggle-excipients. tom.

| Mathod | specification | Unit | Resu_ltl
IDENTIFICATION .
Identification AfPh. Eur, 2.2:24/Infrared.absorption conforms ‘conforms*
spectrophotomefiy
[dentification BIUSP-NF <201>/Thin-layer chiromatographic  [conforms: conforms®
identification test
Identification B/Ph. Eur. 2.5.12Wster | conformé, , confarms
Identification (1}/ChP <05125/HPLC confarifis! coriforms*
TESTS:
Appéararice of solution Ph. Eut. 2.2.1 mak 3 NTU. 0.2
Instrymental method
(max 3 NTU equals
"The: soluuon Sis
clear‘_) .
Appeararice of solution Ph. Eur, 2.2:2 Method If | The:solution is not more conformis
intensely coloured than
reference soluition BYs. _
Absorbance: proteins. and Ph. Eur. 2:2:25 rnax 0.4 ' 0.00
light-absorbing impurities.at 400 nm
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CERTIFICATE OF ANALYSIS Spec. No: 10000000042 Version 05
Delivery No.: 81059524
Material: 13007670 GranuLac® 200
Lot No, 1101850425
Method | Specification Unit Result
Absorbange: profeins and Ph. Eur. 2:2.25 {max0.07 0,01
hght—ahsorbmg impurities from 270 to
Absorbance proteins and PH. Bur..2:2.25 max 0.25: 0.03
light-absorbing |mpunt|es from210 to] .
290 nm _ _
Acidity or alkalinity. Ph. Eir, Lactose The solution is conforms
7 ' calourless’
Acidity or alkalinity’ : ‘max:0:4 ml 0.3
Monohydrate!Requlrem
ent of 0.7 M sodium
hydroxrde o change the
cotour of the'inditator to
) j_pmk o red _ _ .
Specificoptical rotation (anhydrous. | Ph. Eur. 2. 27 54.4.-55.9 o 55.2
substance) . _ _
Water Ph, Eur.2.5:42 |4.5-5.5 | % 5.1
Losgon arying USP-NE <731> ,_ max 05 . % Q2
Sullaied «';‘i‘sh' Ph. E{J’l‘. 24.14 | max 0.1 _ . % conforms®
Fariicle size distribution €32 pm Ph. Eu. 45 - 75 % 45 -64
2.9.38/Air-enitrainment
melhiad (4 et sieving);
. 1600 - 2500 P, 2 min |
Particle size distribution <100 pm | Ph: Eur. mifi-90 % 91- 98
2.9.38/Air-entrainmiant
met (alr-Jet SIevmg)
109
1500 2500 P_‘E_l: 2'min ,
Heavy metals JP-<{ 075 Melhéd 1, | max's. pglg conforms*
ChP <0821 Meihod 1=
tested with IGP-MS acc.
to Ph. Eur.
5.20/USP-NF <232>
7 and <233?{IQH'Q3D
Arsenic (As) ChP <0822 Method 1> |max 2 Wgifa confarmis®
tested with/ ICP-MS ace,
to Ph. Eur.-
5,20/USP-NF <232~
and.<233>/ICH Q3D
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CERTIFICATE OF ANALYSIS

( M_EGGLE )

Spec. No.: 10000000042 Version 05

Delivery No:: 81069524

Material; 13007670 GranuLac® 200

Lot N6. 1101850425

, Method Specification Unit Result

Assay: Lactose calculated onthe | ChP <0512 88:0-102.0 % conforms*

anhydrous. basis _ _

| Related substances ChP <0512~ max'0.5 | % coriforms*

MICROBIAL GONTAMINATION _ g ._

Total aerobic micrabjal count: Ph. Elr,2.6.12/USP-NF | max-100 cfulg <1

(TAMC} <BA>IJP <4.05>

Total sombined yeastsimoulds count:| Ph. Eur, 2:6.12/USP-NF | max 10 cfulg <1

(TYRIC) <61>1IP <4.05>

Escherichia coli Ph. Eur. 2, 6 13.’USP-NF ahsenge, /10g absence™
_ <B2>1JP <4.05>

Salmonelia spp. Ph: Eur. 2.6.13/USP-NF | abgénce {100 g absence

<B2>/JP <4, 05>

* ‘The conformity to specification 1s-asstred by periodical testing and/ar conforms when tested.

CONTA[NER!STORAGE

odour-free condttions_

This document is valid:withiout signature.

Wasserburg: 31.03.2025
Quality asstrarice
Mafthias Gschwendtrier

GIUSTO FARAVELLI SPA
CODIE /_\, ©2q6 -l - 217
Lorro mTerno 25 145 4 0|
para |O. 4. 2%
IMIVESSO
CONTROLLATO Z

The above data do.not release purchaser from performing an incoming control. A legally binding assurance for the
suitability of the- product for a-defined appl:cat:on purpose ¢annot be derfved from-the above.
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