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Correction to the Test Report No.: 21/22148 ) _
Reason for correction: repeated measurement of Content activity Bromelaine

st : Customer

{ ﬁmﬁ address ) Ef%rggt:?r{ﬂf gé?'31354 Krakéw Date of sample recelpt : 25.08.2021

Divislon; Fagron Krakéw Date of testing from: 23,08,2021

Contract f order: 2021 19/0033/8LPIF to; 15.02.2022

Order No.: 2107690 Date of Test Report issue: 15.02.2022
Description of the Sample

Laboratory No. 21017931 _ .

Type of the sample Pharmaceutical raw materials, drugs and suxlitary materlals

Mame of tha sample { Product | Bromelaln (>1200 GDUfg)

Strength / Dosage form -

Batch No, 24H12.808

Expiry date 31.05,2023

Description of package plastio cup

Size of package  Quantley 1 unlt

Manufacturer ! Trader Fagron

Sampling / Delivery Bample delivared by Customer

Purpose of testing Baich release - Assessmant of conformity with specification No.: INTERNAL

Spacification { Test procedure | Extarnaf documentation with specificallon No.i INTERNAL

Appearance of the _samp!e white powder

Statement of Compliance / Non-compliance with the requirements / specifications

Test sample: Bromelzin (1200 GDULG) Batch:  21H12:805  Manufacturer/ Trader;  Fagron

Tested sample in performad tests
iz In compliance with
the specifications presented In INTERNAL.

» Statement of compliance f nongorpiiance Is prasented agcording o cuslomer requirsments.
» Staiement of sompliance ! noncompliance. of the results with requirements is based on comparisen of the test results presented in this Test Report
with valies presented in axiernal document No.: INTERNAL,

Statemants:
»  ELspo s r.o. performs pharmageutical quality confrol testing on the basis of the Manufacturer's Authorisation No, V2312020, Issued by the
State Instltute for Drug Control (SUKL).
This Carlficate of Analysis shall ot be reproduced excapt in full without approval of the Labaraiory,
Laboratory Is ot responsible for sampiing, the results apply to the sample as recalved,
Tast results rafato only to the sample tested and do not substitule the approval of the test item by the competent authorlty.
Tast squipment and Instruments kave been callbrated and verlfled in accordance with applicable metrological regutations.
Test results can be claimed within 30 days of thelr sending fo the customer. Clalms dellvered In wiltten form only are accepted and executed,
Return of sampls remains - samples will be returned to tha customer upon his wrilten request and at his expense. n other casas, the remalning samples
are discarded at the customer's expense after the expiration of the storage period (which Is at teast untll the end of the caim perlod, or-as agreed I the
gontract with a speciflc customer). e G -
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Test Report issued by and for Statement of Compliange 18 responsible: Ing. Eva Pjatakova Balendarova, PhD,, Hé@,'?:ffof Lﬁ?ﬁzmw Boed
5o g M

Test Report will be delivered to: Fagron Krakow oy wo -

Date: 15022022 Approved by:  Ing, Mara Gaviékovafglﬁjallﬂed

Tel.: +42153 4424740, +421 53 4192322 e-mall; efsro@slsro.sk www.alsro.sk
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Description of the Sample
Laboratary No, 21017924
Type-of the sample Pharmaceufical raw matetials, drugs and auxlilary materlals
| Name of the sample / Product | Bromelain {»1200 GDU/g)
Strength [ Dosage form -
Batch No. 24H12-805

Physico-chemical testing: INTERNAL.

Test Resulis

o rtaie s el | %as réfman

Appearance of the substance vl . w‘mﬁ; Lgﬁggy white powder Complianca 21.10.2021
Identifieation A (UV spectrum) UVMIS - gompliance compliange Compliangs 21.10.2021
Identification 8 Test i combls o N :
{content activity Bromelaine) pliance compliance Compliance 02.11.2021
Heavy metals Tost pEm <50 <50 Compliahce 21.10.2021
Sulfated ash GA % sh 1.8 Compliance 21.10.2021
Loss on diying GA % =5 27 Compliancs 20.10,2021
Content activity Bromelaine _ UVIVIS GOUfg about 1200 1203 Compliance 16.02,2022

Person responsible for results:

Test Mathods

Ing. Eva Platikovh Palendarova, PhD,, Head of LFOA

olation T

GA

Test Test

UVIVIS Spactrophiotometry

Vi Visual inspection

Date: 15,02.2022

Approved by: trig. Méria Gavidkové, Qualified Person

e
', W

K““«b“‘ B R e
Bt

1,5,

el +42163 4424740, +421 53 4192322

a-mall: elsro@eisro.sk

W elsro.ek

Verslon: 08,03,21




* Badanie czystosci mikrobiologicznej preparatow
Badanie wykonano zgodnie z Ph. Eur. 10.0

Numer badania
Przedniiot badamia
Miejsce pobrania

Numer serii

Daata pobrania prébki
Data dostarczenia probki
Data rozpoczeeia badania
Data zakonczenia badania

Probki pobral i dostarczyt

armaceutycznych

B/3109/F
Bromelaina (>1200 GDU/g), 1 op. a' 21,57 g

21H12-B05
2021-08-17
2021-08-17 13:25
2021-08-17 14:30
2021-08-23 10:00

"FAGRON" Sp. z 0.0.

ul. Pasternik 26
31-354 Krakow

WYNIKI BADAN :

podioic: Sabour. Dext. agar z chlorami., firma:Grasoseria 20210630

Dopuszczaina Wynik / Oznaczona
1P, Rodzaj drobnoustroju / podloza ilo§¢ CFU ilos¢ CFU
w lg lub 1ml w lg lub lm!
taphylococcus aurens < .
1 l pﬂiﬁ(}iﬁ: TSB, firma-Graso. seria” 20210224 Mannitol, firma Grase, seria. 20210531 nicobecae w lg lub lml nieobecne w lg
Eschierichia coli
2% podioZe: TSB. firma: Graso, seria’ 20210224:MCK bulien_ firma-Graso, seria: nicobecne w 1g lub Iml nieobecne w 1g
] 20210222 MCK._ finmea Grase, sena 20210702 |
almonella
3 podioze: TSB. firma Graso, seria: 20210224, Rappap.-Vassiliad. bal., firma-Graso. scria: nieobecne w 10 g lub 10 mi nieobecne w 10 g
| 20210219 XLD, Firma Graso, seria 20210614
Bakterie Gram-ujemne tolerujgce z0l¢
4 podloze: TSB. fimna: Graso, seria: 20210224: Mossela Bulion, fiem- Graso, seria. <192 <10
10722 VRBGA, firma: Grass. seriz: 20210615
- Ogolna liczba drobnroustrejéw tlenowych (TAMC) 4
+ podloZe: T.C.S.. firma: Bio-Rad. scria: 64407256 <2x10 <10
6 Ogdina liczba plesni i droidzy (TYMC) “ <2x102 <10

110e: NaCl buf.r-6r z pept. 0 pH=7.0, firma: Graso, seria: 20201119

Ninigjszym potwierdzam, ze etap wytwarzania obejmujgcy badania czystosci mikrobiologicznej zostal przeprowadzony w pelnej

Wyizolowane drobnoustroje: -

Spelnia wymogi Ph. Eur, 10.0

Potwierdzenie etapu wytwarzania produktu leczniczego.

zgodnodei z wymaganiami Dobrej Praktyki Wytwarzania i warunkami okre$lonymi w umowie. zapewniajacymi zgodnos¢ z wymaganiami

pozwolenia i dokumentacji dotyczace] wprowadzenia do obrotu produktu leczniczego, jakie zostaly przekazane przez Zleceniodawce.

WYNIK ZATWIERDZIL:
2021-08-23




