JAEPKABHA CJIYKBA 3 JITKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KH€EBI

ByNL. bepe3nskiBceka, 29, Kuie, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dIs kyiv@dls.gov.ua, Kog €JPIIOY 37079055

B CHOBOK
PO SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

25.04.2023 Ne 19464/23/26

KAJIBIIIO ®OJITHAT - BICTA

(HailMeHyBaHHS TiKapCBKOI0 3aC00Y 3TLIHO 3 peecTpaniliHiM IOCBI TIeHHIM)
po34HH 11 in ekmiii, 10 Mr/mi; mo 50 M po3unHy y (pyiakoHi; mo 1 ¢gaakoHy y Kopooi 3
KapTOHY

(thopma BHITYCKY, H0O3yBaHHS, BIIJl aKyBaHHA TiKapCchKOTO 3aco0y)
Howmep peecrpaniitaoro mocsimaeras UA/15243/01/01 crpok aii peectpaniiiroro mocsiruenns HEOOMEKEHHIT
Cepis mikapcekoro 3acooy Ne DAS7 KinbKicTh BBe3eHOTO JiKapchkoro 3acoby 3395

BupobHuk Xaynt @apma Boasdparcxayzen I'MoX, Himeuanna

(naiiMeHyBaHHS BIPOOHIIKA TiKapcEKOIO 3ac00y, KpaiHa ITOX0,DKeHH:)

Baesero B VKpalHy TOBAPHUCTBO 3 OBMEXEHOIO BI/IIIOBITAJBHICTIO
"BYCT ®APMA", ixent. xox: 44107410

(maiiveHyBaHHA Ta KoJ 3a €APIIOV ropmamrdaoi ocodl abo mpizenmie, iM'sa, o 0aTEKOBI (izIraHOL
0coDII - MMpHeMII, il MicIle IPOKIIBAHHSA Ta peecTpaliiiHiii Homep o0IiKOBOI KApTKII IVIATHIIKA
ToJAaTKIB abo cepis Ta HOMep Iaclopra)

IIpotokoa BisyansHoro koutpo.aio Bix 25.04.2023 Ne 1149/5.

3a pesynpTaTaMH JIepKABHOTO KOHTPOTIO BCTAaHOBIEHO, IO JIKapchKmil 3acid BBeeHO B YKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOIABCTBA 11010 3a0e3[eUeHHS JKOCTI TIKapCchKIIX 3aco0iB.

B. 0. HauabHUKA IBan 3AJIBOPHUX

(mocazoBa ocoba opraHy Jep:KaBHOI'O KOHTPOIIFO) (mixmmic) (igimiam1 Ta mpi3BIIIE)

ML.IL



dernova

IlinTBRepaKeHHS BiINOBIIHOCTI

3agBHUK/BiIacHuk PII: Mictpain Kemirtan MeHemkMeHT JIimMiTen.

HazBa mpoaykry: KAJIBIIKO ®OJITHAT - BICTA

Kpaina npusHaueHHs: Vkpaina

Howmep PII: UA/15243/01/01

Jlo3yBaHHS/BMICT Jitouoi pedoBuHH:  Kanbmiro ¢omairat 10 mMr/mn

@opma BHIIYCKY: Po3unH a4 18’ €Kit

Po3mip Ta THIT YIIAKOBKH: 50 M1 y ¢rakoH1 y KapTOHHIi KopoOiri Ne 1

ITocmnannsa Ha YTOY 3 SIKOCTI: 18.03.2016

Homep cepii roTOBO1 HpOTYKITIi: DAS7

Howmep cepii mpomiKHOro mpoaykry:  23PR0O002

Howmep cepii Hepo3dacoBaHOl A23PRO002

MPOJIYKITII:

KUTBKICTD TIPOAYKIIIi: 3 395 ymakoBoOK

Micrie BUpOOHHITTBA: Xaynt @apma Boasgdparcxaysen I'moX
IIaddenpinep HItpacce 5

82515 Bonbedparcxaysen, baBapis, Himeaunna
Homep minensii: DE BY 04 MIA 2022 0055

JlaTa BHpOOHHIITBA: 09.01.2023 p.
JlaTa 3aKiHYeHHS TEPMIHY 07.2025
MIPHIaTHOCTI:

S migTBep/Kyr, IO eTamH BHPOOHHIITBA, 3a3HaueHi B YTo[i 3 fKOCTi, OyIH TpoBejeHI B IOBHIi
BiamoBigHOCTI 3 BiMoramu GMP €C i yMoBami, oIIicaHUMU B YToi 010 3a0e3neueHHs 10TPHUMAaHHS BHMOT
PeectpartifiHoro moceiiueHHs, fK Ie epeadaueHo «Mictpan Kemitan MeHemkMeHT JIimMiTea.».

He 0ymno 3apeecTpoBaHO HISKHX BiAXIUIEeHb, SKi MOTIIH O BIUTHHYTH Ha BHITYCK cepii.

O Bci BigxmwieHHs, SKi MOXKYTh BILTMHYTH Ha BHITYCK Cepii, OYIH PO3IJIAHYTI i 3aTBepIDKeHi BiIIOBIIHO 110
BCT2HOBJIEHO1 IIPOIIeyPH OIiHKH BiaXineHb. HacTyIHI BiAXIIeHHS Oy 3apeecTpOBaHi:

BiamorijHo 10 YToaH 3 AKOCTI LI cepis MpoAyKIlii Oylia BHIMyIeHa I TpaHCIIOPTyBaHHA B MicTpan Kemitan
Menemxment Jlimiten.. Bigmoeigno go aupektuen €C-GMP Jomatok 16 kommaHis Mictpan Kemitan
MenenxmeHT JliMiTe[1. Hece BiITIOBIIaNbHICTE 32 BHITYCK IPOIYKIIii Ha PHHOK.

KomeHrap:
[mata 31.03.2023] [ i armc |
Mara [J Emsxe Bomnanex / YrosHOBaxKeHa ocoba [ Mapio Copiaro Pomepo / VioBHoBakeHa ocoba
[ f1p. Bpitra Tepir / YrosHoBaxKeHa ocoba [ 1tp. Terpix Mociep / VioBsOBaseHa ocoba

Credan JloeHep / YIIOBHOBaKeHa 0coda

«Xaynt ®apma Bonb¢parcxayseH FTm6X»— YneH rpynu KomnaHii «AeHoBa»
WWww.aenova-group.com
NoaddeHpigep Wrpacce 5, 82515 BonbdpatcxayseH; Ten.: +49 8171 414 -0; dakc: +49 8171 414 - 308



d€110

A
et

CeprTudikaTt anaxizy

Cropiaka l 31

Martepian: KAJIBIIIO ®OJIHAT — BICTA 10 MI/MJI 10 MJI ~ Cepist: DAS7

1 MISTR UA
Homep marepiamny: 31548 JlaTa BIpoOHIIITRA: 09.01.2023
ITapTis 040000268140 TIpugaTHIL J0: 31.07.2025
IOCTITKEeHHS:

IDnan gocnimxenns: FO05844F3/6

XapaKkTepHCTHRKA Crnenudgikania PesyaepTar
3PA30K: 30BHIIIHIIT BITJIS Binmoei mHmi Bimmosiamii
BIOTIOBIOAHICTE GMP BinmoeimHit Bimmosiamii

Martepian 0y10 TocnilKeHO BilIOBiTHO J0 BiMoT GMP Ta JI0IIyNIeHo Ha PIHOK.
HomymeHo: Credan JloeHep, 31.03.2023

ITocana: ‘VHoBHOBaKeHa ocoda

ITeit moxyMmeHT Oy7I0 BIIAaHO aBTOMATIIIHO, i BiH He BIIMarae HasgBHOCTI Ii/IIIICY.

«XaynTt ®apma BonbdpatcxayseH Frm6X»—YneH rpynu KomnaHin «AeHosa»
wWww.aenova-group.com
Naddenpigep tpacce 5, 82515 BonbdpatcxayseH; Ten.: +49 8171 414 -0; ®akc: +49 8171 414 - 308
Oata apyky 03.04.2023 06:56:37



CepTudikar anaxizy

@GOJITHOBA KIICJIOTA 10 MI/MIJI IH'€KI]
50 MJI ®JTAKOH SPEC1
102141

Marepiai:
HowMep MaTepiany:

TTapTis JOCTiIKCHHS: 890000112881

IDnas JOCIiTKEeHHS: F05844S5/5

XapaKkTepHCTHKA

OITHC 30BHILIHLOI O BUTJISIIY
CremHQIKaIa

IIPO30PHI1, JKOBTYBATHI PO3YIH;
BI3YAJILHE ITIOPIBHSIHHS

IMEHTU®IKAITA BEPX @OMMHOBOI KUCIIOTH
CremH(IKaIIa

IMEHTHEIK AITISA XIM. AHAJTII3 HA BMICT KAJIBITIIO
TTocunanng: €ep. Papmakonei 2.3.1

TIPO30PICTH + PIBEHB OITATTECIIEHTHOCTI PIIHH
Criemmiixamis

Po3umH 33 cTyTIeHeM KaTaMyTHOCT1 He Mae IIepeBHITYBATH eTalnoH I
ITocunanng: €ep. Papmakonei 2.2.1

BHITPOBYBAHHA HA PIBEHB 3ABAPBJIEHHA PIMHIH
Criemmiixamis
3abapBIeHHA PO3THHY He Mae OYTH IHTEHCHBHIIINM 3 eTATOH POSYHHY Y6

BHITPOBYBAHHA HA PIBEHb pH
ITocunanng: €ep. Papmakonei 2.2.3

BHITPOBYBAHHSA HA OBCSATI OBEMY, IIIO BUTAT AETBCA
ITocunanndg: €ep. Papmakonei 2.9.17

BHITPOBYBAHHA HA HASIBHICTE MEXAHIMHIX BKIIFOYEHD
HeBHIMMI 9acTEH (>=10 M)
ITocunanndg: €ep. Papmakonei 2.9.19

BHITPOBYBAHHSA HA HASIBHICTh MEXAHIUHIX BKIIFOYEHD
HeBHIMMI1 JaCTKH (>=25 MIM)
Tlocunanna: €ep. Papmakonei 2.9.19

BHITPOBYBAHHSA HA BIICYTHICTh MEXAHIMHIX BKIIFOYEHB
BHIHMI JaCTKH
ITocunannd: €ep. Papmakonei 2.9.20

BHITPOBYBAHHS ©OJIIHOBOI KMCIIOTH
CremHQIKaIIa
TIposegernsa BEPX BiamopiaHo go €gp. Papmaxomef 2.2.29

BEPX BHUITPOEYBAHHS
N-(TI-AMIHOBEH3OJI) ITTYTAMIHOBA KMCIIOTH
CrenmQIKaIa

IIPOBEJEHHS BEPX HA BHPOBHHIITBI BimmoBiano €8p. dapMakomnei

Cepis:
Jata BupoOHIIITRA:

JaTta mpoBe/IeHHS

d€110

A
et

Cropinka 1 32
23PRO002
09.01.2023

09.01.2024

TIOBTOPHOTO JOCTiIKCHHS

Crenudikamis

Bimmosigae

TIO3HTHBHHI

TIO3HTHBHHIT

Bimmosigae

Biamosigae

70-86

>=50,0

<=6000

<=600

Bimmosigae

<=1

<=1

PesyabTar

Bimmosigae

TIO3HTHBHHI

TIO3HTHBHHIT

Bimmosigae

Biamosinae

8.0

50,5 MI

478

63

Bimmosinae

< JIMITy 3BITHOCTI %%

< JIMITY 3BITHOCTI %%

«XaynTt ®apma BoabdparcxayseH Tm6X»— YneH rpynu KomnaHiin «AeHoBa»
wWww.aenova-group.com

Naddenpigep Wtpacce 5, 82515 BonbdpatcxayseH; Ten.: +49 8171 414 -0; ®akc: +49 8171 414 - 308
Oata apyky 03.04.2023 08:06:07
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CepTudikar anaxizy
Cropinka 2 3 2

Marepiam: GOJITHOBA KIICJIOTA 10 MI/MIIL Cepis: 23PRO002
TH€KI] 10 MJI ©®JIAKOH SPEC1

Homep maTepiamy: 102141 Jata BIpOOHIIITEA: 09.01.2023

TTaptia nocmimxenHas: 890000112881 Jata npoBeneHHS 09.01.2024

TIOBTOPHOTO JOCTIIKeHHA:
IInan 10CIiDKeHHS F05844S855/5

XapaKkTepHCTHKA Crenudikamis PesyabTaT
BHITPOBYBAHHS N -10-®OPMLUI ©0TIEBOI KHCIOTH <=0,5 < JIIMITY 3BITHOCTL %
Cremmdikams

TIPOBEJIEHH BEPX Binnosiaxo €sp. ®apmaxomei 2.2.29

BEPX BHITPOBYBAHHS 5-@OPMUITETPATTIPOIITEPHMHOBOI <=1 0 %
KHCIIOTH

Cremmdikams

5-@OPMUITETPATIIPOIITEPHHOBA KHCJIOTA

IIPOBEJIEHHS BEPX pixnosigsHo €8p. dapmakornei 2.2.29

e
&

BHITPOEYBAHHS HA HASIBHICTE OJTHIET HAMBIIBIIIO! CYITVTHROI =1 0
TTOMIIITKH

CremQIKaIa

(HHK)

3ATAJIbBHA CYMA JOMIIIIOK <=275 0,22 %
CrenmQiKaIsa
IIPOBEJIEHHS BEPX BixnosigsHo €8p. dapmakorei 2.2.29

BHITPOEYBAHHS BEPX PO3UHHY $OJMHOBOI KHCIIOTH (KitkkicHe 9.50-10,50 995 MI/MIT
BH3HAYEHHT)

CremHQIKaIsa

TIPOBEJIEHHS BEPX BinnosigHo €sp. dapmakornei 2.2.29

BHITPOBEYBAHHSY HA CTEPHIILHICTE Bimmosigae Binmnoeigae
CremHQIKaIa

BIOTIOBIOA€ BHMOT AM BHITPOBYBAHHS

ITocunanng: €ep. Papmakonei 2.6.1

BAKTEPIAJTIBHI EHJOTOKCHHI <=1,95 <0,06 MO/Mr
CremHQIKaIa

KAJIBIIIO @OJITHAT

Tlocunauss: €ep. Papmakonei 2.6 14

GMP KOHTPOJIE HATIIBGABPHEKATY Bimmosigae Bianoeigae

Martepian 0y10 1ocTiiKeHO BilIoBiTHO 10 BrMoT GMP Ta JIOIIYIIeHOo Ha PIHOK.
HomymeHo: Credan Jloerep, 31.03.2023

ITeii moxyMeHT Oy70 BIIAHO ABTOMATIIIHO, i BiH He BIIMAarae HagBHOCTI IiJIIIICY.

«XaynTt ®apma BonbdpatcxayseH Frm6X»—YneH rpynu KomnaHin «AeHosa»
wWww.aenova-group.com
Naddenpigep tpacce 5, 82515 BonbdpatcxayseH; Ten.: +49 8171 414 -0; ®akc: +49 8171 414 - 308
Oata apyky 03.04.2023 08:06:07
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Ceprudikart anamuizy
Cropiaka l 31

Marepiam: KAJIBIIIO ©OJIHAT — BICTA 10 MI/MJI Cepis: A23PRO002
IH’EKII SPEC1

Homep maTepiamy: 102136 Jara BIpOOHIIITBA: 09.01.2023

TTaprTia nocmimxenHaa: §90000112880 JaTa npoBeIcHHA 08.02.2023

TIOBTOPHOTO JIOCILIKEeHHS:
IInaH J1OCITiIDKeHHS F05844B1/5

XapaKkTepHCTHKA Crenudikamis PesyabTaT

BIOHABAHTAKEHHS 1O MEMEPAHHOI ®LILTPAITI <=10 0 KYO/100m1
Tlepe I TepMIHATIBHONK (PUIBTPAIIIET0 / Ol0HABAHT AKeHHT 2
ITocunanndg: €ep. Papmakonei2.6.12

Martepian Oy10 TocIilKeHO BiIOBITHO g0 BIMoT GMP Ta JIOIyIIeHO Ha PIHOK.
JomymeHo: Credan Jloerep, 21.10.2022

ITeii moxyMeHT Oy70 BIIAHO ABTOMATIIIHO, i BiH He BIIMAarae HagBHOCTI IiJIIIICY.

«XaynTt ®apma BoabdparcxayseH Tm6X»— YneH rpynu KomnaHiin «AeHoBa»
wWww.aenova-group.com
NaddenHpigep Tpacce 5, 82515 BonbdparcxayseH Ten.: +49 8171 414 -0; Pakc: +49 8171 414 - 308
Oata apyry 03.04.2023 06:57:43



e_CoC_#31548.doc

St:17.07.17 MAHPWAQM\D3_BatchCompliance\Kundenkorrespondenz\Mistral\CoC\Calciumfolinat\#31548\Vorlag

Confirmation of Compliance

Applicant/MA Holder:
Name of product:

Destination Country:
MA Number:
Strength/Potency:
Dosage form:

Package size and type:
Reference to TQA:

Batch No. Finished Product;

Batch No. Semi-finished Product:

Batch No. Bulk:
Delivered Quantity:

Manufactured at;

Date of manufacture:

Expiry Date:

d€nov

Mistral Capital Management Ltd.
Calcium folinate-Vista

Ukraine

UA/15243/01/01

Calcium Folinate 10 mg/ml
Solution for injection

50 ml vial in a box of 1
18.03.2016

DAS57

23PR0O002

A23PRO002

3.395 packages

Haupt Pharma Wolfratshausen GmbH
Pfaffenrieder Str. 5

82515 Wolfratshausen, Bayren, Germany
Licence number: DE_BY_04_MIA_2022_0055
09.01.2023

07.2025

| hereby confirm that the manufacturing stages referred to in the Technical Quality Agreement have
been carried out in full compliance with the GMP requirements of the EU and the terms described in
the Agreement for ensuring compliance with the requirements of the Marketing Authorisation(s) as
provided by Mistral Capital Management Ltd.

No deviations have been registered that may influence the release of the batch.

(] All deviations that may influence the release of the batch have been reviewed and approved in
accordance with an established deviation procedure. The following deviations have been
registered:

According to the technical agreement this batch has been released for transport to Mistral Capital
Management Ltd. Release to the market according to EU-GMP guidelines Annex 16 is in the
responsibility of Mistral Capital Management Ltd.

Comment:
‘A.5'% 1023
Date o Elke Wollanek / Qualified Person o Mario Soriano Romero / Qualified Person

o Dr. Britta Gerig / Qualified Person
KDr. Stefan Launer / Qualified Person

o Dr. Ingrid Mosler / Qualified Person

Haupt Pharma Wolfratshausen GmbH — Member of the Aenova Group

www.aenova-group.com
Pfaffenrieder Str. 5, 82515 Wolfratshausen; Tel.: +49 8171 414 -0; Fax: +49 8171 414 - 308



Certificate of Analysis aenova

Page 1 of 1
Material: CALCIUM FOLINATE-VISTA 10MG/ML 50ML Batch: DAS57
MISTR UA

Material no.: 31548 Manufacturing date: 09.01.2023
Inspection lot: 040000268140 Expiry date: 31.07.2025
Inspection plan: F05844F3/6
| Characteristic Specification Result

GMP CONTROL FINISHED PRODUCT Conforms Conforms

SAMPLE: APPEARANCE Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Stefan Launer, on: 31.03.2023

This document was issued automatically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.; +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 03.04.2023 06:56:37



Certificate of Analysis

aenova

Page 1 of 2

Material: FOLINIC ACID 10MG/NIL INJ 50ML Batch: 23PR0O002
VIAL SPEC1
Material no.: 102141 Manufacturing date:  09.01.2023
Inspection lot: 890000112881
Inspection plan: F0584485 /5
Retest date: 09.01.2024
| Characteristic Specification Result
DESCRIPTION VISUAL Conforms Conforms
Specification
CLEAR, YELLOWISH SOLUTION;
VISUAL COMPARISON
ID HPLC FOLINIC ACID positive positive
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29
ID CHEM CALCIUM positive positive
REF.: PH. EUR. 2.3.1
CLARITY + DEGREE OF OPALESCENCE OF LIQUIDS Conforms Conforms
Specification
NOT MORE OPALESCENT THAN REFERENCE
SUSPENSION |
REF.: PH. EUR. 2.2.1
TEST DEGREE OF COLOURATION OF LIQUIDS Conforms Conforms
Specification
NOT MORE INTENSIVE THAN REFERENCE SOLUTION Y6
REF.: PH. EUR. 2.2.2
TEST pH VALUE 7.0-8.6 8.0
REF.: PH, EUR. 2.2.3
TEST EXTRACTABLE VOLUME >= 50.0 50.5 mi
REF.: PH. EUR. 2.9.17
TEST PART. MATTER (> = 10 ym) < = 6000 478
REF.: PH. EUR. 2.9.19
TEST PART. MATTER (> = 25 ym) < = 600 63
REF.: PH, EUR. 2.9.19
TEST ABSENCE OF VISIBLE PART. Conforms Conforms
REF.: PH, EUR. 2.9.20
TEST FOLIC ACID <=1 < RL %,
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29
TEST HPLC PABG <m 1 < RL %

Specification
TEST N-{P-AMINOBENZOYL) GLUTAMIC ACID
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
WWW.aenova-group.com

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - O; Fax: +49 8171 414 - 308
printout date 03.04.2023 08:06:07



Certificate of Analysis aenova

Page 2 of 2
Material: FOLINIC ACID 10MG/ML INJ 50ML Batch: 23PR0O002
VIAL SPEC1

Material no.: 102141 Manufacturing date:  09.01.2023
Inspection lot: 890000112881
Inspection plan: F05844S5 /5

Retest date: 09.01.2024

| Characteristic Specification Result

TEST N-10-FORMYL FOLIC ACID <= 05 < RL %

Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

TEST HPLC 5-FORMYLTETRAHYDR.AC o= 0 %
Specification

5-FORMYLTETRAHYDROPTEROIC ACID
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

TEST SINGLE UNKNOWN IMPURITY <=1 0 %
Specification

(IRC)
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

TOTAL IMPURITIES <= 275 0.22 9%
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

ASSAY HPLCFOLINIC ACID 9.60 - 10.50 9.95 mg/ml
Specification
IN-HOUSE HPLC BASED ON PH. EUR. 2.2.29

STERILITY TEST Conforms Conforms
Specification

MEETS THE REQUIREMENTS OF THE TEST
REF.: PH. EUR. 2.6.1

BACTERIAL ENDOTOXINS <= 1,85 < 0.06 EU/mg
Specification

CALCIUM FOLINATE
REF.: PH, EUR. 2.6.14

GMP CONTROL SEMI-FINISHED PRODUCT Conforms Conforms

The material was tested in conformity with GMP and is released.
Release by: Stefan Launer, on: 31.03.2023

This document was issued automatically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com
Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 03.04.2023 08:06:07



Certificate of Analysis aenova

Page 1 of 1
Material: FOLINIC ACID 10 MG/ML INJ. SPEC Batch: A23PR0O002
1

Material no.: 102136 Manufacturing date:  09.01.2023

Inspection lot: 890000112880

Inspection plan: F05844B1/5

Retest date: 08.02,2023

[Characteristic Specification Result

BIOBURDEN <=10 0 cfu/100ml

Specification

BEFORE TERMINAL FILTRATION/BIOBURDEN 2
REF.: PH. EUR. 26.12

The material was tested in conformity with GMP and is released.
Release by: Stefan Launer, on: 31.03.2023

This document was issued automatically and is valid without signature.

Haupt Pharma Wolfratshausen GmbH - Member of the Aenova Group
www.aenova-group.com

Pfaffenrieder Str. 5 - 82515 Wolfratshausen ; Tel.: +49 8171 414 - 0; Fax: +49 8171 414 - 308
printout date 03.04.2023 06:57:43
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