| PASSAUER PHARMA Grug

Ceprudikar gKkocTi
Certificate of analysis

Name of the product/Ha3sea nponykry

Apisarthron®, ointment, tube 20 g Nol/
Anizaprpou®, mase, Ty6# no 20 r Nel

Activity/akTHBHICTH

100 g of ointment contain, g/
100 r Ma3zi MiCTsITh, I

Bee venom/6okonuna oTpyTa 0,003
Methyl salicylate/MeTuncaninunar 10
Allyl isothiocyanate/aninizoriouianar 1

Country of origin/Kpaiaa noxo[ukeHHs Germany/Himeuuuna

Reg, Certificate No/ Peecrpanifinuii nomep UA/8595/01/01

Batch No/Homep cepil 007033

Batch size/Po3mip cepii 93414 packs/ynakosok

Manuf.date//lara srpobuuurea 22.06.2023

Exp. Date/Tepmin npugarsocri 06/2026

Manufacturer/Bupofaux

(bulk, primary packaging, secondary packaging, quality
control/eupoGrymec in bulk, nepaunne narysamuns,
AnOPUHNE NAKPAANHA, KORMBPOAL Akoc

Lichtenheldt GmbH Farmazeutische Fabrik/
Jlixrenxensar ['M6X dapmanestnuna ®abpuka

Address/Anpeca

Lichtenheldt GmbH- Werk I - Indusriestrafe 7-
11, 23812 Wahlstedt, Germany/ Jlixrenxensar
I'mM6X- 3ason I - Innactpiwrpacce 7-11, 23812
Bansmrant, HiMequnna

Manuf. License No/BupoOnuua niven3is

DE SH 01 MIA 2022 0006

GMP Cert. No/Ceprudikar HBII

DE SH 01 GMP 2022 0023

Manufacturer/BupoSnrux
(batch release/gurnyicr cepit)

Passauer Pharma GmbH/
[Maccayep ®Papma I'mM6X

Address/Anpeca

Eiderstedter Weg 3, 14129 Berlin, Germany/
Adipepurrenrep Ber 3, 14129 bepnin,
Himeyunna

Manuf. License No/BupoGuuua yinensis

DE BE 01 MIA 2021 0007/5373/1-Passauer/4

GMP Cert. No/Ceprudikar HBI1

DE BE 01 GMP 2021 0014

Characteristic/ITapamerp

Specification/Bumora

Result/Pesyaprar

1.Appearance/
Jonuimmiil BREOASY

Yellow-white or white ointment
with even consistence and odor of
methyl salicylate/OnHopinga
Maib Big 6inoro go 6inoro 3
MOBTYBATHM BiTIHKOM KONbOPY
Ta 3a0axoM MeTWIcaTilunary

Complies/sinnosinae




2. Homogeneity/ No visible particles, foreign Complies/siznoBinae
Tomorennicrs inclusions or signs of physical
instability (aggregation and
coalescence of particles,
coagulation)/Bincyrhicrs
BHIMMUX HaCTOYOK, UYKOPIAHUX
BKIIOUEHb ad0 03HaK
necraBinbrocTi (arperauis abo
YIS HHS HACTOUOK,
KOAryIIsiis)
3. pH (Ph. Eur. 2.2.3) 6,5-7,5 7,0
4. Mass of contents/ Average/Cepennst:
Maca sanoBaeHns =20 g(r), 20,6 p(r)
Separate/Oxpema:
NMT/ue Ginbure —2,5 % Complies/sianosinae
from declared/sig 3asBnenoro
5. Identification/
Inenrndirania
(Ph. Eur. 2.2.28)
Methyl salicylate/ GC (complies to standard Complies/sinnosinae
Meruncaniuunar chromatogram)/I'X
(BIANOBINHICTH ETATOHHHM
XpoMaTorpaMam)
Allylisothiocyanate/ GC (complies to standard Complies/sinnosinae
Animisorionianar chromatogram)/T'X
(BiAMOBIAHICTE ETANOHHEM
KpoMaTorpamMam)

0. Assay/

Kisskice sispagenun
(Ph. Eur. 2.2.28)
Methylsalicylate/
METHICATI HHIAT
Allylisothiocyanate/
aninizoriouianar

9,0 -11,0 g/100g (/100 r)
(90 -110%)

0,9-1,1 g/100g (/100 1)
(90 -110%)

10,2 g/100g (10,2 /100 r)
102 %
0,98 ¢/100g (0,98 r/100 r)
98 %

7. Microbilogical purity/
Mixpobionorivaa “ucToTA
Ph. Eur. 5.1.4. (external
USe/30BHILIHE 3aCTOCYBAHHA).
Ph. Eur. 2.6.12,2.6.13

TAMC < 10° CFU/g (KOE/r)
TYMC < 10' CFU/g (KOE/r)
Pseudomonas

Aeruginosa: Absencein | g/
BigcyTHiCTS B 1T
Staphylococcus aureus: Absence
in 1 g/BigcyTHicTh B 11

<10 CFU/g (KOE/r)
<10 CFU/g (KOE/m)

Complies/siznosinae

Complies/sinnosinae

Hinrsepoxenus sinnopignocti/Confirmation of compliance:

Ium s nigTBepAKyo, WO U naptis fikapeskux 3aco0iB BUTOTOBNEHA Ta Npoiluia nepesipKy
BIANOBIAHO N0 iHCTPYKUiH crocosuo ofiry nmikapcekux 3acofis. [HCTpYKuIT 3a0BOIBHAIOTE
BUMoraM 3axoHy npo sikapeeki 3acobu (AMG) ta IlocTanoBH PO BHUTOTOBNEHHS JIIKAPCEKHX

3ac06iB Ta girouux pevosud (AMWHYV). ‘




Hereby I confirm that this medicinal product batch was manufactured and tested in accordance
with instructions on medicinal products turnover. The instructions comply with requirements of
the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products
and active Substances (AMWHYV).

OkpiM 116010, 8 MIATREPIKYIO, O HABEJEHA IHQOPMALLA € CNPaBKHBOIO Ta npasiipHot. Cepis
npoxykty 6yna BHroTOB/EHA (BKAKOYAIONN MAKYBaHHA/MApPKYBAHHS) Ta NEpeBipeHa 3a3HauCHHM
BHILE NiATIPHEMCTBOM-BHPOOHMKOM Yy nNoBHIH Biomopigsocti 3 BuMoraMu mono Hanexwol
Bupo6anuoi [Tpakruxr (GMP) sinnorinanssoro oprany increxuii, a Takok BiANOBIIHO HO
cnenundikauiit, mwo MicTaTsCs y peectpaniiinomy Rocke. BupofHnya HOKYMEHTAUIR, NPOTOKONIH
NAKyBaHHA Ta NPOTOKON KOHTPOJIO AKOCTI APOAILLIM NepeRipKy Ta BIANOBIAAIOTH YCTAHOBIEHHM
napametpam GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged, labeled and tested by the above manufacturer in full compliance with
requirements of Good manufacturing Practice (GMP) of the relevant inspecting authority and in
compliance with specification in the registration dossier. Manufacturing documentation,
packaging protocols and quality control protocol are tested and comply with requirements of
Good manufacturing Practice (GMP).

Hara/Date: 30.08.2023

S Ceep

VYnosrosaxena ocoba/ Qualified person
STEPHAN WALZ, CEO
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