AEPAHABHA CJIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KMIBCHKIM OBJIACTI

npos. Ceitmiuaol Hapii, 3, s.Kuis, 02099, ten/hakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €JPIIOY 37078774

BHCHOBOK
HPO AKICTh BBE3EHOr0 B Y KpaiHy JiKapchKoro 3acody

10.02.2025 Ne 4332/25/10

ANIBAPTPOH®

(maitmerynanis Aikapeskoro 3acody 3riano 3 peecTpauifinun nocsigTennaa)
Ma3k 10 50 r y Ty6i; mo 1 Tyhi B KapTouniii kopodui

{(JopMa BHIYCKY, 203YBAHNA, BiA NAKYBAHHA MKapChKOro sdcody)

Homep peccrpauiitnoro nocsiguenns UA/8595/01/01 crpox aii peectpauiiioro nocsinuesms 01.01.2099

Cepisa nikapeskoro 3acoby Ne 018034 KiznkicTs srescuoro fikapesxoro 3acofy 1512
Bupobunk IMaccayep @apma I'mGX, HiMeuunna
(HaiiMenyBaHHA BHpaBHUKA NiKapCLEOro sacoby, Kpaiua moxoamenHs)
Bresero B Yipainy Cnigkne ykpainchbKo-ecToOHChKe MiANPpHEMETBO ¥ dopyi ToBapHeTBa
3 obmexkenoo Bixnosizansuicrio "Ontiva-Papm, JITH", inenr. xon:
21642228

(nafimenrysaints 1a kox 12 EAPIIOY wpiitanoi ocodu abo MpilpnLLe, iM's, No Garskosi Qianunol
ocofn - mianpuenus, Ti Micie npoRitBalHs Ta pecctpauifinnit nomep oGnikorot KapTRK NAATHIKA
nogatris 260 copig Ta HoMep nacnopra)

Hporoxon eizyansnore xenrpoemo siz 04.02.2025 M 0305/1.

32 pe3yTLTATAMH JISPWABHON0 KOHTPONW BCTAHOBRCHO, 10  fikapesknit 3aci6  Beezeno B Yxpainwy 3
HJOTPHMAHHAM eHMOr 3aK0H0IABCTER LOAD 330E3MEUCHHS AKOCTT MKAPCBKHX 30c00iR.

Omsra EPBOMEHKO

i kdsrrponio) " {nignwe) {ininianu Ta-apiestine)




T PASSAUER PHARMA g

Ceprudpikar saxocri
Certificate of analysis

Name of the product/Hassa mpomyxry

Apisarthron®, ointinent, tube 50 g No1/

Amizaprpou®, mazy

, Ty6m 1o 50 r Nel

Activity/ax THBHICTS

100 g of ointment cpntain, g/

100 r masi micTaTs,

I

Bee venom/6promiaa orpyra 0,003
Methy! salicylate/meTuncasninmar 10
Allyl isothiocyanate/aninizorionianar 1

Country of origin/Kpaifa moxomKesss

Germany/Himewurra
Reg. Certificate No/ Peectpauiiamit momep UA/8595/01/01
Batch No/Howmep cepii 018034
Batch size/Poswmip cepii 39.249 packs/ynaxopox
Manuf.date//lara Bupo6uumrsa 29.07.2024
Exp. Date/Tepmin npunatHocri 07/2027
Manufacturer/Bupobmv Lichtenheldt GmbH| Farmazeutische Fabrik/

(bull, primary packaging, secondary packaging, quality
control/supobnuymso in bulk, nepeunne naxysanus,
BHIOPUHIE NAKYBAHHSL, KOHIIPONL AKOCHIT

Jlixrenxempar I'm6X Papmanesruasa dabpuka

Address/Anpeca

Lichtenheldt GmbH- Werk I - Indusriestrafe 7-

11, 23812 Wahlste
I'M6X- 3ason I - Tu

dt, Germany/ Jlixreuxeisar
nactpimrpacce 7-11, 23812

Baunburragr, HiMeuunna

Manuf, License No/Bupobruua minensis

DE SH 01 MIA 2

0220006

GMP Cert. No/Ceprudixar HBIT

DE _SH _01_GMP 2022 0023

Manufacturer/Bupobunx
(batch release/sunyci cepir)

Passauer Pharma GmbH/
[Taccayep ®apma I'M6X

Address/Anpeca

Eiderstedter Weg 3,
A¥pepmrentep Ber
Himeuyuna

14129 Berlin, Germany/
3, 14129 Bepunin,

Manuf. License No/BupoOumua sinemnsis

DE BE 01 MIA 2!

23 0050/5373/1-Passauer/5

GMP Cert. No/Ceprudixar HBI1

DE _BE 01 GMP_2024 0001

Characteristic/ITapamerp

Specification/Bumora

Result/Pesysnrar

1.Appearance/

Yellow-white or white ointment

Complies/sinnosinae

SoBHineuil BTN

with even consistence and odor of
methyl salicylate/Ounopiana
Mas3b BiJ 611010 10 6iI0T0 3
JKOBTYBATHM BIATIHKOM KOJIBOPY
T2 3AI1aX0M METHJICAIIAIATY

2. Homogeneity/
FomorenuicTs

No visible particles, foreign
inclusions or signs of physical
instability (aggregation and
coalescence of particles,

Complies/simosinae

PASSAUER PHARMA ¢a

Eiderstedter Weg 3 ¢
14129 Berlin V

4
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coagulation)/Bincyuicts
BUJIUMUX JACTOUYOK, YyKOPIAHUX
BKJIFOUCHB a00 03HAK
necrabinpHOCTI (arperaiiis abo
3YEIIeHHS YaCTOYOK,
KOaryJisiiis)
3. pH (Ph. Eur. 2.2.3) 6,5-7,5 6,8
4. Mass of contents/ Average/Cepes: <10 KBE/g (1)
Maca sanosHeHHs > 50 g(r),
Separate/Oxpema: Complies/sinmnosinac
NMT/ne 6inpme —2,5 %
from declared/Bin 3assienoro
5. Identification/
Inenrudicanis
(Ph. Eur. 2.2.28)
Methy! salicylate/ GC (complies to standard Complies/Bimmosinae
Metuncaninunar chromatogram)/['X
(BIUIOBIAHICTE €TATOHHIM
XpoMaTorpamam)
Allylisothiocyanate/ GC (complies to standard Complies/Bizmmopinae
Ajtinizotiouianar chromatogram)/I'’X
(RIIIOBIAHICTD €TANOHHIM
XpoMarorpaMam)
6. Assay/
Kinbkicne BuzHayenns
(Ph. Eur. 2.2.28)
Methylsalicylate/ 9,0 -11,0 g/100g (r/100 r) 10,1g/100g (10,1r/100 1)
MeTHICAT ITIIaT (90 -110%) 101%
Allylisothiocyanate/ 0,9-1,1 g/100g (x/100 r) 0,96g/100g (0,96r/100 r)
aJIilizorionianar (90 -110%) 96
7. Microbilogical purity/ TAMC < 10 CFU/g (KOE/r) <10 CFU/g (KOE/T)
Mikpo6ionoriana yucrora TYMC < 10! CFU/g (KOE/r) <10 CFU/g (KOE/r)
Ph. Eur. 5.1.4. (external Pseudomonas
use/30BHINIHE 3acrocyBatns). |Aeruginosa: Absence in 1 g/ Camplies/siiosigae
Ph. Eur. 2.6.12,2.6.13 BijicyTHicts B Ir;
Staphylococcus aureus: Absence |Complies/Binmosinae
in 1 g/BigcyTHicT B 1T

Hipgrsepmxennst sinnosiznocti/Confirmation of compliance:

LuM 51 maTBepIuKyIo, MO A IapTis iKapcehkux 3aco0iB BUTOTOBIEHA Ta Mpoiuuia mepeBipky
BIATIOBIIHO MO IHCTPYKWIH cTOCOBHO 06iry mikapceknx 3aco6iB. IHCTPYKLEI 3a)10BONBHSIOTL
BUMOTaM 3akoHy Ipo jikapenki 3acobu (AMG) Ta [ToctamoBu npo BUIOTOBIEHHS JIKAPCHKIX
3ac00iB Ta airouux pewosur (AMWHY).

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 Manufactuyre of Medicinal Products
and active Substances (AMWHV).

PASSAUER PHARMA ombh

Eiderdiedter Wag 3 Z/
14128 Berlin S 4




OxpiM 1BOT0, s HATBEPIDKYIO, O HABENEHA THhOPMALLs € CIIPABKHE
pojIyKTy OyNia BUroTOBNIeHa (BKIOYAIOUH [aKyBAHHS/MAPKyBaHHS) 1T
BHIIE IIAIPHEMCTROM-BHPOOHUKOM Yy MOBHINA BiIIOBIZHOCTI 3 BHY
Bupobuuuoi Ilpaxtuxu (GMP) BimnopizansHoro oprady imcrexmii,
crienugikanii, mo Micrarses y peectpanifinoMy noche. Bupobuuua )
NaKyBaHHS T2 IPOTOKON KOHTPOIIO SKOCTI HPORIIIM NEPEBIPKY Ta Bij
rapamerpam GMP.

3

Besides, I confirm that the information presented is true and correct. T
manufactured, packaged, labeled and tested by the above manufacturg
requirements of Good manufacturing Practice (GMP) of the relevant in
compliance with specification in the registration dossier. Manu
packaging protocols and quality control protocol are tested and com
Good manufacturing Practice (GMP).

TataDate: A¥ -OQ - 202

/‘//74 | &F

Stephan Walz. CEO

YuosroBaxeHa ocoba/ Qualified person
(name, signature)

PASSAUER PHARIMA GmbH

Eiderstedter Wag 3
14129 Berlin
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