| PASSAUER PHARMA g

Ceprudikar axocri
Certificate of analysis

Name of the product/Hazsa mponyxTy

Apisarthron®, ointment, tube 20 g Nol/
AmizapTpon®. ma3n, TyOu 1o 20 r Nel

Activity/akTHBHICTE

100 g of ointment contain, g/
100 r Ma31 MICTHTE, T;

Bee venon/0pxonuHa otpyTa 0,003
Methyl salicylate/meTancaninuaar 10
Allyl isothiocyanale/aninizorionianar 1

Country of origin/Kpaina noxomxenus Germany/Himeuuuna

Reg. Certificate No/ Peecrpauifinuii Homep UA/8595/01/01

Batch No/Homep cepii 001030

Batch size/PosMip cepil 94.720 packs/ynaxosok

Manuf.date//laTa BupobuuirTea 06.07.2020

Exp. Date/Tepmin npupnarmocti 07/2023

Manufacturer/Bupodnnk

(bulk, primary packaging, secondary packaging, quality
control/eupobuuymso  in bulk, nepsuine naxyveauiis,
BIMOPUHNE NAKYBGHHA, KONMPON6 AKOCHT

Lichtenheldt GmbH Pharmazeutische Fabrik/
Jlixtenxensar I' M6 X Papmanestuuna Pabpuka

Address/Anpeca

Lichtenheldt GmbH- Werkl -Industriestrafle 7-
11, 23812 Wahlstedt, Germany/ JlixTeuxenpar
I'm6X- 3aBoa I - Impactpinmurpacce 7-11, 23812
Bamsmragr, HiMequuna

Manuf, License No/BupoOGuuua nmitensis

DE SH 01 MIA 2019 0013

GMP Cert. No/Cepradikar HBIT

DE _SH 01 GMP_2019 0016

Manufacturer/BupoGunk
(batch release/sunyck cepii)

Passauer Pharma GmbH/
[Naccayep Papma I'm6X

Address/Aypeca

Eiderstedter Weg 3, 14129 Berlin, Germany/
Afipepmrentep Ber 3, 14129 bepmin,
HiMeuunna

Manuf, License No/Bupobruaa mineHzis

DE BE 01 MIA_2015_0036

GMP Cert. No/Ceptudikar HBIT

DE BE 01 GMP_ 2017 0012

Characteristic/Ilapamerp

Specification/Bunmora

Result/PesynsTar

1.Appearance/
JoBrimHii BUrIAx

Yellow-white or white ointment
with even consistence and odor of
methyl salicylate/OxaopinHa
Mask Bijg Oioro jo 6iioro 3
YOBTYBATHM BiJTIHKOM KOJBOPY
T4 3aaX0M METHJICAIIHIIATY

Complies/sinmosinae

@"Y sty A4S é"%g A . ADAY %/




2. Homogeneity/
Fomorennicre

No visible particles, foreign
inclusions or signs of physical
instability (aggregation and
coalescence of particles,
coagulation)/BigcyTHiCT
BHI(MIMMX YaCTOYOK, 4yKOPIAHHX
BICIIOYEHL a00 03HAaK
necrabinpHocTi (arperamnis abo
34EIUICHHS YACTOYOK,

Complies/siamosijiac

NMT/ue 6inpire —2,5 %
from declared/Bin 3asBeuoro

KOaryJsitis)
3.pH (Ph. Rue 2.2.3) 6,5-7,5 6,9
4. Mass of contents/ Average/Cepeast: 20,5 g(r)
Maca HATIOBHCHHS > 20 g(r),
Separate/Oxpema: Complies/sinnosinae

5. Identification/
Inenrudikauis
(Ph. Eur. 2.2.28)
Methyl salicylate/
MeTuncaninuuar

Allylisothiocyanate/

GC (complies to standard
chromatogram)/T"X
(BLAIIOBIIHICTE €TAIIOHHUM
XpoMmarorpamam)

GC (complies to standard

Complies/sianosinae

Complies/Binmnosinae

KinbkicHe BH3HAYEHHN
(Ph. Eur. 2.2.28)
Methylsalicylate/
METHIICNIHIIAT
Allylisothiocyanate/
ayinizorionianar

AninizoriomanaT chromatogram)/T'X
(BiZMTOBIAHICTL €TAIOHHUM
XpoMarorpaMam)

6. Assay/

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

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

10,2 g/100 g (10,2 /100 1)
102 %

0,98 g/100 g (0,98 r/100 1)
98 %

7. Microbilogical purity/
Mikpo6ioorivHa 9HcTOTA
Ph. Eur. 5.1.4. (external
use/30BHINIHE 3aCTOCYBAHHS ).
Ph. Eur. 2.6.12, 2.6.13

TAMC < 10? CFU/g (KOENK)
TYMC < 10! CFU/g (KOE/T)
Pseudomonas

Aeruginosa: Absence in 1 g/
BIJICYTHICTE B 11
Staphylococcus aureus: Absence
in 1 g/Bincyruicts B Ir

<10 CFU/g (KOE/M)
< 10 CFU/g (KOE/T)

Complies/sianosinac

Complies/pianosizae

HigTsepxennn Bianoiguocti/Confirmation of compliance:

Lpm 51 MATBEPIOKYIO, IO s TApTis TiKAPCHKMX 3ac00iB BUTOTOBJCHA Ta NPOHIILIA HepeBIpKY
BIAMOBIAHO 10 IHCTPYKUi# cTocOBHO OOIry JikapchkuX 3aco0iB. IMCTpyKIUT 3a10BOIBHAIOTL
BAMOraM 3aKoHy mpo dikaperki 3acodu (AMG) Tta TlocTaHOBM TIPO BHIOTOBJCHHS TIKAPCHKHX
saco0is Ta girounx peuoBH (AMWHY).




Hereby 1 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).

OxpiM UBOro, 8 MATBEPIPKYIO, INO HaBeAeHa iHQoOpMalid ¢ CIPaBKHbOIO Tad MPABHIBHOMN.
Mapris npoaykTy Oyia BuUIOTOBIENA, YyNAKOBaHA Ta HEPEBIPEHA 3a3HAYCHHAM  BHILE
IiAOPUEMCTBOM-BUPOOHMKOM Yy  1IOBHIH Bianosizgocri 3  Bumoramu wojo  HamexHol
Bupobuuuoi ITpaxraxy (GMP) BiAnosifaibsHOr0 Opraty IHCHEKIN!, a TAKOX BIANOBLIHO JIO
crietudikaniii, 110 MiCTATEES ¥ peecTpaliitHoMy focke. BHpobHHua 10KyMeHTALS, IPOTOKOIH
MaKyBaHHS Ta HPOTOKOJ KOHTPOJIO SKOCT] TIPOMILLIK 11€PEBIPKY Ta BiANOBIIAIOTE YCTAHOBICHUM
mapameTpam GMP.

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged 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).

Tara/Date: 27.07.2020

S Ceer

Ynosrosaxeda ocaba/ Qualified person
STEPHAN WALZ, CEO

| PASSAUER PHARMA omb

Eidarstedter Weg 3
" 14129 Berlin




JIEPKIITKCITY KBA
JEPAKABHA CJYXKBA 3 JJIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCbHKIN OBJACTI
npocnekt Baaepia JloGanoseskoro, 1. m. Kiie, 03110, Tea/haxce: (044) 363-06-50

E-mail: dIs.ko@dls.gov.ua.https://www.dls.gov.ua, Koa €JIPI1OY 37078774

BHUCHOBOK
PO AKICTL BBE3€HOI'0 B YKpaiHy JiKapebKOro 3aco0y

16.12.2020 Ne 64911/20/10

AITNIBAPTPOH®

(HAHAICHY BAHHA 1 KAPELEOTO 30¢00y SLTHO 3 PEECTPALITTIHIM TOCHUICHHAM)

Masb, 110 20 1y Ty0i; 110 1 1y0i B KapToHuiii Kopooui

{((opMu BUINCEY. JL03YBAHHA. BHIL TEIKY BaHHS 1IKAPCHKOTO 30C00) )
Hosmep peecrpauiiinoro nocsinuenns UA/8395/01/01 crpok nit peectpauiiinoro noesiadenns 01.01.2099
Cepis aikapebkoro sacoay Ne 001030 KinbKicTh BBE3CHOTO Jikapebkoro sacody 2288

BupoGuik [laccayep @apya ['MOX. Himeuunna

(HAFNMCHY Bt 3 BHPOOHH N AIKAPCHEOTO 31e0Dy . KPaiHil IONOARCHHH )

Baeseno s Yipatiy CriibHe YRPATHCLRO-CCTOHChRE NANPHEMETBO Y Gopmi ToBapucersa
3 00Mmekenoo sianosiaabnictio "Onriva-Mapy, JIT/T"Y, izenr. koa:
21642228

(Baiivens Banig 1a ko s CAPHOY opriitanor ocobit afo npispuine. iv'a. o oarskos (hisnsHol
OCODH = NUTPHEAM TS T MTCIE TPOAHBIHIE [ PECCT pAtiinmii noMep 0D1iKOROT KUPTEI ILAATIHKA
TOARATRIE 100 Cepis T HOMED Hacnopra)

[Ipororoa Bisyaastoro kourpoao sin 16.12.2020 Ne 4150/1.

3a  pesvAbTaTamMi  AEpPKABHONO  KOHTPOIIO  BCTAHOBACHO. WO JKapebkuii  3aci0  BBe3eHO B YKpaiHy 3
AOTPHMAHI

BHMOT 34KOHOAABCTBA U0D0 3a0e3MeteHH 5 SOCTI ."IiKii]"'Ci-I\'II\ 3UCO0IR.
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| PASSAUER PHARMA g

- - Ceprudikar snxocri
Certificate of analysis

| Name of the product/Hassa nmpozyxry

Apisarthron®, ointment, tube 20 g No1/
AnizapTpor®, Mass, Ty6u mo 20 r Nel

Activity/axTuBHicTs 100 g of ointment contain, g/ -
: 100 r ma3i MicTaTs, T: _ :
Bee venom/6mxonuna orpyra 10,003
Methyl salicylate/mermicanimmar =~ 10
: , Allyl isothiocyanate/aninizorionianar 1
Country of origin/Kpaiza noxomkenss Germany/HiMeuunna
Reg. Certificate No/ Peectpaitiiinmuii HOMED UA/8595/01/01
Batch No/Homep cepii 002030
| Batch size/Posmip cepii 97.600 packs/ymaxosox
Manuf.date/Jlata Bupo6HuNTRA 07.07.2020 -
Exp. Date/Tepmin npumarsocti - - 07/2023 -

Manufacturet/Bupotaux

(bulk, primary packaging, secondary packaging, quality
control/eupobrnuymeo in bulk, nepeunne naxysanns,
BMOPYUHHE NAKYEAHHA, KOHMPORL AKOCHI

Lichtenheldt GmbH Pharmazeutische Fabrik/
Jlixrenxensar I'm6X Qapmanestaana Gabpuxa

Address/Aapeca

Lichtenheldt GmbH- WerkI -IndustriestraBe 7-
11, 23812 Wahlstedt, Germany/ Jlixtenxemsar
I'M6X- 3apox I - Imgactpimrpacce 7-11, 23812 |
Bansmrant, HiMewunna '

Manuf. License No/Bupo6uuua minensis

DE SH 01_MIA 2019 0013

GMP Cert. No/Ceprudikar HBII

DE SH 01_GMP 2019 0016

Manufacturer/Bupo6uuk Passauer Pharma GmbH/
(batch release/sunyck cepit) IMaccayep ®apma I'm6X
Eiderstedter Weg 3, 14129 Berlin, Germany/

Address/Anpeca

Altnepmrenrep Ber 3, 14129 Bepnin,
Himewunna

Manuf. License No/Bupo6auda minensis

DE BE 01 _MIA 2015 0036

GMP Cert. No/Ceprudirar HBIT .

DE BE 0l GMP 2017 0012 .

Characteristic/[lapamerp

Specification/Bumora

Result/i’e:;ynbi"a*r

L.Appearance/
3oBHimuiii Baraay

Yellow-white or white ointment
with even consistence and odor of
methy] salicylate/Onnopigna
Ma3p Bix 6imoro mo 6izoro 3
HKOBTYBAaTHM BiATIHKOM KONBOPY

Complies/pimmosinae .

Td 33aXOM METHJICATILHIATY




2. Homogeneity/ No visible particles, foreign Complies/signopigae
FomorennicTs inclusions or signs of physical
' instability (aggregation and -
coalescence of particles,
coagulation)/Bincyraicts
BHAMMHX 9aCTO40K, IYKOPiAHHX
BKITIOYEHE 200 03HAK
HecrabineHOCTI (arperaris a6o
3YeIlJIEHHS Y4CTOYOK, '
o TN |Koarymamig)
3. pH (Ph. Eur. 2.2.3) 6,5-75 16,9
4. Mass of contents/ Average/Cepems: 20,3 g(r)
|Maca HanoBHeHHS > 20 g(r), _ o
[Separate/Oxpema; Complies/sinnosinae
NMT/ue 6invme 2,5 % ;
from declared/Biz 3asieeHoro
5. Identification/
IneaTudixanin
(Ph. Eur. 2.2.28) .
Methyl salicylate/ GC (complies to standard - Complies/Binmosinae
Mertuncaninmnar chromatogram)/T"X
(BiIMOBIHICTE €TANIOHHAM
XpOMaTorpaMam)
Allylisothiocyanate/ GC (complies to standard - Complies/sinnosinae
Anirmizotionianar chromatogram)/T'X ‘ ' '
(BimmoBiAHICTE eTANTOHHAM.
o XpoMaTrorpamam)
6. Assay/
Kinbkicne Busnavenns
(Ph. Eur. 2.2,28) ‘
Methylsalicylate/ 9, 0- 11,0 g/100g (r/100 r) - 10,2 g/100 g (10 2 r/lOO r)
METHJICATiHUIaT (90 -110%) 102%
Allylisothiocyanate/ 0,9-1,1 g/100g (x/100 1") 0,99 g/100 g (0,99 r/100 r)
ayijgizorionmiaxar . |(90 - 110%) 99 %
7. Microbilogical purity/ TAMC < 102 CFU/g (KOE/r)  [<10 CFU/g (KOE/r)
Mikpo6ionoriuna uncrora TYMC < 10! CFU/g (KOE/r) < 10 CFU/g (KOE/T)
Ph. Eur. 5.1.4. (external Pseudomonas ‘ L -
use/30BHIIHE 3aCTOCYBAHHS). Aeruginosa: Absencein 1 g/ Complies/sinnosigae
Ph. Eur. 2.6.12, 2.6.13 BiICYTHICTS B 1r;
Staphylococcus aureus: Absence Complies/piznoBimae
in 1 g/BixcyTHicTs B Ir ' e

IiaTBepaxenns BiﬁnoninﬁocrilCOnﬁrmation of compliance:

M s 111,u'mepm£cy10, mo g TIapTis JIlKapCLKHX 3ac06iB BHTOTOBIICHA Ta NPOHilLIa mepeBipky
BiAmOBiZHO 110 mc:prxum CTOCOBHO 00iry mikapchkmx 3aco6is. Imctpykmii 3270BOJIBHSIOTE
BUMOTaM 3a1<01{y Hpo Jikaperki 3acobu (AMG) ta ITocranosu PO BATOTOBJICHHS mtcapcmmx
- 3acobiB Ta mrotmx peuoBuH (AMWHYV). ,




Hereby I confirm that this medicinal product batch was ménufactured and tested in éccordance _
with instructions on medicinal products turnover. The instructions comply with réquirements of

the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal Products
.and active Substances (AMWHYV). '

OxpimM mBOro, s MiATBEPIKYIO, M0 HaBeleHa iH(opManis € CHpaBXHLOW Ta NPaBHILHOW,
Hapris nponyxry Gyma BHTOTOBICHA, yIAKOBaHA Ta [EPEBipeHA 3a3HAUEHHM = BHIIE -
IANPHEMCTBOM-BHPOGHMKOM y IOBHI#  BiAOBIXHOCTI 13 BUMOraMH moxo Hamexrol
BupoGruuoi [Ipaxtuxs (GMP) Binnosigansroro oprany iHCHEKWil, a Takox BiONOBinHO 110
cnenudikanii, mo Mictarees y peecTpaniiiHoMy IoChe. BupoGrirda JoKyMeHTalis, IPOTGKOMH
TaKyBaHH# Ta IPOTOKOJ KOHTPOJIO SKOCTI NPOHIITH TepeRipky Ta BiINOBiNAKOTE YCTAHOBICHHM
napameTpam GMP. ' - '

Besides, I confirm that the information presented is true and correct. The product batch has been
manufactured, packaged 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 fested and comply with requirements of
Good manufacturing Practice'(GMP). : o -

Tlata/Date: 29.07.2020

LN

YnoeHoBaxena ocoba/ Qualified person
STEPHAN WALZ, CEO

PASSAUER PHARMA Gmbis

Elderstedter Weg 3
14129 Barlin




TEPXJIIKCITYXXBA
TEPJKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npocrnexkt Banepis JlobaHoeckKoro, S1, M. Kuis, 03110, Ten/dhaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kon EJIPIIOY 37078774

BACHOBOK
Npo SKicTL BBe3eHOro B Y KpaiHy JikapcbKoro 3acody

24.02.2021 Ne 2662/21/10

AINIBAPTPOH®

(HaliMEHYBaHHA NIKapPCEKOro 3aco0y 3riiHO 3 peeCTpaLliFiHHM MOCBIAMEHHAM)
ma3b, no 20 r y Ty6i; no 1 Ty6i B KapTOHHIl KopoOui

(hopma BHMYCKY, 103yBaHHA, BHA NAKyBaHH nikapcekoro 3acoby)

Homep peecTpauifiHoro nocsiAMeHHA UA/8595/01/01 crpok aii peecTpalifHOTO MOCBiAYEHHS 01.01.2099

Cepis nikapeskoro acody Ne 002030 KinbkicTh BBe3eHOr0 nikapcbkoro 3acody 8800
BUpOGHHK IMTaccayep ®@apma [MOX, HimMequnHa
(natiMenyBaHHs BHPOGHHMKA nikapcskoro 3aco0y, kpaina MOXOIAEHHS)
Bse3eHo B YkpaiHy CninbHe yKpaiHCbK0-eCTOHChKE nignpHeMcTBO Y ¢opMi TOBApHCTBA
3 oGMeskenHo10 BianosinanbuicTio "'OnTiMa-Dapm, JITJ", inent. Koa:
21642228

(HaliMeHYBaHHS Ta KOA 3a €IPIIOY 1opuanuHoi ocobu abo npi3BHiLe, iM's, M0 GaTEKOBI diznuHOT
0CcoGH - nianpHeMLs, il MICLIe TPO/KHBAHHA T2 peecTpauifHki HOMED 06niKOBOT KapTKH [IaTHHKA
nonaTkis abo cepis Ta HoMep nacnopra)

ITpOTOKOJI Bi3ya/lbHOTO KOHTPOJIIO Bil 24.02.2021 N 0183/1.

3a pe3y/bTaTaMu JCPKABHOTO KOHTPOJIO BCTAHOBJIEHO, wo Jikapcbkuit 3aci® BBE3eHO B Vkpainy 3
AOTPHMAHHSM BMMOT 3aKOHO/IABCTBA LIONO 3a6e3neueHHs AKOCHI NiKapChKHX 3aC00iB.

7~ Onexciii COJIOIPAMA
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