CERTIFICATE OF ANALYSIS
Ceptudikar ananiay
Product / Npoayxr

Country of manufacture / KpaiHa-supoSHuxk:
Batch / Cepia:

Batch size / Poamip cepil:

Cartificate Registration number /

- Hosmep peectpauifiioro nocsiguenHs:
Manufacturing date / Bara supobHKTRA:
Expiry date / Tepmin NPUAATHOCTI,

Strength/Potency / Cuna gii/AKTUBHICTS

Package size and type / Poamip Ta sug
YNAaKoaKn

Dosage form / llikapcska dopma:

Name and authorization number of -
- Manufacturer, responsible for batch-release /
Hassa Ta Homep niuenail BupoBuuka, akwi
BUAYCKAE capio 8 obir;

Address of Manufacturer, responsible for
batch release / Afpeca BupoBHuKa, stkuii
Bunyckae cepiw s obir:

Merz Pharma GmbH & Go. KGaA
Posliach 1113 53

B-60048 Frankfurl any Main
Telefor 069/ 1503t

Telefax 085/ 1503300

Contractubex, gel, 20 g In tube, 1 tubg in carton box with
Ukrainlan labeting /

KourpaktyBeke, renb o 20 ry vy6i, no 1 1y6i y xapronHii
KOpoBLE 3 MapkyBaHHsM YKpPalHCLKOIG MOBOIO

Germany / Himeyuuna
BO0047950

17.280 packages / ynakomox
UA/B0%0/01/01

UA/8080/01/01

19.06.2024
05.2026

100 g of gel contains the liquid extract of the onions {0.16:1)
{Ext. Cepae) 10 g, heparin sodium - 0.04 g (5000 EU), allantoin
-1g/

100 r remo micTaTh pigkoro excTpakty Uubyni (0,16:1) (Fxt.
Cepae) 10 r, renapuny Hatpito 0,04 r (5000 MOy, BNAHTOIHY 1
r

gel, 20 g in tube, 1 tube in carton box / renk, no 20 ry Ty6i, no
1 1yBiy kapToMRih xopoby)

gel/ renb

Merz Pharma GmbM & -Co, KGaA, DE_HE_01_MIA_2024 0002/
Mepy dapma M'MEX i Ko, KI'aA, DE_HE_01_MIA_2024 0002

Ludwigstrasse 22, 84354 Reinheim, Germany /
Tiopsirwrpacce 22, 64354 Paiirixaiim, Himeuquna
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Merz Pharma GmbH & Co. KGaA
Pastfagh 11 13 53

D-50048 Frankiurt am Main
Tefeton 0687 15031

Telefax G685/ 1503200

CERTIFICATE OF ANALYSIS

Ceprucbikar aHaniay

Product / NMpoayxr

Cbuntry of manufacture /
Kpaina-snpobHuk;
Batch / Cepist:

Manufacturing date / [laTa
syupobruyTea;

Expiry date / Tepmin
npYuaaTHOCTI:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
{ KoHrpaxryBexe, renb o 20 ry Ty6i, no 1 Ty6i y kaproHdii kopobul 3

MAPKYBAHHAM YKPATHCLKOW MOBOW
Germany / Himeuyunua

Ba0047950
19.06.2024

05.20286

Test { HazBa nokazHuKa

* Nominal value / Jonycruml HopMmu

Actual value /
PezyniTartu nepesipxmn

Appearance / Onuc

fight brown opaque gel / Cairno-kopudnesni

HENpO30pWiA renb

compliés ! sipncsigac

Odor [ 3anax

characteristic / XapakrepHu

complies / Bignoeigae

Identity / lnenTudikauis

a) Extract of the onions /
Piaxii excrpakr uuByni

retention lime of the basic peak of the amino acids
on the chromatogram of the test solution should
correspond to the retention time of the basic peaks
of the amino acids in the chromatogram of the
standard solution B, obtained in the "Assay” f Yac
YTRUMAHHA  OCHOBHAX  NIKIB  aMIHOKWCHOT  Ha
Xpomarorpami  BunpobyBaHOrO  PO3UMHY NOBUHEH
BiANOBIAATA uYacy YTPUMAaHHA OCHOBHMX NiKig
aMiHORUCIOT Ha xpomaTtorpami  CTanAapTHOrS
posduHy B, orpumanux y posaini  HKinexichg
BUIHAUEHHAR

complies with
specification / sinnosinae
cnetpmdiraul

6) Heparin sodium / Fenapu-

HaTpiK

prolongs the time of coagulation of blood /
Mopoexye yac xoarynauil kpoei )

complies with
specification / sianoeinae
cneywchikayil

) Allantoin / AnanToiH

retention. time of the basic peak on the
chromatogram of the test solution should correspond
to the retention time of the peak of aflantoin on the
chromatogram of the standard solution, obtained in
the "Assay" / UYac yTpymaHHA ocHOBHOMO niky Ha
xpoMmarorpami  sunpoByBaHOroe PO34YMHY NOBUHEH
sianoBinar dacy yTpUMAHHA iKYy anaHTeiHy Ha
XPOMAaTOrpamMi CTaHAAPTHOrO PO3HWHY OTPHMAMHUX Y
poaginax «KinbkicHe BU3HaMEHHAY )

complies with
specification / signoeipnae
cretndikagll
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Merz Pharma GmbH & Co. KGaA
Postfach 11 1353

D-50G48 Frankfurt am Main
Tetelon 059 7 15034
Telelax 069 ! 1503200

CERTIFICATE OF ANALYSIS

CepruthikaT ananisy

Product / Npoayxy

Country of manufacture /
Kpaina-supobrux:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
I KontpakryBeke, renn no 20 ry ty6i, no 1 1y6i y KapToHHi# kopobui 3

MaPKYBARHAM YKPaTHCLKOIO MOBOKY
Germany / HimeyyuHa

Batch 7 Cepin: BCO047550

Manufacturing date / Data 19.06.2024

BUpOOHHYTEE;

Expiry date / Tepmin 05.2028

npuaaTHoCT:

) Sorbic acid / Cop6Givopa retenticn  time of the basic peak on the | complies with

KMcnoTa

chromatogram of the test solution should correspond
to the retention time of the peak of sorbic acid on the
chromatogram of the standard solution, obtained in
the "Assay"/ Yac yTpUMauHR OCHOBHOrQ nNiky Ha
Xpomatorpami  BunpoByBaHOIO  PO3HUHY  JIOBUHEH
BIANOBIAATY  4aCy YTpUMaHHs niky  copBiHoBoT
KMCAOTU Ha XpomaTorpami CTaHARPTHOMG POIunHy
oTpumMaHtx vy posainax «KinbkicHe BUaHadYeuHaAy,

specification / pinnoBigas
crauywhikauil

£)
Methylparahydroxybenzoate /
Merunnaparigpokcndensoar

retention time of the basic peak on the
chromatogram of the test solution should cerrespond
to the retention time of the peak of methylparaben
on the chromatogram of the standard solution,
obtained in the "Assay"/ Yac yTpumaHHa ocHOBHOTO
niky Ha xpomarorpami
NOBWHEH  BiANCBIAaTK  yacy  YTpuUMaHsa  niky
MeTunnapabeHy Ha XpoMaTtorpami CTangapTHOro
po3unBy  oTpuMaHnx y  posainax  «KinbkicHe
BUIHAMEHHAY

BUNPOGYBAHOre pPO3YnHY'

complies with
specification / signosigas
cneundikauil

Relative density / BigHocHa
WinsLHicTs

from 1,05 g/mil till 1,06 g/ml / Big 1,05 r/mn go
1,06 rfmn

1,055 g/ml / r/mn

pH

45-55 ‘

4.9

Viscosity / B'aakicts

from 800 mPa*sec till 1400 mPa*sec / 90
mlia‘c - 1400 mfla*c

1064 mPa*sec /mlMa‘c

Assay / KinexicHuit smicT:

Liquid extract of the onions /
Pinkoro exctpakry unbyni

9,50 g~ 10,50 g/ 100 g gel of applicable
quantity / 8,50 r— 10,50 r/ 100 rrenio 8ig
3aspneHol KinekocoT

10,3 g/ 100 ggel/rrenk

Heparin sodium / fenapuny
HaTpIK

4750 EU - 5250 EUM00 g gel /24750 MO - 5250
MO/100 r reni

15061 EU/00 g gal / MO 7

100 r rento

Allantoin / AnaHToliHy

0,950 g — 1,050 g/ 100 g gel of applicable
quantity /0,950 r— 1,050 r/ 100 r renwo Big
aanBreHol KnbLRoCT

0,98 g/i00ggel/r/100
r reno
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CERTIFICATE OF ANALYSIS
Ceptuchikar ananisy

Merz Pharma GmbH & Co. KGaA
Paostfach 11 13 53

D-60048 Frankfurt am Main
Telelon 068 F 15031

Tefefax 06811503200

Product / NMpoayxt Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukralnian labeling
I KonrpakryGexe, renk no 20 ry ty6i, no 1 1y6i y xapToHHIN kopolyi 3

MAPKY BaHHAM YKPATHCLKOIO MORCIO

Country of manufacture / Germany / Himeudrra
Kpaiia-BupobHuk: '
Batch / Cepisn: : B00047950

Manufacturing date / lata 19.06.2024
sMpobrurLTRa:

Expiry date / Tepmin (05.2026

MpUAATHOCTI

Serbic acid / CopbiHosoi 90,0 - 110,0 mg/100 g gel / 90,0 — 110,0 mr/100 1 89,5 mg/100 g gel / mr /
KACAOTH rento 100r reni

MeTtunnaparigpokcnbersoary { wr/ 100 rrenw

Methyl parahydroxybenzoate/ | 135,0 mg — 1650 mg/ 100 g gel / 135,0 mr—- 165,0 150,6 mg/100 g gel / mr/

100r remo

Microbiological purity/ MikpoGionoriyHa yueroTa

NMT 10' CFUig/

BarancHa KinbkicTb nnicHABKX | gphraxosux rpubie
{TYMC): He Ginbwe 10" KYO B 1

absent Staphylococcus aureus in 1 g / BigcytHicTts
Staphylococcus aureusa 1 r

absent Pseudomonas aeruginosain 1 g/
Biacyt#icTs Pseudomonas aeruginosa s ir

‘total aerobic microbial count (TAMC): NMT102 CFU/g | < 10 CFU/g/KYO 81T
f JaranbHa KinekicTs a8poGHUX MIKPOOPraHiaMis
(TAMC): He Binbwe 102KYO R 11

total combined yeasts/moulds count (TYMC):

<10CFU/ig/KYOB1r
complies with specification
/ signoeinae cneywucpirayii

complies with specification
f signosigae cneyudikauii

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingilabeling and quality control at the above mentioned site {s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
Importing country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found 1o be in compliance with GMP. / Llvm niaTeepnxyto, o
BULLIEBRAZaHE IHPOPMALIR € BOCTOBIpHOR | Tourow, [laHa cepia nponyxull BUrOTOBALHA (BKNFOYAIOUN YITAKOBKY/MAPKYBaHHA) |
NpoBeAeHR KOKTPONL 1T AKOCTI Ha BKazaHii minbHUUl ¥ nosHin BlanosigHocT 3 Bumoramu GMP, BCcTaHOBAEHMMY MiCLEBRYUM
PEryNRTOPHUM OPraHomM, a TakoX y sianosinHoct! si cneuvdiikayieo, 1o MICTHTECA B pecCTRaUiHOMY A0CLE Kpaiku-IMnopTepa
ur B Bocke cneuudpikauilt Ha npenapar ANA [OCHIIKYBEHOIO NikapCLKOro dacoby. MpoTokoaw eupoGHUUTEA, YhakoBKW Ta

ananiay Gynu nepernaHyti | scraHosneno signosigHicts GMP,

Batch release date / s
[lara Bunycky cepil: 12.07.2024

Date of signature of the quality cetrtificate /
HAata nignucy ceprudixkara sikocti; 17.07.2024

bpaHkdypT/Madi,
Frankfurt/Main

r. Alejandra Pilgram
Dept. of Q. C. / Kepisnuk Bipainy KCHTRONK AKOCTI

Merz Pharma GmbH & Co. KGaA

Eckenheimer Landstr. 100
60318 FrankrurfiMiain

Postach 11 13 53
60048 Frankfurt/Main
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