41357

Merz Pharma GmbH & Co KGah
Postiach 11 13 53

D-80048 Frankfurt am Main
*Tefefon 089 7 15031

Telefax 0694 1803200

CERTIFICATE OF ANALYSIS

Ceprudikar ananiay _

Product / NMpoaykr Contractubex; gel, 20°g in tube, 1 tube in carton box with
Ukrainian labeling /
KontpakryBeke, rene no 20 ry ty6i; no 1 vy6iy KapTOHHIN
-kopobui 3 MapKy BaHHAM YKPaiHCHKO MOBOIO

Country of manufacture / Kpaina-snpoumi: Germany / HimewuuHa

Batch / Cepis; ‘BO0031070

Batch size / Posmip cepir: 25.100 packages / yrniakosok

Certificate Registration number/ UA/6090/01/01

Homep peecrpauifivore noceigueins: UAB0O0/C1701

Manufacturing date / Barta supoSHnytea: 12.10.2023

Expiry date / Tepmid ripuaaTHocTi: 08.2026

Strength/Potency /. Cina giifAkTvsHicTs 100 g of gel contains the liquid éxtract of the onions (0.18:1)
- (Ext. Cepae) 10 g, heparin sodium - 0.04 g (5000 -EU), allantoin

-1g/

100 r remo micraTe pinkoro excTpakty ywGyni (0,16:1) (Ext.
Cepae) 10 r; renapuny Hatpito 0,04 r (5000 MO), ananToiny 1
=

Package size and typa / Po3Mip Ta sup gel, 20 g in tube, 1 tube in carton box / rens, no 20 £ ¥ TyBi, no
YNaKOBKA 1 1y6i y kapTOHHIK KopoBLi
Dosage form / fMikapcbra dopma: gel/ rens

Name and authorization number of MerzPharma GmbH & Co. KGzA, DE_HE_01_MIA_2022 G103/
Manufacturer, responsible for batch-release /  Mepu ®apma I'MEX i Ko. Krah,  DE_HE_O1_MIA_2022_0103

Hasea Ta Homep miuenail Bupobruka, akui
BUNyCKae cepit-B obir

Address of Manufacturer, responsible for Ludwigsirasse 22, 64354 Reinheim, Germany /
batch release / Agpeca sipoByika, akui NMoasinurpacce 22, 84354 Paiinxaiim, Himeqvuka
BUNYCKaE cepitd B obir;
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Merz Pharma GmbH & Co. KGaA
Posifach 11 13 53

$-60048 Franklut am Main
Telefon 069 7 15031

Tetefax 089 /1503200

CERTIFICATE OF ANALYSIS

CeprudiikaT ananizy

Product / Mpogyxr

Country of manufacture /
KpaiHa-BupobHuK

Batch/ Cepis:
Manufacturing date./ Nata
BUpoSHUAUTRE:

Expiry date / Tepwmin
MPURATHOSCTT:

Contractubex; gel, 20 g in tube, 1 tubeé in-cartor Box with Ukrainian labeling
{ KonvpakryGeke, rens no 20 ry Ty6i, no 1 Ty6i y kapToHHIK kopoBLi 3

MapKyBaHHAM YKPATHCBKOK MOBGH
Germany / Himeuyuna

BO0031070
12.10.2023.

095.2026

Test !/ Hassa nokaznuka

Nominal value / Jonyctumi Hopmu

Actuél \)alue )

PeaynbTaTi nepesipkn

.

Appearance / Onuc

light brown opaque gel / Caitno-kopndHesni

HERPO30pUH tenb

complies / signosinac

Qdor / 3anax

characteristic / Xapakrepru

complies / Bianosipae

Identity / lneHTudikayis

a) Extract of the onions /
Piqiuii eketpakt yubyni

retention time of the basic peak of the aming acids
on the chromatogram of the test sclution 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" / Yac
YTPUMAHHA  OCHOBHUX. nikie  amiHOKWMCROT Ha
XpoMatorpami  BUNPOBYBAHOMS  PO3UMHY  NOBUHEH

BIANOBIAAT  YaCY YTPUMAHHS OCHOBHUX  niKis
aMiHOKVCIOT  Ha XpomMarTorpami - CTaHapTHOrG
PO3YMHY B, oTpumanvx y  poagini  PKinskicHe
BU3HAYESHHAY

complies with
specification / signosigae
cnednchikauit

6) Hep'arin 'so”dium / i'enabMH
HaTpio

prolongs the time of Coagulation of blood /
Nogomiye vac koarynsyii kposi

ébrﬁblies with' '
specification / pignosinae
cnegudpikauyil’

B) Allantoin / AnawToiH

retention ftime of the basic peék on the
chromatogram of the test solution should correspond
fo the retention time of the peak of allantoin on the

. chromatogram of the standard solution, obtained in _

the "Assay” / Yac yTpumaHHs ocHOBHOro niky Ha
Xpomarorpami - BUNpoGyBaHOro poauuHy noBuHEH
BianosifaTh yacy yTpUMaHHs miky anaHToiry Ha
XpoMarTorpami CTaHAapTHOrO POIYUHY OTPUMaHUX v
posginax «KinbkicHe anaHaueHHaA»

complies with
specification / signosinae
cneyndsikanil
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a13p7

‘Métz Pharma GmbH & Co, KGaa
Postfach 11 13 53

D-60048 Frankfur am Main
Telefon 069 / 15031

Telefax D62/ 1503200

CERTIFICATE OF ANALYSIS

Ceprudikar avaniay

Product/ Mpogyxr

Country of maiufacture f
Kpaisa-eupobauk:

Batch / Cepis;
Manufacturing date/ flata.
sapofHWLTEa:

Expiry date / Tepmin
NPUAATHOCTI

Contractubex, gel, 20 ¢ in tube, 1 tube in carton box with Ukrainian labeling
! Kontpakry6exc, rens no 20 ry Ty6i, no 1 Ty6i y KapToHHii kopoBuj 3

MapkyBaHHAM YKpaiHCBKOK MOBOK)
Germany ! HimeuunHa

B00031070
12.10.2623

'09.2026

' r} Sorbic acid / 'Co'pﬁiHoé.é

Kucnorta

retention  time of the basic peak on the
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 yTpUMaHHR GCHOBHOTO fiky Ha
XpoMarorpami  BUNPOGYBAHOMC DO3UMHY MOBUHEH
BIATOBIAATY dacy yTpUMAHHA niky  copBiHoBoi
KMENoTU Ha xpomaTtorpami cTaHAapTHOFO POIUMHY
oTPUMaHUX v poaninax «KinskicHe BUsHaYeHHsa».

compiies with
specification / sinnosinac
crieunchikauii.

a)

Methyiparahydroxybenzoate /
MeTunnaparigpokcubeHaoar

refention time of the basic peak on the

chromatogram of the test solution should correspond”
. to the retention time of the peak of methylparaben

on the chromatogram of the stardard solution,
obtained in the "Assay"/ Yac yTpumaHHs OCHOBHOTG
niky Ha xpomarorpami. sBunpoBysaHoro PO34HUHY
NOBUHEH  BIANOBIAATW  Yacy  YTPUMAHHS  niky
meTunnapabeny Ha xpomatorpami  CTaHaapTHOMG
pPO3dMHY  oTpuMaHux ¥ posginax  «Kinbkicke
BU3HAYEHHA»

complies with
specification / pinnosinae
cneuvchikauii

Relative dénsity ! Bi,qHOCHé
WiNbRICTE

from 1,05 g/mt till 1,06 g/ml / Big 1,05 r/mn go
1,06, /MmN

1,055 g/ml / rimn

pH

45-55

4.8

Viscosily / B'asxicts

from 800 mPa*sec till 1400 mPa*sec / 800
mla*c - 1400 mila*e

1070 mPa*sec / mNa*c

Assay [ Kinbxichnia smict:

Liquid extract of the onions /

Pigxoro exetpaxry yuByni

9,50g—-10,50g/100 g gel of applicable
quantity 7 9,50 r - 10,501/ 100 r restio Bif
IARBNEHOL. KinbKooTi

10,1 g /100 g gel/r renio

T—Ieparin sodium / Tenapuwny

HaTpito

4750 EU - 5250 EU/100 g gef /4750 MO — 5350
MO/M00 rrenio

5054 EU/100 g gel / MO /
100 r remo

Allantoin / AnaHT.O]'Hy

0,950 g — 1,050 g/ 100 g gel of applicable
quantity /0,950 r— 1,050 r/ 100 r renio Big
3AABMEHOT KINLKOCTI

0,98¢g/100ggelir/100
r reno
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ALY

Merz Pharma GmeH & Co. KGaA
Postfach 111353

-60048 Frankfurt am Main
Telefon 069/ 15034

Telefax 069 f 1503200

CERTIFICATE OF ANALYSIS
Ceprudbirar ananiay
Product / Mpogykr Contractubex, gel, 20 g in tube; 1 tube in carton box with Ukrainian labeling
! KontpaktyBeke, rens no 20 ry Ty6i, no 1 1y6i y kapTouHik kopobui 3
MAPKYBaHHAM YKPATHCbKOK MORBOKD

‘Country of manufacture / Germany / Himeuuyna

KpaiHa-Bupobruk;

Batch / Cepist: BO00341070

Manufdcturing date 7 fata 12.10.2023

BrpoBhuyTRa:

Expiry date / Tepmin 09.2026

NEUnAaTHOST:

Sorbic acid / CopGivosoi | 90,0 ~ 110,0 mg/100 g gel / 90,0 — 110,0 mr00 1 | 101.2 mg/100 g gel / wr/
KucnoTu ren 100r rerio

Methy| parahydroxybenzoate/ | 135,0 mg ~ 18650 mg / 100 g gel / 135,0 mr—~ 165,0 162,3 mg/100 g gel fmr/
MemnnaparigpoxcnSeHsoaTy M/ 100 rrenio _ 100r rén.

Microbiological purity/ MixpoGionoriuna wncrota
total aerobic microbial count (TAMC): NMT10? CFU/g | <10 CFU/g/K¥Oa 1r
 3aransHa KinbxicTb aepoBHux MikpoopraHiamis
(TAMC): e Ginbiwe 102KYQ e 1r .
total combined yeasts/moulds count (TYMC): <10CFU/gIKYOB 1T
NMT 101 CFU/g /

3aransHa KiNbKiCTs nricHABMX i ApbrmKoBUX TpUGia
{(TYMC): He Binble 10 KYOB 1T complies with-specification
/ Bianoeigae cneludikayii

absent Staphylococeus aureus in'1 g / BiacyTHicTs

Staphylococeus aureus & 1.1 complies with specification

absent Pseudomonas aeruginosa in1 g/ ! Bignosigae cneyndikayil
BincyTHicTh Pseudomonas aeruginosa B 1T

| hereby certify that the above information is authent/c and accurate, This batch of product has been manufactured,
including packaging/labeling 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 to be in compliance with GMP. / Llum nigrsepawyio, 1o
BUILIEBKa3AHA IHPOSMALIA & AOCTOBIPKCI | TOYHO. Janz Cepin APOAYKUl BAOTOBMEKa (BKIHOMAIONHA YnaKkoeKy/MapgysaHHs) i
NPOBEEHUA KOHTRONL 1T SIKOCTI Ha BrasaHill AinbHWUL y NoBHIA BIBNoBIAHOCTI 3 BUMOramMi GMP, BCTAHGBREHMM MicLiesm
PETYNATOPHUM OPraHoM, @ TAKOK y BIONOBIAHOCT 3i creundikaLicto, Lo, MICTHTLCH B peecTpauifnoMy Qocke KpaiHu-iMnopTepa
YW B fCChE Cnelndikaliil Ha npenapat Ans BOCAKYBAHOrO nikapcexoro 3acoby, MpoTokonu BUPOBHULITEA, ynakoaki Ta
aHaniasy Byni NepernaHyYi | BETaHOBNSHD BIANOBIGHICTL GMP. '

Batch reiease date /
Hara-sunycxy cepii: 14.12,2023

Date of signature of the quality certificate /- - _
flata nianucy ceprudiixata skocri. 15.12.2053 i
yreapTee _ L

“*"Dr. Alejandra Pilgram i
Dept. of Q. C../ KepisHuk Bigainy xoRTponko skocTi

WMerz Pharma GmbH &.Co. KGaA

Eckenheimer Landstr. 100 i E
80318 FrankfurtMain Page 4of 4

Postfach 11 1353
50048 Franklurt/Main

Ppankypr/Main,
Frankfurt/Main
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AEPKABHA CJAYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH YV KHIBCBKIN OBJACTI

tipos. Ceirawanof Hani, 3, ».Kuis, 02099, Ten/paxc: (044).363-06-50
E-mail: dls ko@dis.gov.ua, Kox €IPITOV 37078774

BUCHOBOK
po AKICTH BBE3CHOTO B YKpaily JiKapcsKroro 3acoly

13.08.2024 : Ne 39232/24/10

KOHTPAKTYBEKC

{(HalMeRYRANIA NIXEPCEKOTO 3aCaGY BTinms 3 peecTpaifitzme TOCE FeesiEsaM)
reas; 10 20 ry 1y6i; o 1 ty6i y kapronmii KopodIi

{ropMa BHIYCKY, TO3YBBHNS, BHA HAKYBAHEA HIKAPCLROTO 32006y}

Howmep peecrpaniitroro nocsizenitr UA/6090/01/01 crpos it pescrpatibuoro mocsinzenm: §1.01,2099

Cepis fikapesroro sacoby No BOO031070 . KistskicTs Baesenoro miRapcskoro sacosy 25079
Bupobuk ; Mepn Papua TmoX 1 Ko. KTaA, Hivewanna _
(HafimenyBanirs BUpOBHKKE HRAPCEECTO 38606y, KpaiHa Roxomxens)
Breseno #'Y kpaiiy Tosapucrso 3 oémeikeroro Binnosinansuicrio "ACTHO VKPATHA",
imewr, xon: 42274733

(malivenysanns 1a Kog 33 €JPTIOY WoprEHaHol ocoby abo apizeume; i's, no GaTEkoBI (izuunol
CeobH - TignpueMus, il Micue ApowHBARER Ta peecTpaniinmi nomep oGniEoBOl KapTRI CHATHHEA
opaTkis abe cepin Ta xoMep macopTa)

Iperoioi BBYAITLNOTe Koutpenio six 07.08.2024 X 2307/13.

3a  PEsYRBTATAMN  HEPRABHOTC KOHTPOMK).  BCTAHORISHO, 16 MIRAPCHKUH 34616 Beesemo . VEparHy 3
ACTPHMAHHAM swmvor 3aKOHOJABCTES M0N0 a0 neucHny ARGET] nikdpeBKHX 3aco0in,

JEP A

o

B Ao
. . .. ‘B‘S'Q?i?éii?iﬂi%gp ; - . : ) L
Hawans SHOT BT\ A 4 Bixtop CTEGKIBCHKUY
o G op_gﬂg;icgﬁ Hrpomay g’//’f"w ' Gmivianm ma spisarney
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CERTIFICATE OF ANALYSIS
Ceprudikar ananiay
Product / Mpoaykr

Country of manufactura / KpaiHa-BupoBHUK:
Batch / Cepisn:

Batch size / Poamip cepit:

Ceartificate Registration number /

- Homep pegctpauifiHoro nocsiguenns:
Manufacturing date / Qara BUpobHULTBA:
Expiry date / Tepmin npuaaTHOCTI:

Strength/Potency / Cuna gii/AkrusHicTs

Package size and type / FPoamip Ta sug
YAQAKOBKW

Dosage form / flikapcka dopma:

Name and authorization

sunyckae cepio 8 obir:

Address of Manufacturer, responsible for
batch release / Appeca BUpoBHUKa, stnii
BUnyckae cepiio a obir:

number of
- Manufacturer, responsible for batch-release /
Hassa Ta Homep niuewsil BupobHuka, axuir

Marz Pharma GmbH & Co. KGaA
Postfack 11 13 53

D-60048 Frenkfurt am Main
Telelon 069/ 1503t

Telefax 0891 1503200

Contractubex, gel, 20 g in tube, 1 tube in carton box with
Ukrainian labeling /

KontpaxtyGeke, renb no 20 ry 1y6i, no 1 TYBl y KapToRHIA
XOpo6Ul 3 MapKY BAHHAM YKPaTHELKOIO MOBOIO

Germany / Himeuunna
B00047950

17.280 packages / ynakcaox
UA/B090/01/01

UA/B090/01/01

19.06.2024
05.2026

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

100 r rento mictaTb piakoro excrpakry Uubyni {(0,16:1) (Ext.
Cepae) 10 r, renapuny HaTpito 0,04 r (5000 MOy, BNAHTOTHY 1
r

gel, 20 g in tube, 1 tube in carton box / renk, no 20 ry Ty6i, no
1 1y8iy kapTomHii kopobi

gel/ renb

Merz Pharma GmibM &-Co, KGaA, DE_HE_01_MIA_2024 0002/
Mepu dapma I'voX i Ko, KFaA, DE_HE_01_MIA_2024 0002

Ludwigstrasse 22, 64354 Reinheim, Germany /
Jopsirwrpacce 22, 64354 Paiinxaiim, Himeuquna

Page 1 of 4
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Fr3e?

Merz Pharma GmbH & Co. KGaA
Postfach 1113 53

D-60048 Frankfurt am Main
Telefon 0G2 7 15039

Telefax 068 / 1503200

CERTIFICATE OF ANALYSIS

Cepruchikar aHanisy

Product / Mpogykr

Cbuntry of manufacture /
KpaiHa-snupobHuk;
Batch / Cepis:

Manufacturing date / flata
spobruuTea;

Expiry date / TepmiH
NPUABTHOCTI:

Contractubex, gel, 20 g in tube, 1 tube in ¢carton box with Ukrainian labeling
{ KourpaxryBeke, renb no 20 ry 1y6i, no 1 1y6i y kapToHHii kopolui 3

MAPKYyBAHHAM YKPATHCLKOW MOBOW
Germany / Himeuuua

B00047950
19.06.2024

05.2028

Test / Hazra noxaaHnuka

" Nominal value { [onycT#ml HopMu

Actual value /
PeszynbTaru neperipkn

Appearance / Onue

light brown opaque gel / Csirno-xopuyHesuit
HENPO3CPUA rens

complies / Bigriozigae

Odor / 3anax

characteristic / Xapakveprni

complies / Bignoeigae

Identity / lnenrucdikauia

a) Extract of the onions /
Pinruia ekcrpakr unbyni

retention time 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, oblained in the "Assay” / Yac
YTRUMAaHHA  OCHOBHWX fikiB  amidokucrioT wHa
Xpomatarpami  sunpobyBaHOro po3uvHy NOBUHEH
BiANOBIAATM uacy YTPUMAHHR OCHOBHUX nikis
aMiHOKUCNOT Ha xpomaTorpami
posduHy B, oTpumaHux vy poanini
BUIHAYEHHs»

HinbKkicHe

CTasAapTHOrO

complies with
specification / sinnosisae
cnetmdirayl

B) Hepasin sodium / Fenapus
HaTPIK

prolongs the time of coagufation of blood /
Monoexye yac xoarynauil Kposi )

complies with
specification / Bianceinae
cneywchikayil

B} Allantoin f AnanToin

retention. time of the basic peak on the
chromatogram of the test solution should corfespond
to the retention time of the peak of allantoin on the
chromatogram of the standard solution, obtained in
the "Assay" / Yac yTpumaHHA ocHosHOro niky Ha
xpoMarorpami  BUnpoOYBaHOre [PO3ZYMHY HOBUHEH
sianoeinar qacy yTpMMAHHA Niky anadTeiHy Ha
XpomaTorpami CTHZapTHOrC PO3UWHY OTPAMaHBX Y
posginax «KinuKicHe BU3HaYeHHA» )

complies with
specification / signoeipnae
cretndikagil

Page 2 0f4




217

Merz Pharma GmbH & Co. KGaA
Pestfach 11 1353

D-50048 Frankfurt am Main
Telelon 089 f 1503¢

Telefax 069 I 1503200

CERTIFICATE OF ANALYSIS

CepTuthikat adaniay

Product / Npogykr

Country of manufacture /
KpatHa-supoSHuk:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
I Kontpaxrybeke, rens no 20 ry Ty6i, no 1 1y6i y kapTouHid kopobyi 3

MBPKYBAHHAM YKPaTHCbKOIO MOBOIS
Germany / Himeyyusa

Batch / Cepin: BO0047550

Manufacturing date / fara 18.06.2024

supobunyTea;

Expiry date / Tepmin 05.2026

NpuaaTHOCTI:

r} Sarhic acid / CopGivopa retention time of the basic peak on the | complies with

KKUCnoTa

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 yTpUMAHHA OCHOBHOMG niky Ha
xpomatorpami  BunpoByBAHOIO PO3YKHY NOBUHEH
BIANOBIAATM  uaCY YTPUMaHHA nDiky  CopGiHOBOT
KUCNIOTH Ha XpoMmatorpami CTAHAAPTHOrO PO3uuHy
oTpuMaHNX v poaainax «KinbkicHe BusHadesHay.

specification / signoeinae
cneuudbikauil

a)
Methylparahydroxyoenzoate /
Mertunnaparigpokenbexsoar

retention time of the basgic peak on the
chromatogram of the test sclution should correspond
to the retention time of the peak of methylparaben
on the chromatogram of the standard solution,
obtained in the "Assay"/ ac yTpuMaHHA OCHOBHOTO
riky Ha xpomarcrpami BuipoSYSaHOro pOIUKHY
NeBMHEH  BIANOBIRATWM  YaCy  YTPUMEHHA  Niky
MeTunnapabeHy Ha XpoMartorpam GTasgapTHoro
po3yduHy  otpumanux y  poaglnax  «KinbkicHe
BUIHAYEHHAY

complies with
specification / sinnoeigas
cneumndikauil

Relative density / BighocHa
WinbHIiCTE

from 1,05 g/ml tilf 1,06 g/ml / Big 1,05 rimn go
1,08 r/mn

1,055 gfml / rfmn

pH

45-55

49

Viscosity / B'aakicTs

from 800 mPa*sec till 1400 mPa*sec / 900
mila‘c - 1400 mfla‘c

1064 mPa*sec /mlla’c

Assay ! KinekicHuit emicT:

Liquid extract of the onions /
Piakoro excTpakty uabyni

9,50 g~ 10,50 g / 100 g gel of applicable
quantity / 8,50 r— 10,50 r/ 100 r renwa Big
sagpneHol KinekocTi

10,3 g/ 100 ggel/rrenk

Heparin sodium / enapuny
HaTpio

4750 EU — 5250 EU/100 g gel /4750 MO - 5250
MO/100 rremo

15001 EUM00 g gal / MO 7

100 v rento

Allantoin / AnaHroiHy

0,950 g — 1,050 g / 100 g gel of applicable
quantity /0,950 r— 1,050 r/ 100 r remo Big
JansneHol kinbrocTi

0,98g/i00ggel/r/100
r renio

Page 3of4




41237

MERZ

Merz Phigrma GmbH & Co. KGaA
Postfach 11 13 53

C-60048 Frankfurt am Main
Telefon 089 1 15031

Telefax 46 [ 1503200

CERTIFICATE OF ANALYSIS

Ceprudbikar aHanisy

Product / Mpogyxr

Country of manufacture /
KpaiHa-BupobHunk:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
' KonrpakryGexe, renk no 20 ry ty6l, no 1 1y6i y kapToHHIi kopobui 3

MaPKY BAHHAM YEKPATHCLKOK MORBOH)
Germany / Himeuuuna

Batch / Cepis: B00047950

Manufacturing date / [lata 19.06.2024

srpobimuTea;

Expiry date / Tepmin 05.2028

NPUAETHOCTI:

Sorbic acid / Copbinosoi 50,0 — 110,0 mg/100 g gel/ 90,0 — 10,0 mr/100 1 99,5 mg/100 g gel f mr /
KACnoTw reny 100r reno

Methyl parahydroxybenzoate/
Metunnaparigpokcnbessoary

135,0 mg — 165,0 mg/ 100 g gel/ 135,0 mr—- 165,0
mr/ 100 rrenwo

150,6 mg/100 g gel fmr/
100F remo

Microbiological purity/ MikpoBionorisHa yucrora

total aercbic microbial count (TAMC): NMT102 CFU/g
{ 3aranbHa Kinekicts agpoGHUX Mikpooprakismis
{TAMC): He Ginnwe 102KYO R 1T

total combined yeasts/moulds count (TYMC):

NMT 10 CFUfg /

3aransHa KinsKicTe nnicHABUX | Apbrkaxoenx rpubis
{TYMC): ve Ginbwe 10T KYO B 1

absent Btaphylococcus aureus in 1 g/ BigoyTHicTts
Staphylococcus aursus e 11

absent Pseudomonas aeruginosain 1 g /
BigcyTHicTs Pseudomanas aeruginosas ir

<10 CFU/g/KYOs81r

<10 CFU/g/KYOB1r

complies with specification
! eignoeinae cneundikayii

complies with specification
[ ianosigae cneundikauii

| hereby certity that the above information is authentic and accurate. This batch of product has baen manufactured,
including packagingflabeling and gquality 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
Iimporting country or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. / Llvm niaTeepaxyto, Lo
BWlleBra3axa iHhopMaLlis ¢ gocToBipHO | TovHoio, laHa cepia npoayKufl BUrOTOBNEHA (BXNIMAKIUN YITAKOBKY/MaPKYBaHHA) |
NEOBEASHUA KOHTPONL 1T AKDCTI Ha BRa3aHiit AINbHUUL Y noBHIA BlanosiaroeTi 3 Brmoram GMP, BCTAHOBAEHMMY MICUEBYUM
PerynsTopHYM OpraHomM, a Takox y sianosinHoct] si cnedydikauieo, wo MICTHTECA B peECTRaUIMHOMY A0CLE Kpaiku-IMnopTepa
un B Aocke creuudikalyiit Ha npenapar ANA [OCNIIKYBaHCrO NiKapcuKoero dacofy. MpoTokoaw eupoGHUUTEA, Yhakosxw Ta
ananiay Bynu nepernaHytl i scraHosneHo signosigHicts GMP,

Batch release date /

Hara Bunycky cepii: 12.07.2024

Date of signature of the quality certificate /
Jata nignuecy ceprudbikara sikoeri; 17.07.2024

bpankdsypr/Mafit,
Frankfurt/Main

r. Alejandra Pilgram

" Dept. of Q. C. / Kepienuk Bipainy KCHTRONK AKOCTI

Merz Pharma GmbH & Co. KGaA

Eckenheimer Landstr, 100
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JEPIKABHA CJIVIKEA 3 JIKAPCBKHUX SACQBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY Y KHIBCBKIA OBJACTI

npoB. Ceitmranol Hanii, 3, m.Kuir, 02099, Ten/axce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Ipo sxicTs BBe3eHOro B Ykpainy JKAPCHKOro 3acofy

12.11.2024 Ne 57448/24/10

KOHTPAKTYBEKC
(HafiMenynatHa nikapcEkoro 3acoby 3rimHo 3 peecTpaniiinm DOCBTIEHIAA)
reib, 10 20 r y Ty6i; no 1 1y6i y KapTouwniit xopobui
(dopma sunycky, nosyranns, spy NAKYBAHHA JIKEPCBKOI0 3200Gy)

Howmep pecerpaniiinoro mocsinuenns UA/6090/01/01 CTPOK Jiii ﬁeecrpauiﬁuoro nocsigvenns 01.01.2099

Cepin mikapcrkoro saco6y Ne B00047950 Kinsxicrs sresenoro nikapeskoro sacaGy 17280

Bupo6nx Mepu ®@apma I'm6X i Ko. KIlaA, HiMesramma

(naifmenysanns sapobuuxa nikapepkoro sacoby, xpaina TIOXOMKEHHA)

Bseseno B Vipainy ToeapHcTso 3 o6Mmesxenoro BimoBixanenicTIo "ACIHO YKPAIHA",

iment. xon: 42274733 .

(naifMeryBanus Ta kox 32 CHPIIOY HpHEAMTHOT 0c0bH abo UPi3BHILE, iM'1, 110 GaThKOBRI thisuunof

0coBH - nigupuemus, T Micke AIpOKHBAHKA Ta peecTpauiiiunit nomep o6nixoroi KAPTKH [UIATHHKA
nofarkis abo cepis Ta Homep nacnopra)

Iporoxon sisyaanuore kontpomo six 12.11.2024 Ne 3424/1.

3a  pesymeTaramMu  mepsxasuoro KOMTPOMIO  BCTAHOBNEHO, IO MiKapchkuit 3aci6 BEC3cHO B Yxpainy 3
,I[OTp HMaHHAM sumor JAKOHOIABCTBA MOKO 3a0e3NeYEeHHA #KOCT] NKapCEKHX 3ac06iE,

PR xcﬁ;f 4
B -~
-;\S'Q%\anu i Ti’% & - . -
Havamsyffix Sdon 0%, . . Bixrop CTEOKIBCHKMH
{no Ga opﬂlﬁgnepx @@ro HTPONIO) L_/?] anmlch

{initiany ra npizsmine)




AEPKABHA CJIYKDBA 3 JIIKAPCBbKHUX 3ACOBIB TA KOHTPOIIO 3A

HAPKOTUKAMM Y KHIBCHKIU OBJIACTI

npoe. Ceitauynol Hagif, 3, m.Kuig, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKiCThL BBE3EHOI0 B YKpaiHY JiKapchKoro 3acody

12.12.2023 Ne 61523/23/10

KOHTPAKTYBEKC

(naiiMenyBaHHs TiKapchKkoro 3acoby 3riaHo 3 peccrpauidHuM MOCBIXUYEHHSM)
rejib; 1m0 20 ry ty6i; mo 1 Ty6i y kapronsiii kopo6ui

(opma Bumycky, K03yBaHHs, BUL NAKYBaHHS JiKapchKoro 3acoby)
Howmep peecrpauitinoro nocsinenns UA/6090/01/01 crpox aii peecrpauiitnoro noceiguenns 01.01.2099
Cepis nikapcwkoro 3aco6y Ne B00029220 Kinbkicts BBE3eHOrO Nikapcbkoro 3aco6y 20000

Bupo6HuKk Mepu @apma I'M6X i Ko. KI"aA, Himeyunna

(naliMenyBanHs BUpOGHUKA Jikapehkoro 3acoly, kpaina MoXomKeHHs )

BseseHo B Vkpainy ToBapucTBo 3 06Mexkenoro BignosigansuicTio "ACIHO YKPATHA",
inent. xon: 42274733

(Haiimenysauns Ta xoa 3a €/IPTTIOY topuan4Hoi ocobu abo npizsuiue, iM's, o 6aTbkoBi QispuHoi
ocobu - ninnpuemus, ii Micue IposkUBaHHS Ta peecTpauifinmii HoMep o6/1iKoBOT KAPTKH TNATHHUKA
nozarxis abo cepis Ta HOMep MacnopTa)

IpoTokon BisyansHoro kontpomo sin 12.12.2023 Ne 3944/3.

3a  pesynbTatamMu  [Iep)KaBHOrO KOHTPOJNIO BCTAHOBJNEHO, IO JIKApChKMil 3aci6 BBe3eHO B Ykpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTRA 111040 3a0€3NeUeHHs IKOCTi JliKapchKUX 3aco0iB.

Bl Tasiil b OI"'I'/_"L%\P EH K O

(Hlll[l At ra HPUBHH'L)
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CERTIFICATE OF ANALYSIS
Ceprudpikar ananisy
Product / INpogykr

Country of manufacture / Kpaina-supo6ruk;
Batch / Cepis:

Batch size / Posmip cepir:

Certificate Registration number /

Homep peecrpallitHoro nocaigueHHs:
Manufacturing date / [lata supobruirsa:
Expiry date / Tepmin npygarHocT:

Strength/Potency / Cuna gii/AkTuaHicTs

Package size and type / Poamip Ta Bug
ynakoBku
Dosage form / Jlikapceka chopma:

Name and authorization number of
Manufacturer, responsible for batch-release /
Hassa Tta Homep niuensii BupoBuuka, skun
Bunyckae cepito B odir:

Address of Manufacturer, responsible for
batch release / Anpeca BupoBHuka, sikuii
BunycKae cepiro B obir:

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 63

D-680048 Frankfurl am Main
Teleforn 069 / 15031

Telefax 069 / 1503200

Contractubex, gel, 20 g in tube, 1 tube in carton box with
Ukrainian labeling /

KoHtpakryBekc, renes ro 20 ry 1y6i, no 1 1y6iy kaproHHii
KOPOBUI 3 MapKYBaHHAM YKPATHCLKO MOBOO

Germany / Himewdura
B00029220

43,200 packages / ynakoBok
UA/B090/01/01
UA/B090/01/01

01.08.2023
07.2026

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), aliantoin
-1g/

100 r reno micTaTh pigkoro ekcrpaxry uyubyni (0,16:1) (Ext.
Cepae) 10 r, renapury HaTpito 0,04 r (5000 MO), anaHToiHy 1
"

gel, 20 g in tube, 1 tube in carton box / renb, no 20 ry Ty6i, no

1 1yBiy xapTorHii kopobui

gel/rene

Merz Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2022_ 0103/
Mept| ®apma M'OX i Ko. KMaA,  DE_HE_01_MIA_2022_0103

Ludwigstrasse 22, 64354 Reinheim, Germany /
Niogsirwtpacce 22, 64354 Paikxaiim, Himeuunna

Page 10of 4



Neorz Pharma GobH & Co., KGaA
Posttach 11 13 63

D-60048 Frankfurt am Main
Telefors 068 / 15031

Telefax 069 / 1503200

CERTIFICATE OF ANALYSIS

Ceprudikar ananisy

Product / Mpoayxr

Country of manufacture /
Kpaina-BupobHuk:
Baich / Cepin:

Manufacturing date / Jarta
BupoBHuLTEA:

Expiry date / Tepmin
npuaaTrHocTi:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! KonrpakryBeke, renb no 20 ry Ty6i, no 1 1y6i y KapToHHi Kopobui 3

MEPKYBAHHAM YKPATHCHKO O MOBOIO
Germany / Himeyuuna

B00029220
01.08.2023

07.2026

Test/ Ha3psa nokasHuka

Nominal value / Jlonyctvmi Hopmu

Actual value /
Peaynwraru nepesipku

Appearance / Onue

light brown opaque gel / Caitno-kopuunesuit

HENDOZOPUNA ress

complies / signosigae

Qdor / 3anax

characteristic / Xapakreprui

complies / signopinae

Identity / [nenTudikauis

a) Extract of the onions /
Piakuit ekcrpakr yubyni

retention time 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” / Yac
YTPUMEHHS  OCHOBHUX  MIKIB  amiHOKMCNOT  Ha
xpomarorpami  BUNPOBYBAHOrO pPO3UNHY  NOBUHEH

BIANOBIAATK  vaCY YTPUMAHHA  OCHOBHUX  niKis
aMiHOKWUCAIOT — Ha  Xpomarorpami  cTaWaapTHOoro
posunHy B, oTpumanux y poagini "Kinskicne
BUSHAUCHHA»

complies with
specification / signosinae
crneymndikauyii

( 6) Heparin sodium / Fenapun
HaTpilo

prolongs the time of coagulation of blood /
Mopomiye vac koarynauil kposi

complies with .
specification / sBinnosigae
cneundvikauii

8) Allantoin / Ananroin

retention time of the basic peak on the
chromatogram of the test solution should correspond
to the retention time of the peak of allantoin on the
chromatogram of the standard solution, obtained in
the "Assay" / Yac yrpumariHg ocHOBHOrO niky Ha
xpomarorpami  BunpoByBaHOrO pPO3YUHY NOBUHEH
BIANOBIAATY Yacy YTpUMAaHHS Miky anaHToiHy Ha
Xpomarorpami CTaHAapTHOIO PO3HUHY OTPUMEHUX Y
poaginax «KinbkicHe susHayeHHs»

complies with
specification / signosinae
cneyundikauyi




Merz Pharraa GmbH & Co. KGaa
Postfach 11 13 83

0-60048 Frankiust am Main
Telefon 089 7 15031
Telefax 069 7 1580320¢

CERTIFICATE OF ANALYSIS

Ceprudikat anariiay

Product / MNpoayxr

Country of manufacture /
Kpaina-supobHuk:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! KontpakryGeke, rernb no 20 ry 1y6i, no 1 ty6i y kapTOHHIA kopoBui 3

MapPKyBaHHAM YKPaTHCHLKOK MOBOK)
Germany / HimeyynHa

Batch / Cepia: B00029220

Manufacturing date / [lata 01,08.2023

supobruyTsa;

Expiry date / Tepmin 07.2026

npuaaTHocTi

r) Sorbic acid / CopGivona retention time of the basic peak on the | complies with

KUCnoTa

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 yrpumaHHs OCHOBHOrO niky Ha
xpomarorpami - BUNpobyBaHOro pO3UNHY NOBUHEH
BIANOBIAAT  Macy YTpUMaHHA Miky  copBinosoi
KMCNOTU Ha XPOMAaTOrpami CTaHAapTHOrO PO3UUHY
QTpPUMaHKX y posginax «KinbkicHe BUSHaUEHHSY.

specification / sigrosinae
cneyudiratyil

A)
Methylparahydroxybenzoate /
Merunnaparigpokcubensoar

retention time of the basic peak on the
chromatogram of the test solution should correspond
to the retention time of the peak of methylparaben
on the chromatogram of the standard solution,
obtained in the "Assay"/ Yac yTpumarHs 0CHOBHOrO
niky Ha xpomarorpami sunpoByBaHoro pogumnHy
noBuHeH  sianosigaTh  vacy  YTpUMaHH|  fliky
meTunnapabery Ha xpomarorpami  CTaHaapTHOro
posuuHy  otpumanux Yy posginax  «KinbkicHe
BU3HAUEHHS »

complies with
specification / ignosisnae
cneLlmchikaif

Relative density / Binrocra
WINBHICTE

from 1,05 g/ml till 1,06 g/ml/ Big 1,05 r/mi no
1,06 r/mn

1,055 g/mi/ r/mn

pH

45-556

4,9

Viscosity / B'siakicTb

from 800 mPa*sec till 1400 mPa*sec / 900
mlla*c - 1400 mlla*c

1030 mPa*sec / mfla*c

Assay / KinbkicHui smicr;

Liquid extract of the onions /
Piakoro excrpakry Lunbyni

9,50 g ~ 10,50 g / 100 g gel of applicable
quantity /9,50 r — 10,50 ¢/ 100 r renw Big
3a5BEHOT KINbKOCTI

10,0 g/ 100 ggel/rremo

Heparin sodium / I"'enapuny
HATPIIO

4750 EU - 5250 EU/100 g gel /4750 MO - 5250
MO/MO0 rremo

4994 EU/100 g gel / MO/
100 r reno




Merz Pharma GmbH & Co. KGaA
Postfach 11 13 63

D-G0048 Frankiurt am Main
Telefon 069/ 15031

Telefax 069 1 1503200

CERTIFICATE OF ANALYSIS
Ceprudixar ananiay

Product / Mpoaykr Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
!/ Kontpakrybekc, renik no 20 ry ty6i, no 1 1y6i y KapToHHIK kopobui 3
MBPKYBaHHSM YKPaTHCLKOK MOBOK)

Country of manufacture / Germany / Himeyuuna

KpaiHa-supoBHuk;

Batch / Cepis: B00029220

Manufacturing date / [Jara 01.08.2023

BupoBHUYyTEA:

Expiry date / Tepmin 07.2026

npRAATHOCT!

~Allantoin / AnanToiy 0,950 g - 1,050 g/ 100 g gel of applicable 0,98¢g/100ggel/r/ 100

quantity / 0,950 r— 1,050 r/ 100 r remo Big rrenio
3a5BIIEHOT KiNbKOCTI

Sorbic acid / CopGivosoi 90,0 - 110,0 mg/100 g gel / 90,0 — 110,0 mr/100 r 99,8 mg/100 g gel / mr/

KMCNOTH resnw » 100r renio

Methyl parahydroxybenzoate/ | 135,0 mg — 165,0 mg /100 g gel/ 135,0 mr ~ 165,0 149,8 mg/100 g gel / mr /

MetunnaparigpokenBenaoary | mr/ 100 r remo 100r rento

Microbiological purity/ MikpoGiororiuua yncrora
total aerobic microbial count (TAMC): NMT102 CFU/g | < 10 CFU/g/KYO B 11
{ 3araribHa KinbkicTe aepoBHuX MikpoopraHiamis
(TAMC): e Binblue 102KYO B 11

total combined yeasts/moulds count (TYMC): <10 CFU/g/KYOsB1T
NMT 10" CFU/g /

3aransHa KinbkicTb mHCHABUX | AphrIXOBKX rpubis
(TYMC): e Sinbwe 10'KYOB 11 complies with specification
/ Bignoeinae cneuundikalyi

absent Staphylococcus aureus in 1 g/ BigcyTHicTb
Staphylococcus aureus & 11 complies with specification

absent Pseudomonas aeruginosa in 1 g/ / signosinae cneyndikalii
Bigcyruicts Pseudomonas aeruginosas 1 r

! hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control af 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 to be in compliance with GMP. / Lium nigreepmxyio, wo
BuLLeBKa3aHa iHhopMaLis & ROCTOBIPHOIO | TOUHO0. [laKa cepist NPOAYKLIT BUrOTOBAEH (BKIIYAIOHN YHIAKOBKY/MapKyBaHHs) |
NPOBEAEHUA KOHTPOML T AKOCTI Ha BKasaHiin AiNbHULL y nosHil BianosigrocTi 3 Bumoramu GMP, BCTAHOBNEHUMY MICLEBUM
PErynsaTopHuM OpraHom, & Takox y siAnosiaHocTi ai cneundikalieto, Wo MICTUTLCS B PEECTPauUinHOMY A0ChE KpaiHU-iMnopTepa
" B oCke Cnelmdikauin Ha npenapat Ang LOCTIMKYBaHOTO NiKapcLKoro 3acoby. [poTokornt BupoBHULTBEA, YIaKoBKA Ta
ananisy 6ynu nepernsmyTi | BCTaHoBNEHO BignosiaHicTs GMP,

£

Date of signature /Jara nigricy: , 357
23.10.2023 “.Dr. Alejandra Pilgram
Dept. of Q. C. / KepisHuk Biainy KOHTPOMIO SIKOCT

wary Pharma GmbH & Co. KGaA _



JEPKABHA CJIVIKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCHKIN OBJIACTI

npos. Ceitnuanoi Haaii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APIIOV 37078774

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKpaiHy JiKapcbKoro 3acody

17.12.2024 Ne 65131/24/10

KOHTPAKTYBEKC

(HaffMeHyBaNHS TiKkapcLKOTo 3acoby 3TifHO 3 peecTpallifHiIM MOCBi T4EeH M)
rejb, o 20 r y Ty6i; no 1 Ty6i y kapToHHiil KopoOui

(dbopMa BUTTYCKY, O3YBaHHS, BHL [faKyBaHHA NiKapchkoro 3acoby)
Howmep pecerpaiittoro moceimuerrs UA/6090/01/01 crpox aii peectpaniitoro mocsimuenns 01.01.2099
Cepis nixapcsxoro 3acoby Ne B00051330 KinsxicTs BBE3eHOr0 JTiKapcskoro 3acoby 9600

Bupo6Huk Mepu @apma 'M6X i Ko. KI'aA, Himeyunna

(HaitmenyBanHa BUPOGHHKA JiKapChKOTo 3acofy, KpaiHa IIOX0DKEHH)

Baesero B Yipainy TosapucTBO 3 06MeskeHo0I0 BinnmosinansHicTio "ACIHO VKPATHA",
inent. won: 42274733

(naitMeRyBanHs Ta ko 3a €JIPTIOY ropuandHol ocobu aGo mpissuiie, iM's, 10 6aTEKOBI PizHuHOL
0cobu - mixmpremud, ii MicLe MPOXKUBAHHA Ta peecTpaLiiiuit HoMep 0GNiKOBOI KapTKH MIATHHKA
nonartkis abo cepis Ta HOMep TacTopTa)

Tporoxon Bisyassuoro kourpomo six 09.12.2024 Ne 3898/2.

3a  pesyTbTaTaMM  JCPYKABHOTO KOHTPOMIO BCTAHOBNCHO, WO JiKapchkuif 3aciG BBeseHo B VYikpainy 3

JOTPMMAHHSAM BuMOT 3aKOHOAABCTBA MIO/0 3a0e3MeYCHHS AKOCTI JIIKAPChKUX 3aco0iB.

Onera EPBOMEHKO

{nipmuc) {inimianu ta npizsuie)




CERTIFICATE OF ANALYSIS
Ceprucpikar ananiay
Product / Npoayxr

Country of manufacture / Kpaina-snpoBuk:

Batch / Cepis:

Batch size / Poamip cepil:

Certificate Registration number/

Homep peecTpauitioro noceig4enHs:
Manufacturing date / ata supobruiraa:
Expiry date / Tepmin npugatHocTi:

Strength/Potency / Cuna ail/AxTysHICTD

Package size and type / Poamip Ta Bug
yrnakoBkyt

Dosage form / Nlixapckka chopma:

Name and authorization number

Manufacturer, responsible for batch-release /
Hassa Ta Homep niyensii Bupobhuka, sikui

Bunyckae cepito 8 obir:

Address of Manufacturer, responsible for
batch release / Agpeca supobruka, skuit
Burycxkae cepito 8 oBir:

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 63

0-60048 Frankfurt am Main
Telefon 069 / 15034

Telefax 669/ 1503200

Contractubex, gel, 20 g in tube, 1 tube in carton box with
Ukrainian labeling /

KouTpakry6ekc, renb no 20 ry ty6i, no 1 1y6iy kaproHHid
Kopo6Li 3 MapKyBaHHAM YKPaIlHCbKOIO MOBOIO

Germany / Himeuuxa
B00051330

23.040 packages / ynakoBok
UA/B0980/01/01

UA/8090/01/01

21.08.2024
07.2026

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 rento MicTHTL pigkoro excrpakry yubyni (0,16:1) (Ext.
Cepae) 10 r, renapury Hatpio 0,04 r (5000 MO), ananToiHy 1
r

gel, 20 g in tube, 1 tube in carton box / renk, no 20 ry Ty6i, no

1 1y6i y kapTOHRIR KopoBui

gel / renb

Merz Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2024_0002/
MepL ®apma M'MEX i Ko. KMaA,  DE_HE_01_MIA_2024_0002

Ludwigstrasse 22, 64354 Reinheim, Germany /
Thogeirwrpacce 22, 64354 Panrxaitm, Himewunsa
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Merz Pharma GmbH & Co. KGaA
Postfach 11 13 83

D-60048 Frankfurt am Main
Telefon 069 / 15031

Telefax 069 / 1603200

CERTIFICATE OF ANALYSIS

Ceptuchixat ananiay

Product / Fpopyxr

Country of manufacture /
Kpaina-supoBHuk:

Batch / Cepis:
Manufacturing date / [lata
BUpoBRULTBA:

Expiry date / TepmiH
npuaaTHoOCTI:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! Kontpakty6exce, rens no 20 ry Ty6i, no 1 ty6i y kapToHHii Kopobui 3

MapKyBaHHAM YKPaiHCLKOIO MOBOIO
Germany / Himeuvura

B00051330
21.08.2024

07.2026

Test / Haapa noxasHuka

Nominal value / [lonyctumi HopMu

Actual value /
Peaynwraru nepesipku

Appearance / Onuc

light brown opaque gel / CsiTno-kopuyHesuii

HENPO3opUi rens

complies / signosinae

Odor / 3anax

characteristic / XapakrepHui

complies / pignoeigae

Identity / InexnTudikauyin

a) Extract of the onions /
Pigknit ekctpakT yubyni

retention time 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" / Yac
YTPUMaHHA  OCHOBHUX  NIKIB  aMiHOKUCAIOT  Ha
xpomarorpami sunpobyBaHOro pO3UMHY TMOBUHEH

signosigat uacy YTPUMAaHHA OCHOBHUX  MiKi
aMiHOKUCNOT  Ha  Xpomartorpami  CTaHAapTHOro
posuuHy B, otpumanux y posgini "KinbkicHe
BUIHAUEHHS»

complies with
specification / Bianosigae
cneundikauil

6) Heparin sodium / l'enapuvx
HaTpito

prolongs the time of coagulation of blood /
Mogosxye uyac koarynsuil Kposi

complies with
specification / Bianosigae
cneundikauil

8) Allantoin / AnanToix

retention time of the basic peak on the
chromatogram of the test solution should correspond
to the retention time of the peak of allantoin on the
chromatogram of the standard solution, obtained in
the "Assay" / Yac yTpumaHHA OCHOBHOro niky Ha
xpomatorpami  BUNpoBYBaHOro posduHy MoBUHEH
BiANOBIZaTK uacy yTpuMaHHA niky anaHToiHy Ha
XPOMATOrpamMi CTaHAaPTHOrO PO3YUHY OTPUMAHNX Y
posainax «KinbkicHe BU3HAYEHHA»

complies with
specification / Binnoginae
cneuucikauii
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Merz Pharma GmbH & Co, KGaA
Postfach 11 13 53

D-60048 Frankfurl am Main
Telefon 069/ 15031

Telefax 089 / 1503200

CERTIFICATE OF ANALYSIS

Ceprudpikar aHanisy

Product / MipoaykTr

Country of manufacture /
Kpaina-BupoBHuK:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
| KontpakryGekc, renb no 20 ry Ty6i, no 1 1y6iy KapTOHHIN kopobui 3

MapKyBaHHAM YKPATHCbKOK MOBOH)
Germany / HimevunHa

Batch / Cepis: 800051330

Manufacturing date / laTa 21.08.2024

BupobruyTsa:

Expiry date / TepMmin 07.2026

fIPUAATHOCTI:

r) Sorbic acid / CopbiHosa retention  time of the basic peak on the | complies with

Kuenota

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"/ Uac yTpumaHHs OCHOBHOFO Miky Ha
xpomarorpami BunpobyBaHOro po3unHy NOBUHEH
pignoBigaT uyacy yTpumawHs niky copBiHosoi
KUCNOTY Ha Xpomarorpami CTaHfapTHOro poavuHy
oTpuMarnx y posainax «KinskicHe sU3Ha4eHHsY.

specification / Bigniosinae
cneyudikauil

A)
Methylparahydroxybenzoate /
Merunnaparigpoxcnbensoar

retention time of the basic peak on the
chromatogram of the test solution should correspond
to the retention time of the peak of methylparaben
on the chromatogram of the standard solution,
obtained in the "Assay"/ Yac yTpumanHs OCHOBHOIO
niky Ha xpomartorpami BunpoSysaroro pPO34MHY
NOBUHEH  BIAMOBIAATU  Yacy  YTPUMEHHA  iky
meTunnapabeHy Ha xpomartorpami  CTaHAapTHOro
pO3uuHy  OTpWMaHWX Yy  posainax «KinekicHe
BUBHAYEHHAY

complies with
specification / signosinae
cneuudikauii

Relative density / BinHocHa
WiNbHICTL

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

1,066 g/ml/ r/mn

pH

45-556

49

Viscosity / B's3kicTb

from 900 mPa*sec till 1400 mPa*sec / 900
mlla*c - 1400 mila’c

951 mPa*sec [ mlMa*c

Assay / KinbkicHui BmicT:

Liquid extract of the onions /
Pigkoro excTpakty unbyni

9,50 g~ 10,50 g/ 100 g gel of applicable
quantity / 9,50 r— 10,50 r/ 100 r remio Big
3anB8neHol KinbKoCTi

10,2 g/ 100 g gel/rremo

Heparin sodium / Menapuny
Hatpi

4750 EU - 5250 EU/100 g gel /4750 MO — 5250
MO/100 r rento

4941 EU/100 g gel /MO /
100 rremo

Allantoin / AnanToiny

0,950 g — 1,050 g / 100 g gel of applicable
quantity / 0,950 r — 1,050 r/ 100 r renio 8ig
3a8BIISHOI KiNbKOCTI

0,98g/100ggel/r/ 100
rrento
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Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-60048 Frankfurt am Main
Telefon 069 / 15031

Telefax 069 / 1503200

CERTIFICATE OF ANALYSIS
Cepruchikat aHanisy

Product / Npoaykr Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! Kontpakry6eke, renb no 20 ry Tybi, no 1 Ty6i y KapTOHHIK KOpoOLi 3
MapKyBaHHSAM YKPATHCHKOKO MOBOKO

Country of manufacture / Germany / Himeyuura

KpaiHa-BUpoBHuK:

Batch / Cepis: B00051330

Manufacturing date / [lata 21.08.2024

BUpoBHULTBA:

Expiry date / Tepmin 07.2026

NPURATHOCTI:

Sorbic acid / Copbinosoi 80,0 ~ 110,0 mg/100 g gel / 90,0 — 110,0 mr/100 1 99,1 mg/100 g gel / mr/
KACNOTH rento 100r reno

Methy! parahydroxybenzoate/ | 135,0 mg — 165,0 mg /100 g gel / 135,0 mr - 165,0 150,0 mg/100 g gel/ mr/
MeTtunnaparigpokcubensoarty | mr/ 100 r rento 100r reso

Microbiological purity/ MikpoSionoriuHa 4ncrora

fotal aerobic microbial count (TAMC): NMT102 CFU/g | < 10 CFU/g/ KyOs1ir
| 3aranbHa KinbKicTs aepobHUX MIKpOOpraHi3mis
(TAMC): He Binbiwe 102KYOB 1 ¢

total combined yeasts/moulds count (TYMC): <10 CFU/gIKYOB 1T
NMT 10* CFU/g/

3aranbHa KineKicTs NNICHABUX | APIKANOBUX rpubis
(TYMC): He 6Ginblie 101 KYO B 1T complies with specification

absent Staphylococcus aureus in 1g/ BigcyTHICTB / sianosinae cneumdikaui

Staphylococcus aureus 8 17 complies with specification

absent Pseudomonas aeruginosa in 1 g/ / Bignosigae crieyudirauii
BiacyTHicTb Pseudomonas aeruginosas 11

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling 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 to be in compliance with GMP, / LiuM ninTBepmkylo, 1o
BULLEBKa3aHa iHchopmaLys € gocTosiproo | TouHow. lana cepist NPOAYKYIT BUFOTOBIIEHA (BKMIOHEI0HM YFAKOBKY/MapKyBaHHS) |
fIPOBEAEHUA KOHTPONbL 1T SIKOCTI Ha BRA3aHIY SiNbHULL Y NOBHIY BIAMOBIAHOCTI 3 BUMOramu GMP, s8CTaHOBREHUMY MICLIEBUM
PErysfaTOpHUM OPraHom, a TakoX Yy signosiarocTi ai cneumdikaiero, Wo MICTHTLCA 8 peecTpauiiHoMy aocke KpaiHu-iMnopTepa
un B AOCLE cneumdikauit Ha npenapat Ans AOCTIAKYBAHOTO nikapcekoro 3acoby. TpoTokonm BUPOBHMLITBE, YNnakosku Ta
anarniay Gynu riepernsiHyTi | BCTAHOBNEHO signosigxicTe GMP.

Batch release date /
[ata sunycky cepii: 07.10.2024 )

Date of signature of the quality certificate /
[ara ninnucy ceprudikara axocti: 08.10.2024

dpatkdypt/MaitH, Thomas 4 gs/é L-
Frankfurt/Main Dept. of Q. C. / KifpikHuk Binainy KORTPOMKO AKOCTI
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