Morz Pharma GmbH & Co, KGaA
Posttach 11 13 53

D.60048 Frankfurt am Maln
Telofon 069 /15031

Telofax D69/ 1503200

CERTIFICATE OF ANALYSIS

Ceprudpikar ananisy , -

Product / Mpopyxr Contractubex, gel, 20 g in tube, 1 tube in carton box with’
Ukralnian labeling / .
KontpakryBeke, resik no 20 ry Ty6i, no 1 Ty6l ¥ KapToHHI%
KopobLi 3 MapKyBaHHAM YKPATHCLKOID MOBOKD :

Country of manufacture / Kpaina-pupoBruk:  Germany / Hiveyuuna

Batch / Cepin: 138884

Batch size / Poamip cepi: 40.000 packages / ynakosok

Certificate Registration number / UA/6090/01/01

Homep peectpauiiHoro nocsifueHHs: UA/B090/01/01

Manufacturing date / Jara supoBHuyTea;  24.08.2021 .

Explry date / Tepmik npuaarHocti: 07,2024

Strength/Potency / Cuna gii/AktusHicTb 100 g of gel contalns the liquid extract of the onions (0,16:1)
(fixg /Cepae) 10 g, heparin sodium - 0,04 g (5000 EU), allantoin

100 r reno micTaTs pigkaro excrpairy uubyni (0,16:1) (Ext.
Cepag) 10 r, renapuuy Harpiia 0,04 r (5000 MO), ananToiHy 1
”

Package size and type / Poamip Ta Bug gel, 20 g in tube, 1 tube in carton box / rens, no 20 ry Ty6l, no

YNaKoBKu : . 1 1y6iy kapronHii kopobui
Dosage form / fNikapcbka hopma: gel/ renb

Name and authorization number of Merz Pharma GmbH & Co. KGaA, DE_‘HE_01_M[A__2021~0017
Manufacturer, responsible for batch-release / Mepy ®apma MmBX i Ko, KI'aA, DE_HE_01_MIA_2021_0017
Haasa ta Homep niteHsii BupoBuuxa, skuii

BUnyckae cepito B obir; :

Address of Manufacturer, responsible for Ludwigstrasse 22, 84354 Reinheim, Germany /

balch release / Arpeca BrpaBHiKa, il Toagirwrpacce 22, 64354 Paiitxaim, Hiveyuuta
Bunyckae cepiro B obir:

M ,z/g/%// Bkt cont st i



CERTIFICATE OF ANALYSIS
Ceprudikar aHanisy

Product / INpogyir

Country of manufacture /
KpaiHa-BupobHuk:

Batch / Cepis:

Manufacturing date / flata

BupoBHuLTRa:

Expiry date / Tepmin
npugaTHocTi

Horz Pharma GmbH & Co. KGaA
Poslfach 11 13 53

0-60048 Frankfurl am Main
Tololon 083 1 15031

Telofax 069 11503200

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! KontpakryGeke, refk no 20 ry Ty6i, no 1 1y6i y kapToHHii kopobui 3

- MapKyBaHHAM YKPaTHCHKOK MOBOK .

Germany / HimeuduHa

138884
24.,08,2021

07,2024

Test / Hazsa nokassmuka

Nominal value / Jonyctumi Hopmu

Actual value/

" Pesyristaty nepesipin

Appearance / Onuc

light brown opaque gel / Csivno-kopuutesui
HENPO3opUit renk :

complies / Bignosigae

Odor / 3anax

characteristic / Xapakrepuui

Identity / InenTudpixauin

complies / Bignosinae

a) Extract of the onions /
Pigxuit ekerpakr uubyni

retention time of the basic peak of the amino acids
on the chromatogram of the test solution should
correspond fo the retention time of the basic peaks

. -of the amino acids in the chromatogram of the

standard solution B, obtained in the “Assay" / Yac
YTpUMaHHS  OCHOBHUX niKiB  aMiHOKMGNOT Ha
Xpomarorpami BUNPOBYBAHOrG PO3YuHYy NOBUHEH
sianosigatn  Yacy yTpumaHHs ocHoBHUX niKie
amiHOKUCNIOT Ha  Xpomartorpami  GTaHAapTHOro
posyuHy B, otpumanux y posgini  HinbkicHe

_BU3HaYeHHA»

complies with :
specification / sinnosigae
cneyvdikayit

-6) Heparin sodium / 'enapux

HaTpiio

prolongs the time of coagulafion of blood /
Toposxye Yac koarynsuyil kposl

complies with
specification / sinnosinas
creuvcikauil "

8) Allantoln / AnaxTor

retention time of the basic peak on the
chromatogram of the test solution should correspand
to 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  BUNPoBYBAHOrO POSHUHY NOBWHEH
BignoslaaTy vacy yTpuUMaHHs niky anaHToiHy Ha
XpomaTorpami cTasfapTHOro POSUUHY OTPUMAaHUX Y

complies with .
specification / signosigae-
cneuudikarif

- poaninax «KinskicHe BUSHAYEHHSY




ez Pharma GmbH & Co, KGoA
Poslfach 11 13 53

D-80048 Frankfurt am Maln
‘ Telolon 088 / 15031
Tole(ox 069 / 1503200
CERTIFICATE OF ANALYSIS :
Ceprudikar ananiay
Product / Npoaykr Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling

{ Kourpakry6exe, rens no 20 r y TY6i, no 1 1y6i y kapronuii Kopobui 3
MBPKYBAaHHAM yKpalHCLKO MOBOKO :

Country of manufacture / Germany / Himeuuura

Kpaina-snpoSHuk; -

Batch / Cepis: 138884

Manufacturing date / flara 24,08.2021

BUpOGHMYTSA!

Expiry date / Tepmin 07.2024

npUAaTHOCTI: ' : »

Allantoin / AnatTolny ' 0,950g~-1,0509/100 g gel of applicable | 1,00g/100ggel/r/100

. quantity 70,950 r -~ 1,050 r/ 100 r remo Big I renio
. 3asBleHol KinbkacTi . .

Sorbic acid / Copbirosof 80.0 - 110,0 mg/100 g gel / 80,0 - 110,0 Mr/100 ¢ 102,4 mg/100 g gel /mr/
_kuenoty . _|remwo : . 100r rento

Methy! parahydroxybenzoate/ | 135.0 mg ~165.0 mg / 100 g gel/ 135,0 mr — 165,0 164,9 mg/100 g gel / mr/
Metunnaparigpokcutiensoary | mrf 100 T renio 100r renio

|-Microbiological purity/ Mikpo6lomoriuna yucrora ' :

. ¢ total aerobic microbial count (TAMC): NMT102 CF Ulg | <10 CFU/g/KYO B 1
/ BaransHa xineKicts aepoBHUX MikpoopraHiamis
(TAMC): ne Ginbiue 102KYO B 1 :
total combined yeasts/moulds count (TYMC): . <10°CFU/g/KYO B 1T
NMT 10! CFU/g /
3aranbHa KinbKicTb nnicHasux | ApbrawoBUX rpuGia
(TYMC): He Binsiwe 101 KYO B 1 r ' complies with specification

‘absent Staphylocaceus aureus in 1 g/ BigeytHicTs ! Bigngsugae cneumblxaug‘

Staphylocaccus aureus 1 1 complies with specification

absent Pssudomonas aeruginosain 1 g/ .| / Blanosigae cneyudikayit
BiacyTHictb Pseudomonas aeruginosae 1 r

I hereby sertify that the above information Is authentic and accurate, This batch of praduct has been manufactured,
ncluding 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 Autharization of the
- importing country or product specification flle for Investigational Medicinal Products, The batch pracessing,

‘nNposeaeHmit KOHTPONb 1T s1k0CTi Ha BKasaHii AinbRuLt ¥ nosHii BigniosinHocT! 3 BUMOramu GMP, BcTaHoBnEHMY Micuesum
PEryNaTOPHUM OPraHoM, & TakoK y signosiatoct] s cneundlkaisto, wo MicTUThCH B pescTpayitHoMy Aocke kpaiiu-iMnoprepa.
41 B gocke cnelndikaulit Ha npenapar gns Aocnimiyaaroro ikapchkoro 3aco0y, MpoTtokonm BUPOBHUUTBA, yiiakuky, Ta
ataniay Gy nepernaryTi | BoTaHOBNEHO slanosigHicTs GMP, / i o R

N
St‘eﬁ"ﬁ Blaha| - (

%
ept. of Q, C. [ Kepishuk sia,q:ﬁyngou@p%g|§-n;<obm i
s :‘)}rfﬁ—l"ﬁau‘n‘.u Cang :&-{Q};o KICVGA AP
2277 Lakeboimer Lanclodi 3

Date of signature /flava nianucy: o
01.12.2021 e

Fronliaste 11 1380
RIS T TIIN ST R N e




CERTIFICATE OF ANALYSIS

Ceprucdbikar ananisy

Product / Npogyxr

Country of manufacture /
KpalHa-supobruk:

Merz Pharma GmbH & Co, KGéA
Posllach 11 13 53
D-60048 Frankfurl am Main

Telofon 069 /15031
© Tolefax 0687 16503200

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labelmg
I KonrpakryGeke, renb o 20 r y 1y6i, no 1 1y6i y kapTonHiit kopoBui 3

MapKyBaHHAM YKpalHCLKO0 MOBOIO
Germany / HimeuynHa

Batch / Cepin: 138884

Manufacturing date / [Jara 24.08.2021

BUPOBHULTEE:! ’

Expiry date / Tepmix 07.2024

npuaarHocTi:

r) Sorbic acid]CopGiHcBa retention fime of the basic peak on the | complies with

KUCNoTa

chromatogram of the test solutlon 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 OGHOBHOTO miky Ha
xXpomarorpami  BUNPoBYBAHOFO POIUUHY NOBUHEH
sigrioplaaty  yacy yrpumadHs niky  copBinosol

KMCNOTH Ha Xpomarorpami CTaHAAPTHOTO POSUUHY:| .

OTPUMaHuX ¥ posainax «KinbKicHe BUSHAYEHHRY,

specification / signosigae
cneldikayiy

I) retention time of the basic peak on the | complies with ,
Methylparahydroxybenzoate / | chromatogram of the test solution should correspond | specification / signopigae
Memnnapari,qpoxcmﬁeusoar to the retention time of the peak of methylparaben .

on the chromatogram of the standard solution,
obtained in the "Assay"/ Yac yrpymanHsa ocHOBHOrO
niky- Ha xpomarorpami BUrpobyBaHOro  po3YnHy
MOBMHEH  BIANOBIAATM uvacy yrpUManHs  aiky
merunnapabery Ha xpomartorpami craHaapTHOro
PO3YUHY  OoTpuMaHuUX Yy posainax
BUSHEYEHHAY

«KirbKicHe |

crieyuddikayif

| Relative denslty / BignocHa
WwinsHicTb

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

1,055 g/ml / rimn

pH

4,6-55

4.9

Viscosity / B'askicTn

from 900 mParsec tlll 1400 mPa’ *sec /900 .
va*c - 1400 mila*c

1039 mPa*sec / mlNa*c

Assay | KinbxricHui smicT:

Liquid extract of the onions / -
Pigkoro excrpakry uneyni

9,60 g - 10,50 g/ 100 g gel of applicable
quantity 7 8,60 r~ 10,50 r/ 100 r remo 8ig

_3asBsneHol KirskoeTi

10,2 g /7100 g gel/rrenio

Heparin sodium / FenapuHy
HaTpiio

4750 EU - 5250 EU/100 g gel /4750 MO - 5250
MO/100 r remio

4848 EU/MO00 g gel / MO /*
100 r remo

A -
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JAEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmaaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHACHOBOK
Npo AKIiCTL BBE2¢HOI0 B YKpainy JikapchbKoro 3acody

06.09.2023 Ne 43470/23/10

KOHTPAKTYBEKC

{HaHMeHYRAHHA MiKapchkoro 3acoby 3riTHO 3 peccTpaniiHHM IOCBIAICHAAM)

rejib; mo 20 r y Ty6i; mo 1 Ty0i y kapronmii kopoomi

(topMa BHITyCKY, IOIYBAHHA, RH]] HAKYBAHHA TiKAPCEKOTO 33coly)
Homep peectpaniiiaoro nocgimacras UA/6090/01/01 crpok nii peectpaniitnore noceimaenss 01.01.2099
Cepin nikapcekoro 3aco6y Ne B0O0026530 KimnkicTh EBe3eHOTO JiKapchkoro zacoby 3 1200

BHpoGHEK Mepi; @apma I'm6X 1 Ko. KI'aA, HiMmeuduna

(HaliMeHYBaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOKEHHA)

Brezeno B Yxpainy ToBapHCcTBO 3 00Mexkenolo BinmoBinaasaicTio "TACIHO YKPAIHA",
inenr. xox: 42274733

(BaiiveRyBaHHA TAa KoX 3a €JTPIIOY opraETHO ocoSH afo OpizBHIME, iM'A, Do GaThkoBi (isHIHOI
ocobH - mianpHemnd, 11 Miclie IPOXKHBAHHA Ta peccTpaniinui HoMep o0INiKORO] KAPTKH IIIATHHEA
IOJATKIB aff0 cepid Ta HOMEp TacHopTa)

Ipotokon Bizyannaoroe xoaTpomo Bix 05.09.2023 Na 2732/8.

3a pe3yNBTATAMH JEpKABHOTO KOHTPONIO BCTAHOBICHO, W0 JOKAPCRKHA 3acié BBeseHo B YKpaiHy 3

JAOTPHMAHHAM EHMOT 3aKOHOJARCTBA MO0 3a0e3NedcHAA AKOCT] MiKapchKAX 3acobiE.




41307

CERTIFICATE OF ANALYSIS
Ceprudpikar ananisy
Product / Npopyxr

Country of manufacture / Kpaina-supoBHuk:

Batch / Cepis:

Batch size / Poamip cepil:

Certificate Registration numbeg/

Homep peectpaliiHOrO NOCBIAYEHHSA;
Manufacturing date / [Jata BupobHuyTBa:
Expiry date / Tepmin npuaaTHocTi;

Strength/Potency / Cuna fii/AKTHBHICTE

Package size and type / Poawmip Ta suAa
yNaKoBku
Dosage form / INikapcbka chopma:

Name and authorization number

Manufacturer, responsible for batch-release /
Haasa Ta Homep nilenaii BupoBHuka, Akui

BUNYCKaE cepito B oBir;

Address of Manufacturer, responsible for
batch release / Agpeca supoBHUKa, sKURA
BURyCKae cepiky B o6ir:

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

D-80048 Frankfurl am Maln
Telefon 069 / 15031

Telefax 069 f 1503200

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

Kontpakry6ekc, rene no 20 r y 1y6i, no 1 ry0i y kKaproHHin
KopoBLi 3 MAPKYBRHHAM YKPATHCHLKO MOBOIO

Germany / Hime4qnHa
B00026530

31.200 packages / ynakosok
UA/6090/01/01
UA/G090/01/01

08.03.2023
02.2026

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 MicTATL pigkoro ekcrpakty uuByni {0,16:1) (Ext.
Cepae) 10 r, renapwHy natpio 0,04 r (5000 MO), ananTtoiny 1
r

gel, 20 g in tube, 1 tube in carton box / rens, no 20 ry Ty6i, no
1 1y6i y KapTOHHIA KopoByi

gel/ renp

Merz Pharma GmbH & Co. KGaA, DE_HE_01_MIA_2022_0103/
Mepy ®apma Mm6X i Ko, KMaA, DE_HE_Q1_MIA_2022 0103

Ludwigstrasse 2 einhaite, Germany /

Nwoaeirwrpace i ‘X‘MH AN
' 'umi MEHTIB\Z

>

Poge 10f4




L1307

Merz Pharma GmbH & Co. KGaA
Paostfach 11 13 53

D-50048 Frankiurt am Main
Telefon 065 / 15031

Telefax 059 / 1503200

CERTIFICATE OF ANALYSIS

Ceprucpikar aHaniay

Product / MNpoaykr

Country of manufacture /
KpaiHa-BUpoBHUK;
Batch / Cepisi:

Manufacturing date / ata
BupoSHUYTEA:

Expiry data / Tepmin
NPUAATHOCTI;

Contractubex, gel, 20 g in tube, 1 tube in carton hox with Ukrainian labeling
{ KoHTpaktyBeke, rens no 20 r y Ty6i, no 1 Ty6i y kaproHHili xopobui 3

MapPKyBaHHAM YKPATHCLKOI0 MOBOKD
Germany / Hime4quna

B00026530
08.03.2023

02.2026

Test / Haapa nokasHmka

Nominal value / JonycTumi Hopmu

Actual value/
PesynkLTaTh nepesipku

Appearance / Onuc light brown opaque gel / Ceitno-kopuuHeBwii | complies / signosinae
HEeNpo3opwiA renb
Qdor / 3anax characteristic / XapakTepHuii complies / signoeinae

Identity / |lnenrudbikauin

a) Extract of the onions /
Piakuin ekctpakT yubyni

retention time of the basic peak of the amino acids
on the chromatogram of the test solution should

complies with
specification / signosigae

correspond to the retention time of the basic peaks | cneuncpikani
of the amino acids in the chromatogram of the
standard solution B, obtained in the "Assay" / Yac
YTPMMEHHA  QCHOBHWX  MiKiB ZiHON
xpoma‘rorpam eunpoﬁyaauor
BiANOBIAATM  Macy yTpYM;
AMIHOKMCNOT Ha  Xpomg gr
posvMHy B, oTpumaru
BU3HAYEHH5A» \Z |
) Heparin sodium / lenapui | prolongs the time of gul@:ﬂikﬁ‘ lbod | 7§ complies with
HaTpilo Mopoexye vac KoarynﬂulT ;“/3 / specification / signoeigae
v/ %/ eneyndikayit
8) Allantoin / AnaHTolH retention time of the s— ' ga}g_h‘ms“ e | complies with
chromatogram of the test soluti .m‘a ml*i'és ond | specification / signoeizae
to the retention time of the peak o itoin on the | cneundpikauii

chromatogram of the standard solution, obtained in
the "Assay" / Hac yTpumaHHa OCHOBHOMO niky Ha
Xpomarorpami BUNPoBYBAHOrO PO3YMHY NOBUHEH
BignosigaTv vacy yTPMMEHHH niky anadHToiHy Ha
XPOMaTOrpaMi CTaHZapPTHOrO POIHUHY OTPUMAHKMX Y
posginax «KinbkicHe BUaHayeHHAY»

Page 2 of 4




4307

Merz Pharma GmbH & Co. KGaA
Postfach 11 13 53

0-50048 Frankfurt am Main
Telefon 083 f 15031

Telefax 063 / 1503200

CERTIFICATE OF ANALYSIS

Ceprudpikar ananisy

Preduct / Npogyxr

Country of manufacture /
KpaiHa-supobHuk:

Contractubex, gel, 20 g in tube, 1 tube in carton box with Ukrainian labeling
! KontpakryGekc, renb no 20 ry Ty6i, no 1 7y6i y kapToHHii kopobui 3

MapKYBaHHAM yKpaiHCbKOK MOBOID
Germany / HimeuamHa

Batch / Cepis: B00026530
Manufacturing date / QaTa 08.03.2023
eupoBHuyTBA:
Expiry date / Tepmin 02.2026
NpPWAATHOCTE:
r) Sorbic acid / Cop6iHosa retention time of the basic peak on the | complies with
Knenora chromatogram of the test solution should correspond | specification / sinnosinae
to the retention time of the peak of sorbic acid on the | cneuwdikauii
chromatogram of the standard solution, obtained in
the "Assay'! Yac yTpumaHHR OCHOBHOMO niky Ha
Xpomarorpami  BUNPoOYBEHOTO POIYMHY NOBUHEH
Bignoeigatw 4acy yTpumaHHA niky cop6iHosol
KUCROTH Ha XPOMaTOorpami CTaHAAapTHOMO pPO3YnHY
OTPUMaHUX ¥ poaainax «KinbkicHe BUSHaYEHHSA».
retention time of the basic peak on the | complies with

A}
Methylparahydroxybenzoate /
MeTunnaparigpokcnbeHaoar

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 yTp¥MaHHAR OCHOBHOMO
niky Ha xpomarorpami euvnpoByeaHoro poaquHy
NOBUHEH BignosigaT™  Jyacy YTPUMMaHHA  Niky
MeTunnapabeHy Ha xpomarorpami CTAHLApPTHOMD
po3duHy oTpuMaHux ¥y  peaginax  «KinbkicHe
3“3H3 PHO M

specification / ignoeinae
cneumdrkayi

Relative density / BigHocHa
WiNbHICTE

o “g/mitili .08, 90l / Big 1,05 r/mn go

nad & N

)

1,085 g/ml / rimn

pH

)550}\\ ETTS X5

49

Viscosity / B'aakicte

ﬁgppﬁgpa i 140ﬁd}Pa sec / 900

1080 mPa*sec / mMNa*c

Assay / KinexicHwiA BMiCT:

\\"ﬁ\ w /3]

Liquid extract of the onions /
Pipkoro ekctpakty uudyni

7~ 10,50 g/ 100 3 6el) f applicable
/9,50 r,,—\w,éQq; 100 r reno Bia
Qi HIBROCTI

96g/100ggel/rrenic

Heparin sodium / MenapuHy
HaTPito

4750 EU <5350 B0 00 g gel /4750 MO ~ 5250
MO/100 rrenwo

4812 EUM00 g gel / MO/
100 rrenio

Page 3 of 4




41307

Merz Pharma GmbH & Co. KGaA
Postiach 11 13 53

D-60048 Frankfurt am Main
Telefon D64 / 15031

Telefax 069/ 1503200

CERTIFICATE OF ANALYSIS
CepTudpikat aHanisy

Product / Mpoayxr

MapKy BaHHAM YKPaTHCBKOK MOBOK
Country of manufacture / Germany / Himeuynna

Kpaina-snpobHuk:

Batch / Cepin: B00026530
Manufacturing date / flata 08.03.2023
BupobruLTEa:

Expiry date / Tepmin 02.2026
NPUAATHOCTI:

Contractubex, gel, 20 g In tube, 1 tube in carton box with Ukrainian labeling
f KonTpakryGekc, renb no 20 ry ty6i, no 1 Ty6l y kapToHHii kopobul 3

0,950 g ~ 1,060 g/ 100 g gel of applicable
quantity / 0,950 r— 1,050 r/ 100 r reni Big
3aABNeHol KineKocTi

Allantoin / AnaHtoiuy

0,999/ 100 g gel /17100
rrenw

90,0 - 110,06 mg/100 g gel / 90,0 - 110,0 mr/100 r
renio

Sorbic acid / CopbiHoaol
KUCIIOTH

89,1 mg/100 g gel / mr/
100r renio

Methyl parahydroxybenzoate/ | 135,0 mg -~ 165,0 mg / 100 g gel/ 135,0 mr—- 165,0
MeTunnaparigpokcubensoaty | mr/ 100 r remo

181,1 mg/100 g gel / mr/
100r rento

Microbiclogical purity/ MikpoGionoriuna yncrora

total aerobic microbial count (TAMC): NMT102 CFU/g
{ 3aranbHz KinbkicTe aepobHnx mikpoopraHismie
{TAMC): He Ginblie 102KYO B 1T

fotal combined yeasts/moulds count (TYMC):

NMT 101 CFU/g /

JaraneHa kinbkicTe MAICHABUX | apixaxosnx rpubie
(TYMC): He Ginbwe 10'KYOB 1T

absent Staphylococcus aureus in 1 g / BiacyTHiCTh
Staphylococcus aureus e 11

absent Pseudomonas aeruginosain1g/
BiacyTHicTe Pseudomonas aeruginosae 1 r

<10CFU/g/KyYOB 1T

<10CFU/g/KYOB1T

complies with specification
{ Bignoeigae cneyndirkayii

complies with specification
/ Bignosigae cneuwcpikauir

including packaging/labeling and quality control ) &, a0V
requirements of the local Regulatory Authorlty ghd'with the spet)
i ~fof Investigations
dy found to ibé i

packaging and analysls records were reviewel
BULLEBKa3aHa iHpOPMaLIR € NOCTORIPHOIO | TOUHON
NpoBEAeHVA KOHTPONL 1T AKOCTI HA BKadaHid ging
PEryNATOPHUM OPraHoM, a TakoxX y BignosigHocTi B
uM B Aocke cheumchixayil Ha npenapat gns godil
aHaniay Gynu NepernAHyTi | BCTaHOBNEHO BiANOBigHL

Date of signature /Jata nignucy:
17.07.2023
Dept. of Q. C.

Me

. This batch of product has been manufactured,
loned site {8) In full compliance with the GMP
patlons In the Marketing Authorization of the
iMedicinal Products. The bateh processing,
ol Iiance with GMP. / Uum nigTeepmxyto, Wwo

ana cepis noo, 'T‘B'){i@a oBneHa (BKNIOMAIOYM YNaKkoBKy/MapRyBaHHR) |
i !'mﬁ WHO T 4 Bumoramm GMP, BCTEHOBMEHUMK MICLLEBUM

piﬁHux BiaRiNy KoHTPOMG sIKOCTI

yafma GmbH & Co. KGaA
ckenheimer Landstr. 100

Page 4 of 4
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60048 Frankfurt/Main
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