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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

Country Dfmmmfﬁcmring Germany

Product name: Moisturizing cream Lactofem™ ‘
Hepssape-prpobuik: Hiseudima

Hadivenvpaiia  npoaykuii:s  3posoucytounii — kpes

aetofem”® : - - ‘
Lactolem Importing country: Ukraine
Jepwasa-innoprep: Yxpaika

Article-eode/Kon apriymy: Tdent-No / Tneprudikaniiiid wovep:

YIOU§Is 25138001
Form of release eream

Qopaa BHIVORY Kpe
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Pogaip Ta thn nakysaina | xpen 30 ¢

Number of Certificate of Conformity No PR.823-19 since 11.03. 2024 until 31.12.2028
nopiawooTi: No PR.S23-19 sin 11.03.2024 p. 20 31122028 p.

Hosiep Ceprihinara

. Bateh number: / Howe Batch size (pes.): / Poaniip copit (urr ) 19560

Manufucturing dates TR Expiry date Jara 3aringenys cTPoRy np IHIATHOCTE
U8/2025 082028

Name and location manulacturing site: mibe GmbiI Avznetmittel, Muenchener Strasse 13, Brehag, Sachsen-

Anhali, 06796, (:mmam
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" Testing on the heginning of a stability study

* The parameter must not be tested at every poiut of stability testing but at Teast at the inifial and last time pointefa study
testing ouly on betehes 150101, 150402 and 150403
Tecrynmmen Ha (ONaTKY AGCATmRCHHA cralineBocT:

T Tapsasie 1 selien TepeioniHes He 3 K ST Teery g oF
LUketg

CPVERMEE e b naptiax 13080 P02 va 130403

ATROBUE T ocranniil routd yacy

HOCT, &2 npssiaitvgd & o

I ereby certify that this bateh of product has been faliricated/manufactured, ineluding packaging and
quality control at the ahove mentioned site in full compliance with the requirements of the local
Regulatory Authority, und with the release specifications included in the Marketing Authorization of the
importing country and given by the customer. The control of the packaging process meets the
Felpuirements.

The bateh processing, packaging and nunalysis records weve reviewed and found to be in compliance with
lezal reguirements.

Llnae s sacpizuyio, wio o napris apoaykufi Gyna BHTOTOBICH, BRAOUIION KOHTPOML YRAKOBKIT T4 KOHTPOIb
AROCTT 3 BHIMEATAAAHTR I 3 OBUHM JCTPIMIHIAM BHMOT MICUCROTO PeryAsTHBHONO Oprany Ta 3i
cncundikaningg BHIYCKY  onosennn o Pecetpauiiliore nocsimsenns Kpaiini-MuOpTepA | HONIHUME

MOBHHKOM, [NGHTROMS 53 TPOLECOM YARKOBKH GUIMORLIZE BIAMOras.
: ofpodil, viraxopky 1 anaaizie napril Symi mepermaMmyti §|oBuznani TARWMUL O BANOBLAMOTL
UM RHMOraN,
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3arannua HA3BA MEIHYHOIO
BHpOGY:

Common name of medical
device:

Tlepenik mMexuunuX BHPOOiB:
List of medical devices:
Bupoouuk:

Manufacturer:

YnoBHoBaKeHHH
NpeACTABHAK B YKpaiHi:
Authorized representative in
Ukraine:

Juctpub'orop:
Distributor:

Knacudixanis:
Classification:

Ipouenypa ouinku
BIANOBIAHOCTI:
Conformity Assessments Route:

Ceprudikar omiHKH
BiANOBIAHOCTI:

Certificate of Conformity
Assessment:

Hpr3uavennii oprau 3
OUIHKH BiANOBIAHOCTI TA
Horo inenTudikamiiHAA KoA:
Conformity assessment body
with its identification number:

A€Kaapaiiin iipo BIAIUBIARICTD N2 ¥

(Declaration of Conformity No. 4)

Meauuni Bupobn
Medical devices

Bianosigxo go Joaatky 1 go uiei Jdexnapauii npo Bianosigxicte

According to Annex 1 to the Declaration of conformity

Anton Xro6uep I'moX & Ko KT

Hinocwirpacce, 11-17, 79238 Epenxipxen, Himeuurnna

Anton Hiibner GmbH & Co.KG

Schlossstrasse 11-17, 79238 FEhrenkirchen, Germany

TOB «MIBE VKPATHA»

13 KnoBeekuii y3Bi3, m. Kuis, 01021, Ykpaina

MIBE UKRAINE LLC

13 Klovskiy uzviz str., Kyiv, 01021, Ukraine

mibe ['MOX ApunaiimiTTeN b

Mionxenepiurpacce 15, Bpena, Cakconisg-AnxansT, 06796, Himeuunna

mibe GmbH Arzneimittel

Muenchener Strasse 15, Brehna, Sachsen-Anhalt, 06796, Germany

Kaac I1a, 116 3riano Joaarky 2 TexHiuHOro periiaMeHTy uio40 MeJHYHHX BHPOGiB,
sarsepaxenoro MNocranosoro KaGinery Minictpie Yikpainu Ne753 pia 2 sxostas 2013 p.
Class la, 1Ib according to Annex 2 of Technical regulation on

Medical devices approved by Decree of Cabinet of Ministers of Ukraine Ne733 on 2 October
2013

Ipoueaypa ouisku BianosixHocTi 3riaHo gogarky 3 Texniunoro periamMeHTy mioao
MeAHYHHX BHPOOIB, 3aTBepaxKeHoro nocranosor KMY six 02.10.2013 Ne 753 muaxom
susHanns pesyibtatie EC ceprudikary Ne 300042 MR2.

Procedure in accordance with Annex 3 to Technical Regulation for medical devices, by KMU

Sfirom 02.10.2013 No 753 through recognition results of EC certificate No. 300042 MR2

Ne PR.823-19 Bix 11.03.2024 p. 50 31.12.2028 p.
No PR.823-19 since 11.03.2024 until 31.12.2028

TosapucTBo 3 06MexeHor0 BianosiaaabHicTio ' Yipaiuebkuit Haywosuii Incturyr
Ceprudixauii”

UA.TR.116

Limited liability company " Ukrainian Scientific Istitute of Certification”™

UATR116

v UA.TR.116

Anton Xwbuep 'm6X & Ko.KI' sexnapye BHKOHAHHSI OCHOBHHX BHMOI 10 BHPOOIB 3a3HAYeHHX BHINe, 3riaHo
Jonarky 1 Texmiunoro pernamMenTy uioA0 MeXWIHHMX BHPoOiB, 3arBepaxkenoro Ilocranosowo Kabinery Minictpis
Vxpainu Ne753 Big 2 mosTaa 2013 poxy. Texniuna foxyMeHTauis 3 MiATBEPIKEHHS BiANOBiAHOCTI 30epiracTbes y
BHPOOHHKA TA HOTO YHIOBHOBAKEHOI0 NPEACTABHHKA.

Anton Hiibner GmbH & Co.KG declares that abovementioned devices comply with the requirements set forth in Annex 1 of
technical regulation on medical devjces, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 201 3.

Technical documemation auiné Conformity is kept at manufacturer’s and authorized representative s premises.
- o R %" o N *

Tepmin aii qo: 31.12.2028 p.
Validity to: 31.12.2028

Jara mianucy: 11.03.2024 p.
Date of signing: 11.03.2024

. . 2
Micue Baaaui: £
Place of issue: & -

Anton X1o6nep I'm6X & Ko.KI™ B 0co01 I'enepanbHoro aupekropa
TOB «MIBE YKPATHA». Antonsika H). €. (Ha OCHOBI IOBIPEHOCTI Bijt
28.08.2019)

Anton Hiibner GmbH & Co.KG in the face of General Manager LLC
“MIBE UKRAINE”Antonyak Y. E. (on the basis of Power of Attorney
from 28.08.2019)

Hazga nocanu, ITIb: I'enepansunii nupexrop HOpiit AHTOHAK
Position, Full Name: General manager Yuriy ANTONYAK

ITitnec ynoBHOBasKEHO! 0CO0H:
Signature of the Authorized person:

Penarcnis: 1 Jara: 11.03.2024
Version: | Date: 11.03.2024

Cropinka 1i3 2
Page 1 of 2

Jexiapanis npo Biznosinicrs Ned
Declaration of conformity No.4




Jonarok 1 o lexnapauii npo BianosianicTs Ne4
Annex 1 to Declaration of Conformity No.4

Hazsa megu4uHOro BHpoOy Knacudikauis
Name of medical device Classification

| Feb A9 DUIYHKOBO-KHINKOBOT CHCTEMH ISt OPAILHOrO 3acTocysanns / Gel Knac Ila
for the Gastro-intestinal System for oral use Class Ila

1. lesb 415 HUTYHKOBO-KHIIKOBOI CHCTEMH /LIS OPAJIbHOI0 3aCTOCYBAHHS
Cininea® / Gel for the Gastro-intestinal System for oral use Silicea
Cesb BiA repnecy Ha rybax uis 30BHIIIHLOrO 3acTocysanns / Lip Herpes Gel Kanac Ila

Jor external use i Class lla
| 1. Tens Bix reprecy Ha rydax A1 30BHIIIHLOI0 3aCTOCYBAHHS Ciniuea® / Lip

Herpes Gel for external use Silicea

Cyno3uropii Barinanbhi / Pessaries Knac Ila
1. Cyno3uropii BariHa/IbHi 3 MOJIOYHOK KHCJIOTOK Lactofem® / Lactic Acid Class lla
Pessaries Lactofem®

Kpem sarinanbumii / Vaginal cream Knac 116
1. 3Bonoxyiounii kpem Lactofem® / Moisturizing cream Lactofem® Class 1Ib

“MIBE-

< ; NAGICPATHA |

Jescrapagis npo iznosiymicrs Ned Pexaruin: 1 Jara: 11.03.2024 Cropinka2iz2
Declaration of conformity No.4 Version: 1 Date: 11.03.2024 Page 2 of 2




OPI'AH 3 OLIIHKH BIIIIOBLIHOCTI

TOB «YKPAIHCHLKHI1 HAYKOBHH IHCTUTYT CEPTH®IKALILI »
04053, m. Kuis, Kyapssebkuii y3sis, 6ya. 7, odic 320

UA.TR.116

CEPTU®IKAT BIAITIOBIITHOCTI

I[Mopanoxk nmpoBeaeHAN MPoiEAyPH 3a0e3neveHHs PYHKIIOHYBAHHS KOMILIEKCHOI CHCTEMH
vopaeiinaa sakicTio (Jomatox 3 TexHidHOTO perfiaMeHTy IION0 MEIUYHHX BHPOOIB,
3aTBEPKEHOTO MocTaHoBoK KabineTy MinicTpiB Yipainu im 02.10,2013 Ne 753 (TP)

BupoGuuk: Anton Hiibner GmbH & Co. KG / Anton Xwénep 'moX & Ko. KT
HOpuanuna Schlossstrasse 11-17, 79238 Ehrenkirchen, Germany /

aapeca: [Inocurrpacce, 11-17, 79238 Epenkipxen, Himeuunna

Bupoounui Anton Hiibner GmbH & Co. KG / Anton Xwo6uep I'm6X & Ko. KI'
IJIOIHATKH Schlossstrasse 11-17, 79238 Ehrenkirchen, Germany /

Inocumrpacee, 11-17, 79238 Epenkipxen, Himeuunna

Vnosuosaxkennit TOB «MIBE YKPATHA»

NpeACTABHHK: 01021, m. Kuis, Byn. Knoserkuii y3Bi3, 13, ¥Ykpaina
Kox €IPTIOY 38705049
Bupoou: I'eas 11 NLTYHKOBO-KHIIKOBOI CHCTEMH 1111 OPAIBLHOIO 3aCTOCYBAHHSA

I'eaw Bin repmecy Ha ryfax 1711 30BHINIHBOrO 3aCTOCY BAHHS
Cymno3urtopii BarinajabHi
Kpem Barinanbumnit

Knac: IIa, I16

Ilpusravennii opran 3 ouiAkm BigmopigHocTi TopapHeTBO 3 0o6Me:keHOI BigmMoBiTaABHICTIO
«YKpaiicbknii HayKoBHH iHcTHTYT ceprudikauii» (inentndixauniiinnii nomep Ne UA.TR.116)
i ITBEPIKYE, 110 BKa3aHWH BUPOOHHK BIPOBAMB CUCTEMY YIPABIIHHI SKICTHO HA eTamax po3po0iicHHs,
BHPOOHHIITBA Ta OCTATOYHOI MEepPeBipKH CTOCOBHO 3a3HAYEHWX BHPOOIB, Y BiNMOBIAHOCTI 0 MyHKTIB 3-7
Jomatka 3 TP Ta ska € 00” eKTOM NepioAMYHIX HATISAIOBHX ayUTIB 3rigHo MyHKTIB 12-15 Jlonatka 3 TP,
Hns peanizanii npoxykuii Il xmacy momaTkoeo mae OyTH HasBHHH cepTHdiKaT MepeBipKH IPOEKTa 3a
mynkTamu 8-11 omartka 3 TP.

MMincraBa aas BHAAaYi:
AxT excnieptu3u qokymerTariii Ne PR.823/RC2/3-24 Bin 08.03.2024;
Piwrenns npo Bumauy ceprudiikara No PR.823/RC2/4-24 sin 11.03.2024.

Ceptudikat Ne PR.823-19

Miticauii 10 «31» rpyaus 2028 p.
Bunanns Ne 4 Big «1 1» 0epesns 2024 p.
Bnepme Buaano 23.09.2019.

KepiBHuk oprany 3
OI[IHKH BIIIOBLIHOCTI
Povan MUXAJIKO

copmmians Cropinka 132
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OPI'AH 3 OLIIHKH BIJIITOBIJIHOCTI
TOB «YKPATHCHKUI HAYKOBHUH IHCTUTYT CEPTU®IKAI» -1 ms
04053, m. Kuis, Kyapssebkuii y3sis, 6ya. 7, odic 320 =
UA.TR.116

~|Uni
CERT

ICTOPISI CEPTUDPIKATA

Ne 3/

JaTta Onuc
BHIAHHA

| 23 Bepecus 2019 p. | Bnepmie Buaano.

2 04 Bepecns 2020 p. | TToeTopHo cepTHdikoBaHo.

Posmmpeno cdepy ceprudikara, a came noaaHo BHpoOH:

3 01 mumas 2022 p. L g . =
«CymozuTopii BarinameHi», «<KpeM BariHagbHHI».

4 11 Gepesnsa 2024 p. | IToeTopHO cepTH]IKOBAHO.

Ceprudikat No PR.823-19

Hiiicuuii no «31» rpymaust 2028 p.
Buganua Ne 4 Big «11» 6epesna 2024 p.
Bnepie Bunano 23.09.2019.

KepiBnuk oprany 3
OI[IHKH BiAMOBITHOCTI
Povan MUXAJKO

Cep-:sz:]:aﬂin o ceprudikara Ne PR.823-19 Cropinka 232
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Jara/ibHa HAIBA MEIHYHOIO
BHpOOY:

Common name of medical
device

Ilepenix mexHaHHX BHPOGIB:
List of medical devices
Bupobuux:

Manufacturer

YnoroBameHumii
NpeIcTABHUK B YKpaiHi:
Authorized representative in
Ukraine.

Jucrpub'orop:
Distriburor

Knacndikauis
Classification

Ilpouenypa ouinku
BUIMOBIAHOCTI:
Conformity Assessments Route.

Ceprudikar oninku
BIANMOBIAHOCTI:

Certificate of Conformiry
Assessment

fipuinauenuii opran 3
OWIHKH BUINOBIIHOCTI TA
#Horo izeHTHIKAMHNAH Koa:
Conformity assessment body
with its identification number.

Jexnapaunisa npo sianosiadicres Ne 3
(Declaration of Conformity No. 3)

Meauuni BHpoGu
Medical devices

Bianoeiano xo Jonarky 1 a0 uiei dexnapauii npo Bianosianicts

According ro Annex 1 to the Declaration of conformity

Anton Xrobuep I'm6X & Ko KT

Lsocwrrpacce, 11-17, 79238 Epenxipxen, Himeuunna

Anton Hibner GmbH & Co. KG

Schiossstrasse 11-17, 79238 Ehrenkirchen, Germany

TOB «MIBE YKPATHA»

13 Knosebknii y3si3, m. Kuis, 01021, Vkpaiua

MIBE UKRAINE LLC

13 Klovskiy uzviz str., Kyiv, 01021, Ukraine

mide [MOX Apunaiimitrens

Mironxenepwrpacce 15, bpena, Cakconis-Anxanbt, 06796, Himeuunna

mibe GmbH Arzneimittel

Muenchener Strasse 15, Brehna, Sachsen-Anhalt, 06796, Germany

Knac Ila, 116 3riano Jdoaatky 2 TexHiunoro perJaMenTy o0 MeJH4HAX BHPOGIB,
sarsepaakenoro Tocranoeow Kabinery Minicrpis Yrpainn Ne753 Bia 2 xwosraa 2013 p.
Class Ha, ITh according to Annex 2 of Technical regulation on

Medical devices approved by Decree of Cabinet of Ministers of Ukraine No753 on 2 October
2013

[poueaypa ouinku BianoBiaHocTi 3riavo AoaatTky 3 TexHiYHOTO peryiaMeHTy IHOZO
MeaH4HHX BHPOOIB, 3aTBepazkenoro nocranosoro KMY gig 02.10.2013 Ne 753 uwiaxom
si3HanHA pesyabratis EC ceprudirary Ne 300042 MR2,

Procedure in accordance with Annex 3 to Technical Regulation for medical devices, by KMU
from (02.10.2013 Ne 733 through recognition results of EC certificate No. 300042 MR2

Ne PR.823-19 Bia 01.07.2022 p. g0 31.03.2024 p.
Ne PR823-19 since 01.07.2022 unul 31.03.2024

Tosapucrso 3 obmexenorw puanosinansricrio "' Yrpaincokuii Haykosuit Incraryr
Ceprugirauii"

UA.TR.116

Limited liability company " Ukrainian Scientific Institute of Certification”

UA.TR 116

4/ UA.TR.116

Anron Xwbuep I'moX & Ko KI' aexaapye BHKOHAHHA OCHOBHHX BHMOI A0 BHPOOIB 3a3HAYCHHX BHIIE, 3T1AHO
Jonarxy 1 Texniunoro pernamenty moao mexuunnx eupobie, jareepaxenoro Ilocranopow Kafinery Minicrpin
Vrpainn Ne753 Bix 2 mosruu 2013 poxy. Texniuna 10KyMeHTaNis 3 MiATBEPIKEHHs BiINOBIAHOCTI 30epiracTnes y
BHPOOHHKA TA HOI'O YNOBHOBAKEHOIO NPLACTABHHKA.

Anton Hiibner GmbH & Co K declares that abovementioned devices comply with the requivements set forth in Annex | of
technical regulation on medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on October 2nd, 2013
Technical documentar; g%rmit_r is kept at manufacturer’s and authorized representative 's premises

” 5 1'-: o I‘"fr} )
Micie BHAAYI:
Place of issue

Mara nianuncy: 01.07.2022 p.

Daie of signing. 01.07.2022

Tepmin aii no: 31.03.2024 p.
Validity to. 31032024

Anton Xiobuep 'M6X & Ko KI" B 0cobi 'enepamsHOro aupekropa
TOB «MIBE VKPAIHA», Antonska H0 € (Ha 0CHOBI 0BIDEHOCTI Bijt
B ¥y e wwoh iz A f 28 08 2019)

NG ; Anton Hubner GmbH & Co.KG in the face of General Manager LLC
“MIBE UKRAINE"Antonyak Y. E. (on the basis of Power of Attorney
from 28.08.2019)

Hasga nocanu, [1Ib: I'enepansunit nupexrop 10piit AHTOHSAK
Position, Full Name: General manager Yuriy ANTONYAK

[Tizanuc yrnosHOBakeHO! 0COOH
Signature of the Authorized person:

Hava: 01.07.2022
Date: 01.07.2022

Penarcnis: 1
Version: 1

Hewiapanis npo simosimicin, Ned
Declaration of conformity No.3

Cropinka 1 i3 2
Page 1 of 2




Jonarok 1 no exnapauii npo Bianosianicts Ne3
Annex I to Declaration of Conformity No.3

Haspa Mmeanusoro upoGy Kaacudpikanin
Name of medical device Classification
I'eab Au1st IIYHKOBO-KHHIKOBOT CHCTEMH LISI OPRJILHOTO 3acTocyBanus / Gel Kaae lla

for the Gastro-intestinal System for oral use
1. I'esib /151 HUTYHKOBO-KHINKOBOI CHCTEMH /LTSl 0PAIbHOI0 32CTOCY BAHHS
Cininea® / Gel for the Gastro-intestinal System for oral use Silicea

Class Ila

I'esib B repnecy Ha rydax /119 30BHITHBLONO 3acTocyBauns / Lip Herpes Gel
for external use

1. Fean Bix repnecy Ha ry6ax 11s 30BHilHbOro 3acrocysannst Cininea” / Lip
Herpes Gel for external use6 Silicea

Knac 1la
Class Illa

Cynosutopii Barinaabui / Pessaries Kaac 1la

1. Cynosutopii Barinaabni 3 mos1ounoio kucaorow Lactofem” / Laciic Acid Class Ila :
Pessaries Laciofem R

Kpew parivanwnuii / Vaginal cream Kaac 116

1. 3Boaoxyiounii kpem Lactofem” / Moisturizing cream Lactofem R Class 11b

m

HAexaapauis upo simositmicrs Ne3 Peaarnin: 1 Jdara: 01.07.2022
Declaration of conformity No.3 Version: | Daie: 01.07.2022

Cropinka 2 i3 2
Page 2 of 2
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TOB ¢ VRPATHCHRIE HAYROBMM IHCTIY YT CEPTI SpiKALLTs
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OPTAH 3 OLIHKK BIGROBAHOCT

TOB ¢ VRPATHCHRAE HAYROBMM IHOTTYT CEPTHGIKALHY
$4053, a, Kile, Ryapsacored yagly, Byn 7, odic 330

UATR A8
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HCTOPIH CEPTHMIKATA
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BR AN

i 23 pepecus 2019 po | Boepie sugann,
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WO TAKE Lactafem® Jnanawypiowwh xpew
| RXH #OrD CRmART
Ladofem® Ml‘)mmnl P U DI
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