BJIAHK BHPOFHHKA
CEPTHOIKAT AHAJI3Y

ID M_MDIST02 3 Pegizig 02 Hara sumrycky | 27.03.2025

Iponyxr: BariTia6 mina 50 M
Cepis: 250972

Hara Bupobuunrea: 11/2025
Tepmin npugarnocri: 11/2027

Kinebkicrs: 5 135

TECT CHEIN®IKAIA PE3YJBTAT
3OBHILIHIN BUTIISL [Tina Binnoginae
Konip Bino-cnonosoi kicTku Binnosinae
3amax XapakTepHuii Binnosinae
pH 3,00-5,00 4,39
TAMC (3aransna '
KUTBKICT aepoGHMX <100 KYO/r <10
MIiKpOOpraHizMis)
TYMC (KinbkicTs
IPDKIDKOBUX Ta <10 KYO/r <10

TUTICEHEBUX rpubiB)

EnTepobakrepii Ta

- <10 KYO/r Bincyrus
P. Aeruginosa Bincyrusa/r Bincytus
S. Aereus BincyrHs/r Bigcytus
Candida Albicans BincyrHs/r BincyThs

Y unomy ceprudikari anamisy, onybaicosanomy EnTiCi, HaBoasiThest anamiTuani nawi,
BUKOHAHI BJACHUM cyOnixpaaankom, ockiankn ERTICi ne NpoBOAUTEL Oe3nmocepeaHnbo
AHAJITHYHI BHNPOGYBaHHS roToBOY NPOXYKILii,

EuTiCi Bunyckae ceprugiar aHaNi3y BIAMOBIXHO 10 BUMOT 3aMOBJIEHHS HA 3aKyniBio,

Minan, 16.12.2025 EnTiCi C.p.n.

Anica I'enbgho
Kepisnuk Bigminy 351
[Tleuatka] [[iznuc]
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g@g iiz CERTIFICATE OF ANALYSIS

Howelty Toehaglony Tarn,

ID M_MDIST02_3 | Revision | 02 Issue date 27/03/2025
Product: Vagitiab foam 50 mi
Batch: 250972

Manufacturing date:  11/2025

Expiry date: 11/2027
Units: 5135
Test Specification Result
Aspect Foam Complies
Colour White-ivory Complies
Odour Characteristic Complies
pH 3.00 - 5.00 4.39
TAMC <100 ufc/g <10
TYMC <10 ufc/g <10
Enterobacter and Gram - <10 ufc/g Absent
P. Aeruginosa Absent/g Absent
S. Aureus Absent/g Absent
Candida Albicans Absent/g Absent

Il presente Certificato di Analisi emesso da NTC riporta i dati di analisi effettuati dal sito produttivo sul lotto in
oggetto, in quanto NTC non esegue test analitici sul prodotto.

NTC emette un proprio Certificato di Analisi come previsto dall'ordine cliente.,

This Certificate of Analysis released by NTC quotes the analytical data carried out by own sub-contractor
because NTC doesn’t carry out directly analytical tests on the finished product.

NTC releases the Certificate of Analysis as required in the purchase order.

Milan, 16/12/2025

NTC Srl
Alice Guelfo
QA Manager




Jexaapauis apo signosigaicrs Ne (04

Declaration of conformity No. 004

Zaraibia HA3BA MEAHYHOro
rupofy:
Connmon name of medical device:

BariTiad, nina sarisannna /
Vagiliab, vagina focan

Hepestik Bupotis:
List of products:

BariTiad, nina sarinannua /
VagiTiah, vaginal foam

Bupobuni:
Meannfacturer:

EaTiCi C.pon/
NTC Sr.l

Bupolnad glasannis
Mamifacturing sites:

Via Lauigi Razza, 3, 20124 Milano (M), ltaly /
Bia Jlvidocu Payya, 3, 20124 Mingu (M), Imanin

VyosRoBOKeHRHE NPOICTABHAR B
Virpatai:
Authorized representative in Ukraine:

Toraprerno 3 ofmerenow rignorizamsuicro «Konapr Inrenmvey
!/ Konark Intelmed Limited

sy Hlesuenwa, 318, m. Xapkis, 61033, Yxpaiua !

Shevehenka Str. 315, Kharkiv, 61033, Ukraine, +38 097756-67-04,
Ajaydumarfhenkeomag, Kog €IPTIOY: 28182226

Knacudicanis
Classification.

Ih

Hipouexypa TexHisHoro
perIaMenty:
Technical regulation procedure:

Homateu Ned 1a Ne6 ~ Hlepesipxa vumy Ta Jabesnedenns
dyukuionvRanda  cUcremMHM  ynparginng  sxicre  mag wac
BipodunnTEa MeTHYRHX BHpOdin /

Annex No.4 and No.6 — Type Examination and Declaration of canformity
product guad ity assuranee

Homep ceprudivara siguosigpocti:
Number of Certificate of conformity;

Ne UATR.126 783 25 11504

Tepmin xif ceprudinara
piEHoRigHOCTI:

Certificate assessment of conformity
is vedid until:

Hiiicunit 3 / :
Effective date: 132202
Hitienudt go / 12.02.2028

Tipssnagennii opran 3 oninxy
pipnosimrocti ra fioro
igenrmdivaniiinuil xox:
Conformitly assessment body with its
identification mumber:

Expiry dale:
e TopapHeTEO 3 ofMeKeno BIAHOBIASLRICTIO
TOCIHI MEXPYHIN IEHTP
CEPTUOIKAID /
RESEARCH MEDICAL CENTER OF
@ CERTIFICATION
UA.TR.126

EnTiCi C.p.x. ASKIRpye BUKOHAHHE OCHOBHRX PUMOT HIQAD MEAMIHOrO supoly 30O TeXHITHOrO PernaMeHTy
WO MegMgHKx BupoSin (2ateepaenuit Hocranosoo KMY sin 02 xoptaa 2013 poxy Ne753) /

NTC Sl declures the fulfillment of basic vequivements for medical devices, according o Techrical regulation
on medicad devices (approved by Decrees of Cabinet of Ministers of Ukraine Ne753 dated October 02, 2013)

Micue rugaui:
Piace of issue.

SN

Nt

M\'iﬁam Yraniu /
MHano, Haly
\“

Hara nignney: 31.07.2025
Date of signing

Haszsa nocasn, Hib
Positien, Full Name

Tenepaiapnnii Kupexrop
Pixxaprao Kapbycciuio /

Hinmke ynossosakerol ocodn
Signaturg pfviathorized person
Signatin g\s}j L\m{kc Re cJ PErSOn

HEC st

Gede fgale

via Ludgi Raves, 2
23124 Milane
ttalia

Hintkd locale
iy Dej Gracehi, 26
F3146 Milang
Hatia

Sede pperative

Via ded Gracehi, 38
203 4u Milano
italiz

General Manager
Rizeardo Carbicicchio

Teb, +38°02 438 5041
Fax +38 02444032 25

REQ. P, ML FOF fRIVA:
(3503580967

REALT680028

{apitaly youlale € 8.045.878.0¢ Ly

Pec: nlogdlegabmallit
E-mail Infoatepharmacom




TOB «AOCHIAMAA MEQUYHWA LIEHTP CEPTH® KALLT»

Honmugdiva P HOMED ADUSHRERNG wf} opaasy VA TR IES
r%'}kmvz Mm;vmpmaa SRQHOMMHOIY POsBy i wprmm Wpamm
pig 06.03.2018 p. Ne320 ra pig 11142 ?619 g, Ne72

(,.erfgfzcai'e of (Z rmjormzxy
Ne UATRUI26 7532511504
BupoSuaw/Mamfacturer:  WNTC SaL/ EnTiCi Cpon

Anpeca/Adddress: Via Luigi Razza, 3, 20124 Milano (M1), Htaly / Bia Jlyioxcu Payya, 3,
20124 Minan (MB, Imaais

VORHOBQRCHIE TonapueTso 3 ofMerenolo BANOBIAANLHICTIO «Konap bareamens /

apejcrannuk B Yepatn/  Konark Intelmed Limiled

Aduthorized representative:  yn, Wesserika, 315, M. Xapxin, 61033, Yxpaina / Shevchenka Str. 313 3,

Kharkiv, 61033, Ukraine
38 044 502-63-91, tatiana ur@konark.com.ua
Kopx €JIPTIOY: 25182226

Uponyenin/Product: Zacobn sarinaanui BariTiab / Vagina preparations VagiTiab
Tepenix MeIauHRY BHpOb’ B 393HANCHHH ¥ ,Jl(}mmv 1, 1o € HeBL eMEOID
yacTamEow nsoro Ceprudixary sinnosinsocri /The list of medical devices
indicated in Annex 1 which is the iniegral part of the Ceriificate of
Clonformity

Binnorpizae nuvoram/ Texsiqnoro pernaMenty IoAe Meamusux  BHpobis  (3aTBepIOKCHEE
Conforms with Toctanoroio KMV sin 02 swosrast 2013 poky Ne753) /Technical regulation
requirements of: on medical devices (appr f)vw’ by Decree of Cabinet of Ministers of Ukraine

Ne753 dated October 02, 2013)
Hposeaypa Texsivgore  Joaarox 3 (6es 0. 8§-11) —~ Hopanox nposeaesis HpOLeLypy rabesnedenus

peraasenry/Technical Dy HKINOHY Ba s .I{O,NHIJ'EQE(CHOf cuteMy  yopapminms skicrio/ Anpex 3
reguiation procedure; except . 8-11) - Procedure for conducting the procedure for ensuring the
S £ i E e Fd ol

Junctioning of the integrated quality management system

JHogarkora indopvanis/  Tlepesix rupoSauamx gimuus srasanuit y Honarky 2, 1O € HEBLI EMHOIO

Additional information. yacrunaio nporo Cepradixary sianosimnocty/ The list of production sites
indicated in Annex? which is the integral part of the Certificate of
Conformity. Ceprudixar sunanuit na saminy Ceprudirary BioBiAROCT
NeUA TR, 126 753 24 115 03 (mara nepsunnoi ceprudixanii 13.02.2023)/
The certificate is issued to repluce the Certificate of Conformity
NoUA TR.126 753 24 115 03 (date of initial certification 13.12.2023)

Pimerus/Decision: No 118-H2/04 Jiticnuit 3/Effective date:13,02.2025
Jara supaui/Issue date: 13.02.20258 : ,}.hucmm no/Expiry date: 12.02.2028

Hupexrop/ Anapist HEKAJIH
Direcior Andriit CHEKALIN

I or Class I products, ¢ Pesign Exenination Certificats is retuived
LepBIDKe Tarty (FIpH 3aci w)ﬁd st npoussyps Honarsy 5 aGo Moy &y For Class 116 ant
(,zwrd {Antiex 5 or Annex 6 provedure}

1 x!!‘p" Gin B s mm\u THIY { i saum fsa,n npoasaypy Honatxy 7y

Far Class 1ib pro
Yasiiers soprigd
) cpvminx( T HI 38 B APON QKRGS mopixmon:r ."ri‘(l!“ﬂSE}l(m()I'(a
The valiciy of the Certifivate of Confor 'mf; v be checked by contarting Cer ifiestion

The certifioae is valid subject (o ansiued surveilfanee audis.
10318 i
< wmm\(‘ 133 o Coprapinanin upviysai |

Fpopenor Xorsemns Naars, 8 LE‘ t&a,tsfﬁa;"sa # o« oMo EOMONALUS © wrw TS IR
4 « yon SORNOY 381TeER




Hoparox Vdnnex |
a0 Ceprudirary sinnosipmocri N UATR.126 753 25 118 04/
to Certificate of Conformity Me UA.TR.126 753 25 115 04
Tlepeain memmasinx supobin/List of medical devices

Halmvenypanus Hafimenypaung Kopxsa HE
o MEXHUROTO BUPOBY MEIIMHOT0 BRPOGY Kuae/| 024:2023/
o YRPAHCEKOI0 MOBHIO/ AHOHICHKOK MOBOI/ Class| GMDN
Product name in Ukrainian Product name in English Code
1 2 3 v 4 8
s BariTia6, m'axi sarinanbi Kancysu VagiTiab, Silver lonie soft gel ith 47673
i g ‘o . L) A
3 ionamu epibna vaginal capsules '
2 BariTia6, rems parimansruid VagiTiab, vaginal gel b -
3 BariTiaG, mina BariHasispa VagiTiab, vaginal foam b 47899
Jupexrop/ Anapiit YEKAJIH
Director Andrii CHEKALIN

Hara suyad/lsswe daie:13.02

Honarow 1 ailfcHuit npa naazgoet Ceprudixary pignogianocti N UATR.I26 78325 115 04/
dnnex 1 is valid with Certificare of Conformity Ne UATR 126 753 25 113 04

Cropinka 23 3 :
[Mposynok Xotkeswda [wara, 2A, Kiuie, 02004, Yepaina - office@dmes.inua - www.dmes in.ua -Tern: +38(044} 2274081
op CAPTIOY 38197962 - lnevudbiaiiinuii HoMep NPUEHRUBHITD Opraky UATR.126




Cropinka 33 3

Joparew 2/dnnex 2
no Ceprudiwary wigmoniguoeeti N UATR.I26 753 28 115 04/
to Certificate of Conformity Ne UA TR 126 753 25 113 04
flepeix upobmuIHX pineamis/ List of production sites

1. NTC S.r.L (Via Luigi Razza, 3, 20124 Milan (MI) (M), Ttaly)/ EaTiCi Copai
(Bia Jlyimxu Pauua, 3, 20124 Minan (MI), Tranis).

2. NTC S.r.l. (Via Dei Graechi, 35, 20146 Milan, Italy) / BEaTiCi C.p. ( Bia neit
'paxki, 35, 20146 Minan (M1}, Trania)

3. Sochim International S.p.A. (Via Ghisolfa, 86, 20010 Cornaredo (M), Italy)/
Coxim larepuenn CanA. (Bia Izonsha, 86, 20010 Koprapeio (M), Tramis)

4. Sinerga S.p.A. (Via Bertani Agosting, 6, 20154 Milan (M1}, ltaly) / Ciuepra
CanA. (Bia Geprai Aroctino, 6, 20154 Minan (M), Tramis)

5. Biofarma S.r.l (Via Castelliere, 2, 33036 Mereto di Tomba (UD), ltaly) /
Biogapma C.p.i. (Bia Kactensepe, 2, 33036 Mepeto i Tomba (¥ I1), Tramis)

~ Auapit HEKAJIH

nperrop/ :
Direcior Andrii CHEKALIN

&

Jiava pupaui/lssue dater 13.02.2025

Toparok 2 pifionni apu wassroeti Ceprrdikary sinnosinyocti Ne UATR.126 753 25 115 04/
Annex 2 is valid with Certificate of Conformity ¥ UATR. J26 75325115 (4

[iposynok XOTKeBH4a Fuata, 24, Kuie, 02004, Yipaina - Qiﬁgeg“a}gmg@:m_@ - www.dmes.in
gon SAPHOY 29197962 - igeHTrdikauiinua HOMEp FPUSHBUSHDIO OPTaHy
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