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COD. INN102V POLYGYAL CE0477 .
10 pessaries package
BATCH 510613 EXP. 2028-10
CERTIFICATE OF ANALYSIS
TEST SPECIFICATION RESULT
Appearance Waxy ovule In compliance
Color Yellow Orange In compliance
Mean weight 270-280g 27449
Uniformity of mass In compliance Ph.Eur. In compliance
Dissolution test a 37°C < 60 minutes 25 minutes
Title of HA 9 — 11 mg/pessarie 11 mg/pessarie
Total aerobic microbial count < 100 Cfu/g <10 Cfu/g
Total yeast and mould count < 10 Cfu/g ; <10 Cfu/g
St Aureus Absentin 1 g Absentin 1 g
Ps Aeruginosa ) Absentin1g Absentin1g
C.Albicans Absentin 1g Absentin 1g
Packaging control
Mobile data control Complies In compliance
APPROVED B{ REFUSED O

Technical Direstor Date 20/10/2025
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Innate<e

) MOJITIAT CE0477
KOJ. INN102V e CTOPR. 141
10 paridaibHUX CYNO3UTOPIIR B YIAKOBII
CEPILA 510613 Mpugaruni po: 2028-10
CEPTU®IKAT AHAJII3Y _
IMOKA3HHUK HOPMA PE3YJAbTAT
BockoBuii ¢ynio3uTopii opainiiol ; .
Onue Bianoginae
bopmu
Konip WKortuid, Opanxernii Binnosinae
Cepenns maca 2,70-2,80r 2 Hr
T — V RiJINORIJIHOCTI 3 BUMOTAMH Bi .
AHOP1A Esp, Dapw. ianoBinac
TE:T‘ Ha PO3YHWHEHHS TIPH TEMIIEPATY i < K - _25 _
Wi
| - R 11 Mry
BuicT rianypororol kucnotu 9-11 Mr y RariHaIbHil cyno3uTopii | RariHaabHiNA
CVIIO3UTOPIT
3%.11‘a11bua KIIbKiCTh aepabHumx . <100 KYO/r <10 KYO/r
MIKPOOPTraHI3MIB
3arankHa KUTLKICTh JIPiK/GKIR Ta TUTICHSIRH <10 KYO/r <10 KYQ/r
St. Aureus BiacytHicte B I 1 Bincytnis | r
Ps.Aeruginosa BigcythicTe B 1 T Bincytinlr
C.Albicans BiacyTHicts B | T Bincytrig 11
KounTpoas ynakoBxkH
KoHTpoiib 1aHuX TPAHCTIOPTY BAHHSA Binnoerinae | Binnoginac
SATBEP/’KEHO [ X BIAXHJEHO a

Texniunuit qupexrop @enepixo [Nanaziepi / mignue/
HATA: 20/10/2025
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EU DECLARATION OF CONFORMITY

Manufacturer: INNATE srl

SRN Code: IT-MF-000026730

Address: Viale Industria, 11-13 15087 Novi Ligure (ITALY)

Product: Polygyal

BASIC UDI-DI: 805104033cervixovules8DN

Presentation and Code: 10 vaginal ovules -REF: INN102V

Destination of use: Is indicated as adjuvant in treatment of chronical and

acute vulvovaginitis, cervicitis, cervical erosion simple or

infected, leukorrhea and wvulvar itches. The function of
support in the process of reepithelization and cicatrization
is given by hyaluronic acid that makes a film and helping to
restore the tissue and normalization of the damage

surface.

Number of boxes sold (V and

QC): 9074 + 5QC

Batch number: 510613

Expiration date: 2028-10

Classification : 1I1B rule 21

Classification route: Annex IX (1

and [11)

CHECK-LIST

CONTROL _ GlUDIZIO
VALIDITY OF CE )Z\I<APPROVED CONOT APPROVED
Batch Record X APPROVED ) NOT APPROVED
CERTIFICATE OF ANALYSIS /<APPROVED O NOT APPROVED
SAMPLES CONFORMITY %PPROVED ] NOT APPROVED

We hereunder declare that the above mentioned product meet the provisions of the following
standards and Regulation of the European Economic Community. All the necessary
documentation is kept under the Manufacturer and/or the Notified Body responsibility. We
hereunder declares that the Manufacturer has a procedure for post market surveillance and
follow-up.

The medical device object of this Declaration is in compliance with Regulation 2017/745.

The Declaration of Conformity is issued and released under the sole responsibility of the
Manufacturer.
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Requlation

MDR EU 745/2017

Standard

Standard (published on the European Community Official Journal) applicable to this
preduct:;, UNI EN ISO 13485:20186, EN ISO 15223:2021, EN I1SC 10993-1:2021 .EN
1ISO 14971:2019, |IEC 62366-1:2015
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Notified Body and Certficate: EUROFINS PRODUCT TESTING ITALY SRL, ID NUMBER: 0477

Certificate n°: EPT 0477.MDR.22/4901 4
CE marking date: 01/08/2022

Expiry date: 31/07/2027

Place and date:
Novi Ligure,

N2 2?25

Cin 8 0006
Signature:
Name:
GIULIA AVIO
Function: RESPONSIBLE PERSCON FOR REGULATORY
COMPLIANCE
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AEKJAPALIA ITPO BIAIIOBIAHICTD

BupoOHHK: INMNATE S.R.L.

SRN Koz IT-MF-000026730

Anpeca: ITpocnexT [naycerpii 11/13 15067 Hogi-Jlirype, (ITanis)
ITpoayxr: [TOJII'TAJT

BA30BUI UDI-DI: 805104033cervixovules§DN

Onwue Ta KoJ: 10 parinaneHux cyno3utopiie — REF: INNI102V

[loxazaHHs /10 3aCTOCYBaHHS: € JONOMIKHMM 3ac000M i/l Yac JTiKyBaHHS FOCTPUX 1 XPOHTIHIX
BY/IbBOBAriHITIB, LUEPBIIUTIB, epo3ili MWtk MaTKH Pi3HCT eTionoril npoctux abo iHpCKUifiHmX,
neiixopei (Oineit), cepbesxy BynbBu. Iliarpumyroua dyHkuis y npoueci peemitamisamii Ta
pyOiroBanHs 3a0e€3MeYyeThesl TialypOHOBOIO KHCIOTOID, SKA YTBOPIOE TUTIBKY Ta CHIpHSE
BITHOBIICHHIO TKAHHH | HOpMaTi3allil MOMKO/PKEHOT IIOBEPXHI.

Kinekicts ymakorok r maptii (V ta QC): 9074 + 5 QC

Cepist Ne: 510613
Tepmin npugaTHOCTI: 2028-10

/s
Koracugikauis : 116 npasuio 21 78 ;cg?"b
Crocid knacudikanii : Jlogatox 1X (I ta III) -35-5’7”
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Tepmin mii 3aTBEPIKCHO [] He 3arBepmxenn
Cepiiinuii 3anuc 3aTRep/KEHO [J He sarsep;nkeno
Ceptuikar anamisy 3aTBEpIKEH) [1 He 3arseprxeno
BianosigHicTs 3paskie 3arBep/PKEeHO [ He 3arBep/mkcH

My 3asBisieMo, 0 JaHa MPOMYKIILL BLANOBINAC MOTOKEHHAM HACTYIHHX CTAHIApTIiB Ta PeriaMenty
€BpONEHCHKOTO E€KOHOMIYHAOTO CHiBTOBapuUcTBA. Bes HeoOXximEa JOKyMeHTauis 30epiractses Imia
BiJnoBinanbHicTI0O BrpoOHuka Ta/aGo nosinomieHoro opranv. Mu sassiscmo, mo Bupobruk vae
IPOLE/LYPY HAMISTY A7sl TTOJIANIBIIOTO CIIOCTEPEIKEIIIS 33 PHHKOM.

Meanunuii Bupi6, wo e npeamerom miel Jlexmaparii, rianorigae Pernamenty 2017/745.

Jexnapauis npo BiANOBIAHICTE BUAAIIA Ta OIMyOIiKORAHA ITiJT 0/IHOOCIOHY BiANOBIIABHICTE BUPOOHHKA.
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PerjamMmenr
MDR UA 745/2017

Cranaapr
Craupapr (onyOuikoBanuii B OQiuiliHomMy KypHaiui €BponeicbKoro CriBTOBAPHCTBA), CTOCOBIIO [LOTO
npoxykty: UNI EN ISO 13485:2016, UNI EN ISO 15223:2021, EN ISO 10993-1:2021, EN ISO

14971:2019, IEC 62366-1:2015

VinopHoBaxenuit opran Tta ceptadikat: EUROFINS PRODUCT TESTING ITALY SRL.
inenTudikaniitanit nomep 0477

Cepradirkar Ne®: EPT 0477 MDR.22/4901 .4
Hara mapkysanns: 01/08/2022
Tepmin npugatTrocti: 31/07/2027

Micue Ta nara:
Novi Ligure,

20/10/2025
IHHATE C.P.JL
[Mpocnexr Inpyerpii 11-13
15067 Hogi-Jlirype, ITanis

[Tiyrmac: / mianmc/
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AEKJIAPALIS IPO BIANOBLAHICTS
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