3aranbna Hassa BupoGy:
Common name of medical device:
Hepenix Bapodis:

List of products:

Bupotnnk:

Manufacturer:

BupoGunyga ginanka:
Production site:

Cdepa 3acrocyranns:
Scope:

CrepunbhicTs:
Sterility:

@yuxnis BEMIPIOBARES:
Measurement function:

Knacndixauis
Classification

Ilponeaypa ouinkn
BiANOBiAHOCTI:
Conformity Assessment Route:

Ceprudiraru:
Certificates:

ll_pmm_meﬂuij OpraH 3 OHiHKH
BIANOBIAHOCTI Ta Horo
inenTndikauiinmii kox
Conformity assessment body
with its identification number:

Aexnapanis npo simnosimmicrs Ne 15/23
Declaration of conformity No 15/23

ecapii akymepenki Corefix®
Cerclage pessaries Corefix®
Hus. lomarok 1 g0 el Hexnapauii npo siamosigsicTs
See Annex 1 1o the Declaration af conformity
TOB «Cunres»

Ykpaina, 24321, Binnmipka 0671, M. Jlamwxun, Byn. Exepreruxis, Gya. 32
Ten. +38 067 610 68 75,  e-mail: info@sinteth.com.ua

«Sinteth » LLC
Ukraine, 24321, Vinnytsia region, Ladyzhin, Enerhetykiv street, build.32
Tel. +38 067 610 68 75, e-mail: info@sinteth.com.ua

Yxpaina, M. Jlsinpo, sy Ax Benemo6erkoro, Gy, 68, oh.317-324

Teix. 067 610 68 75, e-mail: info@sinteth.com.ua

Ukraine, Dnipro, st. Ak Belelubskogo, biuld.68, of. 317-324
Tel. +38 067 610 68 75, e-mail: info@sinteth.com.ua

Kurai, Factory Add:Room 519, 5th Floor, A2 Elevator, 89 Tian'an Road, Jimei
District, Xiamen , E-mail: tao@newtopsilicone.com

Himequnna, D-83623 Dietramszell-Linden, Dietramszeller Str. 6,
E-mail: info@medesign.de

[lecapiii axymiepchkuii npraagenyii s MPO(IIAKTHKH TISPETHACHUX TIOIOTTB y BALTTHEX
3 ICTMIKO-LIEPRIKA/ILHOK) HEZIOCTATHICTIO 1 urs npoitaK UKy PO3BUTKY JIaHOi TaToIorii
The obstetric pessary is intended for the prevention of premature birth in pregnant women
with isthmic-cervical insufficiency and for the prevention of the development of this pathology
Hi

No

Hi

No

1Ib, srimmo 3 m. 13, Jlopatky 2, Texwiumoro PeraaMentTy HIO/I0 MEWYHMX BHPOOIB,
sarsepzpkeHoro Ilocranosore Kabinery Minicrpis Yxpairn No753 Bin 2 sosras 2013 p.
IIb, p.13, Annex 2, according to Technical regulation on Medical devices approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013

Hogarox 3 Texniunoro PETIIaMeHTy MOA0 MEIWYHMX BHMPOOIB, 3aTBEPUKEHOTO
Hocranosoto Kabinery Minictpis Yipaitm Ne753 Bin 2 sxosTrs 2013 p-

Annex 3 of the Technical Regulation on Medical Devices, approved by the Resolution
of the Cabinet of Ministers of Ukraine dated 02.10.2013 No. 753 (TR)

@ UA.TR.120

Ceprudikar Ne PR.120-18

Certificate No PR.120-18

Tepmin aii ceprudixara: 29 mosrea 2028p.
Certificate is valid until: October 29, 2028

Tosapucrso 3 06mexenoto sixnosizansricTio «IMIIPYEB MEJAWKEJD»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

ACKIapy€ BUKOHAHHs BUmor Jloxatky 1 1o TexwiuHOro persiaMeHTy moio MeAHaHuX BHPOOIB 3aTBEPHKEHOTO
[ocranosoro Kabinery Yrpainu Ne 753 pin 2 sorras 2013 p.

declares the fulfillment of requirements of Annex 1 to Technical regulations on Medical, approved by Decree of
Cabinet of Ministers of Ukraine No753 on 2 October 2013.

Jeknapauito npo BiATOBIAHICTL CKIAAEHO Biz iMEH TA MM LIKOBHTY BiONOBIAATBHICTS BUPOOHHKA.

The Declaration of Conformity is drawn up on behalf and under the sole responsibility of the manufacturer.

y} 04 uepsua 2026p.
ghing: June 04, ZQ%Q_. N

Tepmin mii gexsrapauii sizmosigHOCTI: 29 KOBTHS 2028p.
Declaration of conformity is valid until October 29, 2028

Huvpexrop Cynranos Cepriit Auaroniiiosmu

Haspa mocanm, T116
Position, Full Name

Hara: 04.06.2026

Date:04/06/2026 Ve
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HAexnapanis npo Bignosinuicrs Ne 15/23
Declaration of conformity No 15/23
Honarox 1
Annex |

| Haspa meanunoro supoby anriicoron
MOBOIO
Name of medical device in English

Hazsa menmanoro nu?

0D ATHCH KO MOBOK)
Name of medica Ve

device m txraman

Hamslmn & Jorde cerclage pessary Corefix®,
type

[Tecapiii akymrepcskui po3sanTaKyI0

Y THITY
Xamana Ta Jlxopmka Corefix®, un 1

Hamann & Jorde cerclage pessary Corefix® .
type 2

Ilecapiii

AKYIIEPCHKUI PO3BAHTAKYIOUUH THITY
Xamaua

ta Jixopxa Corefix® | tun 2

Cerclage cervical pessary perforated Corefix®,
65/21/32 mm

ecapiit akymiepCpKuil LepBiKaIbHUEA
nepoposanmii Corefix® | 65/21/32 mm

Cerclage cervical pessary perforated Corefix”,
65/21/35 mm

Tecapiii akymepchKui UEpBIKATLHMH
nepdoposanuit Corefix®, 65/21/35 mm

Cerclage cervical pessary perforated Corefix®,
65/25/32 mm

TMecapitt axyepcsKutt HepBIKATbiHH
nepdoposanuti Corefix®, 65/25/32 mm

Cerclage cervical pessary perforated Corefix
65/25/35 mm

?

IMecapin akymepChKumi HEPBIiKAThHMI
nepdoposanuii Corefix™ | 65/25/35 mm

Cerclage cervical pessary perforated Corefix®,
70/21/32 mm

ITecapiii akymepchkmii LepBiKaTbHHI
nepdoposannii Corefix®, 70/21/32 mm

Cerclage cervical pessary perforated Corefix®,
70/21/35 mm

Ilecapiif aKyIepchKHi HEePBIRAILHUIA
niepoposarmit Corefix® | 70/21/35 mm

Cerclage cervical pessary perforated Corefix”,
70/25/32 mm

Hecapiii axymepcrKkuit LepsiKambHHi
neppoposanmii Corefix®, 70/25/32 mm

Cerclage cervical pessary perforated Corefix®,
70/25/35 mm

Ilecapiif akyIiepcbKui LEPBiKaThHUA
nepdoposanwmii Corefix®, 70/25/35 mm

Hara mgmucy: 04 yepeas 2026p.
ng: June 04, 2026

Date of si

[Tiarmc .
Signature [/ {{

- Tepmin aii nexrapauii Bignosiasocti: 29 sxosrHs 2028p.
Declaration of conformity is valid until October 29, 2028

Hupexrop Cynranos Cepriéi Asaromifiosuy

Hazea nocamu, I116
Position, Full Name

Hara: 04.06,2026
Date:04/06/2026

Pepaxuin: 3

Version:3
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