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Declaration of conformity No 15/23

Iecapii akymepenki Corefix™
Cerclage pessaries Corefix"™

Jug. logarox 1 no miel Jexnapairii mpo BiAIOBITHICTH
See Annex 1 to the Declaration of conformity
TOB «Cunre3»
VYxpaina, 24321, Binauneka o0:1., M. Jlamokus, Byn. EnepreTukis,
oyn. 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

[lecapiii  akymepcbkuil  NpU3HAYEHUM A  NPOQUIAKTUKU
nepeyacHuX TIOJIOTIB Yy BariTHUX 3  ICTMIKO-TIEPBIKAIBHOIO
HEJOCTATHICTIO 1 JUIs MPO(UIAKTUKHN PO3BUTKY JIaHO1 MAaTOJIOTIT

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
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IIb, srimao 3 m. 13, Jlomatky 2, TeXHIYHOrO perjJaMeHTy 010
MEIUYHUX BHUpPOOIB, 3arBepmkeHoro IlocranoBoro  Kabinery
MinictpiB Ykpainu Ne753 Big 2 »oBTHs 2013 p.

IIb, p.13, Annex 2, according to Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of Ukraine
Me753 on 2 October 2013

HJogartok 3 TexHIYHOrO periamMeHTy MOAO0 MEIUYHHX BUPOOIB,
3arBep/pkeHoro IlocranoBoro Kabinery MinicTpiB Ykpainu Ne753
Bix 2 xoBTH: 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

Ceprtudikar Ne PR.120-18
Certificate Mo PR.120-18

Jara: 30.10.2023

Date:30/10/2023

Pepakumisi: 2 Cropinka 1i33
Version:2 Page 10f3




IIpusnavyennii opran 3 OWiHKH
BimoBigHOCTI Ta Jioro
inenTugikaniiinnii Ko
Conformity assessment body
with its identification number:

Tepmin aii ceptudikara: 29 sxoBtHs 2028p.
Certificate is valid until: October 29, 2028

ToBapucTBO 3 00MEKEHOI0 BilNIOBIIATbHICTIO
«IMIIPYB MEJUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

nexnapye BukoHaHHst BUMor Jlomatky 1 no TexHi9HOTO periaMeHTy Io10 MEeJHIHUX BUPOOiB
3arBepukeHoro [locranoBoro Kabinery Ykpainu Ne 753 Bin 2 xoBtH:S 2013 p.

declares the fulfillment of requirements of Annex 1 to Technical regulations on Medical, approved by
Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Jlexnmapaltito Ipo BiMOBITHICTH CKIIAJIEHO BiJl IMEHI Ta MiJ] ITKOBUTY BIAMOBIIATBHICTS BUPOOHHUKA.
The Declaration of Conformity is drawn up on behalf and under the sole responsibility of the

manufacturer.

Jaras iinfiviey:, 30. 102023
Diid of sigrihiec3(, /)J.?.CL’
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l'epmin il neknapauii Bianosiocti: 29 kostis 2028p.
Declaration of conformity is valid unti: 29 of October 2028
upekrop TOB «Cunres», Cyaranos C.A.

Hazea nocaawu, 1116
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Jexnapanisi npo BinmosBigHicTh Ne 15/23
Declaration of conformity No 15/23

Jonarok 1
Annex 1

Ha3pa Mequ4yHoro Bupo0y aHr.iicbKo10

MOBOHO
Name of medical device in English

Ha3Ba Mmequ4HOro BUpo0y yKpaiHCHKOI0
MOBOIO
Name of medical device in Ukrainian

Hamann & Jorde cerclage pessary
Corefix™, type 1

[ecapiii akymiepcbkuil pO3BaHTAXKYIOUYHI TUITY
Xamana Ta Jxopmxa Corefix™ | Tum 1

Hamann & Jorde cerclage pessary
Corefix™ | type 2

[ecapiii akymiepcbkuil pO3BaHTAXKYIOUHI TUITY
Xamana Ta Jxopmka Corefix™ | tum 2

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

[Tecapiii akymepchkuii HEepBIKATbHUMI
neppoposanuii Corefix ™, 65/21/32 mm

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

[Tecapiit akymepchbKuid epBIKATBHUI
nepoposanuii Corefix ™, 65/21/35 mm

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

[Tecapiii akymepchkuii HEepBIKATbHUMA
nepdoposanuii Corefix'™ , 65/25/32 Mm

Cerclage cervical pessary perforated
Corefix™ , 65/25/35 mm

[Tecapiii akymiepcbKuii IepBIKAITbHHUI
nepdoposanuii Corefix™ , 65/25/35 Mm

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

[Tecapiii akymepcbKuil 1epBIKATbHUAM
nepdoposanuii Corefix™ , 70/21/32 Mm

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

[Tecapiii akymepcbKuii 1epBIKATbHHI
nepdoposanuii Corefix™ , 70/21/35 mm

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

[Tecapiii akymepcbKuil 1epBIKAIbHUAM
nepdoposanuii Corefix™ , 70/25/32 mm

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

[Tecapiii akymepcbKuil 1epBIKATbHUAM
nepgoposanuii Corefix™ , 70/25/35 mm

Haya minfiviey:, 30, 10,2023

Date:30/10/2023 Version:2
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