3arajbHa Ha3Ba BUPOOY:

Common name of medical
device:

Ilepenix BupoOiB:

List of products:
BupooHuk:
Manufacturer:

Cdepa 3acTocyBaHHs:
Scope:

CrepuibHICTB:
Sterility:

DyHKIiss BAMIPpIOBAHHSA:

Measurement function:

Knacudikanis
Classification

IIpoueaypa ouinku
BianmoBigHOCTI:

Conformity Assessment Route:

Ceprudikaru:
Certificates:

Jexaapauisi npo BignoBignicTs Ne 14/23
Declaration of conformity No 14/23

Iecapii rinexosoriuni Corefix™
Gynecological pessaries Corefix"™

Hug. lonarox 1 no miel Jlexnapairii mpo BimOBIAHICT
See Annex 1 to the Declaration of conformity
TOB «Cunre3»
Vxpaina, 24321, Binauneka o0:1., M. JlamokuH, 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

[Tecapiit TIHEKOTOTTYHUHN TPU3HAYECHUHN TSI CTBOPEHHS JJ0TaTKOBOT
OTIOPH ISl OPraHiB Majioro Tasy

The gynecological pessary is intended to provide additional support
for the pelvic organs

Hi

No

Hi

No

Ila, 3rimno 3 m. 13, Jlomarky 2, TexHIYHOTO perjaMeHTy MO0
MEIUYHUX BHUpPOOIB, 3arBepmkeHoro IlocranoBoro Kabinery
MinictpiB Ykpainu Ne753 Big 2 »oBTHs 2013 p.

IIa, 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

HJoxartok 3 TexHIYHOrO periamMeHTy MOAO0 MEIUYHHX BUPOOIB,
3arBep/pkeHoro IlocranoBoro Kabinery MinicTpiB Ykpainu Ne753
Bix 2 >xoBTHS 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

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

Jara: 30.10.2023

Date:30/10/2023

Penakuin: 2 Cropinka 1i33
Version:2 Page 1o0f3




IIpusnayennii opran 3 oWiHKH
BiAmoBigHOCTI Ta Hioro
inenTHgikaniiinnii Ko
Conformity assessment body
with its identification number:

ToBapucTBO 3 00MEKEHOI0 BiANMOBIIAIBHICTIO
«IMIIPYB MEJUKEJI»

Limited Liability Company "IMPROVE MEDICAL"

UA.TR.120

nexnapye BukoHaHHs BuMor Jlomatky 1 no TexHi4HOTO periaMeHTy 1010 MEJMYHUX BUPOOIB
3arBepukeHoro [locranoBoro Kabinery Ykpainu Ne 753 Bin 2 xoBtHs 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 BiIMOBITHICTH CKIIAJICHO BiJl IMEHI Ta MiJ] IITKOBUTY BIAMOBIIATBHICTS BUPOOHHUKA.
The Declaration of Conformity is drawn up on behalf and under the sole responsibility of the

manufacturer.

Jaya imintiviey:, 30. 102023
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I'epmin

AU Aeknapauii BIANOBIAHOCTI: 29 jKOBTHS 2028p.

Declaration of conformity is valid unti: 29 of October 2028
upekrop TOB «Cunresy, Cyaranos C.A.
Hazsa nocaaum, I'TIB

Position, Full Name

Jara: 30.10.2023

Date:30/10/2023

Version:2

Penakuin: 2 Cropinka 2i3 3
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Jexaapauisi npo BignoBigHicTs Ne 14/23
Declaration of conformity No 14/23

Joaatok 1
Annex 1
Ha3zBa MequuHOro BUpoOy aHIJIiiiCbKOIO Ha3Ba Mmequ4yHOro BUpo0y yKpaiHCHKOI0
MOBOIO MOBOIO

Name of medical device in English

Name of medical device in Ukrainian

Pessary Thick ring Corefix™ (50, 55, 60,
65, 70, 75, 80, 85, 90, 95, 100 mm)

IMecapiit Kinmsue Toscre Corefix™ (50, 55, 60,
65, 70, 75, 80, 85, 90, 95, 100 mm)

Pessary Uterine ring universal Corefix™
(55-95 mm)

[Tecapiit Kinpe markoBe
Corefix™ (55-95 mm)

yHIBepcaibHe

Pessary Cup perforated Corefix™
(55, 60, 65, 70, 75, 80, 85, 90, 95 mm)

[ecapiii  Yamkosuii nepdopopanuii Corefix ™

(55, 60, 65, 70, 75, 80, 85, 90, 95 Mm)

Pessary Cubic Corefix™
(25, 29, 32, 37, 41, 45, 55 mm)

Ilecapiii  Ky6iunmii Corefix™ (25, 29, 32, 37,
41, 45, 55 Mm)

Pessary Club Corefix™
(50, 55, 60, 65, 70, 75, 80, 85, 90 mm)

Ilecapiii I'pubononiouuii Corefix™ (50, 55, 60,
65, 70, 75, 80, 85, 90 mm)

Pessary Volumetric cross Corefix™
(50, 55, 60, 65,70 mm)

Iecapiit 06’ emumii nepexpecunii Corefix™ (50,
55, 60, 65,70 mm)

Haya mintiviey:, 30. 102023
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Sigrgtiye

I'epmin it nexknapauii Bianosiamocti: 29 skostis 2

HazBa noca
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Declaration of conformity is valid unti: 29 of October 2028
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Position, Full Name

Jara: 30.10.2023

Date:30/10/2023

Penakmis: 2
Version:2
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