3arajibHa Ha3Ba BUPOOY:
Common name of medical
device:

Ilepenik BupooOiB:
List of products:
BupooOnuk:
Manufacturer:

YnoBHoBaxkeHHH
NpeACTABHUK B YKpaiHi:
Authorized representative in
Ukraine:

Cdepa 3acTocyBaHHs:
Scope:

CrepuibHICTD:
Sterility:

DyHKIis BUMIPIOBAHHS:
Measurement function:

Kaacudikaunis
Classification

IIpouenypa ouinku
BianmoBigHOCTI:

JHexaapauist npo BignoBignicrs Ne 01/2023

Declaration of conformity No 01/2023

BHyTpimmHbOMaTKOBI NpOTH3AILIiIHI 3ac00H
3/0e3 ricrepoMeTpa/30H1a MATKOBOI'0
Intrauterine Contraceptive Devices
with/without Hysterometer/Probe

Jus. lonatox 1 mo miei Jleknapaiiii mpo BiMOBIIHICTh
See Annex 1 to the Declaration of conformity

CMB Kopnoparion o¢ Inaia

13, 33 — 36, IIpem Inaycrpian Ecrare, Horemsapi (E), Mym6ai — 400
060, Inmis

Ten.: +91-22-2824 6922

Enexrponna momrra: sales@smbcorpn.com

SMB Corporation of India

13, 33 — 36, Prem Industrial Estate, Jogeshwari (E), Mumbai — 400
060, India

Tel.: +91-22-2824 6922

e-mail: sales@smbcorpn.com

TOB «Cunre3»

Vxpaina, 24321, Binauneka o0., M. Jlammwkus, Byn. Eneprerukis,
Ooyn. 32

Ten.: +38 067 610 68 75

Enexrponna nomrra: 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

[Iporuzamniaauii 3acid

Contraceptive device

Tax
Yes

Hi
No

I, 3rizno 3 m. 22, domarky 2 TexHIYHOTO periiaMeHTy UI0J0
MEIMYHUX BHpoOIB, 3arBepikeHoro IloctanoBoro  KaOGinery
MinictpiB Ykpainu Ne753 Bif 2 sxoBTHs 2013 p.

111, p.22, Annex 2, according to Technical regulation on Medical
devices approved by Decree of Cabinet of Ministers of Ukraine
Ne753 on 2 October 2013

IToBue 3abe3neuenHs skocti, JomaTok 3 TeXHIYHOTO periiaMeHTy
1010 MEIUYHUX BHUPOOIB, 3aTBepmkeHoro IlocranoBoro Kabinety
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Conformity Assessment Route:

Ceprudikaru:
Certificates:

IIpusnayennii opran 3 OWiHKH
BiAnmoBigHOCTI Ta HHOro
inenTugikauiitnnii koa
Conformity assessment body
with its identification number:

MinictpiB Ykpainu Ne753 Bin 2 sxoBTHs 2013 p.

Complete quality assurance, 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 BiamosigHocti Ne PR.485-23
Certificate of conformity Mo Ne PR.485-23
Tepwmin nii ceprudikara: 26 cians 2028p.
Certificate is valid until: 26 of January 2028

Ceprtudikar nepesipku npoekty Ne PP.484-23
Certificate of design examination Ne Ne PP.484-23
Tepwmin aii ceprudikara: 26 ciuns 2028p.
Certificate is valid until: 26 of January 2028

ToBapucTBO 3 00MeKEHOI0 BilNOBIIAIBHICTIO
«IMITPYB MEJIUKEJI»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

nexiapye BukoHaHHst BuMor Jlomatky 1 1o TexHIYHOTO periaMeHTy 1010 MEJUYHUX BUPOOiB
3arBepukenoro [locranoBoro Kabinery Ykpainu Ne 753 Bix 2 sxoBTH: 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.

Jlexmapartito mpo BiAMOBIAHICTh CKJIAJCHO BiJ IMEHI Ta MiJ] MIIIKOBUTY BiAMNOBIJANIbHICTh BUPOOHHUKA.
The Declaration of Conformity is drawn up on behalf and under the sole responsibility of the

manufacturer.

Hata mignucy: 27 ciunas 2023p.

Date of signing: 27 of January 2023

Tepwmin nii geknaparii BiamosigHocTi: 26 ciuns 2028p.
Declaration of conformity is valid until 26 of January
2028

Mr. Anupam Rai
Chief QA & CS
Hazsa mocamu, I11b
Position, Full Name

Jara: 27.01.2023

Date: 27.01.2023
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Jexnapamisi npo BimmoBignicTs Ne01/2023
Declaration of conformity No 01/2023
Jonarox 1
Annex 1
BuyTpimmHbOMaTKOBI NpOTH3AIIiIHI 3aC00H
3/0e3 ricrepoMeTpa/30Ha1a MATKOBOI0
Intrauterine contraceptive devices with/without Hysterometer/Probe

Ha3Ba mequuHoro BUpooy
AHIJIIHCHKOI0 MOBOIO
Name of medical device in

Ha3zBa mequ4yHOro BUpo0y YKpaiHChKOI0
MOBOIO
Name of medical device in Ukrainian

English
1.Copper T 380A SMB® BHyTpiltHbOMaTKOBHIA POTH3AILI THUH
3aci6 3 mizmo TCu 380A SMB®
2. Copper T 380A with safe BHYTpIIIHLOMATKOBUH MPOTH3AILTI THHHA
load SMB® 3aci0 3 mimaro TCu 380A 3 6e3neynum

BBEIECHHAM smB®

3. T Cu 380Plus models: Mini, | BHyTpiliHbOMaTKOBHIA POTU3ATLTITHUI
Normal & Maxi SMB® 3aci0 3 migmro TCu380 ITnroc moxeni: MiHi,
Hopwmain, Makci SMB®

4. Cu 375 Standard SMB® BHyTpilTHEOMAaTKOBHI MPOTU3ATLITITHHHA
3aci6 3 Mizuio Cu 375 Cranaapr SMB®
5. Cu 375 Sleek SMB® BHYTpIIIHLOMAaTKOBUH MPOTH3AILTI THUI
3aci0 3 migaro Cu 375 Mmagkuit SM B®
6. TCu 380Ag models: Mini, BHyTpilIHEOMaTKOBHU MPOTU3ATLIITHHIA
Normal & Maxi SMB® 3aci6 3 Migro ta cpiomom TCu 380Ag

moeni: Mini, Hopman, Makci SM B®

Hara nignucy: 27 ciuns 2023p. Tepwmin nii geknaparii BiamosigHocTi: 26 ciuns 2028p.
Date of signing: 27 of January 2023 Declaration of conformity is valid until 26 of January
2028

Mr. Anupam Rai
Chief QA & CS
Haspa mocaau, I11b
Position, Full Name
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