3aransua wassa BupoGY:
Common name ¢f medical
device

Tepeaik Bupoin:
List ¢f products:
BupoGHuk:

Man facturer:

VrosHoBamenmii
npencTasHiK B Ykpain
Authorized representative in
Ukraine.

Jlexaapauis npo Bianosiauicts Ne 01/2023
Declaration ¢f corformity No 01/2023

BHYTpIlIHEOMATKOBI NPOTH3ANTINI 32¢00H
3/Ge3 ricTepoMeTpa/30H1a MATKOBOrO
Intrauterine Contraceptive Devices
with/without Hysterometer/Probe

s, Jlonarox | 10 wief Jlexapauii npo sinosiicrs
See Annex 1 to the Declaration cf cor formity

CMB Kopoparion o Inia .
13, 33 - 36, Mpem luyerpian Ecrare, forewsapi (E), MyvGai - 400
060, lizis
Ten.: +91-22-2824 6922
nowrra: com

SMB Corporation cf India

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

Tel.: +91-22-2824 6922

e-mail: sales@smbcorpn.com

TOB «Cunres»

‘Jhpal‘ua 24321, Bimtuska o6, ». Jlamoiin, sy, Enepremiia,
6y 3

Ten: +38 067610 68 75

Esexrpora nowrra: info@sinteth.com.ua

Sinteth » LLC

Ukraine, 24321, Vinnytsia region, Ladyzhin, Enerhetykiv street,
build.32

Tel.: +38 067 610 68 75

e-mail: ir fo@sinteth.com.ua

1 iy 3aciG

Coepa

Scepe: Contraceptive device
Crepuasnicts: Tak

Sterility: Yes

Dynkuis BuvipoBanus: Hi

Measurement function. No

Kaacuixauis
Class fication

Tpouenypa ouinki

I, srimio 3 m 22, Joxarky 2 TexHiNHOTO PEriaMenTy 1010
Memannx  BHpoGis, sateepukenoro Tocranopoio  KaGinery
Minicrpis Vipaiin N753 pia 2 osriis 2013 p.

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

Tosie saGeancucis sxocti, Jloarok 3 Texuiuioro pernavieirry

10040 Mewrmix BipoGis, 3atsepkenoro ocrai KaGinery

Jara: z7m 2023
Date: 27.01.2023

Peakin: 1 Cropinka 1133
Vo1 Pase 1f3




Cor formity Assessment Route:

Ceprudikari:
Cert ficates:

Tpusnasiennii opran 3 ouinku
BiamoBiHoCTi T2 fioro
inenTudikauiiinmii kox
Corformity assessment body
with its ident fication number:

aexiapye uomaris pvior Jlozark

sarwepikenioro Toctanooto Kai
declares the fidfillment cf requirems

Minictpie Vpainn Ne753 six 2 woerns 2013 p.

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

UA.TR.120

Ceprudpixar iunosiuiocti Ne PR .485-23
Cert ficate cf cor formity Ne Ne PR.485-23
Tepwtin aii cepruixara: 26 ciuns 2028p.
Cert ficate is valid until: 26 cf January 2028

Cepruixar neperipku npocxry No PP.484-23
Cert ficate cf design examination N Ne PP.484-23
Tepaint uii ceprudpixara: 26 cins 2028p.
Certficate is valid until: 26 ¢f January 2028

ToBAPHCTBO 3 0OMEKeHO0 BIANOBIALHICTIO
«MITPYB MEJMKE»
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

1 210 TeXHiuHOr0 PErIaMeHTy 00 MEAHHIIX BHPOGIB
ety Vicpainn Ne 753 win 2 wowria 2013 p.
ents ¢ Annex 1 to Technical regulations on Medical, approved by

Decree of Cabinet f Ministers ¢f Ukraine Ne753 on 2 October 2013.

Jlexiapantiio npo BAOBIAICTS CKIAASHO BiA iMelr] Ta NiA WIKOBHTY BIAOBIAATBHICTS BHPOGIIHKA.
The Declaration cf Cor formity is drawn up on beha,f and under the sole responsibility ¢ the

man facturer.

Jlara niznmey: 27 cians 2023p.
Date of signing: 27 of January 2023

‘Tepwin i Aexapauii BignosiHoCTi: 26 cidiss 2028p.
Declaration of conformity is valid until 26 of January
2028

Mr Anupam Rai

Chief QA & CS

Hassa nocan, T11B

Position, Full Name

Jlara: 27.01.2023
ate:

Peaxcin: 1 Cropinka 2i33
Vo1 Poge 24f3




Jlexaapauin npo sianosianicrs, Ne01/2023

Declaration cf corformity No 01/2023

Jopatok 1

BHyTpimiboMaTkoBi mpoTH3anaiai sacobi
3/6e3 ricTepomeTpa/30Ha MaTKOBOr0

ptive devices h e

Hasea MeuHOro BPOGY
AHTATHCLKOI0 MOBOIO
Name cf medical device in
Englis

HasBa MEIMHOr0 BIPOGY YKPAIHCHIKOI0

MoBOIO
Name cf medical device in Ukrainian

2l
1.Copper T 380A SMB™

BiryrpiusONaTKORHI PO THIAIALANIT
3aci6 3 miamo TCu 380A SMB*

2. Copper T 380A with safe
load SMB”

Bty pilIIbOMATROBHi! MpOTHIAI AT
3aci6 3 izaio TCu 380A 3 Geaneums
SMB”

3. T Cu 380Plus. modcls Mini,
Normal & Maxi SMB®

Bty pilnboMaTKoBHii Mo T3
3aci6 3 Mizaio TCu380 TLuioc Mosexi: Mii,
Hopsa, Maci SMB®

4. Cu 375 Standard SMB®

By piiboMarkowii nporsaiuii
3aci6 3 Miamo Cu 375 Cranzapr SMB®

5. Cu 375 Sleck SMB™

BiryrpiILoMaTKORHI PO THSAILILANITE
3aci6 3 izawo Cu 375 Dnanrii SMB®

6. TCu 380Ag models: Mini,
Normal & Maxi SMB*

Bty pilisomaTKosii npoTisaniiii
3aci6 3 Mo a cpiGuoy TCu 380Ag
Mogeui: Mini, Hopwast, Maxci SMB*

Jlara niamcy: 27 ciuns 2023p.
Date of signing: 27 of January 2023

Tepwin zii Aeknapauii BianopiauoCTi: 26 cius 2028p.
Declaration of conformity is valid until 26 of January
2028

Mr Anupam Rai

Chief QA & CS

Hassa noca, M5

Position, Full Name

Jlara: 27.01.2023
ate:

Peaxcin: 1 Cropinka 3133
Vo1 Pose 3¢f3
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