TOB «AOCTIAHUA MEOAVYHUM LIEHTP CEPTU®IKALLIT»

I0eHmucdpikayitiHull Homep npusHayeHoz2o opaaHy UA.TR.126

Hakasn MiHicTepcTBa eKOHOMIYHOro PO3BUTKY i TOpriBni YkpaiHu
BiA 06.03.2018 p. Ne320 Ta Bin%1.12.2%19 pF.) Ne723 s

HI MEANYHINA

P CEPTUDIKALI

CEPTU®IKAT BIANNOBIAHOCTI
Certificate of Conformity
Ne UA.TR.126 753 25 123 02

Bupo6uux/Manufacturer: ~ TosapucTso 3 06Mexkenoro ianosinansnicTio «TEJTAHA»

Anpeca/Address: 02068, m. Kuis, npocn. I'puropenxa, 33/44
Ten. (044) 570 70 18; delana@ukr.net
xoz 3a €JIPTIOY 22920528

Ipoxyxuisi/ Product: Je3indexuiiini 3acodn

Tleperix MeanuHuX BUpOOIB 3a3HadeHnit y Jlonarky 1, 110 € HEBIX’EMHOIO
yactrHoIo 1boro Ceprudikary sianosinnocti /The list of medical devices
indicated in Annex 1 which is the integral part of the Certificate of

Conformity
Bignosigae Bumoram/ TexXHIUHOro pErIaMeHTy MI0J0 MEIMYHUX BHUPOOIB (3aTBEPIUKCHUH
Conforms with requirements 1loctanosoro KMV Bim 02 xomtHS 2013 poky Ne753) /Technical
of’ regulation on medical devices (approved by Decrees of Cabinet of
Ministers of Ukraine Ne753 dated October 02, 2013)
Ipouenypa Texuiunoro Jlonatox 3 (6e3 n. §-11) — Tlopsaaok mnpoBeJeHHs TNPOLENYPH
peraamenry/Technical 3aGe3rnedeHHsT  (YHKILOHYBaHHS KOMILICKCHOI CHCTEMM  YIpPaBIiHHS
regulation procedure. axictio/ Annex 3 (except p. 8-11) - Procedure for conducting the procedure

for ensuring the functioning of the integrated quality management system

Jonatkosa ingopmania/  Ilepenik BHPOOHHINX JAUTpHULE BKazaumi y Jomatky 2, IO €
Additional information: HeRi eMHOI0 uacTHHOWO 1poro Ceprudikary simmosimaocti/The list of
production sites indicated in Annex 2 which is the integral part of the

Certificate of Conformity.

Pimennsi/Decision: Ne 123-01/02 * Jiticumnit 3/Effective date: 22.05.2025

Jata Bunaui/Issue date: 22.05.2025 Jittcuuit no/Expiry date: 21.05.2030
) Hupexrop/ Anppiit HEKAJITH

Director Andrii CHEKALIN

pd i iiAnA KOL

38197962 /74
Yy — eo
o awg0

kosum ¢ Ceprudirkar nepesipkn npoekty/ For Class 111 products, a Design Examination Certificate is required

Jns Bupo6is 111 knacy o6os’a3
a6o Jlonatxy 6)/ For Class IIb and

Jlns BupoGis 116 Ta 11 knacy 06os’si3koBuM € CepTrdikar repesipku Ty (npu sactocysanui npoueaypn Jlonarky 5
Class 111 products, a Type Examination Certificate is required (Annex 3 or Annex 6 procedre)

Jlns Bipo6is 116 kacy 0608’ s3kosmM € CepTudikar nepesipki Tury (mpu sacTocypanni npouesypy lonarky 7)/
For Class IIb products, a Type Examination Certificate is required (Annex 7 procedure)

UnHHicTh cepTHiKaTy BIANOBIAHOCTI MOHA NEPEBIPHTH, 3BEPHYBLINCH 10 Opraiy 3 OLLIHKH BIZINOBIHOCTI.
CepTudikaT UHHHHIT 3 yMOBIT IPOXOJDKEHHS LLOPIHHOTO HATMIAL0BOTO AYITY /

The validity of the Certificate of Conformity can be checked by contacting Certification Body.

The certificate is valid subject to annual surveillance audit.

Cropinka 133
10315
Ceprudikauist npoxyxuii
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MpoByrnok XoTkeBuya Hata, 2A, M. Kuis, 02094, Ykpaina .~ office@dmes.in.ua - www.dmcs.in.ua
Ten. +38(044) 2274061 - kog €PMOY 38197962




Jonarok 1/4Annex 1
Jlo Ceprudikary sixnosignocri Ne UA.TR.126 753 25 123 02/
to Certificate of Conformity Ne UA.TR.126 753 25 123 02
Mepenix mequunux BUpoo6iB/List of medical devices

LOCIAHWA MEANYHIA

b

 CEF

HaiiMeHyBaHHSI MEIUYHOr0 BHPOOY YKPaiHCLKOIO Knac/ Kon 3a HK
Ne moBoro/ Product name in Ukrainian Class A02432023/
e e sl 8 T e GMDN Code
1 2 4 5
1. Jenaxcon 11 IIb 61619
2. Jlenakcon I1b 61619
3 JlexaHaspb IIb 40579
4. | Hesodacr W ITb 47631
3 Jle3zaktin 7 ol I1b 47631
6. Jenanon : b 47631
7. CenToHallb IIb 47631
JMupexTtop/ : Anpapiit YUEKAJITH
Director Eanaid 53 Andrii CHEKALIN
HEHTP |24
CEPTH®IKALID /& J

o, 38197962
22 OR3
o

. 3197962
IKIWG
Jlara Bugadi/Issue date: 22.(<){<Q§‘€~2’§*a '

Jlogarok | ifickuii npu nassrocti Ceprudikaty Bianosiatocti N UA.TR.126 753 25 123 02/
Annex | is valid with Certificate of Conformity Ne UA.TR.126 753 25 123 02

Cropinka 233
Mposyrnok XoTkesuua Hata, 2A, Kuis, 02094, YkpaiHa - office@dmcs.in.ua - www.dmes.in.ua -Tesn: +38(044) 2274061

kog €0PNOY 38197962 - laeHTUdikaLifnHWit HOMEP NPU3HA4EHOro opraHy UA.TR.126




Joaarok 2/Annex 2 JHUA MEGUHIA

o Ceprudikary sinmosignocti Ne UA.TR.126 753 25 123 02/ k HTP CEPTU®DIKALIIT
to Certificate of Conformity Ne UA.TR.126 753 25 123 ()2 —

IMepesnik BupoOHmInX AIbHULL/ List of production siles

1. ToapucTBO 3 0OMEXKEHOIO BianoBiganbHicTio « AEJIAHAY
07400, m. bposapu, Oyn. Hesanexnocti, 53/4, Ykpaina

f',- Awuapiit YUEKAJIITH
g Andrii CHEKALIN
g

HupexTop/
Director

inentudixsuinnh KO

38197962

Iara Bunaui/lssue date: 22.05.2025

Jloxatok 2 niitcHuii mpy nasisHocTi Ceprudikary Binnosianocti Ne UA.TR.126 753 25 123 02/
Annex 2 is valid with Certificate of Conformity Ne UA.TR.126 753 25 123 02

Cropinka 333
Mposynok XoTkesuua HaTa, 2A, Kuis, 02094, Ykpaia - office@dmcs.in.ua - www.dmgs.in.ua -Ten: +38(044) 2274061

koa EAPMOY 38197962 - laeHTUdikaLinHuit Homep MpusHa4YeHoro opraky UA.TR.126




