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high tech lab

ZJ-S 164/2017

Jexnapanist npo BixnmosignicTe Ne 1
Declaration of conformity No.: 1

Ha3zBa BupoOy:
Name of medical device:

Haemolance Plus safety lancets, type 420
Prolance safety lancets, type 430
MediSafe Solo safety lancets, type 520
Medlance Plus safety lancets, type 553-556
droplet personal lancets, type 560
Acti-Lance safety lancets, type 610

Haemolance Plus Jlannerun 6e3neuni, Tum 420
Prolance Jlanuern 6e3neuni, Tun 430
MediSafe Solo Jlannern 6e3nedni, Tum 520
Medlance Plus JIanneru 6e3neani, Tun 553-556
droplet JIanneru nepconannhi, Tun 560
Acti-Lance Jlannern 6e3neuni, Tun 610
droplet lancing devices, type 700 droplet Jlannernnii npucrpiii, Tun 700
droplet pen needles, type 810

DropSafe safety pen needles, type 820

droplet I'osikn aas mmpun-py4ox, Tun 810
DropSafe I'osixu 6e3neuni ajis mmpun-py4ox, Tun 820

Bupo0Huk:
Manufacturer:

HTL-Strefa S.A ul. Adaméwek 7 95-035 Ozorkéw, Poland
Eitu Ti En - CTPE®A C.A,, Byn. Anamosexk 7, 95-035 Ozopkys, [Tomsma

Bupo6audi pinsamnmi:
Manufacturing sites:

HTL-Strefa S.A ul. Adaméwek 7 95-035 Ozorkéw, Poland

Eitg Ti En — CTPE®A C.A., Byn. Anamogek 7, 95-035 Ozopkys, Ilonsmia
HTL-Strefa S.A ul. Lotnicza 21h, 99-100 L.e¢czyca, Poland

Eiia Ti En — CTPE®A C.A., Bya. Jlotwingza 21r, 99-100 Jlengnns, ITonsima

YnorHOBaXEeHMIT

NMpeAcTABHUK B YKpaini:

Authorized representative
in Ukraine:

TOB «KPATISA MEATEXHIKA»,

Byl barroByriBceka, 6yxn.17-21, m. Kuis, 04107, Ykpaina.
Tem.: 0 800 21-52-32

EnexTpoHHa nomrra: uarep @cratia.ua, €/[PIIOY: 38670845

LLC "CRATIA MEDTECKNIKA"'

17-21, Baggoutivska Str., Kyiv, 04107, Ukraine.

Tel.: 0 800 21-52-32

E-mail: uarep@cratia.ua, USREOU Code: 38670845

Knacndikamis: Knac Ia, (3riguo Ilyakry 14 Jlomatky 2 TexHiYHOro periiaMeHTy LIOJO0 MEIWYHHX BHPOOIB,
Classification: 3arBepmrenoro Ilocranororo Kabinery MinictpiB Yxpainu Ne753 Big 2 xoetaa 2013 poky)
Class Ila (according to Item 14 of Annex 2 of Technical regulation on Medical devices approved
by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)
HIpouenypa ominku Jdonatox 3 (3a BumitHaTkoM 1. 8-11), TexHi4HOTO perIaMeHTy INOAO MEAWIHHX BHpPOOIB,
BiamorinHocTi: 3arBepmxeHoro IlocranoBolo Kabinery Minicrpie Vipaiam No753 Bix 2 »xoetHs 2013 p
Conformity Assessment Annex 3 (excluding p. 8-11), of Technical regulation on Medical devices approved by Decree of
Route: Cabinet of Ministers of Ukraine Ne753 on 2 October 2013)

HoMep cepTudikara
BigmoBigHoCTI:

Number of Certificate of
conformity:

UA.MD.085-17

Hexmaparis npo Bignosianicts Ne 1 aificua 3

Declaration of conformity No.: 1 is valid from 20220501 Penaxmis: 3
Jlexmapanis mpo Bimnosiguicts Ne 1iiicHa 10 Revision:3
Declaration of conformity No.: 1is valid until: 2020531
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ZJ-S 164/2017

Tepmin aii ceprudixara
BigmoBinHOCTI:
Certificate assessment of
conformity is valid until:

please provide as per CE validity Cert according to UkrMedCert decision

Ipn3navennii oprax 3
oniHkM BixmoBinHOCTI Ta
Horo inenTngixaniitauii
KOJ:

Conformity assessment
body with its identification
number:

TOB «YKPMEJCEPT»

Anpeca Mice3Haxo/pkeHHS: Byl J[paromaHoBa, OynuHok 1-A, odic 2, M. Kuis, 02068, Ykpaina
Howmep tenedony: +38 067 595-02-30

EnextpoHa agpeca: ukrmedcert@ukrmedcert.org.ua

Be6-cropiuka: https://ukrmedcert.org.ua;

Inenrudikaniinmii kox: UA.TR.099

UKRMEDCERT LTD

Address: 1-A Drahomanova str., office 2, 02068, Kyiv, Ukraine
Telephone: +38 067 595-02-30

E-mail: ukrmedcert@ukrmedcert.org.ua

Website: https://ukrmedcert.org.ua

Identification code: UA.TR.099

HTL-Strefa S.A., nexinapye BUKOHaHHS OCHOBHHX BHMOT IIOJI0 MEAWYHUX BHPOOiB, 3rigno oxarky 1 TexHiuHOTO periiaMeHTy
IIOJI0 MeIMYHUX BUPOOiB, 3aTBepkeHoro Iloctanorolo Kabinery Minictpie Ykpainm Ne753 Bix 2 xoBtaa 2013 p.

HTL-Strefa S.A, declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical
regulations on Medical devices, approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Jana Jlexjapanis npo BilmoBiAHicTs BNAaHa Il BHKJIIOYHY BiANOBiIaabHiCTH BHPOOHNKA.
This declaration of conformity is issued under the sole responsibility of the manufacturer.

Micue Bugadi: Jara nignucy:

Place of issue: Ozorkéw Date of signing:  2022-09-01

ITignuc ynoBHOBaXKeHOI 0co0H

Signature of Authorized person

Hazssa nmocaym, 1116 .

Position, Full Name Regulatory Affairs Manager, Justyna Zemigata
Hexmaparis npo Bignosianicts Ne 1 aificua 3 2022-09-01
Declaration of conformity No.: 1 is valid from il Penaxmis: 3
Jlexmapanis mpo Bimnosiguicts Ne 1iiicHa 10 ——— Revision:3
Declaration of conformity No.: 1is valid until: e
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ZJ-S 164/2017

Jexnapanis npo BigmoBigaicts Ne 1
Declaration of conformity No.: 1

Icropis nepernsgy / REVISION HISTORY

Cro-
pinka

Onuc 3mian

Brec/na:

Jlata

Hara
HaOpanns
YHHHOCTI:

Page

Change description

Introduced by

Date

Effective
date:

All

SanmyqeHns Jleknaparis po BiATIOBIHICTE.

Declaration of Conformity introduced

1O. XKewmirana
J.Zemigata

2017-09-01

2017-09-01

Appendix 2,
rev. 2

Honano ISO 13485:2016

eupanesa JICTV ISO 13485:2005; EN ISO 13485:2012, EN
980:2008

JCTVY ISO 14971:2009 3aminero Ha JICTY ISO 14971:2015
JCTVY ISO 15223-1:2015 zamiseno Ha JICTY EN ISO
15223-1:2018

ISO 13485:2016 added

JCTY ISO 13485:2005; EN ISO 13485:2012, EN 980:2008
removed

JCTY ISO 14971:2009 updated to JCTY ISO 14971:2015
JICTY ISO 15223-1:2015 updated to JICTY ISO 15223-
1:2018

Appendix 1, rev.

2

2,6

B moparky 1, ykiiafieHOTO aHTIIIHCEKOI0 MOBOIO:

8948 - I'onka 28G BumpasieHo Ha 18G

7443 - Universal BunpapieHo Ha Special

8964 - rimbuna nponvkHeHHs 1.8 BrmpaBieHo Ha 1.6
8965 - rimbuHa porvkHeHHS 1.8 BrTIpaBieHo na 1.2
In English part of appendix 1:

8948 - Needle 28G into 18G corrected

7443 - Universal into Special corrected

8964 - penetration depth from 1.8 into 1.6 corrected
8965 - penetration depth from 1.8 into 1.2 corrected

1O. Xemirama
J.Zemigata

2019-05-17

2019-05-17

Declaration
Rev. 2

Notified Body UKRMEDCERT updated (address, email,
website)

Tonoenene nosigomienns « YKPMEJICEPT» oHoBteHHs
(agpeca, SICKTPOHHA TIOINTa, BEO-CaiT)

Appendix 2, rev.

3

All

- General revision and update list of standards in compliance
with List national standards and the latest versions of
international standards used

- 3araJpHMIT IIEPETIIA/ Ta OHOBJICHHA IIEPENiKy CTaHAapTIB
BiATIOBiHO 70 ITeperiky HalliOHAIBHUX CTaHAAPTIB Ta
OCTaHHIX BEPCiif BAKOPHCTOBYBaHMX MiXKHAPOIHUX
CTaHAapTIiB

1O. Kemirana
J.Zemigata

2021-03-22

2021-03-22

Hexmaparis npo Bignosianicts Ne 1 aificua 3
Declaration of conformity No.: 1 is valid from

2022-09-01

Hexmapanis npo BignoBigaicTs Ne 1xificHa go
Declaration of conformity No.: 1is valid until:

2027-08-31

Pemakmia: 3

Revision: 3

The page (CtopiHka) 1 /1

HTL-STREFA S.A.
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high tech lab

ZJ-S 164/2017

BunaneHHS IPOAYKTIB:
Page 1 ergoLance Jlanuern 6esneqi, Tum 450
Medlance Jlanetn 6e3neqni, Tam 545-549

Haemofine I'onkwu s mmpwn-pydok, Trm 810

Removal of products:
De{il:‘faglon ergoLance safety lancets, type 450
Medlance safety lancets, type 545-549

Haemofine pen needles, type 810
A. KysaBcpka-
Tatina
Hogwii TepMiH Ail cepTrdikaTa oLiHKM BignOBiHOCTI A. Kujawska-
Gajda

4. Page 2 2022-08-12 2022-09-01

New Validity of Certificate assessment of conformity

Removal of REF:

ergoLance 8951, 8952, 8953

Medlance 8954, 8955, 8956, 8957, 8958, 8959

Haemofine 8978, 8979, 8980, 8981, 8982, 8983, 8984, 8985,
8986.

Appendix 1 Page

Rev. 3 3489 | Byranews REF:

ergoLance 8951, 8952, 8953

Medlance 8954, 8955, 8956, 8957, 8958, 8959

Haemofine 8978, 8979, 8980, 8981, 8982, 8983, 8984, 8985,
8986.

Hexmaparis npo Bignosianicts Ne 1 aificua 3

Declaration of conformity No.: 1 is valid from 20220501 Penaxmis: 3
Jlexmapanis mpo Bimnosiguicts Ne 1iiicHa 10 Revision:3
Declaration of conformity No.: 1is valid until: 2020531
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IIPO BIAIOBIAHICTS BuMoram Tex
MEeANYHNX BUPODiB

3apeccrpoBanuii y Peectpi
«01» Bepecust 2022 p.

Ne UA.MD.085-17

e suganns «01» sepecnn 2017 p.
-ﬂiﬁcnui‘l A0 «31» cepnnsn 2027 p.
LM ceprudikatoM HOCRITYYETHCH, O 3CTOCY i
AKICTIO HA €TANAX HPOCKTYRAHASN, PO3POSIIeHH,

JAHIETIB CT CPHALHEX, OIHODAZOBOTD BH
CTEPHIIBHHY, 0HOPA30BOr0 BHKOPHCTAHH
CTEPHIILHAY, OIHOPAIOBOT0 BURODUCTANHY Ta

(nepenix nPoOYKYIE 3a3nayenit Ha 0Ouill cmo
Kkiac Ha’
BUPOOHMKA: A
HTL-STREFA S.
3a agpecoro: ul. Adamowek 7, 95-035 Ozorkéw, Poland;
BupoOuuui Iinsuxn:
HTL-STREFA S.A.
3a aapecamy: ul. Adamowek 7, 95-035 Ozorkdw, Poland,
ol. Lotnicza 21h, 99-100 Leczyca, Poland;
YIIOBHOBROKCHMH 1PECTABHUK B YKpalui:
ToBapucrro 3 ofMexeH0I0 BiITOBINANLHICTIO
3a anpecow: By barrosyriscbia, Syaisas 17-21, 6-if nosep

Bianogigac sumoram TexnivHoro perinaMenry

3aTeepipKeHore nocranosoo Kabinery Minictpis Vipainu sin |
BIANOBIAHOCTI mpoBejeHa 3rinpoe 2 jgomarkom 3 «lopagox
GYHKIIOHYBAHHSA KOMILIEKCHOT CHCTEMH 3a0e3NeueH s AKOCT (32 BHK

NIPOSKTY METHYHOTO BUPOSY» HBOTO JOJATKA).

Konrposk signosiznocTi MeIuasux BEpoGiE BUMOraM 3a3HAMEHOT0 TEXHIYHOPO PeriaMeHTy mmc,ﬂ«)emcﬁ
LIISXOM. HAPTAY, TepiOMIMiCTh 1 NPOUERYPH FKOTO PEriaMeHTYIOTECS NPOUEIyPaMU OPTaHy 3 OuiHKy
BUITIOBITHOCT.

Cep'mcim(a‘r m,z[ano Opranom 3 oxumcm Bl,mc)mm{m:ﬂ TOB «YKPM?*,J],L EPT», ax{pex "OBIHUM




Ne UAMDL.OB

sin 01 Bepecns 2022 poxy

Ne | Hazpa MeanuHoroe BHPOOY aHIdIHCHKOIO IBA MCJIHYHOTO BUPOOY YRPATHCEKOI0
3 MOBOX0 ' MOBOIO

1 Haemolance Plus safety lancets, type 420 ce Plus Jamers 6esneund, Tun 420

2 Prolance safety lancets, type 430 a@e;‘g Oesureys, Tun 430

3 MediSafe Solo safety lancets, type 520 |

4 | Medlance Plus safety lancets, type 553-556 ‘Medlance P! anmeTw Gearrewttd, Ti

5 droplet personal lancets, type 560 dro : Hé{i{g@ﬁﬁ};.»f-gé?CGIIaHBHi5 T

6 | Acti-Lance safety lancets, fype 610 A i e, T

7 droplet lancing devices, type 700 dr:

8 droplet pen needles, type 810 dr

9 DropSafe safety pen needles, type 820 Dro Tun 820

Kinens niepesti

KepiBuux OOB

Cmopinka 13 1
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