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

Hasga Bupo0y:
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, Tun 420
Prolance Jlanuern 6e3neuni, Tun 430
MediSafe Solo JIanuern 6e3neqni, Tun 520
Medlance Plus Jlanneru 6e3neqni, Tun 553-556
droplet Jlannern nepconannni, Tun 560
Acti-Lance Jlannern 6e3neqni, Tun 610
droplet lancing devices, type 700 droplet Jlanuernuii npucrpiii, Tun 700
droplet pen needles, type 810

DropSafe safety pen needles, type 820

droplet I'onxn po1s mmpun-pysox, Tun 810

DropSafe I'osnxn Ge3neuni g mmpun-pyvok, Tun 820

Bupobuuxk:
Manufacturer:

HTL-Strefa S.A ul. Adaméwek 7 95-035 Ozorkéw, Poland
Eiiu Ti En - CTPE®A C.A., Byn. Anamosek 7, 95-035 Ozopkys, [lonsma

Bupo6uuyi xinxsHumi:
Manufacturing sites:

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

Eita Ti En — CTPE®A C.A., Byn. Agamosek 7, 95-035 Ozopkys, [Tonsma
HTL-Strefa S.A ul. Lotnicza 21h, 99-100 Leczyca, Poland

Eiiu Ti En — CTPE®A C.A., Byn. Jlotsinza 21r, 99-100 Jleruunr, Ionsma

YnoBuoBaxeHUit
HNPEACTABHHK B YKpaini:
Authorized representative
in Ukraine:

TOB «KPATIA MEJITEXHIKA»,

Byn. barroByriBcbka, 6yn.17-21, m. Kuis, 04107, Ykpaina.
Tem.: 0 800 21-52-32

Enexrponna nomra: 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, USREQU Code: 38670845

Knacudixamin: Kunac IIa, (3rizao ITynkry 14 Jlomatky 2 TexHidHOTO periaMeHTy IIOJO0 MEIWIHHX BHpOOIB,
Classification: 3atBeppreHoro IlocranoBoro Kabinery MinicTpiB Ykpainu No753 Bix 2 xoBTHS 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)
Mpouexypa oninku JMomarox 3 (3a BuitHaTkOM 1. 8-11), TexHiUHOrO periiaMeHTy IIOAC MEJUIHHX BHPOOIB,
BiiMOBiAHOCTI: 3arBepkenoro [locranoBoio Kabinery MinictpiB Ykpainu Ne753 Bix 2 xostHs 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 ceprudikara
BiAMORBIHOCTI:

Number of Certificate of
conformity:

UA.MD.085-17

Jexnapanis npo BignoBigHicTs Ne 1 gificHa 3 2022-09-01

Declaration of conformity No.: 1 is valid from - Pepakmis: 3
: 2 O No 1ii Revision: 3

JIeKnapal.Jm npo BlJIHOB-l]IHlCTB . JIlIiICHa go 2027-08-31

Declaration of conformity No.: lis valid until:

The page (CtopiHka) 1/2

HTL-STREFA S.A.
Adamowek 7, PL-95035 Ozorkow, Poland

T +48 42 27000 10 « F +48 42 270 00 20 » www.htl-strefa.pl * info@htl-strefa.pl
VAT: PL7321880362 « REGON: 472350579 e« District Court for Lodz-Srodmiescie in Lodz, XX Commercial
Department of the National Court Register, KRS: 0000256309, share capital: 2,934,421.10 PLN (paid in full)
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Tepmin gii ceprudixara
BIAIIOBIAHOCTI:
Certificate assessment of
conformity is valid until:

please provide as per CE validity Cert according to UkrMedCert decision

IIpn3nagennii opran 3
OIiHKH BIAMOBiIHOCTI Ta
iioro inenrudikaniinmi
KOA:

Conformity assessment
body with its identification
number:

TOB «YKPMEJICEPT»

AJpeca Miciie3Haxo/pkeHHs: Byl JIparomaHoBa, OymuHok 1-A, odic 2, M. Kuis, 02068, Ykpaina
Howmep tenedony: +38 067 595-02-30

Enexrpona aapeca: ukrmedcert@ukrmedcert.org.ua

Beb6-cropinxka: https://ukrmedcert.org.ua;

InenTndikaniiinmit 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., nexnapye BUKOHaHHS OCHOBHHX BHMOT MIOA0 MeAWIHHUX BUpoOiB, 3rigHo logatky 1 TexHitHOrO pernaMeHTy
IIOJI0 MEIUIHUX BApPOOIB, 3aTBeppKeHoro IloctanoBolo Kabinery MinicTpiB Ykpainu Ne753 Big 2 xostHs 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.

JMana Jlexiapanist npo BigmoBigHicTh BHAAHA Wil BAKJIIOYHY BilOBiTAIBHICTH BUPOGHHKA.,
This declaration of conformity is issued under the sole responsibility of the manufacturer.

Micre Bugayi: Hara nigmucy:
Place of issue: Ozorkéw Date of signing:  2022-09-01
Ilignuc ymoBHOBaXkeHOI ocobu
Signature of Authorized person
Hazga nocamu, I1Ib )
Position, Full Name Regulatory Affairs Manager, Justyna Zemigata
Jexnapanis npo BignoBigHicTs Ne 1 gificHa 3 2022-09-01
Declaration of conformity No.: 1 is valid from - Pepakmis: 3
exIapallis mpo BifnoBiAnicTs No 1jikicHa 10 Revision: 3
Alexnaparis ipo sianosisiors o lalicna X 2027-08-31
Declaration of conformity No.: lis valid until:
The page (CtopiHka) 2 /2

HTL-STREFA S.A.
Adamowek 7, PL-95035 Ozorkow, Poland
T +48 42 27000 10 « F +48 42 270 00 20 » www.htl-strefa.pl * info@htl-strefa.pl
VAT: PL7321880362 « REGON: 472350579 e« District Court for Lodz-Srodmiescie in Lodz, XX Commercial
Department of the National Court Register, KRS: 0000256309, share capital: 2,934,421.10 PLN (paid in full)
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Jexnapanis npo BianosigHicTs Ne 1
Declaration of conformity No.: 1

Icropina nepernsagy / REVISION HISTORY

Bep-cis Ne

Cro-
pinxa

Onuc 3mMinn

Buec/na:

JlaTa

Hara
HaGpanns
YMHHOCTI:

No.

Rev. no.

Page

Change description

Introduced by

Date

Effective
date:

All

3anygenns Jlekmapallis mpo BiTIOBiIHICTE.

Declaration of Conformity introduced

IO_. XKemirama
J.Zemigata

2017-09-01

2017-09-01

Appendix 2,
rev. 2

Jomano ISO 13485:2016

Buganena JICTY ISO 13485:2005; EN ISO 13485:2012, EN
980:2008

JICTY ISO 14971:2009 3amineno ua JICTY ISO 14971:2015
JICTVY ISO 15223-1:2015 3amineno ua JICTY EN ISO
15223-1:2018

1SO 13485:2016 added

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

JICTV ISO 14971:2009 updated to ICTVY ISO 14971:2015
JICTV ISO 15223-1:2015 updated to ICTY ISO 15223-
1:2018

Appendix 1, rev.
2

2,6

B nonartky 1, yknameHoro aHIIi#CEKOI0 MOBOIO:

8948 - I'onmkxa 28G Brmpasneno na 18G

7443 - Universal BunpaBneno Ha Special

8964 - rimbnra npormkHenHs 1.8 BunpasneHo Ha 1.6
8965 - ribuHa nponukHenHs 1.8 BrnpaBneHo 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

IO. XKemirara
J.Zemigata

2019-05-17

2019-05-17

Declaration
Rev. 2

Notified Body UKRMEDCERT updated (address, email,
website)

TTonoBnene noBimomnents « YKPMEJICEPT» oHoBiIeHHS
(agpeca, eNeKTPOHHA TIOITa, 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

- 3arabHMI TTeperIsif Ta OHOBJICHHS TIepeIliKy CTaHAapTiB
BimoBiaHO Ao Ilepeniky Hal[iOHATBHUX CTaHAAPTIB Ta
OCTaHHIX Bepciil BUKOPHCTOBYBAHUX MiXKHAPOHHIX
CTaH/apTiB

FO. XKemirana
J.Zemigala

2021-03-22

2021-03-22

Jexnapanis npo BignoBigHicTs Ne 1 gificHa 3
Declaration of conformity No.: 1 is valid from

2022-09-01

Hexnaparis npo Bignoriguicts Ne 1xificHa 10
Declaration of conformity No.: lis valid until:

2027-08-31

Pepaxiis: 3

Revision: 3

The page (CtopiHka) 1 /1

HTL-STREFA S.A.
Adamowek 7, PL-95035 Ozorkow, Poland

T +48 42 27000 10 « F +48 42 270 00 20 » www.htl-strefa.pl * info@htl-strefa.pl
VAT: PL7321880362 « REGON: 472350579 e« District Court for Lodz-Srodmiescie in Lodz, XX Commercial
Department of the National Court Register, KRS: 0000256309, share capital: 2,934,421.10 PLN (paid in full)
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Declaration
Rev. 3

Page 1

Page 2

Bunanenns npoyKTiB:

ergoLance JlanmeTtv 6esneqni, Ty 450
Medlance Jlanuern 6e3neqni, T 545-549
Haemofine I'omxu s mmprr-py4doxk, Tenr 810
Removal of products:

ergoLance safety lancets, type 450

Medlance safety lancets, type 545-549
Haemofine pen needles, type 810

Hogwii TepMmiH Ail cepTrgikaTa OLIHKH BiATIOBIIHOCTL
New Validity of Certificate assessment of conformity

A. KysBcbka-
Taiina
A. Kujawska-
Gajda

Appendix 1
Rev. 3

Page
3,489

Removal of REF:

ergoLance 8951, 8952, 8953

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

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

Bupnanenns REF:

ergoLance 8951, 8952, 8953

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

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

2022-08-12

2022-09-01

Jexnapanis npo BignoBigHicTs Ne 1 gificHa 3
Declaration of conformity No.: 1 is valid from

2022-09-01

Hexnaparis npo Bignoriguicts Ne 1xificHa 10
Declaration of conformity No.: lis valid until:

2027-08-31

Pepaxiis: 3

Revision: 3

The page (CtopiHka) 1 /1

HTL-STREFA S.A.
Adamowek 7, PL-95035 Ozorkow, Poland

T +48 42 27000 10 « F +48 42 270 00 20 » www.htl-strefa.pl * info@htl-strefa.pl
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3apeccrposanuii y Peectpi
«01» Bepecun 2022 p.
Ne UA.MD.085-17

CTCPIJILHUX, OXHOPAIOBOTO BHKODHCTAHH
CTCPHIILHAX, OXHOPAZOBOTO BUKOPUCTAHHA Ta

(nepenix npodykyil 3asHa4enuli na CONIH cmo
kiac Ha
BUPOOHIKA:

HTL-STREFA S.

za agpecoro: ul. Adamowek 7, 95-035 Ozorkéw, Poland;
BupoGunyi pinsskn:

HTL-STREFA S.A.
3a apgpecami: ul. Adamowek 7, 95-035 Ozorkdw, Poland,
ul. Lotnicza 21h, 99-100 Leczyca, Poland;
YIOBHOBRIKCHMH NPeACTaBuuK B YKpaini:
ToapucTro 3 00MEKCHOIO BIANOBIAAILHICTIO
3a anpecoto: BYA. barrosyrisceka, 6yaigas 17-21, 6-i nosep

BignoBizac pumMoram TeXHIYHOrO perjIaMenTy mo

3aTBepkeHoro mocranopolo KaGimery Minictpin Ykpainu nin |
BUIMOBLIHOCTL IIPOBEJCHA 3rigHo 3 JOJATKOM 3 «llopsaox
(yHrIIONYBaHRS KOMIIIEKCHOI CHCTeMH 3a0e3nedenns AKOCTD (32 BHE
OPOCKTY MEIMHIHOTO BHPOGY» HBOTO NOMATKA),
Konrtposs BiAmoBinHoCT! MeAHIHUX BUPOGIB BEMOraM 3a3HAYCHOTO TEXHIMHOTO PErilaMeHTy 3ilicH
IUBIXOM HATIARY, TEPIONMYHICTS 1 NPOUERYPH AKOTO PErAMCHIYIOTECH NPOLENypaMH Oprany 3 OHiHKH
BUITOBIHOCTI.

Cepradixar sugano Opranom 3 ouinxu sigmosimmocti TOB  «VKPMEJICEPT», axpeautorasum
HamjoHanbHiM areHTCTBOM 3 akpeuuranii Yxpainu, atectar.si 03.2021 Ne 10240, npussauennm
MinekOHOMpO3BHTKY YEpainw, 3a incHTudixamiiHeuM Ho PArOMaHOR:
Synuuok 1-A, odic 2, m. Kuis, 02059, Vipaina, Temn.: +3 si//ukrmedcert.org.ua
Ha nigerasi Pimenns QOB TOB «YKPMEJICEPT» B -22.04.22 :

ey

Kepisanx QOB

“unnicTs ceprudikara signosigHocti momna nepesipuri 8 Peecrpi na ca
59 ; See ¥R SRTeRsIRDET- 5856238 ;



TOB «VKPMERCEPTs
Jonarok o ceprudikaty npo sianosinaicrs

BHMOIraM TeXHITHOIO PEriaMenTy HoI0 MeTMYHUX BHPOOiR

Ne UAMD.O8
Bix 01 Bepecus 20

= DOKy

Ne | Hazpa meanmunoro sapoly anrailicbxomn B3 MeTHYHOT0 BHPOOY YKRPATHCHKOI0
/0 MOBOI) . MOBOK)

1 Haemolance Plus safety lancets, type 420 ce Plus Jlanern Seaneuni, Tun 420

2 Prolance safety lancets, type 430 aimem Oeaneuni, Tun 430

3 | MediSafe Solo safety lancets, type 520 ‘ amwm Gesneuni, Tam 520

4 Medlance Plus safety lancets, type 553-556

5 droplet personal lancets, type 560

6 Acti-Lance safety lancets, type 610

7 droplet lancing devices, type 700

8 droplet pen needles, type 810

9 DropSafe safety pen needles, type 820

Cwopinka 1 3 1

KepiBunx OOB
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