TOB «JTOA0P»

Ten.: +38(044)207-07-36
www.glewdor.com

e-mail: info@glewdor.com

[exnapadisi npo BignoBigHicTb N2 5

3aranbHa Ha3Ba MefjUyHIUX BUPODIB:

common name of medical devices:

MeguuHi hapmaLieBTUYHI XONOAUNbHUKM, MEAUYHI apMaLIEBTUYHI
MOPO3WJIbHI KaMepu Ta MeanyHI hapMaLeBTUYHI XONOAUNbHUKN
KOMOIHOBaHI 3 MOPO3W/IbHOIO KaMepoIo

Medical Pharmacy refrigerators, Medical Pharmacy freezers and
Medical Pharmacy refrigerators combined with a freezer

Mepenik MeguyHuUX BUPOOIB:

List of mediical devices:

[ue. logatok 1 fo uiei fleknapauii npo BianoBigHICTb (44 noauuii)

See in Annex 1 to this Declaration of conformity (44 positions)

BuUpo6HUK:

Manufacturer:

TOB «KomnaHist IHOITEK»

0¢. 2014, byp. 3, Jlira Mi>XHapoAHUX XyAOXHIX napkiB, N¢ 1222,
3axigHa Aori Poya, PaitoH Jlices, Li3iHaHb, LLlaHbayH, Kuaii
Ten. +8618764156116, lanewu@infitec.com,
https://infitek.com

INFITEK CO, LTD.

M. 2014, BLDG. 3, LIGAOGUOJIHUAYUAN, NO. 1222, WEST AOTI
ROAD, LIXIA DISTRICT, JINAN, SHANDONG, CHINA

7€l +8618764156116, lanewu@infitec.com,

hitps.//infitek.com

YIOBHOBaXeHUI NpeACTaBHUK B YKpaiHi:

Authorized representative in Ukraine:

ToBapuCTBO 3 06MEXEHOIO BianoBiaanbHicTio «JIIOL0P»,
Kon 3a EIPMNOY 37783808

np. Mepemory, 53A, 0.103, M. Kuis, 03680, Ykpaia
Ten./daxc: +38(044)207-07-36

e-mail: info@glewdor.com

https://glewdor.com

GLEWDOR LTD

Peremogy ave. 534 (office 103) Kyiv 03067, Ukraine
Tel/fax: +38(044)207-07-36

e-mail: info@glewdor.com

hitps.//glewdor.com

Knacudikauis 3rigHo TexHiYHOro pernameHTy Lofo
MefMYHUX  BUpOGIB, 3aTBepaKeHoro  [locTaHoBOW
KabiHeTy MinicTpiB Ykpaitu N2 753 Big 2 XKOBTHS
2013 p.:

Classitication according to Technical regulation on
Medical devices approved by Decree of the Cabinet of
Ministers of Ukraine N° 753 of October 2. 2013:

Jlopatok 2, knac |

Annex 2 class |

06'ekT  fmeknapauji, OnucaHWiA Bulle, BiANOBiAae
BUMOTraM TakuX TEXHIYHUX PErnameHTiB;

TeXHIYHMIA  pernameHT LWoA0 MEAWYHUX BUPOGIB, 3aTBEPKEHMIA
MocTaHosoto KabiHeTy MinicTpiB Ykpaitu N2 753 Big 2 )oBTHs 2013 p.
TeXHIYHMIA pernaMeHT 06MEXeHHS BUKOPUCTAHHSA IEAKUX HE6E3NEYHUX
PEUOBUH B €NIEKTPOHHOMY 061aJiHaHHi, 3aTBEPAXEHMA NOCTaHOBO
Ka6inety MinicTpip.Ykpaiiv N°139 i 10 6epeans 2017 p.

TeXHquM 14 6r1aMEHT HU3BKOBOMBTHOMO ENEKTPUYHOTO 06NaAHAHHS,

Micue Bugaui: Kuis, Ykpaia

Place of issue: Ky, Ukraine

[lata nignucy/Mignuc ynoBHOBaXeHoT 0cobu
Date of signing/Signature of Authorized person
PEOAKLIA T

10-02-2025

16 ynoBHOBaxeHOi 0cobu/HasBa nocaau

e BARITEHKo AHpit Banepiiiosn / [ApeKTop

03680, Ykpaika, M. Kuig, np. Mepemory, 53 A, ot.103.

TOB «nioiop» E/IPTI0Y 37783808, IBAN UAG73206490000026002052646769 & MAQ KE «TIPYBATBAHK, MO0 320649
Ten.; +38(044) 207-07-36




TOB «[JTO[10P»

Ten.: +38(044)207-07-36
www.glewdor.com

e-mail: info@glewdor.com

Above mentioned object of the declaration is in

compliance with the following technical regulations:

3aTBepxeHui MocTaHoBoo KabiHeTy MiHicTpiB Ykpaiu N¢ 1067 Bia
16 rpyaHs 2015 p.
TexHIYHUA pernameHT 3 eNeKTPOMArHiTHOI CyMICHOCTI 06MaiHaHHS |
3aTBEpAXeHui MocTaHoBo KabiHeTy MiHicTpiB Ykpainu N2 1077 Big
16 rpyans 2015 p.

Technical regulations on Medical devices approved by Decree of the
Cabinet of Ministers of Ukraine N? 753 of October 2, 2013.

Technical requilations for the restriction of the use of certain hazardous
substances in electronic equjpment approved by Decree of the Cabinet
of Ministers of Ukraine N° 139 of March 10, 2017.

Technical requiations for low-voltage electrical equjpment approved by
the Decree of Cabinet of Ministers of Ukraine N° 1067 of December 16,
2015,

Technical requiations on electromagnetic compatibility of equjpment,
approved by Decree of the Cabinet of Ministers of Ukraine N° 1077 of
December 16, 2015

TepMiH Aii aeknapauii npo BiANOBIAHICTb:

The validity of declaration of conformity:

CTpok Aii pexknapauii go 12.04.2029

Validity period 12.04.2029

Mpoueaypa OLiHKM BiAMOBIAHOCTI:

Conformity Assesment Route:

Myuktn 1,2, 3, 4 fo Logatoky N28 — NMOPALOK
3iACHEHHS BHYTPILUHBOMO KOHTPOIO BUPOGHULTBA MEAUYHNX BUPOGIB.

Sections 1, 2,3, 4 of Annex 8 - The procedure for internal control of medical
devices production.

[lexnapaLito cknageHo nig LinkoBUTY BiANOBIAANbHICTb BUPOBHIKA.
The Declaration of conformity is written under the full responsibility of the Manufacturer.

TexHiYHa JOKYMeHTaLif Ha MeMYHi BUPOBM BiANOBIAHO A0 Lii€T AeknapaLii npo BiAnOBiAHICTb Byna po3pobieHa Ta
3bepiraeThbes 3a afpecoto: np. Mepemorw, 53A, 0. 103, M. Kuis, 03067, YkpaiHa.
The technical documentation for medical devices to this Declaration of Conformity has been developed and kept by

Peremogy ave.53A (office 103) Kyiv 03067, Ukraine.

Micue Bugaui: Kuis, Ykpaina

Place of issue: Ky, Ukraine

[llata nignucy/Mignuc ynoBHOBaXeHOT 0Co6H
Date of signing/Signature of Authorized person
PEOAKLIA 1

AVx 10-02-2025

MN16 ynoBHoBaxeHoi 0co6u/Ha3Ba nocagu

JanineHko AHapiii BanepitioBuy / [iupektop

03680, Ykpaiha, M. KuiB, np. MepemMory, 53 A, 0.103.
TOB «miopop» E[PMOY 37783808, IBAN UA973206490000026002052646769 B MAO KB «PUBATBAHK», MO0 320649

Ten.: +38(044) 207-07-36




TOB «[JIO[10P»

Ten.: +38(044)207-07-36
www.glewdor.com

e-mail: info@glewdor.com

Hogatok 1 go [leknapaliii npo BignoBigHicTb N2 5
Annex 1 to the Declaration of conformity N2 5

Mepenik MeagnYHMX BUPOGIB
List of medical devices

Mepenik MEAUYHNX BUPOBIB, AHININCbKOIO
N MOBOIO Mepenik Mefu4HMX BUPOGIB, YKPaiHCLKOK MOBOIO
3. List of medical devices List of medical devices in Ukrainian
in English
| Medical Pharmaceutical Refrigerator MeauuHuit hapmaLieBTUYHMA xonoaunbHuK Infitek PR5-60
' Infitek PR5-60
Medical Pharmaceutical Refrigerator MeguyHuit hapmaLieBTYHMIA xonoaunbHuk Infitek PR5-100
2. :
Infitek PR5-100
Medical Pharmaceutical Refrigerator MeaunuHuit hapmaveBTMYHUA xonoaunbHuk Infitek PR5-250
8. :
Infitek PR5-250
Medical Pharmaceutical Refrigerator MeanuHuit bapmalieBTMYHMI xonoannbHuk Infitek PR5-310
4, :
Infitek PR5-310
Medical Pharmaceutical Refrigerator Mennynuii GapmaLieBTUYHNI xonoaunbHuK Infitek PR5-315
5 :
Infitek PR5-315
Medical Pharmaceutical Refrigerator Meaunynuii bapmaLeBTUYHIA xonoannbHu Infitek PR5-320
6. :
Infitek PR5-320
7 Medical Pharmaceutical Refrigerator Meanynuin hapmalieBTUUHNA xonoannbHuk Infitek PR5-370
' Infitek PR5-370
Medical Pharmaceutical Refrigerator MefnyHuit papMaLleBTUUHMIA xonoaunbHuK Infitek PR5-415
8. :
Infitek PR5-415
9 Medical Pharmaceutical Refrigerator MenuHuit papMalleBTUYHMIA xonoaunbHuk Infitek PR5-420
' Infitek PR5-420
10 Medical Pharmaceutical Refrigerator Meauyunui hapmalieBTUYHIA Xonoaunbruk Infitek PR5-660
' Infitek PR5-660
’ Medical Pharmaceutical Refrigerator MeauuHuit hapmaLeBTUYHII xonoaunbHuK Infitek PR5-
' Infitek PR5-1000 1000
1 Medical Pharmaceutical Refrigerator Mennynuit bapmaLeBTUYHNI xonoaunbHUK Infitek PR5-
' Infitek PR5-1500 1500
13 Medical pharmaceutical refrigerator MeanyHnin GapMaLieBTUYHUIA XONOAUIbHUK KOMOIHOBAHMI
| _combined with freezer Infitek CRF25-300 3 MOpO3KNbHOK Kameporo Infitek CRF25-300
14 Medical pharmaceutical refrigerator MefnyHuit hapMaLeBTUYHMIA XONOANABHUK KOMBIHOBAHMIA
| _combined with freezer Infitek CRF25-370 3 MOPO3KNbHOK Kamepoto Infitek CRF25-370
15 Medical pharmaceutical refrigerator with MeanyHuit hapMaLIeBTUYHMIA XONOAMIbHUK KOMBIHOBAHMIA
' freezer Infitek CRF40-370 3 MOPO3KIbHOK Kamepoto Infitek CRF40-370
16 Medical pharmaceutical freezer Infitek
' ULF150-H130

Micue Bugaui; Kuis, Ykpaina

Place of issue: Kyiv, Ukraine

[lata nignucy/Mignuc ynoBHOBaXeHOT 0co6u
Date of signing/Signature of Authonized person

PEOAKLIA 1

Ml ynoBHOBaxeHoi 0cobu/HasBa nocaau

03680, Ykpaika, M. Kuis, np. Mepemory, 53 A, ot.103.

TOB «ntopop» EAPMNOY 37783808, IBAN UA973206490000026002052646769 B MAO KB «[IPUBATEAHK», MOO 320649
Ten.: +38(044) 207-07-36
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17 Medical pharmaceutical freezer Infitek MeaunyHa hapmMalieBTMYHA MOpO3ubHa kaMepa Infitek
' ULF86-60E ULF86-60E
18 Medical pharmaceutical freezer Infitek MeanyHa hapmalieBTMYHa MOpo3uabHa Kamepa Infitek
' ULF86-190E ULF86-190E
19 Medical pharmaceutical freezer Infitek MeanyHa GapmalieBTUYHa MOPO3nibHa Kamepa Infitek
' ULF86-340E ULF86-340E
20 Medical pharmaceutical freezer Infitek MegnyHa GapMaLieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-410E ULF86-410E
o1 Medical pharmaceutical freezer Infitek MeaunuHa hapmMalieBTUYHA MOpO3ubHa kaMepa Infitek
' ULF86-590E ULF86-590E
29 Medical pharmaceutical freezer Infitek MeanyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
‘ ULF86-730E ULF86-730E
23 Medical pharmaceutical freezer Infitek MeanyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-840F ULF86-840F
2 Medical pharmaceutical freezer Infitek MeanyHa GapmalieBTMYHa MOpo3uabHa kamepa Infitek
' ULF86-340 ULF86-340
25 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOPO3ubHa Kamepa Infitek
' ULF86-410 ULF86-410
26 Medical pharmaceutical freezer Infitek MenauyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-590 ULF86-590
77 Medical pharmaceutical freezer Infitek MenauyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-730 ULF86-730
28 Medical pharmaceutical freezer Infitek MeanyHa GapmalieBTMYHa MOpPo3uabHa Kamepa Infitek
' ULF86-840 ULF86-840
2 Medical pharmaceutical freezer Infitek MeauuHa GapmalieBTUYHa MOPO3ubHa Kamepa Infitek
' ULF86-410P ULF86-410P
30 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-530P ULF86-590P
a1 Medical pharmaceutical freezer Infitek MeauyHa hapmalieBTMYHA MOpo3unbHa kamepa Infitek
' ULF86-730P ULF86-730P
39 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' ULF86-840P ULF86-840P
23 Medical pharmaceutical freezer Infitek MeaunyHa hapmMalLieBTUYHA MOPO3NbHa Kamepa Infitek
' LF60-H110 LF60-H110
34 Medical pharmaceutical freezer Infitek MeanuHa GapmalieBTMYHa Mopo3unbHa Kamepa Infitek
' LF60-H310 LF60-H310
35 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOPO3nTbHa Kamepa Infitek
' LF45-408D LF45-408D
36 Medical pharmaceutical freezer Infitek MeaunyHa hapmalieBTMYHA MOPO3nbHa Kamepa Infitek
' LF40-H110 LF40-H110
57 Medical pharmaceutical freezer Infitek
' LF40-H310

Micue Bugaui: Kuis, Ykpaina

Place of issue: Kyiv, Ukraine

[Aata nignucy/rignuc ynoBHOBaXeHOT 0co6u
Date of signing/Signature of Authorized person

PEOAKLIA 1

MIb ynoBHOBa)eHoi 0cobu/Ha3sa nocaau

03680, Ypaiia, w. Kvis,np. Mepemoru, 53 A, 0103

TOB «['miopop» EAPIOY 37783808, IBAN UA973206490000026002052646769 & MAQ KB «MTPUBATEAHK», MOQ 320649
Ten.: +38(044) 207-07-36
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e-mail: info@glewdor.com

38 Medical pharmaceutical freezer Infitek MeanyHa GapMalieBTMYHa MOpo3unbHa kamepa Infitek
' LF40-H490 LF40-H490

39 Medical pharmaceutical freezer Infitek MeaunuHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' LF40-270E LF40-270E

10 Medical pharmaceutical freezer Infitek MegnyHa hapMalieBTMYHa Mopo3aunbHa kamepa Infitek
' LF40-280E LF40-280E

A1 Medical pharmaceutical freezer Infitek MegauyHa hapmalieBTMYHA MOPO3ubHa kamepa Infitek
' LF40-330E L F40-330E

2 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOPO3nbHa Kamepa Infitek
' LF40-360 LF40-360

13 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOpPO3nibHa Kamepa Infitek
' LF40-530 LF40-530

1 Medical pharmaceutical freezer Infitek MeauyHa GapmalieBTUYHa MOpPO3ubHa Kamepa Infitek
' LF40-940 LF40-940

Micue Buaaui: Kuis, Ykpaita

Place of issue: Ky, Ukraine

[fara nignucy/Mignuc ynoBHOBaXeHoi 0co6U
Date of signing/Signature of Authonized person

PEAAKLIA 1

10-02-2025

Ml ynoBHOBa)KeHoi 0co6u/HasBa nocaau

[aHinexko AHgpiii Banepiiioud / [lupekTop

03680, YkpaiHa, M. Kuis, np. Mepemory, 53 A, 0¢.103.
TOB «[nrogop» ELIPTIOY 37783808, IBAN UA973206490000026002052646769 B MAQ KB «MPUBATBAHK», MO0 320649
Ten.: +38(044) 207-07-36
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