JTEKJIAPALUSA ITPO BIAITOBITHICTH

Declaration of Conformity

Ne UA-GLT-02 Penakuis 02

Revision 02
CtaHoMm Ha: 1307 2023
Effective date

M, npyBaTHe MiANPUEMCTBO “Tanit”,
3HAXOAMMOCSH 32 aApecoio:
Byn. 15 KkBiTHS, 6€, C. Baitxiui, TepHOITINLCHKHIA
paiton, TepHoninbcbka 0071, 47711, Yxpaida
LM CaMUM AEKIapy€eEMOo MPO HACTyTHE:

We, Private Company «Galit»,

located at:

6E, 15 Kvitnya St., village Baikivtsi, region Ternopil,

47711, Ukraine
herewith declare that:

| Meanyui Bupobu:
Medical devices
Tepenix BUPOOiB:
‘ List of products:
BupoOHUK:

Manufacturer:

Anpeca BUpOOHUKA Ta MicLe
‘ 36epiraHHs TEXHIGHOT
JOKyMeHTaLLT:
Address and the place of
storage of technical
documentation.

‘ Knacudixauis:

Classification:

Tlpoueaypa NpoBEACHHSA
OLLIHKY BiANOBIAHOCTI:

Compliance assessment
procedure:

Me6ni Menwmi_«SlRTJS» '
Medical furniture «SIRIUS»

Tonatok | 1o nexnapaii BianosinHocTi (36 HalMEHYBaHb)
Annex 1 to Declaration of conformity (36 items)

TIpuBaTHE MiANPUEMCTBO «[amim
Private Company «Galit»

By.1. 15 KeiTHs, 6€, ¢. Baiikislli, TepHOMiNbCLKNH paHoH, TepHroninbehka 061acTh,
47711, Ykpaina

Ten.: 0 800 502 998; +38 093 081 87 78; +38 050 338 10 64

e-mail: office@galit.te.ua; www.galit.te.ua

6E, 15 Kvitnya St., village Baikivisi, region Ternopil, 47711, Ukraine

Phone: 0800502998; +380930818778; +380503381064

E-mail: office@galit.te.ua; www.galit.te.ud

Knac | (3riavo Jdonarky 2 TeXHiUHOrO pernamerTy woa0 MeaMuHuX BUpoOiB Ne753

satepmkenni [locranosoio KMY iz 02 sosTHs 2013 poky)

Class [ (according to Annex 2 of Technical regulation concerning medical devices,

approved by the Decree of the Cabinet of Ministers of Ukraine on 02 October, 2013 under

No. 753) '

3rigHo Jonatky Ne 8 myukti 1-4  (TTopsnok JAifCHEHHA BHYTPIIHBOTO KOHTPOIO
BUPOOHNIITBA MELHYHUX ipo6is) - TexHiuHmil peraaMeHt MO0 MEAHHHHX BHPOOIB
(sarBepiukennit [Toctanosoro KMY pin 02 wostha 2013 poky Ne753)

According to Annex 8 points 1-4 (Procedure for internal control of production of medical
devices) of Technical regulation concerning medical devices (approved by the Decree of
the Cabinet of Ministers of Ukraine on 02 October, 2013 under No. 753)

Buweesrazani aupobu gionogioaions OCHOGHUM GUMO20M onst
seouinux eupobie seiono Texnivnozo peenamenny Wooo
weduuHIx aupobie (sameepoxcent [Tocmanueok KMY sio 02
acoemun 2013 f}uk‘j',\?'ﬂj.“

Texuivna QoRYMEHMA IR Ha MR aupobu pospodesa na
snposuoscena. [lexnapayia cknadena 1io) HOGH)
gionosioasiicms eUPOGHUKA, Bionogidansnionts 3a
docmosipricme Hadan ol doryMenmayil nece GUPOTHUK,

The above-mentioned devices meet the basic requirements for

medical products according to the Technical Regulations on

Medical Products (approved by Resolution of the CMU dated
October 2, 2013 No. 753)

The technical documentation for the medical device has been
developed and implemented. The declaration of conformity is
made under the full responsibility of the manufacturer. The
manufacturer is responsible for the authenticity of the provided
documentation

BianosiganbHMi 3a CKNanax
puaaHHs / Responsible for
compilation and issuance

Micue i gata BuganHs/
Place and date issue:

‘ Jlupextop / Director

Jlana pekaapauis € YnHHa 10 12 junns 2028 poky.
This declaration is valid until 12th of July 2028

[lpuBatHe NiANPHEMCTBO «ani»
Private Company «Galit»
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No UA-GLT-02 PeﬂzlxKui;{ 02
ZI;EKJIAPAHIH ITro BIAIOBIAHICTD Revision 02|

Declaration of Conformzty Crarom a: 13072023 |
Effective date: |

JTOJATOK 1
Jlo nexnapauii npo sinnosinticts UA-GLT-02

ANNEX 1
to Declaration of conformity No UA-GLT-02

e
[Ne |Katanorosnii |Ludp K/ Hassa Bupody ykpailichbKow MOBOIO / 'Haspa memnuuoro Bupody auraifcLKolo |
nomep / REF | Code ace. to CD | Name of the device in Ukrainian | mosoto / Name of the device in English |
number .
| 1. |Si-MB-wbL AETA4.240.002- | Moaynb MEARYHAX meOniB mia Module of medical furniture for sink \
|_4 1001 MUBaNlbHHK - .
|2. |Si-MB-wbR AELA4.240.002 | Moaysib MEAUHHHX mednin nin Module of medical furniture for sink \
| ymMUBaABHIK

I3 Si-MB-dsL TAECA4.280.002- | Mony/ib MEAUIHNX mebniB 3 Module of medical furniture with door
| \001 _} BepLATAMM

_J_

Module of medical furniture with door ]

|Sl -MB-dsR AEIA4.280.002

‘ Si-MB-4m

Si-MB-2m4s

Monyib MEAMTHUX ix MeGIiB 3

JBEpLATAMH
Moaynb MEAMHHAX MeOITiB 3
(VX1 Aam i \
[ Moaynb MeauuHnx meGiis 3 | Module of medical furniture with drawers
Ly xas1aMn - —L

Momy/b MEAMYHNX X MEGIB 3 Module of medical furniture with drawers ~

AET'A4.250.003 Module of medical furniture with drawers

AETA4.250.004

- AET'A4.250.006

Si-MB-211m
| wyxasgamu
Moayiib MeAndRKX MeBIB 3 Module of medical furniture with drawers

|8 Sl MB-3m2s AET'A4.250.008
| uryxusaaMu

MoayJb MEANIHUX MeOAIB 3 Module of medical furniture with drawers

LIy X s iami \

Monyib MEAHYHUX mebniB 3

Y XNAIAM M

Monym, MeanuHUX MeOstin il

YMUBAILHUK

e s
‘9 ‘_Sl MB-212s AEA4.250.011

_’,l
!_ ISIMB 1155 |AE[A4.250.013

Module of medical furniture with drawers

|T{ 1Si-MF-wbL AEIA4.240.001- Module of medical furniture for sink
001

}_12. | Si-MF-wbR AETA4.240.001

N e e
Moayb MEARYHUX MebiB iz | Module of medical furniture for sink
| yMUBANBHUK -

\ 13. | Si-MF-dsL \AEFA4 280.001- | Moaynb MeIUUHUX me6miB 3 Module of medical furniture with door ‘
o) 001 lnae uATamMu !
| 14. | Si-MF-dsR AEIA4.280.001 | Moayib METHUHUX mebniB 3 Module of medical furniture with door N
- aBepLATAMH = S |

15. | Si-MF-4m [AETA4.250.001 | Moayab MEAMYHUX Me6a1iB 3 Module of medical furniture with drawers |
| || \ wyXxasgamm o R

16. | Si-MF-211m AETCA4.250.005 |[Momy/lb MEAHHYHNX MeGiin 3 Module of medical furniture with drawers |

| | Iy XJsamMu

e L
Mony/ib MEAUYHNX me0iB 3 Module of medical furniture with drawers

Ly XJIsaamu . |
Mognysib MEAUUHNUX MeGniB 3 ‘ Module of medical furniture with drawers ‘

Si-MF-2m4s

18, | Si-MF-3m2s
TSiME212s |

AEI'A4.250.007

AEI'A4.250.009

L LIy XJis1ami = - =

| 19. | Si-MF- |AEFA4.250.010 ‘ Moyllb MEARYHNX MeoniB 3 |M0dule of medical furniture with drawers |

= |——-—-— ——— |yw/_— (A W= ROTECEN & RR

|20_1| Si-MF-115s AECA4250.012 |Moayb MeAUUHHX me0:liB 3 " IModule of medical furniture with drawers i
Iy XA AaMA

71 |Si-MMS-1m3s | AETA4.330.001 | Moyt MEIVMHHIX MEGITIB 3 KOMCHOIO
0a3o1o

Mo/y/lb MEANYHUX Me01iB 3 KOMICHOD

Module of medical furniture with wheet |
base

Module of medical furniture with wheel
e 6asoto . #me
123, |Si-MM-2lim AETA4.330.004 | MoayJjk MEANHHUX veonis 3 konicHowo | Module of medical furniture with wheel I
= 2\7 | Gazoio

AET'A4.330.003

‘ base

E4_~ Si-MM-212s AELA4.330.005 | Moﬂyﬂbgénm HIUX MEOJIIB 3 KO 3 KOMCHOIO | Module of medical furniture with wheel
I [ 1.1 I ———— _ | base
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25. | Si-MM-3m2s | AE[A4.330.006 |Mopaynb MEANHHUX MeGnis 3 koaicnoio | Module of medical furniture with wheel
6azow base

26, |Si-MM-2m4s | AETA4.330.007 | Moayib MEAHUHNX MeOIB 3 xonichoto | Module of medical furniture with wheel

L 6azoto ) base

27. | Si-MM-4m AE[A4.330.008 | Moayiab MeanuHNX MeG1iB 3 KONCHOIO Module of medical furniture with wheel

- | 6azot0 ) base

28. | Si-MM-115s AETA4.330.009 | Moay/ib MeanyHux mMebJiin 3 KOJICHOIO Module of medical furniture with wheel

L 6azo10 base

29 |Si-MMS-2mls | AETA4.330.011 |Momynb MEANUHUX Me6iB 3 konicroro | Module of medical furniture with wheel

. 6azol0 base

30. | Si-MMS-5s AE[A4.330.012 | Moaynb MeanuHux Me6iB 3 KOAICHOKO Module of medical furniture with wheel
6a3o10 i base

31. |Si-MWD-R AETA4.340.001 | Moayas MeauuHunx meonis (Jlncnexcep) Module of medical furniture (Dispenser)

32. |Si-MWD-L AETA4.340.001- | Moayab meauunux mebais (Jluenercep) Module of medical furniture (Dispenser)

001

133, |Si-MWD-big AEA4.340.003 | Moayab MeanuHux mebais (Incnencep) | Module of medical furniture (Dispenser)

34. |Si-MWD-m AE[A4.340.004 | Moayas meantuux me6nis (Hasicha Module of medical furniture (Hanging
wada) cabinet)

35. | Si-MWD AEIA4.340.002 | Monye meanstux mebais (Haicha Module of medical furniture (Hanging

L wada) ] cabinet) )

36. | Si-MM AETA4.330.031 | Monynb meanunux mebais nig 3-/1 Module of medical furniture for 3-D

e | ckanep scanner

BianosisanbHUit 3a ckiaaaHHa i

IS

guaanHsa / Responsible for
compilation and issuance

Micue i nata BunaHas/
Place and date issue:

Jupexrop / Director

IMpuBaTHe nianpuemctso «lanim
Private Company «Galit»

Bya. 15 xBiTHA 6€, c. BaiikiBii, TepHOMNBECHKMA paioH, TepHOMiNBCHKA

obnactb, YKpaina

6E, 15 Kvitnya St., village Baikivist, region Terii‘

13.07.2023

3onoTtuit Bonoanmup Ietposiu
Zolotyy Volodymyr Petrovych
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