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PykoBoautenio

OetepanbHOM Ci1yKOBI 110 HAA30pPY
B cepe 3apaBooxpaHeHHs]
(POC3IPABHA/JI30P)

A.B. CamoiiioBoit

HMex. Ne 123/20 ot 21.05.2020 1.

VBakaemas Ainna BragumuposHa!

Komnanns «KonsaTek», B yiHne ynosnoModyeHHoro mnpejcrasurens B PO 3A0 «KonsaTex»
BhIpaXkaeT BaM cBoe mouTeHHE U CBS3M C IOSBHUBIIEMCS Ha caiiTe nmuchbMoM PenepanbHol cirykObl o
Hag3opy B cdepe 3apaBooxpanenus («Poc3gpaBmamzop») Ne 01M-922/20 ot 19.05.2020 o
MEJMIIMHCKOM H3/IeJHH, He BKIIOUEeHHOM B ['ocymapcTBeHHBIN peecTp MEJHMIMHCKHX H3JEIHH H
opraHu3anui (MHIUBHAYAIbHBIX IpeJNpUHUMATENCH), OCYINICCTBISIIONIAX IIPOM3BOJACTBO U
H3rOTOBJICHHE MEIUITUHCKHUX H3JIeHit (He3aperHCTPHPOBAaHHOM MEIMIIMHCKOM H3/EJINU) BHICHUIAET
Bam npezaBaputensHoe mHUChMO 0 MemunuHckoMm u3nenuu «Kpyxka Dcmapxa, 1.751, 105 ecm» REF
35760 0 -50 mpomssozactBa «KonBaTexk Muk.», CIIA. M3genue conpoBoXkaaercs CBEACHHSIMH O
peructpannonHom yaoctoepeHud Ne @C3 2008/02335 ot 15.05.2013.

BBuay toro, yro mucsmo B ajapec 3A0 «KonpaTex» M oTpullaTebHOE 3aKIIOYEHHE II0
pe3yJbTaTaM 3KCIEPTH3bl HaMHU IOJYy4YeHO He ObUIO, YTOYHEHHAs M JOMOJIHEHHAs Iporpamma Io
yCTpaHEHHIO BBIABICHHBIX HapylieHuit OyieT Boiciana B aapec P3H nocie ux nomydenus.

JoBonum no Bamrero ceieHusi, 4ro HamHu ObUIM BHECEHBI M3MEHEHHUS B PETHCTpPAIlHOHHOE
yaoctoBepene Ne ®C3 2008/02335 ot 15.05.2013 B yacTtu yka3aHHsI NMPOH3BOJIUTEIEM H3ACIHS
OTBeTCTBEHHOTO mpomsBoauTens wu3nenuit KomsaTex Jlumuren, CoenHHEHHOE KOPOJEBCTRO.
PerucrpanonHas JOKyMEHTAIHs Obljla IPHBEAEHA B COOTBETCTBHE C COBPEMEHHBIMH TpeOOBaHHIMH,
Ha OCHOBAaHMM 4Yero OBLIO TOJy4eHO perucTpanoHHoe ypocroBepenne Ne dC3 2008/02335 ot
08.10.2019. HoBble 1OCTaBKH JAHHOT'O H3JICJMS MMEIOT OOHOBJIEHHBIE ITHKETKH YK€ CO BCEMH
BHECCHHBIMH M3MEHEHHSMH B YaCTH YKa3aHHs CBEJCHUH O HOBOM PErHCTPAlMOHHOM Y/IOCTOBEPEHHH,
uH(pOpPMaMK O HETOKCHYHOCTH u3/enus, ykazanHod CE mapkoil. MecroM NpoM3BOJCTBAa paHee
NPOU3BOMMBIX JA@HHBIX MEIMIIMHCKHUX H3JeNHi ObUla U OCTaeTcsi MPOU3BOJICTBEHHAS IUIOUIAKA B
Pecniyomuke benapycs, FE Unomedical Ltd., Fanipol, 222750, Belarus.

Ms1 noarBepkaeM, uto uznenue «Kpyxkka Demapxa, 1.751, 105 em» REF 35760 0 -50,
COTIPOBOMKIAAEMOE CBEJICHUSMH O pErHCTpaIHOHHOM y1octoBepeHid Ne ®C3 2008/02335 or 15.05.2013
OTCYTCTBYET Ha HaIlleM CKJIaJe.
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Taxke coobmaeM Bam, 4To B ajpec MEJMIMHCKHX OpPTraHM3allMi, TOPryHOIMX TaHHBIM
m3nemaem 3A0 «KonaTek» HalpaBuio MAChMO 00 OT3bIBE IAHHOIO METUIIMHCKOTO H3/ICTHA.

[TpunokeHue K HUChMY:
IIpunoxenune 1 — [IporpaMma ycTpaHeHHUs BBIABICHHBIX HapyIIeHHH

[Ipunoxenue 2 — MupopManEoHHOE MUCHMO CYOheKTaM oOpanieHAs] MeTHITHHCKAX M3/ICITHi

["eHepanbHBIH JHPEKTOP

3A0 «KousaTexk» [IIop O.A.




IIporpamma ycrpaHeHHs BLISIBJICHHBIX HAPYIIeHHH

[Ipunoxenue 1

Ne MeponpusTue Hara Craryc Pesynbrar
1 | Hanpasnenue npeasaputensHoro mucbMa 3A0 | 21.05.2020 | Bemonneno
«KonBaTex» Ne 123/20 or 21.05.2020 ¢
nporpammoii Meponpusituii B P3H B orser Ha
nucekMo  Ne  01M-922/20 or 19.05.2020,
pa3menieHHoe Ha caiite P3H
2 | Ilonyuenue mucema B aapec 3A0 KoupaTek u | 21.05.2020 | Oxupaercs
SKCIIEPTHOTO  3aKIIOYEHHS O MEIHLIUHCKOM
15663 () 131051
3 | Hampaienne B ampec P3H Veemomsenus | 21.05.2020 | Bemonneno
cyObexkTaM 00palieHuss MEeIMIIMHCKOrO H3/E/IHs
00 0T3bIBE MPOYKTA (IPHIIOKEHHE K ITHUCEMY Ne
123/20 ot 21.05.2020).
4 | 3anpoc uHpOpPMaIMK 110 Hoay4eHHoMY muchMy | 21.05.2020 | Bemonseno Hudopmarus
P3H B mrab-kBapTHpe KOMIIAHUH OKHJIaeTCs
5 | Buecenue usmenenuii B PY u perucrpanmonnyio | 08.10.2019 | Bemonneno [lomydeno
JIOKYMEHTAI[MI0 Ha MEIUIMHCKOE H3JIeIHE B pEerucTpanuoHHOE
YacTH: ynocroBepenue Ne
@®C3 2008/02335 ot
—  Vxkazanue uHbOpMaIHK 0 08.10.2019
HETOKCHYHOCTH U3JENUs Ha ITHKETKE,
— VYkazanus 3Haka CE MapKku Ha STHKETKe,
— VYTO4YHEHHE MaTepHaloB, U3 KOTOPBIX
H3rOTOBJICHO H3JIETHE.
—  YToyHeHHE TeXHHYECKUX XapaKTePHCTUK
W3JIeITUS
6 | ITposepka cknaackux 3anacoB 3A0 «KonpaTex» | 21.05.2020 Bemonaeno | WMsgenme JIAHHOTO
HAa H&IM4YMe U3JeNUil JaHHOrO apTHKy/lIa | apTHKylla W HoMepa
apTHH mapTHH Ha  CKIaje
OTCYTCTBYET
7 | OcranoBka BBO3a janHoro wmeauiuHckoro | 10.2019 Bemonneno | BBo3 maHHBIX U3enui

H3JIENHS, COMPOBOXK/IAEMOr0 cBeJeHUsMU o PY
Ne @®C3 2008/02335 or 15.05.2013 =Ha
TeppuTopHio PO

HEC IIPOHU3BOJHUTCH




8 | Hampasienue yBemomiieHus mucTpHObroTopam | 21.05.2020 BeimonHeHo
3A0 «KousaTek» 00 0T3bIBE U31ETUA

9 | Opranuzanus npreMa W3/1enuit ot | 21.05.2020 OcymecTBns
juctpudsroropos u JIITY. eTcs
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CyObexTam oOpaleHust MeTHIIHHCKAX W3/eJIUH

VBCILOMIICHHG 00 0T3hIBE MEIUIIHHCKOTO U31ETHA

Komnanus «KonsaTek» B nmie ynonnoMoueHHoro npejcrasurens B PO 3A0 «KonsaTek»
yBeaomiisier Bac 06 oT3biBe u3 obpanienns MeauniHCKoro n3nemns «Kpysxkka Demapxa, 1.75:1, 105 em»
REF 35760 0 -50 npoumssoactBa «KomsaTex Wuk.», CIIA, lot 316718, compoBoxnaemoe
PErMCTPAMOHHBIM  yaocToBeperneM Ne dC3 2008/02335 ot 15.05.2013 B cBA3M C MHCHMOM,
onyONMKOBaHHBIM Ha caiite @enepaibHoil cmyx0pl 1Mo Hamzopy B chepe 3/1paBOOXPaHEHHS
www.roszdravnadzor.ru Ne 011-922/20 ot 19.05.20 «O MeIUUHMHCKOM H3IEIUH, HE BKIIOYECHHOM B
[ocy/lapCTBEeHHBIH  peecTp  MEIMIHHCKHX  H3eHH M OpraHu3ainuid  (MHIUBHIYaJTbHBIX
npenpuHEMAaTeNeii), OCYIIECTBISIONIMX IIPOM3BOJICTBO M HM3IOTOBICHHEC MCIUIHHCKHX W3/ENHH
(He3aperucTPUPOBAHHOM MEIMIIMHCKOM H3/ICIIHH )».

3A0 «KouBaTek» mpocHT Bcex CyOBEKTOB OOpalllcHHS MEIHIIMHCKOrO H3JIe/Ms MPOBECTH
IPOBEPKY HAJIMYMs YKa3aHHOM NapTHH MEIMIIMHCKOTO H3/IENIUs U B CJIy4ae €€ BbISBJICHUS OCYIECTBUTD
sosspar m3gesms 3A0 «KonsaTex» s mocnemyromero yHuuroxesus. [Io BceM BO3HHKAOIIHM
BOIIpOcaM, TOXanyicra, obpamiaittecs B ciayx0Oy 1o pabore ¢ kauenrtamu 3A0 «KonsaTek» 1o e
8 (495) 663-70-30.

HpHHOCHM HU3BHHCHHA 3a IPUYHUHCHHBIC HCyﬂOSCTBa.

['eHepaIbHBIA JUPEKTOD

3A0 «KounpaTek» [lop O.A.
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