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27501, M.CBITNOBOACHK
Kiposorpaacbka obn., Byn.€roposa,41
Ten./dakc (05236) 7-22-95

E-mail: GenesisSV@gmail.com

p/p UA023510050000026004564947400 B
AKIB “Ykpcub6aHk» M. Xapkis, M®O 351005,
kop €APMOY 20650786

We, Genesis LLC, based in Ukraine, Svitlovodsk, street Horodotska (Yehorova)
41, assign Ecochimie SRL, based in Republic of Moldova, mun. Chisinau, str.
Valea Crucii 2, of. 85, as an authorized representative in correspondence with
the conditions if directive 93/42/EEC, 98/79/EEC and 90/385/EEC.

We declare that the company mentioned above is authorized to register, notify,
renew or modify the registration of medical products/devices on the territory of the

Republic of Moldova.

Place: Svitlovodsk : 49 october, 2022

Nelipa Volodymyr
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AEKNAPALUA
coorBetTcTBUA N26

ObuiecTBo c OrpaHUYEHHOMN OTBeTCTBEHHOCTbIO «TEHE3UCHY

KOTOpOe HaxoauTca no aapecy - YkpauHa, r.Ceetnosoack, Byn. Eroposa
(Topopgoukasn), 41

Koa npeanpuatua ¢ EMPMNQOY: 20650786 5

B /nvue aupektopa Henunbl Bnagumwupa AnekcaHapoBuuYa NOATBEPKAAET, 4TO
MeLNLUMHCKOe usgenuve

Tecmol KOHMPOAA MemMnepamypHsIX Pexcumos cmepuausayuu u
npeocmepunu3ayuoHHOU 04UCMKU,

KOTOpO€e NPOU3BOAUTCA CEPUNHO MO TEXHUYECKUM ycnosuam TY Y 24.4-20650786-
006:2009 B McnonHeHuax, npusBeaeHHbIX B MpunoxkeHun 1 Kk aton [eknapaumm

oTBevaeTr TexHunyeckomy pernameHty nNo MeAUUUMHCKUMM  u3genuam  AnA
AVArHOCTUKKM in vitro yteepxaeHHomy [loctaHosneHnem KM Ykpauubl Ne754 ot
02.10.2013r, B COOTBETCTBUM C

ACTY ISO/IEC 17050-1:2006 OuyeHusaHue coomeemcmeus. [eknapayus nocmasujuka o <
coomeemcmsuu. Yacmoe 1. Obwue mpebosaHus

ACTY ISO/IEC 17050-2:2006 OyeHusaHue coomeemcmaus. [eknapayus nocmasuwuxka o
coomsemcmauu. Yacme 2. lloOmeepixdarowas 0oOKyMmeHmayus

| ACTY EN 980:2007 Cumeonel epaguveckue 019 MapKuUpo8KUu MeoduyuHCKUx uzoenut

' ACTY ISO 13485:2005 N30enus meduyuHcKue. Cucmema ynpasneHus kasecmeom. TpebosaHuA no
pe2ynuposaHuro

ACTY 4388:2005 U30enus meduyuHckue. KnaccuguyuposaHue 8 3a8ucemocmu om
nomeHyuanbHO20 pPUcKa ucnoasiosaHusa. Obuwue mpebosaHus

FOCT 20790-82 [lpubopesl, annapamel u obopydosaHue meduyuHcKue. Obwjue mexHu4ecKue
YCA08UA.

OueHKa COOTBETCTBMA NPOBeAeHa B COOTBETCTBMU C lpunoxeHnem 3 TexHUYECKOro pernameHTa
No MeAUUMHCKUM U3LeNUAM AN AUATHOCTUKM in Vitro — OCyL,ecTBNEeHUA BHYTPEHHEro KOHTPOAA
NPoOu3BOACTBA NO NpoLeAypPe OLEHKW COOTBETCTBUA NO MoAyNto A (HecTupunbHbie nigenus bes
bYHKUMU U3MmepeHun).

TexHuUYeckas [AOKYMEHTauua Ha MeAUUMHCKoe u3aenve B COOTBETCTBUM C |
TpeboBaHUAMKU TEXHUYECKOro pernameHTa no MeAUUMHCKUM U3LeNUAM  ANA |
ANATHOCTUKM in vitro umeeTtcs w Haxoautca no agpecy: 27501, r.CBeTnoBOACK, yn
Eroposa (lopogoukas), 41.

[leknapauma coctaBneHa noj nNoaHy OTBETCTBEHHOCTb NPOU3BOAUTENA.
CpoK AencTBMA AeKnapaunm - HeorpaHuYeH. _J

Henuna B.A.

damuana u MHUUKMANbI
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MpunoxkeHue 1
K Jeknapaunu cootsetcrema Ne6
o1 17.06.2017r.

MNepeyeHb UCNONHEHWUIT MEANUMHCKOTO U3aena “TecTbl KOHTPOAA TeMNepaTypPHbIX
PEXUMOB CTEPUIN3ALUU U NPeaCcTePUNINU3aLUOHHON o4ncTkn” TY Y 24.4-20650786-
006:2009

KamanoxcHoii Homep HazeaHue ucnonHeHus
006.01 Habop peaktnsos Asonupamosas npoba
006.02 Habop peaktnsos AsopeHon C
006.03 Habop peaktnsos A30d)éHO!1
006.04 TepmounHaunkatopbl xumuyeckmne 110°C |
006.05 TepmounHankaTopbl xumuyeckue 120°C :
006.06 %epMOMH,ﬂ,MKaTOpr XUMHUYeckme 132°C7
006.07 TepmounHankaTopbl xumnyeckue 160°C
006.08 Tepmo;’;:qwkampbl xumunyeckne 180°C ;

Henuna B.A.

Damunus, UHULUANDI
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