@EA,EPAABHA}I CAVKBA TIO HAA3OPY B COEPE SA,PABOOXPAHEHI/IH ’
» (POCSAPABHAASOP) |

PEFPICTPALIPIOHHOE Y,LIOCTOBEPEHPIE

-~ HAMEAWUHWHCKOE U3AEJIME
ot 01 mapra 2017 roaa Ne P3H 2016/4583

‘Ha METHITAHCKOE H3aeIme
~ Kancyaa nuarnocruueckas PillCam Patency
|l Hacrosimee perncTpatioHHOe YI0CTOBEPEHHE BEIIAHO

- "I'mpen Umemxunr Unk.", CIIIA, ,
Q'_%leen Imagmg, Inc., 15 Hampshlre Street, Mansfield MA 02048 USA '

e 'Hpomnozm'rem '
4 "T'mBen Hmemxunr I/Imc " CHIA, : :
2 leen Imagmg, Inc., 15 Hampshlre Street, Mansfield, MA 02048 USA :

S k,,,l'}MecTo upoaanonc*rna MEIUIHHCKOTO H3AETHs 2%
! - Given Imaging, 1.td, 2 Hacarmel St. New Industrial Park, POB 258, :
5 ;20692 Yoqneam, Israel

f,HOMep pemcrpannonﬂoro nocse Ne PII-15792/2779 ot 15. 02.2017
s ‘BIIIJI MCJIHIIHHCKOI‘O H3JICTTHS 334310
2 ‘:’-"Knacc IIOTCHIIPIaJIBHOFO pHCKa IPEMEHEHUS MEAUIIMHCKOTO Hsnemm 2a

= ::,KOJJ; O6m;epoccnncxoro knaccupukaropa nponylcmm IS Memmnﬁcxoro H3TEITIS 94 4210

npukaszom Pocsapasranzopa ot 01 mapra 2017 roma Ne 1546 B2
IOUYyIeHo K obpalienuto Ha Tepputopun Poccriickoit Denepanuy;
| 3amecrurens pykoromuTens MexepaibHOl CIyKObL k&
- Mo Haa30py B cepe 3APABOOXPAHEHHS




JEKJAPALIUSA O COOTBETCTBHHA
O6miecTBO ¢ OrpaHUYEHHOM 0TBETCTBeHHOCTHI0 ""Mearponuk"; 000 "Menrponnk"

(HaHMeHOBAHNE OPraHH3AUHH HAH (JAMHITHA, HMA, OTYECTBO HHAMBUYANLHOrO MPEANPHHUMATENS, TPHHABIIUX AEKAAPALITIO O COOTBETCTRHH)
Mesxpadonnas nacneknns PemepanbHol Hanoroso ciyx6s1 Ne 46 o r. Mockee, 30.01.2008

CBCICHHA O PErHCTPALIMH OPraHU3alUHH HIH HHAHBHIYAIEHOTO NPeanpHHHUMATENT

OI'PH 1087746137247

(HaiMeHOBAHNE PErHCTPHPYIOUIErO OPTAHA, IATA PETHCTPALIHH, PETHCTPALMOHHEIH HOMEp)
Anpec: 123317, r. Mockea, IIpecueHckas HabepexHas, 1. 10, Tenedon: +7 (495) 580-73-77,
daxce: +7 (495) 580-73-78

(anpec, TenedoH, pakc)
B mane  T'eepansHoro mupexropa ITnsicynoBoit Enensl BUKTOPOBHE!

(A0MKHOCTB, daMHIN, HMA, OTYECTBO PYKOBOZHTENA OPraHU3aLiH, 0T HMEHH KOTOPOH pHHHMAeTes JAeKiapartis)
3asBIgeT, YTO Kancyna nuarmocruyeckas PillCam Patency

(HanmeHOBaHHe, THE, MApKa NPOAYKLHH (YCAYTH), HA KOTOPYIO PacnpoCTpaHseTes AeKIapalis)

Kox OKIIJI2 26.60.12.119 Koa TH B3J1 9018 19 900 0

kog OK 005-93 u (wnm) TH BOJT CHI” unu OK 002-93 (OKYH), cefieHus 0 cepHifHOM BBITYCKE HIH apTHH
CepHiiHBI BRITYCK

(HoMep mapTHH, HOMEpa H3NEHH, PEKBH3HTH A0r0BOPA (KOHTPAKTa), HAKNALHAA)
"T'asen Umemxunr Hak.", CIIIA,
Given Imaging, Inc., 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo NIpoH3BOICTBA
Given Imaging, Litd, 2 Hacarmel St. New Industrial Park POB 258, 20692 Yoqneam, Israel

HAUMCHOBAHNE HU3TOTOBHTE/IA, CTPAHBL H T.II.

coorBercTByeT TpeboBanusam: I'OCT P 50444-92 (Pazn. 3.,4)

(oB03Ha4eHIe HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPBIM MOATBEPIKACHO AAHHOMR Acknapaunei, ¢ YKasaHHEM IyHKTOB ITHX HOPMATHBHBIX
JOKYMEHTOB, CO/IEpIKauHX TpeOOBaHHA ANi AAHHOH NpoayKUHH (YCayTH))

Jlexnapanys NpUHATA HA OCHOBAaHWH: IIPOTOKOJdA TeXHHYeCKHX Hcnerranmit Ne 2020.TD-40.03CD ot
17.03.2020 OO0 WJIL "MenTectlIputop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015
Peructpanmonnoe ynmoctosepenne DemepanbHoil cnyx6bl mo Hamzopy B cdepe 31paBOOXpaHEHHS
(POC3IPABHAJZI30P) Ne P3H 2016/4583 ot 01.03.2017

(unopMmaLig 0 JOKYMEHTAX, ABIAIOLLHXCS OCHOBAHHEM JUIS TIPHHATHS NEKIAPALIHY)

Hara npuaaTas frexnapaua  17.03.2020

Jlexnmapanus o COOTBETCTBHH JICHCTBHTEIbHA 10 17.03.2023

Ilascynosa Enena Bukroposua
(uHALMANEL, HaMHITHA)

3apericTPHPOBABLLETO ACKNapaLHIo)

-US.MI118.B.02571/20 ot 17.03.2020 geictByeT o 17.03.2023

(naTa pervcTpaliH H PEerHCTPALIHOHHEIH HOMEp feKnapauum)
A 1. Noko

(roAnuck, HHALUMAND], (aMuIusg PYKOBOAHTENA OPraHa o cepTH(hHKaLUH)




