IMTPOTOKOJ Ne 1

Ha 20.10.2015 r. ot 11.00 yaca ce mpoBene MyOJHYHO 3aceAaHHE HA KOMHCHS,
Ha3HauyeHa cbC 3amoBen Ne PJI-11-475/20.10.2015 r. na n-p Iletbp MoCKOB, MUHHUCTBD Ha
3ApaBeona3BaHeTo Mo olulecTBeHa nopbuka ¢ npeamet: ,/Jocmaska, moHmaic,
UHCMANAUUA U RNYCKaAHe 6 eKcnioamayuAa, o0yuyeHue 3a paboma u 2apaAHUUOHHA
nOOOPBHCKA HA (PAdDPUMHO HOBO MEOUWUHCKO o0dopyoeane 3a Hyxcoume Ha Ilpozpama
wllpeeenyua u konmpon na XHUB/CITHH”, otkputa ¢ Petnenne Ne PJ1-11-380/07.09.2015 .

I. ChcTaB HA KOMHCHATA:

Ilpencenaren: AntoH ['ocnoanHoB, HauanHuk otaen ,,OIT* B aupexkuns ,,HPOIT3%;

YieHose:

1. KoucrantuHoc SHuC, CT. acuCTeHT JocTaBkH kbM [IPI'D, excnept ¢
npodecuoHaTHa KOMNETEHTHOCT;

2. n-p Bsipa 'eoprueBa - rnaeen excnept, otaen ,,CHAI” kbMm aupexkuus M,
eKCIepT ¢ MpodecHoHaIHA KOMIIETEHTHOCT;

3. HWBo SHues, rnaeed exkcnept B otaen ,,OI1%, nupexuus ,,HPOII3™;

4, Bausg MuTkoBa, rnaseH excnept B otaen ,,OIT”, nupexkuus ,,HPOII3”.

Ilpeay HayagOTO Ha 3acelaHHETO H Cjlel 3a[l03HaBaHE ChC CMMCBHKA Ha MOCTbITHIIMTE
oepTH, BCUUKH YJI€HOBE HA KOMHCHATA MOJANMCAxa JeKjapalulu no 4i. 35, an. 3 ot 3aKkoHa
3a oOulectBeHuTe mnopbuku. [lpenn oTBapsiHe Ha odepTUTEe, KOMUCHSTAa €€ 3alo3Ha ¢
YTBbpIECHATA OT Bb3JIOKUTENS JOKYMEHTAIMsl 3a yyacTHE B MpollelypaTa 3a Bb3jlaraHe Ha
oblIecTBeHaTa NopbYUKa.

II. Coucbk Ha odepTHTE HAa Y4YacTHHLMTE B MNpouedypaTa 3a Bb3JjlaraHe Ha
obdmecrBeHa mMopbYKa, MO pela HAa THAXHOTO MoJaBaHe B [1€J0BOACTBOTO Ha
MHHHCTEPCTBOTO HA 3APABeONA3BAHETO:

KoncratupaHo Oe, ye B orpeieieHHs CPOK ca MOCTbIHIM 3 (TpH) odepTH KakTo
cilepa:

1. Odepra ¢ BX. No 26-01-244/19.10.2015 r. nopanena B 09:19 uyaca ot “Enta 90M”
OO0J;

2. Odepta ¢ Bx. Ne 26-01-245/19.10.2015 r. nomanena B 15:59 waca or ,Ennak-
JIvauur® EOOM;

3. Odepra ¢ Bx. Ne 26-01-246/19.10.2015 r. nonanena B 16:15 uacd ot . /[lanc
®apma“ EOO/.

IMonaneHuTe odepTH ca NpE/CTaBEHM B 3arieyaTaHu, HaAlMMCaHH, HeNPO3payHH NJIMKOBE
¢ HeHapyweHa usioct. OdepT, HOCTBNUIH Cliell KpaHHHSA CPOK HMA.

II1. OTBapsine Ha odepTHTE

KoMHcHsITa TOKaHK 3aKOHHHUTE M YITBJIHOMOUICHUTE MPEACTABUTENH HA YUACTHULHTE,
noaaid o¢epTH, fa TPUCHCTBAT IPH OTBApsIHETO WM, KaTo I'M 3alo3Ha CbC CbCTaBa Ha
KOMMCHSATA, Bb3/I0KEHHTE | 3a/1a44 H ONpeiesieHHs CPOK 3a padboTa.

Ha ocHoBanue uni. 68, an. 3 or 3akoH 3a obuiectBeHuTe nopbukd (30I1) npu
neicTBUATa Ha Komucusita no wi. 68 an. 4 u 5 ot 30Il, npucbcTBaxa cileaHHTE
NpeaCcTaBHTeNd Ha YHACTHHIIUTE:

1. Xpucto XpHCTOB, YIbHOMOLIEH npeactaBuren Ha ,,EJITA 90M* OO/;

2. T'eopru AnekcaHapos, yibjiHoMolleH npeactasuten Ha ,,JJAHC ®APMA* EOO/I.

KomucusiTa npucTbld KbM OTBapsiHe Ha OdepTHUTE MO pela Ha TSIXHOTO MOCThIIBAHE U
MPOBEPH 3@ HAIMYMETO HAa TPHU OTIC/IHM 3areyaTaHu NIMKa, Cjle/l KOETO TpUMa OT HeHHHUTe
yjeHoBe moamnucaxa navk Ne 3 [ Ilpeanarana nena™ Ha BCHYKM yuyacTHHUH. KoMucusra
NpPeUIOKH [0 €MH MPEACTABUTEN OT MNPUCHCTBALMTE YYACTHHUIIM Aa moanuuie rmiuk Ne 3 Ha
OCTaHAIMTE YUACTHHIIH.



B u3nbiaHeHue Ha pasnopeadara Ha ui. 68, an. 5 ot 3011, komucusTa B NpUCBCTBUETO
Ha MpeNCTaBUTENINTE HA YYyaCTHULHUTE OTBOPH MIIHMK Ne 2 [TlpennoxkeHHe 3a H3MbJIHEHHE HA
nopbyKara™ Ha BCHUKH YYaCTHHLM W TPHUMa OT YICHOBETE ¥ Mojnucaxa BCHYKH JOKYMEHTH,
ChIbpKallk ce B Hero. KoMHcHsiTAa Mpeanoxu no €auH NpeiAcTaBUTeN OT MPHCHCTBALLMTE
YYACTHHMLHM Ja MOAINHMLIE NOKyMeHTUTE B IMK No 2 Ha ocTtaHanuTe yyacTHHUM. Komucusara
cnea ToBa oTBOpU MAHMK Ne 1 JIokymMeHTH 3a noa0op® Ha BCEKH €IMH YUAaCTHHK, OTMOBECTH
JIOKYMEHTHTE ¥ WHQOpMaLHATa, KOMTO TOH CbABpPkKA W TNPOBEPH CHOTBETCTBHETO CbC
CMMCHKA Ha IOKYMEHTHUTE ¥ UH(OpMaLusiTa, Chbpxkalla ce B odeprara.

C u3BBbpLLIBaHE HA TOPHUTE JIEHCTBUS MPHKIIOUM NyONIHYHATA YacT OT 3aCelaHUETO Ha
KOMHCHSATA.

IV. Koncratauuu Ha ocHoBanue 4. 68, aja. 7 or 30I1 oTrHoCcHO HaIU4YHETO H
PEeI0BHOCTTA HA Mpe/icTaBeHHTe TOKYMeHTH B MUK Ne 1 — ,,JIokyMeHTH 3a noabop”

[1pu n3BbplIEHATA NPOBEPKA OTHOCHO HAJIMYUETO W PEIOBHOCTTA HA NPEACTABEHUTE B
mink Ne 1 mokyMeHTH 3a noadop, Ha 3akpuTh 3aceaanus ot 21.10.2015 r. u 22.10.2015 r.,
KOMMCHS B CbCTaB BCHUYKH PEIOBHH W€HOBE YCTAHOBH CIIEAHOTO:

B odeprara nogagena ot yvactHuka “EJITA 90M” OO/l uma MmiuK ¢ Haamnwuc:
“JlokyMeHTH 3a noadop”, nauk ¢ Haanuc: “TlpeanoxeHne 3a U3NbIHEHHE HA MOpbYKaTa” H
nauk ¢ Haanuc: “Ilpeanarana uexa”.

B mauk Ne 1 ca npeactaBeHH Komus Ha OQULHANHHM [OKYMEHTH, W3JAA€HH OT
M3nbaHuTenHaTa areHU s Mo JeKapcTBaTa, OT KOMTO € BUAHO, Y€ 38 MEAULIMHCKHTE H3/IEHA
HAMa perdcTpupand jgaHHd B WAJl 3a HHUMAGHTH/NMOTEHUMANHW HHUMAEHTH 0peE3
MOCAEAHHTE TPH TOJHWHH, B KOHTO JIOKYMEHTH ca LUMTHpPaHH MPOMU3BOAMTEN, pa3jiMueH OT
JEKIapUpaHus OT Y4YaCcTHHKA BbB BCHUKM OCTaHAJIM JOKYMEHTH B odeprara. CblIO Taka, B
NpeACTaBEHUTE JOKYMEHTH JfuncBa HH(opMmalMsg OTHOCHO PETMCTPUPAHH JaHHH B
EUDAMED 3a MHUMACHTH/MOTEHIMAIHH WHUMAEHTH. CbLIO Taxka, B INPEACTABEHUTE
NOKYMEHTH JIMncBa HHGpopMalMs 3a OJOKMPaHW WM H3TErJeHH TMapTHAM OT ChIIUTE
MEIMLMHCKH U3AEA1S Npe3 [0CIeAHUTE ABE TOAHHH.

Ha ocnosanue T. 3.1.1.6.5 ot JlIokyMeHTaLIMATa [1a C€ MPEACTABH KOMHe Ha opHLHaiEH
JOKYMEHT, U3AaaeH oT M3nbjiHUTenHaTa areHUHs 110 JIEKapeTBaTa OT KOHTO Aa € BUIHO, Ye 32
KOHKPETHOTO MEJMLIMHCKO H3/IeIHE 3a KOETO C€ y4acTBa HsAMa perucTpupanu aaniu B MAJ
w/nunn EUDAMED 3a MHUHACHTH/MOTEHIIHAMHY WHLUHMACHTH I1pe3 MOCAEAHUTE IBE IOJWHH,
KaKkTo M 3a OJOKMpaHM WIH W3TErNEeHM MapTHAM OT CBLLOTO MEAHIMHCKO H3JeHe Tpe3
MOCieHHTE JIBe FONHHH.

B nnuk Ne 1 nuncsa 3asepeno konue Ha cepTudukat bJIC EN ISO 13485:2003 nau
€KBUBAJEHTEH CepTH(UKAT KaKTO H APYrH [0Ka3aTelCcTBa 3a EKBHBAJICHTHH MEPKH 3a
OCHT'ypsiBaHE Ha KadecTBOTO, ¢ 0OXBaT MpPOM3BOACTBO Ha IpeaMeTa Ha oOluecTBeHaTa
MOpbUKa, U3/1aZieH Ha HMETO Ha MTPOHU3BOIHTENS.

Ha ocHoBanue T. 3.1.1.6.3 oT JlokyMeHTauusTa 1a ce NpeiacTaBy 3aBEPEHO KONHE Ha
Bamnzed ceprudukar BAC EN ISO 13485:2003 wunu exBMBaJeHTEH CEPTH(HKAT, KaKTO H
APYrH 10Ka3aTejICTBA 3a €KBHBAICHTHH MEPKH 33 OCHMIYPsSBAaHE Ha KaudecTBOTO, ¢ OOXBar
MPOM3BOJACTBO Ha TNpeaAMeTa Ha ofllecTBeHaTa MOpbYKa, H3JaJ€H Ha MMETO Ha
npousBoauTtens Avans Biotechnology Corp.

B nnuk Ne 1 ca npejactaBeHM CHEAHUTE ACKIapallMM: AEKiapauus, ¢ NMPHUI0KEHO
u3pieuedrde ot Cnuchbka no ui. I, 1. 1, Oykra ,,6% or Hapendara 3a ycnoBusiTa U pena 3a
ChCTaBsiHE HAa COMCHK HAa MEAMUMHCKHTE H3aenus nmo ui. 30a ot 3MU u 3a onpenensHe Ha
CTOWHOCTTa, A0 KOSTO T€ ce 3amjaular; Aekapauus, ye rnpeajlaraHuTe MEAMUMHCKY W3/CNHs
nputexkasat CE-mark; nmexknapaums no wun. 56, an. 1, 1. 8 ot 30l 3a
M3MOJ3BaHe/HeU3NoA3BaHe Ha MOAU3NBIHUTENHN; AeKaapanus mo 4i. 56, an. 1, 1. 12 ot 30I1
3a nMpueMaHe Ha YCJOBMSTA B [POEKTa HA AOroBOpa; Aekiapauus mo 4i. 3, T. § oT 3akoHa 3a
UKOHOMHYECKHTE U (PUHAHCOBHUTE OTHOLLEHUS C IPYXKECTBATa, PETUCTPUPAHH B FOPUCAHKLHU
c mpedepeHuUaned AaHbYEH pPEXKM, CBBP3aHUTE C TAX JIMLA U TEXHUTE AEHCTBUTEJIHH
coOCTBEHHLM; JA€KJlapalus 3a JIIca Ha CBbP3aHOCT C JAPYr YYACTHHK 1o wi. 55, an. 7 oT



3071, xakto M nurca Ha obctoatencTna mo ui. 8, an. 8, 1. 2 ot 30Il. B neknapauuure e
MOCOYEHO, Y€ ChILUTE ca M3dadeHu oT Teogop 3aM(pHpOB B KaueCTBOTO MY Ha YIPaBHTEIL.
CoblleBpeMEHHO, KOMHCHSITA CUHTA, Y€ CHILMTE ca MOANHCAaHU 0T XpUCTO XPHUCTOB.

B Ta3u Bpb3Ka, yYaCTHHKBT Cjie[Ba Ja [peCcTaBH FOPHHUTE NeKIapalki NOANHCAHH OT
yrpasuteis Teomop 3aMGUpPOB MM OT YITbIHOMOLIEHOTO JIHLE, KaTO BB BTOPHS Cilydail B
J€KJIapaliMUTe Clie/1Ba 1a Ce MOCOYH, Y€ CBhLIMTE C€ MOAMHCBAT OT XPHUCTO XPHCTOB.

B o¢eprata nonameHa ot yuactHuka ,EJIIIAK-JIM3UHI EOOJ/ uma muuk ¢
Haanuc: “JlokyMeHTH 3a nonabop”, miauk ¢ Haanuc: “llpemnoxkeHue 3a H3NbJIHEHHE Ha
nopbukara” ¥ MMk ¢ Haanuc: “Tlpeanarana uena”.

B nyuk Ne 1 nuncsa Aekiapaiins, ¢ NpuioxeHo uisjieueHue oT Criucbka mo um. 1, T.
1, 6ykBa ,,6" o Hapenbara 3a ycioBHsiTa M pella 3a CbCTaBsHE HA CMIUCHK HA MEIMLIHHCKUTE
uzgenus no 4a. 30a or 3MU u 3a onpenenisiHe HAa CTOMHOCTTA, 10 KOSTO T€ Ce 3arjauiar
/HapeafaTa/, OT KOETO H3BleYeHHe Jla € BUAHA MpoJaXKHaTa LeHa 1o cMuchbia Ha § 1, 1. 29a
o1 3MM, BLB BpB3Ka ¢ § 1, 1. 4 o1 JlombaHuTeHKTE pa3nopenoy Ha Hapenbara.

Ha ocuoBanue T. 3.1.1.6.4 o1 JlokymMeHTauusTa na Ce€ NpPEACTaBH ACKJapalus, ¢
NpUIoKeHo u3sieyerue ot Crnucbka no ui. 1, T. 1, 6yksa ,,6% ot Hapendata 3a ycnoBusta
pela 3a CbCTABAHE HA CINHUCHK Ha MeaMuUMHCkuTe u3zeaus no uia. 30a or 3MH u 3a
onpejensHe Ha CTOWHOCTTA, A0 KosATo Te ce 3amutamart /Hapeabara/, oT KoeTo u3BneyeHue 1a
e BM/HA NpOJakHaTa LeHa mo cMucbia Ha § 1, 1. 29a ot 3MM, BB BpB3ka ¢ § 1, T. 4 OT
JlombiHUTeNHUTE pasznopedu Ha Hapenbara.

B nauk Ne 1 nuncea 3aBepeHO Komue Ha OQUUHANEH OOKYMEHT, H3JajeH OT
M3nbiHUTENHATA areHIMs MO JjeKapcTBaTa OT KOMTO Oa € BHAHO, Y€ 3a CbOTBETHOTO
MEIHUHWHCKO H3lenue Hsama peructpupann aawiw B HMAJl w/uam EUDAMED 3a
MHUMACHTH/MOTEHUHATIHH HHLIMAEHTH Tpe3 MOCAeIHUTE ABE FOAMHH, KaKTO H 3a OJIOKHpaHH
WJIM H3TETJIEHH MAPTHAH OT CHIIOTO MEAHLIMHCKO H3JEJIHE NPe3 MOCICAHUTE IBE FOAHHH.

Ha ocHoBanue T. 3.1.1.6.5 oT JlokyMeHTauusiTa /ia ce NpeJICTaBH KONKe Ha opuuH1aneH
JOKYMEHT, W3aajaeH oT V3nbiHHTeNnHaTa areHus 1o JieKapeTBara OT KOMTO 1a € BU/IHO, Ye 3a
KOHKPETHOTO MEINLMHCKO M3Je/iHe 32 KOETO C€ yuacTBa HAMa perucTpupaHu aanHu B MAJL
n/unn EUDAMED 3a MHUMAEHTH/TIOTEHLIHATHH WHUMACHTH Mpe3 MOCIIEAHUTE ABE FOAUHH,
KaKTO M 3a ONOKMpAHM HJIM M3TErJICHH MapTHAH OT ChUIOTO MEAMLUMHCKO H3Aenue Mmpes
MOCJEHUTE JABE TOIAHHH.

B ruk Ne | numcBa 3aBepeHO KOMHE Ha OTOPH3AaLHOHHO MHCMO 3a W3BbpLUBAHE HA
rapaHilMOHEH CEPBHU3, H3aeH OT hupMaTa NPOH3BOAUTEN.

Ha ocuosanue 1. 3.1.1.6.9. o1 JloxymeHTauusITa Aa ce NpeACcTaBy 3aBEPEHO KOMHE Ha
OTOPH3ALMOHHO TMCMO 3a M3BBpLIBAHE Ha rapaHLUMOHEH CEpPBU3, M3JaleH OT (upmara
MPOU3BOANTEI.

B odeprara noganena ot ydactuuka ,,JAHC ®APMA*“ EOO/I uma niauk ¢ Haamuc:
“JlokyMeHTH 3a noabop”, muuk ¢ Haanuc: “TlpeanoxeHye 3a U3NBIHEHHE HA NOpbYKATA” H
ink ¢ Haanuc: “Tlpeanarada ueHa”.

B nnuk Ne 1 juncea 3aBepeHO KomMe Ha oduuUManeH AOKYMEHT, H3JaleH oT
WM3nbnuuTenHara areHudst no JiekapcTBaTa OT KOWTO 1da € BMAHO, Y€ 3a ChOTBETHOTO
MEAMIMHCKO H3jenve HsMma peructpupanu nanid B WAJI w/mnn EUDAMED  3a
MHLUMACHTH/TIOTEHLIMAIHY HHLMACHTH 1pe3 MOCNEeAHHTE [Be TOAMHH, KAaKTO U 3a ONOKHpaHH
WIIK MU3TErJIEHH MAapTH/IK OT ChLIOTO MEAMLMHCKO H3AENHE TIPE3 NOCAEAHNTE IBE TOIHHH.

Ha ocHoBanue 1. 3.1.1.6.5 o1 JlokyMeHTalMsITa [1a Ce NPEACTABH KOMHE Ha opHLHaNEH
JOKYMEHT, u3aaneH oT V3nbIHKUTENHATa areHUHs o JIeKapcTBaTa OT KOUTO [a € BUAHO, Ye 38
KOHKPETHOTO MEAHIIMHCKO M3[EJHe 32 KOETO CE y4dacTBa HAMAa PEerucTpUpaHd naHHu B MAJI
w/uni EUDAMED 3a MHUMAEHTH/MOTEHIIMAJHH HHLHMICHTH Tpe3 TOCAEAHUTE IBC T'OJIMHH,
KakTo M 3a OJOKMpaHW MJH H3TErJeHH MapTHAH OT CbLUIOTO MEAWIMHCKO H3ZAENHe mnpe3
NOCNEeIHUTE JBE FOAHHH.



Y4acTHHUMTE CIIE/1Ba 1a NPeACTaBsAT UBHCKAHUTE OT KOMHUCHSITA IOKYMEHTH B CPOK 10
5 pabOTHH [IHW OT MoJy4aBaHe Ha HACTOSLUMS MPOTOKOM, BCeKU padoTeH aeH Ao 17:30 4. Ha
MOCOYEHHS B IOKYMEHTAIMATA 3a YUacTHE aZIpec, B 3areyaTad, HENMpO3padeH MK C HaAMKC:
»ONbJAHUTEJIHH JAOKYMEHTH 3a OTKPHTa HNpoueiypa 3a Bb3JjaraHe Ha o0lIecTBEeHa
nopbuka ¢ npeamer: ,,/locmagka, MoHmasc, UHCMAAAYUA U HYCKAHE 8 €KCRA0AMAayuA,
o0yueHue 3a padboma u 2apAHUUOHHA NOOOPBIHCKA HA (PAOPUYHO HOB0 MEOUUUHCKO
obopyosane 3a Hyycoume Ha llpozpama ,Ilpesenyua u xkonmpoa na XHUB/CIIHH” om
VUACHIHUK: «.evevriniiineiniiieninioineinennnennse (U3NUCEA ce HAUMEHOBAHUEMO Ha
YHaACMHUKAQ).

IIpeacenaten: AHTOH [ ocnoaupos, ornen ,OIT" B  ;aupekuus

YjieHome:
KoncTtanTHOC fHMC, CT. acugTeHT aocTaBku KkbM [IDI' D™, excnepr ¢ npodecHoHanHa
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HMBo fHues, rnasen ekcrept B otaen ,,Ol, nupekuus ,,HPO

Banst MuTkoBa, rinaBeH ekcrept B otien ,,OI%, aupexuus .,



