IHNPOTOKO.J
Ne2

Huec, 29.01.2020r., ot 12,00 uaca B 3anaTa Ha V eTa) B 1e4eOHOTO 3aBE/IEHHE CE CHCTOS
3aceJaHne Ha KOMUCHATA, Ha3HaueHa cke 3amoses Ne623 ot 25.11.2019r. na M3neiannTeHus upeKTop Ha
MBAJ ,JI-p Aranac Tadoscku™ AJ] — rp. Kbpikanu 3a pasriexaaHe W OLEHKA HA MTOCTBIHIATE oepTH
H KjlacupaHe Ha y4aCTHHIHMTE B OTKPUTA MPOLE/ypa 3a Bha/laraHe Ha oOLIecTBeHa NOpBUKa C MPEeaMET:
"MocTaBka Ha creUU(DUUHE MeIHITHHCKH U3/IC/IMA 33 HY)KUTE Ha O4HO oTAeneHne B MBAJL "JI-p Atanac
Hadoecku" AJT rp.Kepmxanu", ¢ yrukanen 00848-2019-001 1, otkputa ¢ Pemenne Ne556 ot 17.10.2019r.
Ha MI3Mb/HUTeTHIS JupeKTop, nybnuKkysano obsasnenue 8 POIT Ne939378 ua 21.10.2019r.

Ha ocnoBanue I'maa nera, pasmen VIII or III130I u 8 UBITBJIHEHHE Ha 3amoBen Ne623 ot
25.11.2019r. va WsnbnHuTE HUS Aupektop Ha MBAJL ,,JI-p Atanac dacdoscku” AJl — rp. Kbpmkanm,
TIOMOIITHUAT OPTaH Ha BB3/OKUTEIS B CICTHHUS ChCTAB:

Ipedceoamen: ]1-p Epxan Mypat — nauanauk Ouno OTAEICHUE;

u unernoge: 1. Mapuna ManueBa — cueToBOHTE
2. Cuexana Kaparb0o3oBa — MKOHOMHECT OIT;
3. 3natuana Kupunosa — Texundecku OpraHu3aToOp/H-K CKJIam ME/l. U30eIIHs;
4. Wean PoboB - crapum TOPUCKOHCYT, 3amovHa padoTaTa CH Ha 3aKPHTO
3aceaHue.

I. Komucusita mpoasmxu paboTata cu mo peaa Ha [Jiasa nera, pasgen VIII ot ITIII30I1, kato
[IPHCTBIIM  KBM  pasrNie/KIAHE HA MOCTBIUIMTE JOMBIHUTEIHO NPCACTABEHH [JOKYMEHTH, OTHOCHO
M3HCKBAHMATA 3a NIMYHOTO CBCTOSHHE HA YYacTHHMKA "Odranade" OO/ u CLOTBETCTBHETO MYy ¢
KpHUTepHiTe 3a nonbdop.

[To orHOmeHwe Ha noKymMeHTUTE Ha "O¢ranabe" OO/, B ykazaHus OT KOMHCHSTA CpOK,
YHaCTHUKBT € IHCMO ¢ BX.Ne388 ot 27.01.2020r. € npencTasii 0NbIHHTE/HHA JOKYMEHTH ChAbDKALLH:

EEJTOIN B enextpoten B, KOMTO € noamucan LH(pPOBO OT IAPyruTe 3ab/UKEHN JULA 1O 4i1.54,
an2 or 30Il cwrmacHo perucTpamusita Ha y4acTHHKAa B THProBCKHA perucTbp KeM ATEHIMSTA 110
BIIMCBaHHUATA ¥ IpHITOKeH Ha ontHueH (CD — Hocuten).

Karto B3e mpeneun kodcraTanmure B [Ipotokon Nel or 20.01.2020r. u cnen kato pasrnena
NoJpOGHO MPeJCTABEHHTE OT Y4acTHHKA eEEJIOIT u nokymeHTHTE OT I'bpBOHayanHata odepra
KoMucnsta n3BbpLIM ipoBepKa 3a CHOTBETCTBUETO Ha YHaCTHHKA C KPHTEPUHTE 3a 0AGOP U €AMHODYIIHO
PELIM, H€ C NOMBIHMTE/IHO TNPEICTABEHHTE NOKYMEHTH mo 4i1.39, an2 or IIM30I1, y4acTHHKBT e
OTCTPaHUI KOHCTaTMpaHoTo ¢ Ilporokon Nel ot 20.01.2020 r. HeCHOTBETCTBHE OTHOCHO MOJNKUCBAHETO Ha
¢EEIIOIT oT Bcwuky 3ambikeHd nuMma 1o un.54, an.2 or 30Il, nopagn koero "O¢ranaée" OOJ ce
AIOIyCKa 10 pasriie;kIane H Ha JOKyMeHTHTe o 4. 39, an.3, .1 or [T130IT.

II. Komucusta npoasmxu pabotara cu o peaa ['asa nera, pasuen VIIT ot [ITI301I1, kato pasriena
TCXHUHYECKATE MPEIOKEHNA Ha JOMyCHATHTE O TO3H €TaN YYacTHUI, NPH KOETO HampaBH CJIEIHUTE
KOHCTATaIHu:

o otHomeHwe Ha npejcraBenuTe AOKyMeHTH 1o 4i.39, an.3, 1.1 or III30I1 ot "BUKOMET"
OO0 xomucusta KOHCTaTHpa:

ITo OITNo 1

01001 Acepuuna mexa svmpeouna rema — mowofinox ¢ dusaiin HQ OnmuKama, Hpedomepamasaly Paseumnemo Ha
SMOPULHA KAMAPaKma, ¢ hunmup 3a pednama yacm om cunus CREKMILP Ha ceemaunama, Mamepuan — axpunam/memarkpunam
Kononumep/’xudpaghabua rewa ¢ 660Ho crdmpucanue om 0,3 % @ cyxa onaroska. Tun na onmuxama — GuxkonsexcHa, Pazmep Ha



newama 13.00. Pasmep na onmuxama 6.0 Mm. A-koHcmarnma 118,7. Pechpexmusen undexc na mamepuana — 1.55, 6 komnaexm
¢ Buckocybemanyus - 2% Xudpaxcunponun Memunyenyno3a ¢ BuCKosumeim om 20,000 oo 40,000 mPa.s

Vuaemuuksm e opepupanl MeOuyuHcKo us0eiue ¢ Mvpeo6eko HAUMEHOSaHE SN6OWE Acpepuuna mexka evmpeodHa
newa— monobnok +Llenyeen, ¢ npoussadumen Alcon, CALLL

01002 Mexa ewmpeoyna Newa — MOHOGIOK ¢ OU3IIH HA OHIMUKAMA, npedomepamaRaly PAIGUMUENO Ha 6MOapUiHa
kamapaxma. Mamepuan — GKpUIam/MemaKpuIan KononuMep/xudpoobna 1ewma ¢ 600HO CoObPHCAHUE OM 0,3 % 6 cyxa
onaxasxa. Tun wa onmuxkama — Guxonsexcra. Pasmep na newama 13.00. Fasmep na onmukama 6.0 mm. A-KoHcmanma om
118,4. Pegppexmusen undexc na mamepuara — 1.53, 6 KOMAIERM ¢ Buckocybemanyns - 2%6 Xudpoxcunpornun Memunyeinynosa c
euckozumem om 20,000 do 40,000 mPa.s

Vyacmuukem e ogepupan MeouyuHcko usoeiue ¢ mbpeoseko HAUMEHOGaHUE SAG0AT Meka evrmpeouna newja —
monobnok +1{enyeen, ¢ npoussadumen Alean, CALL.

01003 Mexa evmpeoyna neuja — MPUKOMAOHEHMHU C NPOTeHOSH xanmuxy. Mamepuan — axkpunam/memaxpuidm
Kkonomumep/xudpagotua newja ¢ 6o0Ho cvorprcane om 0,376 0o 3% 6 cyxa onaxoska Tun na onmuxamd — GUKOHEEKCHA.
Pazmep na newjama 13.00. Pazvep na onmuxama 6.0 mm. A-xoncmanma om 118,4. Peghpexmueen undexc na mamepuana —1.55,
@ kommnexm ¢ Buckocybemanyus - 2% Xudpoxcunpornun Memunyenynosd ¢ 6UCKo3Hmem om 20,000 0o 40,000 mPa.s

Yuacmuurem e ogepupan Meouyuncko uzoenue ¢ MwbPeosLKO HAUMEHOGaHUE MAGOAC Mexa ewvmpeoyna newja —
mpuxomnonenmua + Llenyeen, ¢ npoussadumen Alcon, CALL.

01004 Tpugpoxarna, 3a0HoKkamepna, acdepuuna Mexa ebmpeoyna Jewya - MOHOBIOK ¢ OU3AHH HA ORMUKAMA,
HpedomEpAMARaY PASUMUENO HA 6IMOPUYHA KAMAapakma , ¢ gunmp 3a 6peOHAMA YACIT OM CUNUA CREKMBD HA CeemauHama
Mamepuan — akpunany/mMemaxkpunam kononumep/xudpodhobua newa ¢ 6o0Ho cvospxcanue om 0,3 %6 6 cyxa onakoska. Tun na
onmuxama — buxoneekcna. Paimep na newjama 13.00. Pasmep Ha onmuxama 6.0 mm. A-xonemanma 119.1. Pegppexmuser
undexc wa mamepuana — 1.55,  kovnnexm ¢ BuckocyGemanyus - 2% Xudpokcunponun Memunyenynosa ¢ guckosumem om
20,000 o0 40,000 mPa.s

Vyacmuurxem e ogepupan MEQUUHCKO U3denue ¢ MupeosCKo HAUMEHOBANUE TENT00 Tpuchoxanna mexa évmpeoiHa
aewa +I{enyeen, ¢ npoussodumen Alcon, CAIL,

01005 Topuuna, 3a0HoKaMepna, Ac@epuynHd MeKd Gvmpeotna Jeuja - MoHabrok ¢ Ou3alH HA ORMuUKAama,
npedomepamasaly Pazsumuemo Ha GMOPUYHA Kamapaxma , ¢ uantep 3a GPEOHAMA YACH! OM. CUHUA CHEKMBP HA CECMAUNAMA
Mamepuan — akpunam/Memaxpuaan Kono numep xudpodolnag newa ¢ 600HO CLOLPICAHUE Om 0,3 % e cyxa onaxoska. Tun Ha
onmuxama — GuxoneekcHa. Paswep na newjama 13.00. Pasmep na onmuxamd 6.0 my. A-koucmanma 119.0. Pechpexmusen
undexc Ha mamepuana — 1.55, 6 KOMRAEKM C Bucracybemanyua - 2% Xudpokcunponus Memunyenynosa ¢ SUCKOIUMEM oM
20,000 0o 40,000 mPa.s

Vyacmuuxem e ofepupan MeOUyuHcKo u3denue C mMvpIoscko HAUMEHOSAHUE SN6ATxxTopuyra, 3a0HOKAMEPHA,
acghepuuna mexa evmpeoyna newa +1Lenyeen, ¢ npoussodumen Alcon, CALL

01006 3adonoxamepHa, eOHOKOMROHEHMHA, acgeputna, Guxoneekcna, xudpogobua, axpurna, Mexa (czvsaema)
GumpeoyHa newa, uimpupawa yimpasuonemosama i CUKAMA CeCmaund, Ouawcura 13mm, pasmep Ha onmuxama 6Mm,
Ouonmpu: om +6.0 oo +30.0, npedsapumenno sapedena 6 cucmema 3a uMuianmupane AutonoMe (2az08 umncexmop). A-
xoncmanma om 119,1. Peppexmuicen unoexc na mamepuana — 1.55, 6 koMniexm ¢ BuckacyGemanyus - 2% Xuopokcunponul
Memunyenynosa c guckosumem om 20,000 0o 40,000 mPa.s

Vyacmuukem € ogepupan  MeOuyuHcKo usdenue € MbPIOSCKO  HAUMEHOSUHUE CLAREON 3aouokavepua,
COHOKOMNOHEHMHNG, achePUYHa, MEKa (cebsaema) 6empeodHa nea + Llenyzen, ¢ npousendumen Alcon, CAII].

01007 Ipednoxamepna msbpdd ebmpeoyHa Aewd — MmoroGnox. Mamepuan — nomoemuamemaxpunam (PMMA).
Pazmep Ha aewjama 13.0 mm. Fazvmep Ha onmuxkama 5.5 sm. A-xoncmawma 115.3 & komnnexm ¢ Buckocybemanyus - 2%%
Xudpokcunponun Memunyenyiosd ¢ GUcKozument om 20,000 oo 40,000 mPa.s

Vyacmuurem e ogepupan MeOUYUHCKO u3denue ¢ Mbpeoscko HAUMEHOGAHUE MTA4U0 [pednokavepna mewpia
evmpecuna newa — manobnok +Lenyeen, ¢ npouzsodumen Alcon, CALL

01008 @uampupsiy UMATAHM RPU ZAAYKOMA — MEMANEH, 3 NOHUKCABAHE HA BOH.

Vuacmuuxem e oepupan MEQUYUHCKO u3denue ¢ Mbp2oscKo HAUMEHOEAHUE 24053, Ex-Press P-30, ¢ npouseadumen
Alcon, CAILLL

Hpﬁ}],CTaBSHOTO TEXHHUECKOTO NPEAJIOKEHHC OTTOBaps Ha M3HUCKBAHMATA Ha BB3JIOKMUTENS 10
OTHOIIEHHE Ha ChibpikanHue 1 GopMa i € u3roTsero no Ipunoxenne Ne3 ot obpa3uuTe KBM rpoLeaypara
u [Tpunosxenue Nel, Npe/IcTABEHO HA XapTHEH ¥ ONTHYCH HOCHTEIL.

Tpennoxenu ca:

e CpoK 3a A0cTaBKa 0 3 (TpM) AHH, & MPH CICIIHH Cily¥au 10 24 (npazeceT U YeTUPH) Yaca
OT IoJIy4aBaHe Ha 3asiBKa;

e OCTarb4eH CpPOK Ha roJHOCT JOCTABEHHUTE MEIULMHCKH U3JeNIUa He I10-MallbK 0T 60% ot
o61Ms CPOK Ha FOAHOCT;

e [lpencTaBeHO € 3aBEPEHO KOMME HA OTOPH3ALMOHHO MHUCMO OT ,,Alcon Pharmaceutikal®,
[IBeiiuapus, yAOCTOBEPSBALIO NpaBa 3a JUCTPUOYLMS OT TIPOM3BOIMTENS ATKOH, CAILLl nHa
teputopusra Ha PernyGrnuka bbnrapus;

e 3a odepupaHuTe MEIMIMHCKY U3/IENNs Ca TIPEICTABSHH B 3aBEPCH NPEBOL:



o Ceprudpuxkar EN ISO 13485:2003 =Ha OPOM3BOJUTENS, ¢ O0OXBAT
AUCTpuOYIHsl, nponakOa, MOHTaX M ofCIIyKBaHe Ha NOPOJAYKTH 3a IPHXKa 3a
KOHTaKkTHH JICIH ¥ XHPYPIUYECKH MPOAYKTH BKTIOUHTEIHO METHITHHCKO
obopynBase;
o EC nmexnapamus 3a crorserctsue u ,,CE“ MapKHPOBKa B CHOTBETCTBUE C
M3MCKBaHusATa HA 41 14 u 4. 15 o1 3MU;
* IlpencraBenn ca usmckyemure TexHHYeCKH cnenu(UKANIA U KaTalo3u;

Ha 6a3a ropeusioskenoTo KoMmucnsiTa HAMHPa TEXHU'IECKOTO MPE/IOKEHHE HA YYACTHUKA 32
OTrOBapsmi0 B Ob/JIHA CTEeNEeH HA H3UCKBAHHATA Ha BB3JIOKUTENA, 32J10K€HH B TeXHHYeCKATa
cneunuranus Ha JokymentanusTa. C oriex na TOBA, KOMHCHATA €UHOTYNIHO PENIH, Ye JOmycKa
y1acruuka "BUKOMEL" OOJ no CJICBAIl €Tal B HPONEIYpPaTa — OTBapsiHe HA [EHOBOTO
npejiioxkeHue mo obocobena mozumus Nel,

Ilo ornomenune Ha npencrasenute AOKYMEHTH 1o 439, an.3, 1.1 ot IIM30I1 or "O®TAJIABC"
OO0J xomucwusita KOHCTaTHpA:

ITo OITN:3

03001 Buxonsexcna acgepuuna nezamusno abepupana 3a KOpexyus Ha NOTOHCUMETHUME chepunny abepayiy na
pozosuyama ¢ -0.13um monogporanna newa. MonotGinox, mamepuan: xudpoghoben arkpunam, npexudpupana & 0.9% conen
pasmaop Xanmuxu - 2 6pos, ouamemnsp na onmurama 6,0mm, 6vHuten duamemnp 12, 5nm, anzynayua 0°. Hanuyue na pu6 3a
npedomepamasare na BMOPUUHA KAMAPAKIMG NO YATAma Konmakmua noswpxnocm. Onmuen duanason: om 10.0D do 30.0D.
Cmwnra na onmuynusm duanazon - npes D(ouonmwpa): om 10,0D-30,0D npes 0,5 D ¢ Yampasuoiemos gpurmsp u purmnp 3a
cuti ceemnuna. Pedpaxyuonen undexc 1.54 npu 35°, pazmep na unyususma 2.0mm. Hunnanmupa ce 6 caxa. B koumnnerm ¢
UHMCEKMOP U 6UCKO cybemanyus Hampues xuaiyponam 1.8% -1.2u.

Yuacmuurxem e ogpepupan medmuyuncro usdenue ¢ mypeoscka Haumerosarnue ACUNEX, ¢ npowssodumen Teleon Surgical
B.V., XOJTAHIJHA.

03002 Bukonsexcna acgepuuna besabepayuonna mynmugpoxarna newa cvc cezmenm 3a bnusko spewue +1.3D,
Motnox, mamepuan: xudpoghoben akpunam, npexuopupana 6 0.9% conen pusmeop. Xanmuwcu - 2 bpoa, duamemsp na onmuxama
6,0mm, 6vHuien Ouamemvp 12, 5mm, anzynayus 0. Hanuuue na pv6 3a npedomspamsieane na EHIOPUYHA KAMAPakma no ysiama
Konmaxkmria nogepxrocm. Onmuuen Ouanazon: om 10.0D do 30.0D. Cmwnra na ORIMUYHUSM OUARG30H - pe3 D(Quonmupa):om
10,0D-30,0D npes 0,5 D ¢ ynmpasuonemos Guamep u punmep 3a cuns ceemauna, Pegpparyuonen undexe 1.54 npu 35°, pazmep
Ha unyususima 2.0mm. Hmnnanmupa ce ¢ caxa. a. B komaniexm ¢ UHHCEKINOP U 6UCKO CyBemanyus Hampues xuanyporam 1.8% -
1.2mn,

Yuacmuuxem e ogpepupan meduyuncro wzdenue ¢ mypzoscko naumerosanue ACUNEX Vario, ¢ npouzeodumen Teleon
Surgical B.V., XOJIAHJTHA. ;

03003 bBuxonsexcua acgepuyna Gesabepayuonna mynmughoxanna newa. Monofinok, mamepuan: HydroSmart.
Xanmurxa mun niouxa ¢ 4-mourosa uicayus, duamemsp na onmurxama 6.0mm, dwrwcuna 11, Omm, anzyaayus 0°. Hanuyue na
prb 3a npedomepamsasarne na SIMOPULHA KAMAPAKma NO ysanama KoHmakmua nosvpxnocm. Onmusen duanazon: om -10.0D do
+36.0D. Cmvnka na onmuwnusim duanason - npes D(ouonmuvpa):om 0.0D-36.0D npes 0,5 D om -10.0D- 1,0D npes 1,0 D. ¢
YAMPpasuonemos guimep, 6e3 Gunmep 3a cuna ceemauna. Pediparmusen undenc 1.46, pasmep Ha unyuzusma 2.0-2.4mm.
Hwnnanmupa ce 6 caka. B kovnaexm ¢ UHNCERMOP U BUCKO cYOcmanyus nampues xuanyponam 1.8% -1.2mn.

Yuacmuurxsem e odepupan meduyuncko urdenue ¢ mypeoacko Haumenosanue Lentis Comfort, ¢ npouseodumen Oculentis
BV, XOJIAHHA.

[IpencTaBeHOTO TEXHHYECKOTO HIPENIOKCHHC OTrOBaps Ha M3HCKBAHUATA HA BB3JOKHTENS IO
OTHOMICHHE Ha ChABPKaHUC U popMa u e u3roTBeHo 1o [Ipmiokenue Ne3 ot ofpasnuTe KBM IpOLE/lypaTa
u Ilpunoxenne Nel, npencraseno na XapTHEH U ONTHYEH HOCUTE].

[Ipennoxenu ca:

® CPOK 3a jiocTaBka 10 3 (Tpw) JHH, a IPH CHENIHH CIIydan 10 24 (mBagecer W YeTHpH) yaca
OT ITOIIy4yaBaHE Ha 3asBKa,

¢ OCTaThHYCH CPOK HA TOJHOCT JOCTABCHHTE MEIUIMHCKH M3JETHS He MO-MATBK OT 60% ot
00IMs CPOK HA FOTHOCT;

o llpencraBenu ca 3aBepeHH KOmHs Ha OTOpH3amMOHHK meMa oT Oculentis B.V., u Teleon
Surgical B.V. ynocrosepsBamu paBa 3a MUCTPUOYNHS Ha TepuTopusaTa Ha PemyGumka
bearapus;

e 3a OCbepHpaHHTe MEIOHMIIHHCKHA H3IICIIHA ca IIpEACTaBCHU B 3aBEPEH IIPSBOI:

o Ceprudpukar EN ISO 13485:2003 Ha OPOH3BOIUTENS, ¢ OOXBaT

MUCTpHOYIHS, Ipoaakba, MOHTaX H 06C/IyKBaHe HA HOPOIYKTH 33 TPH3Ka 3a
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KOHTAKTHH Jell¥ W XMUPYPrHYCCKH MPOMYKTH BKIOYMTEIHO MEIHIMHCKO
obopyaBaHe;
o EC pexmapanus 3a CbOTBETCTBHC U ,,CE® MapKkupoBKa B CHOTBETCTBHC C
3rcxBamusaTa na wi. 14 u an. 15 ot 3MU;
e [IpelcTaBeHH Ca H3UCKYEMHUTE TEXHUICCKH crenUKaiy 1 KaTalo3y,

Ha 6232 ropeusJi0KeH0TO KOMHCHATA HAMUPA TEXHHYECKROTO npeiokKeHHe Ha YYaCTHUKA 32
OTroBApSmO B IbJIHA CTENeH HA M3MCKBARWATA HA BL3IOKMTEI, 32J105K€HH B TEXHUYECKATa
cenuduKanus Ha JokyMenTanusara. C oriie/l Ha TOBA, KOMHCHITA e/ THHO/YIIHO PelllH, |e JA0MycKa
yuacrauka "O®TAJABC" OOJ o caeasam erain B npouexypaTa — OTBapsiHe HAa UEHOBOTO
npeIioKeHHe mo o6ocodena mozuuus Ne3.

[To OTHOIICHHE HA TPEICTaBEHUTE NOKYMEHTH IO 41.39, an.3, .1 or IIII30II or "PCP" EOOX
KOMHCHSTa KOHCTATHPA:

Ilo OITNe2

02001 Mexa 6vmpeouna neuja — MoHoBIoK ¢ pub, xanmuxy-2, duamemsp Ha onmuxama-6,0 MM, 6bHULEH Quamemnvp-12,5
mm, auzynayus-0°, acgepuyna, onmuien duanazon — om 0.0 do 34.0D, ynmpasuoremos gurmuvp. Mamepuan — xudpogpoben
akpuaam, 426 800HO CROBPHCAHUE & npexudpupana onakoska. Pedparyuonen undewxc Ha mamepuara — 1,54. A-koHcmanma
118.7 annanayuonna, 119.1 6uomempuuna. Pasmep na unyjusuama — 2.2-2,6. Huowexmop - eHokpamna ynompeba (6knoyen 6
yenama). Macmo 3a uMnIGHMUPAHE — 8 CaKa. Jlewjama e oKOMANEKMOBAHA € BUCKOCYDCman!s Hydroxypropylmethylcellulose
(HPMC 2% solution)- xonyenmpariisi 20mg/ml, guckusumem- om 3000 do 4500 mPa-s, mynexynspro mezio okono 86,000
danmona, cvxpansisare °C - om 2° 0o 30°C, cvxpanenue npu cmaiina memnepamypa -24 mec., pasmep Ha Kauonama (G)- 22,
npedHasHaueHUe- OUCNEPSUBHO, KOMUYECTED (ml)- 2.0 ml

Vyacmuuxsem e oghepupan MedUyUHCKO uz0ene ¢ Mep2o6cKo HAUMEHOEAHUE Envista, ¢ npouseadumen Bausch+Lomb.,
CAILL

02002 Meka svmpeound iewa — MOHOGIOK ¢ pub, xanmuku-2 ¢ PMMA  epx xumuiecku cvedunen, ouamemsp Ha
onmuxama-6,0 mm, genuien ouavemvp-12.5 mm, anzynayus-5°, acepuyna,360° pvb na onmuKama, onmuien Ouanazon — om
6.0 do 30.0D, yimpasuonemos guansp u Guimsbp 3a CUHAMA CEEMNUNY, Mamepuan — xudpagpoben axpunam < 0. %6 8odHO
cvovpucanue. Pegpaxyuonen undexc ua mamepuaia — 1,55 A-koncmanma 118.4. Pasmep Ha unyususima — 2,2-2,6.
Ipesapedena 6 eOHOKPUIEH UHHCEKMOP. Mscmo 3a umpiaumupane — 6 caxa.Jleujama e oKaMRAERMOEARA C guCKoCyGCmanys
Hydroxypropylmethylcellulose (HPMC 296 solution)- KoHyenmpaus 20mgiml,  suckosumem- Om 3000 oo 4500 mPa-s,
Mynexynspro mezno okoio 86,000 danmona, cwxpansisane °C - om 2° 00 3 0°C, cvypanenue npu CMAiHa memrepamypa -24
mec., pasmep na karwonama (G)- 22, npeonasHavenue- Oucnepauano, komudecmao (ml)- 2.0 ml

Vyacmuuxem e ogepupan MeOuuHcKo usdenue ¢ mbp2o6cKo HAUMEHOSAHUE [-Sert Hoya, ¢ npoussodumen HOYA.,
Cunzanyp.

02003 Mexa evmpeouna aewa — MOHOGNOK ¢ pub, xanmuku 26p execmpuparu modughuyupano C , ouamemsp Ha
onmuxama-6 mm, eeruien ouamemvp-13.00 mm, aneynayus-9°, acepuuna, 360° Pob HA ORMUKAMA,0nMudeH OUARA30H — oM. -
10.00 do 40.0D, ynmpasuorenios dunmup. Mamepuan — xudpodpunen axpunam 26%%. Pegppaxyuonen UHDEKC HA MAMEPUANa —
1,465.A-konemanma 119.0. Pazvep Ha unyususAma — 2.6nm, MAcmo 3a umnaaumupane- 6 caxa.Jleujama e oKOMRIEKMOBARA €
GUCKGCYGCmAHYUA Hydroxypropylmethylcellulose (HPMC 2% solution)- konyenmpayus 20mg/ml, euckosumem- om 3000 oo
4500 mPa-s, mynexynspro mezno okono 86,000 Oanmona, CbXpaHAGane °C - om 2° do 30°C, cvxpanenue npu CmauHa
meMRepamypa -24 mec., pazmep Ha Kauwondama (G)- 22, npednasHayenue- QUCHEP2UBHO, KOTUHECTNBO (mil)- 2.0 ml

Vuacmuukem e ogepupal MedujuHCKo uzdenue ¢ muposcko nauvenoaanue IDEA, ¢ npouseadumen Valeant Med.,
Homua.

02004 Meka evmpeoyna newa — MOHoONaK ¢ pb, xanmuku-2, OuamMemsp Ha onmurama-6,0 ymm, evHuen ouamemvp-
13.0 mm, awzynayus-3°, acghepuyna, OnMUYEH duanazon — om -5.0 0o +40.0D, ynmpasuoienos Gunmep. Mamepuawi—
xudpogoten axpunam, < 0.5% eodno cvovpacanue. Peghpaxyuonen uHOEKC HA mamepuana — 1,54.A-konemanma 119.2.
Pasmep na unywsusima — 2,2-2,6. Huxcexmop - eHOXpamua ynompeba. Macmo 3a uMRIGUMUPAHE — 6 caxa.Jleujama e
GROMWIEKIMOBAna ¢  BucKocybemanyia Hydraoxypropylmethylcellulose (HPMC 2% solution)- xonyenmpayusi 20mg/ml,
quckosumem- om 3000 oo 4500 mPa-s, MyaekyaapHo meano oKolo 86,000 danmona, cwxpanssane °C - om 2° 00 30°C,
cwXpanenue npu cmailna memnepamypa -24 mec., pazvep Ha kamonama (G)- 22, npedHa3HaYene- OUCHEP2URHO, KOTUHECMBO
(ml)- 2.0 m!

Vyacmuukom e ogepupai MeduyuHCKo usdenue ¢ mepeoscKo HAUMEHOBAHIE AIALA, ¢ npoussodumen Ajl Ophtalmic,
Henanus.

HpeﬂCTaBeHOTO TEXHUYECKOTO TIPEHIOKEHHE oTrosapda Ha H3UCKBAHMATA Ha BB3IOXKHTENS II0
OTHOIIEHHE HA CHABPKaHUE U (JopMa U € H3rOTBEHO 110 [punoxerne Ne3 0T obpasiuTe KbM IpOIeLypara
u [punoxerne Nel, pencTaBeno Ha XapTHEH 1 OITHYEH HOCHTEIL.

IIpemioxenu ca:



® CPOK 3a focTaeka 710 3 (TpH) [HH, & TPH ClIEMHH Ciydan 1o 24 (nBajieceT U yeTHpH) yaca
OT NONTy4aBaHe Ha 3a9BKa;

® OCTaTBYeH CPOK Ha IOHOCT JOCTABEHHTE MeIMIHHCKH M3JIENINA HE NO-MaibK 0T 60% ot
001K CPOK HA FOAHOCT;

e Jlpeacrasenu ca 34BEPCHH KOIMMS HAa OTOPM3ALMOHHHM MHCMA OT Bausch+Lomb, HOYA
Surgikal Optics u Valeant Med YAOCTOBEPABALLM NPABA 33 AUCTPUOYLIUS Ha TEPHTOPUATA Ha
Peny6nuka Beirapus;

* 3aodepupannTe MeUIHHCKY H3LeHs ca MPECTABEHH B 3aBEPEH MPEBOL;

o Ceprupuxar EN ISO 13485:2003 ma MPOM3BONMTENS, C O0OXBaT
RUCTpUOYUMS, npoiaxkGa, MOHTAX H ociyxBaHe Ha NponykTH 3a rpHxa 3a
KOHTAaKTHH JICIH ¥ XUPYPTUYECKH NPOLYKTH BKIIIOYHTE/IHO MEJULMHCKO
obopyneane;
o EC pexnapaums 3a CboTBeICTBHE M ,,CE* Mapkupopka B CBHOTBETCTBHE C
U3HCKBaHWATA Ha WI. 14 1 wi. 15 ot 3MHU;
* Ilpeactapenu ca usnckyemure Texamuecky CICLU(UKAIHN U KaTaI03M;

Ha 6a3a ropensosernoro xomucnsTa HAMHPA TEXHHYECKOTO NPe/I/I0/KeHHe HA YIACTHHKA 32
OTrOBApSIII0 B NbJIHA CTENEH HA H3HCKBAHHATA HA Bb3JIOKHTEIA, 32/J0/KeHH B TeXHHUYECKATa
cnenupHKaANHA HA JoKyMeHTanusiTa, C OTJIEl HA TOBA, KOMHCHSITA €AHHOAYIIHO PelIH, Je JaonmycKa
yuactauka "PCP" EOOJI a0 CJlelBalN eTan B POLEIYPATA — OTBAPSIHE HA HEHOBOTO npeIoKeHHe
1o obocobena mozumus No2.

C ToBa Ha 04.02.2020r., HasHauenara ot BL3JTOMHTEIIS] KOMUCHA NPUKIIIOYH CBOSATA pabota mo
PasMIeKIAHE Ha TEXHUYECKUTE MPEeUIOKEHHs Ha AOMYCHATATE Y4aCTHULM B MPOLENYPAaTa W CHCTABH
[Iporokon Ne2.

Ha ocnoBanme . 57, an. 3 ot IIII30IT KOMMCHUATA ONpe/Ie/IM aTa, 4Yac M MACTO Ha OTBapsHe Ha
LUEHOBHTE npenioxenns - 13.02.2020r. ot 11:00 uaca, B 3amara ma V etax B MBAJI ,JI-p Atanac
Hadosexu™ AJl Kepmxanu, 3a xoero MIpCANpUC NCHCTBUA 3a YBEOMSBAHE Ha YYacTHUIIMTE B
npoLeaypara.
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