HPOTOKO I
Ne2

Or JeHHOCTTa Ha KOMHCHsITa, HasHavyeHa cpe 3amosen Nog() oT 25.01.2018r. na Mamsnuuresmmg
AUPEKTOp Ha MBAJ] »J-p Aranac Hadopery AL rp.Kopmxany 3a bastnexnane, onenka y KJIacupane #Iﬂ
olajienure odepry g OTKpHTa 1porenypa 34 Bb3llarane na obmecrperia OpBuKa ¢ npenver: "Jlocraska
Ha cuenuguyny MeJMIHHCK K H37Ienng 3a HYJKIHTEe Ha oupg OTaeieHne 8 MBAJ| "I-p Aranac Hadoneru"
Al Ip.Kopram”, ¢ YHHKajen 00848—2018—0001, OTKpHTa ¢ Pemenye Ne638 or 19.12.20] r. Ha
Msnbnnureayg AHPCKTOD, 1yGnukypang o0siBIIenne B POI] Ne820568 11a 21 12.2017¢,

Muec, 30.03.2018]‘., 0T 12.00 yacy g saccharennara samarq p lleyebHoTo 3aBelieHHe ce npopene
3acenanue pa KOMHcCHy, HasHayeHa cpe 3anogey No60 or 25.01.2018r., Ha I/I3anmrcmm;1 JHMPEKTOP Ha
MBAJI »/1-p Aranac Hadonern Al p.Kopipkann, g ChCTaB:

Ipeocedamen; Z-p Jlnana I COpruesa — 3amecripy JHPeKTop;

“ Yirenoge: 1. np Epxan Mypar — Havaimnuk Oyyg OTJieleH e;
2. Cuesxana Kaparrozoga — HKkonomuct OIT;
3. 3naruana Kupuiroga — TeXHHUEeCKy Opranusarop/g-i CrIIa Menunuicky
H3Jienms; '
4. UBan Po6og — IopHCT;

Hagaeeﬂﬂrmem'erii'C"ITéTha}_(é_BCHqKH "ICHOBE Ha KOMHCHsTY,

B nenosoncreoro Ha MBAJ] »-p Atanac adoscry Al tp. Knpokam Ha ocHoBanme un 54, a5.8
ot IT130]] e MOCTBITHIIO MieMo o CICHUS yuacTy:

"ODOTAJIABC" 0071, rp.Cous ¢ Bx.No 1506 ot 27.03.201 TE;

L. Crnep HOLy9aBate noctsnmmorg TTHEMO ¢ okymenTy, H3UCKBAHH OT yyacTiyka 5 Tiporeiypara
Ha ocHoBanupe W54, an.12 o HTI3017 KOMHCHsITAa NIpHCTEIY KoM pasriesknane g JOIBJIHUTEHO
Ipeacrasennre AOKYMCHTH  oTHOCH( CROTBETCTBHETO 1ig yuactHuka ¢ HSHCKBAHMATA KBM mpumoro
ChCTOsIHHE 1 KpHTepuuTte 33 10160p.

APYTH - noxymenty, KOHTO  ¢hanpiar HpomMernena  w/pny JOIBIHATE A HHpOPManus  orHocho
obocobennre HO3HIIH, 3a kKouTo e llofaBa sassiennero 35 yuactue;
Yuacrungyr ¢ Hnpeacrasuy g MOIbJIHITe 110 MBHCKBAHNTE A0KyMerrTy:

I1. CJIGII Harpasenarg NpoBepka pa JJ;OH'BJHIHTCJIHO H3HCKBaHuTC H TIpesicraseny HAOKyMenT y cien
OlHcanuTe KOHCT&T&HHH, KoMucusra aonycka /10 cieaBany cTan p npoue,uypa'ra = ])33I‘J'[C?R,E[3He ia
TQX][II‘ICCKHTO npenIomeny Ha caeannre Y‘IHCTIHIHH:

"ODTAJIABC" 001 - OIIN:3;
”BI/IKOME,ZI" 00/ - OIINe1;

"PCP" EOOQ)] - OIIN:2;

"Konrakr Memuenn Hirrepnenim g, g OO/1 - OITNe4g




B nepuona or 30.03.2018r. 5o 03.04.2018r., KoMHCHATA B IThJIEH ChCTaB HAa 3aKPHTH 3ace,r[amgl,
NO/IPOOHO pasIileNia TEXHHIECKHTE PEIUIOMKEHHS Ha AOTIyCHATUTC YYaCTHHIH B IIPOIIE/(ypaTa U CTUTHA
CJIC/THMTE KOHCTATAIHH:

"ODTAJIAGC" 001
Ilo OIIN23 Bvmpeounu neuqu

03001 Burxonsexcna chepuuna Gesabepayuonna monodhoxanma peufa. Mobnok, mamepuan: HydroSmart Protéct.
Xammucu - 2 6pos, Quavemvp na onmurxama 6,0MM, Gonuen ouamemvp 12,0mm, anzynayun 0°. Hameuue na poo | 3a
npedomepamsisane na emopuuna kamapakma no yaaama konmarxmia nosvpxuocn. Onmuven duanazon: om 0.0D do 35, ID.
Cmonka wa onmuvnusm duanason - npes D(ouonmuvpa):om 15,5D-26,5D npes 0,5 D om 0.0D-35,0D npes 1,0 D.C
Yampasuonemos uamvp u ¢ punmnp za cuns ceemumuna. Pegparyuonen undexc 1.46, pasmep na unyusuama 2.4nm.
Hynnanmupa ce ¢ carca. B kovnaexm ¢ UHDICEKMOP U 6UCKO cybemanyua nampues xuanyponam 1.8% -1.2xmx,

Yuacmmuxvm e oghepupan meduyuncko uzdeaue ¢ muwpeoscko naumenosanue Lentis LS-302Y, ¢ npouzcodumen
OCULENTIS BV, XOJIAHTH AL

03002 buxonsexcna achepuuna besabepayuonna monoghokamma newa. Mobnox, mamepuan: HydroSmart. Xanmuxu & 2
Opos, duamemsp na onmuxama 6,0Mm, vuuen Quamemuvp 12,0mm, anzynayus 0°. Hanuyie na pvb 3a npedomspamasaine|na
GIMOpUYNAG Kamapakma no yanrama kowmakmua nosvpxnocm. Onmuven uanazon: om -10.0D do 35.0D. Cmuvnka \na
onmunusm ouanason - npes D(uonmupa): om 10, SD-29,5D npez 0,5 D om -10.0D-33,0D npes 1,0 D.

C yampasuonemos unmuvp, 6e3 unmop 3a cuns ceemnuna. Peghparyuonen undexc 1. 46, pasmep na unyuzusma 2.4y,
Hymnanmupa ce 6 caxa. B kommnexm ¢ UNAICERMOP U GUCKO cyOcmanyus nampues xuanypornam 1.8% -1. 2.

Vuacmmurom e ogepupan  meduyuncxo uzdemve ¢ muvpeosero  naumenosanue Lentis L-312, ¢ npouszsodumen
OCULENTIS BV, XOJIAH/{HA,

03003 buxousexcua acghepuuna besabepayuonna monodhoxamna newa. Mobnox, mamepuan: HydroSmart Protéct.
Xanwmuxu - 2 6pon, ouamemvp na onmuxama 6,0mm, Gonuten duamvemuvp 12,0mm, aneynayus 0°. Hammue na pvb|3a
npedomepamasane na 6mopuuna Kamapakma no yanama konmakmna nogvpxuocm. Onmusen duanazon: om 0.0D do 35.0D.
Cmonka na onmuunusm ouanazorn - npes D(ouonmuvpa):om 15,5D-26,5D npes 0,5 D om 0.0D-35,0D npes 1,0 D,

C ynmpasuonemos gurnmup u ¢ Quamep 3a cuns ceemauna, Pepparyuonen underxe 1 A6, pasmep na unyuzusma 2.4J\§Mf.

Hunnaumupa ce ¢ caxa. B komnnexm ¢ UHIICEKINOP U BUCKO CYOCHanjus nampues Xuanyponam 1.2

; ]

Yuacmiuroein e ohepupanr meduyuncko usdenne ¢ mvpeoscko nauvenosanue Lentis LS-312Y, ¢ npoussodumen
OCULENTIS BV, XOJIAHHA,

03004 Burxonsexcna acipepiia besabepayuonna mynmudhokanna newa. MonoGnox, yamepuan: HydroSmart. Xanmuxa
nu nrouka ¢ 4-movkosa duxcayus, ouavemvp na onmuxama 6.0mm, dvncuna 11.0mm, anzynayus 0°. Hanuuue na pub|za
npedomepamsasane na smopuuna kamdpakma no ysaama konmakmina nosvpxuocm. Onmuven duanazon: om  -10.0D oo
+36.0D. Cmvnka na onmuynusim duanazon - npes DOuonmuvpa): om 0.0D-36.0D npez 0,5 D om -10.0D- 1,0D npes 1,0 D,

C ynmpasuonemos unmup, ez unmvp 3a cuia ceemmuna. Pedbpaxmusen undexe 1.46, pasvep na unyuzusma 2.0-
2o, Hvmnanmupa ce 6 caxa. B kosmaexm ¢ WHIICERMOP U GUCKO cybemanyus nampues xuanyponam 1.8% -1.2xn.

Yuacnuuxvm e ogepupan meduyuncro wzdenue ¢ muvpeoseko naumenosanue Lentis MF15 Comfort, ¢ npoussodumen
OCULENTIS BV, XOJIAHTHA.

Komucusira yYCTanoBu, ue YYaCTHUKBT B nponenypara e HpeacTaBu)l BCHYKH H3UCKYEMH OT
BB3JIOMKHATEITA JAOKYMEHTH, a4 HMCHHO;

o Honvanen Obpasey No 3 — Ipednoocenue 3a usnvanenue na nopvuxama,
o [lpunooicenue Nel kom mexnuueckama oepma — na xapmuen u exexmponen nocumen;
° Ionvanen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ Kraysume na npuiosicenus npoekm pa
002060p;
o lonvanen Obpasey Nes - Jlexnapayus sa cpoka na eanuonocm na odepmama
° lonvanen Obpasey No6 — Jlexnapayus sa kongudenyuannocm no un. 102, an.l w an.2 om 3011 ¢
KoAmo e nocouewno, e uird;»op,n«tamm.r}?a G ImexnHu4eckono I?pé’()ﬂODfCé?Hln'e oa e ce cyuma 3a
Konguoenyuanna;
o [lpedcmaseno e sasepeno konue na omopusayuonto nucmo om npouscodumens Oxynenmuc I'nox,
Lepyanus, yoocmosepasauyo npasa sa oucmpubyyus na mepumopusima na Penybnura bvazapus,
e 3a oghepupanume meduyuncru uzdenus ca npedcmasenu ¢ sagepen npecoo:
o Cepmugpuxam EN ISO 13485:2003 na npouseoOumens, ¢ obxeam npoexmupane | u
paspabomia, npouseodcmeo u npodaxcéa na Koumaxmny rewfu, evmpeoynu newu u
arcecoapu 3a nanpasnenue Ogdmanmonozus;
o EC dexnapayus sa coomeememeue u ,, CE* MAPKUPOBGKA 6 COOMBEMCMBUE ¢ USUCKGANUSNG
naun 14 uun 15 om 3MU; ‘
o Hncmpyriyuu 3a ynompeta.
o [Ilpedcmasenu ca usuckyesume mexnuveciu cneyudurayu;




e [lo ceoe Yemompenue YY4acmHUKbI e npec)cmaaw.' QDO]JMG 3a nper)cmawme Hd lﬂld)()p}l.’(!lﬂ,f}[ a
.1'!(3()3-!1[1[”(,‘.’\'1! H_?()L’..HH}?, nycnamit 6 oeticmeue na mepumopusana Ha PET)R.?.GPH}I , 6 cCbomeenicmaeue ¢

yi1.30 om 3MIH.

° lo ceoe ycvompenue yuacmnuxvm e npedcmasun Cepmucpuxam ¢ Pee.NeA-151.01-OMS na
w ODTAIIABC " Yyoocmogepsisawy - cvomeememeuemo na - cucmemama  3a ynpaenenue pa

kawecmeomo na opeanuzayuama c uzuckeanuama na 1SO 9001:2008

Y4YacTHHKET € HPCAJIOKHI CPOK 3a HM3MNBIHEHHE Ha JOCTaBKHTE, CPOK 3a pascpovcHo IyianaHe H
OCTaTBhYE€H CPOK Ha TIOAHOCT Ha ()(l)C])I-i])HHHTC MCIHULHUHCKHA M3JCITHSI OTTOBapsIliH HA MHHHUMAaJIHHUTC

H3HCKBAHMS HAa BB3JIOKHUTEIIS.

C.]"IC,Z[, KaTo HarpaBH IIPOBEpKa Ha ChIBPKAaHHETO Ha TECXHHYECKOTO IIPCIAJIOKCHHE C"IJO(S])E]._'Sr (4]

H3UCKBaHHsTa Ha [poneaypara KOMHCHSTA YCTaHoBH, 4e JHOKYMCHTHTE Ha y4JacTHHKa OTroBapsT Ha

H3HMCKBaHMATa Ha [poneiaypara 1 3akoma.

OdepupannTe MeMIAHCKH H3Jeus Lentis LS8-302Y, Lentis L-312, Lentis LS-312Y u Lentis MFI5
Comfort cbOTBeTCTBAT Ha M3HCKBAHMATA HA TEXHIUCCKATA cnenu(uKalus KbM JOKYMEHTAIMATA |34

yaacTue B Hnporeaypara, 110)1})06{10 OITHCAaHH I10 HOMEHKIIaTypH B obocobenara TTO3HITHA.

Ha 6a3a TropeH3JI0KCHOTO KOMHCHSITA HaMHpa TeXHHYECKOTO HPCJIOKENHE Ha YIYACTHHKA 34

OTroBapsio B NBLJAHA CTCHCH HA H3MCKBAHHITA Ha BB3JIOKHTENS, 3aJ0KeHH B TeXHHUecKATA
CIICHII(I)IIKFIHIHI Ha JOKYMCHTAIIHSITA. C OrJic/T HA TOBA, KOMHCHSTA CANHOAYIIHO pernn, e I[OI!YC*KH

yuacrmika "O®TAJIABC" OO/l mo caexsam eran B npoueaypara — OTBAPSIHE HA IEH0BOTO

npempaoxenue mo odocodenara HO3MITHS.

"BUKOMEI" 00J1
o OIINel Buvmpeounu newju u umnaanm npu 2J1ayKoma

01001 Acghepuuna mexa evmpeouna newa — monobnox ¢ ouzaiin na ORMUKAING, APe0oMBPamasdiy passumueno \Ha

GH-IQ}}H"-(-HG—K-GH?-Gj}{i’-h'—i‘?i6‘ 3 C‘—d)ltﬂﬁ?bp_36"_(f]JBC)H'(THIﬂ'_r{(TCHJ Ont— ClHuA CHEKMbY  HA  ceemiunamd, [l/fameprm

! ”
akpuian/Memaxpunam Kononumep/xudpogobna newa ¢ 6ooHo cvovpocanue om 0,3 % 6 cyxa onaxosxa. Tun na onmuxamg —
Ouronsexcua. Pasmep na newama 13.00. Pasyep na onmuxama 6.0 mm. A-xoncmanma 118,7. Pechpexmusen unoexc na
Mamepuana — 1.55, 8 komnnexm ¢ Buckocy6emanyust - 2% Xudporeunponun Memunyenynosa ¢ sucxosumem om 20,000(00

40,000 mPa.s.

Yuacnmmucom e oepupan meduyunucxo uzdenue ¢ mupzoaeko naumenosanue SNGOWF Acpepuuna mexa svmpeoyna

newja— vonobnox + Ilenyeen, ¢ npoussodumen Alcon, CAII.

01002 Mexa svmpeouna newja — sonobnox ¢ duzaiin na ORmuUKamMa, npedOMEPAMACAN] PAIGUMUEMO HA GMOPUY!
kamapaxma. Mamepuan — axpwram/semarpinam Kkononuvep/xudpohobna newa c 6odno cvovpocanue om 0,3 % cyxa
onaxoska. Tun na onmuxama — ouxoneexcna. Pasvep na aewama 13,00, Pazmep na onmuxama 6.0 yma. A-konemanma 'Fm
118,4. Peghpexmusen undexc na smamepuana — 1.55, ¢ xommiexn ¢ Bucrocybemanyus - 2% Xudpoxcunpomun Mennnyenynosa ¢

suckozumen om 20,000 do 40,000 mPa.s
Yuacmuukovm e oepupan medwyunero uzdenve ¢ mopeoceko naumenosanue SAGOAT  Mexa svmpeouna newyq

Monobnox +[enyeen, ¢ npouseodumen Alcon, CAILL].

01003 Mexa svmpeouna newja — mpuxommonenmua c nponenosu xanmuxu. Mamepuan — axpwiam/vemarxpungm
Konoausmep/xuopochobna newa ¢ 6odno cvovpacanue om 0,3 % 0o 3% ¢ cyxa onakoska Tun na onmuxama — Gukonaerxciid.
Pasmep na newama 13.00. Pasmep na onmuxama 6.0 sy, A-xonemanma om 1 18,4, Peppexmuaen undexc na mamepuana --1.55,

6 koymiexkm ¢ Buckocybemanyus - 2% Xudpoxcunponun Memunyenynosa e suckosumem om 20,000 do 40,000 mPa.s
Yuacnmukvm e ogepupan meduyuncko usdenue c mepeoseko naumenosanue MAGOAC Mexa evmpeouna newq
mpuroymnonenmia + Lenyzen, ¢ npouseodumen Alcon, CALI].

01004 Tpughoxama, zadnoxamepua, achepuuna mera Svmpeouna Jewda - MOHOOIOK ¢ Ouzalin na omnukama,
APECOMBPANAGALY PAZGUMUCIO NG GINOPUYNA KAMAPAKING , ¢ hunnvp 3a epednama vacm om cunus cnexmuvp Ha caem,-vzmafm

Mamepuan — axpunam/siemarxpunam kononumep/xudpodobua newa ¢ 6odno cvovpacanue om 0,3 % cyxa onaxogka. Tun
onmuxama — burkousexcna. Pasmep na newama 13.00. Pasyep na onmuxkama 6.0 mm. A-xonemanma 1191, Peghpexmu

=

a

Ha

eH

undexc ina mamepuana — 1,55, ¢ xomnnexm ¢ Buckocybemanyus - 2% Xudpoxcunponun Memumyenynosa ¢ euckosumem pm

20,000 do 40,000 mPa.s

Yuacmnuxvm e ogepupan meduyuncko usdenue ¢ mupeoscro naumenosanue TENTO0Tpuchokanna yexa svmpeoyna

aeuja +Lenyeen, ¢ npoussodumen Aleon, CAIL],

01005 Topuuna, sadnoxavepna, achepuuna mexa Svmpeocuna jewa -  monobnox ¢ ouzaim wa  onmukama,

NPeOOMEPAMABANY PAZEUINUEMO NA GMOPUMHA KAMAPAKMG , ¢ unmvp 3a epednama vacm om cunus CREKMBbP Ha Caemannama
Mamepuan — axpunam/memarpunam Kkonomuwep/xudpoobna newa ¢ 60dno cvdvpacanue om 0,3 % o cyxa onaxosxa. Tunna

onmuxame — ouxonsexcna. Pasmep na newama 13.00. Pasvep na onmuxama 6.0 mv, A-xoncmanma. | 19.0. Pechpexmug

el

undexc na mamepuana — 1.55, @ kommiexm ¢ Bucrocybemanyus - 2% Xudpoxcunponun Memumygenynosa ¢ euckosumem pm

20,000 do 40,000 mPa.s

Yuacmnurxvim e ogepupan meduymicrko usdenue c nepeoscxo naumenosanue SN6Awxx Topuuna, 3aduoxkavepya,

acihepuina vexa svmpeouna aewa +Lenyeen, ¢ npoussodumen Alcon, CAll.




01006 3aonoxavepna mevpoa evmpeouna newa — monobnox "C" xanmuxa ¢ oynuuyu 3a npuwusane. Mamepuap —
nonuxtemuavemarxpunan (PMMA). Tun na onmucamea — buronsercna,

Vuacmnuxvin e oghepupan meduyuncro uzdenue ¢ muepzoscko  naumenocanue CZ70BD 3adnoxamepna mevpoa
sviipeouna newa — vonobiorx ,,C" xanmuxa + Lenyeen, ¢ npouzsodumen Alcon, CAILL].

01007 3aonokamepna mewpoa evmpeouna newa — monobnox "C" xanmuxa.. Mamepuan — nam-uemz.v.-'r.mmrmq)w.'fim
(PMMA). Tun na onmuxama — buroncexcua. Pasmep na newgama om 13.5 . Pazvep na onmuicama om 6.5 mm. A-xoncmanma
om 118,7. ¢ kovnnexm ¢ Buckocybemamyus - 2% Xudporcunponun Memwiyenynosa ¢ suckosumem om 20,000 00 40,000 mPd.s

Yuaemmurcem e oepupan meduyuncko uzdenue ¢ Mmuvpeoscko  naunenosane MCS50BD 3adnokavepna mevpda
svmpeouna rewa — monobnox ,, C” xanmuxa + [ [enyeen, ¢ npoussodumen Alcon, CAL.

01008 ITpeonoxasepua MevLpoa svmpeocuna newa — yonobiok. Mamepuan — nonusmemuisemaxpunam (PMMA). Pazyep
na aewpama 13.0 mn. Pasvep na onmuxama 5.5 MM, A-konemanma 115.3 6 xommaexm ¢ Buckocyoemanus - 2%
Xudpoxcunponun Memunyenynosa ¢ auckosumem om 20,000 0o 40,000 mPa.s

Vuacmmurcom e ohepupan meduyuncrko uzdenye ¢ nmvpeoscko nausmenosanie MTA4L0 llpednoxavepna mevpda
Gempeouna rewa — monobnok + Ienyzen, ¢ npouseodumen Alcon, CALL.

01009 Dunmpupviy unmnnanm Apu enaykoma — memanen, 3a nonuycacane na BOJ

Yuacninukem e ogepupan Meduyuncko usdenne ¢ mupeoscko naumenosanue 24053, Ex-Press @unmpupany uMRBAGH, ©
npouscodumen Alcon, CAL

KOMI’ICLIﬂ'i‘Ei YCTaHOBH, ue YYaCTHUKBLT B npore/ypara e HOpeJICTaBuJI BCHYKH H3HUCKyeMH 0T

BB3JIOMKUTEISI JOKYMCHTH, 2 HMCHHO"
o [lonvanen Obpaszey No 3 — Hpeonoicenue sa usnvanenue na nopvukama;
© punooicenue Nel xvom mexnuyecxama ohepma — na xapmuen u enekmponen nocumen,
° lonwanen Obpasey Ned - Hexnapayus 3a cvenacue ¢ Kraysume na npunodicenus npoexm ja

do2060p,
® [onvanen Obpasey No§ - Hexnapayus sa cpora na sanuonoem na oepmama;
° Ilpeocmaseno e sasepeno xonue na OmMopUsayUOnNO nucmo om npouseodumens , AJIKOH " HHK,
CALL, yoocmosepsasaiyo npasa 3a oucmpubyyis na mepumopuima na Penybiuuxa Bvaeapus,
® 3a oepupanume MeOuyuncku usdenus ca npedemagen 6-3a6epen-npecoo.

o Cepmuchuxam EN ISO 13485:2003 na  npoussooumens, ¢ obxeam ducmpubyyus,
npooadicha, monmanc u obenyycsane na NPOOYKIMU 3G 2pudica 3a KOHMAKmiu ey u
XUPYPRUNCCRU NPOOYKIU GKIIOUUMENNO MeOuyuncko obopyodsane;
© £C dexnapayus sa cvomeememeue u ,, CE* MAPRUPOBKA 6 CLOMBEINCMBUC ¢ UIUCKEAN U
nayn. 14 uun 15 om 3MH;
o Huempyryuu sa ynompeéa.
° llpedcmasen ca usuckyemume mexuuvecku creyugpurayuy u kamanos,
YUYacTHUKET € mpejuioku CPOK 3a M3IBIHCHUC HA JOCTABKHTE, CPOK 34 pascpoueno miamane u
OCTaTLUCH CPOK HA TOAHOCT HA O(EPHPAHHTE METHIHHCKH H3JICIHA OTrOBAPAMIM HA MHHHMAJIHHATE
H3HCKBAHHKS HA BH3JI0OIKUTETH.

Cren, xaro manpasu IIPOBCPKA HA CHABPIKAHHETO HA TEXHHYCCKOTO IpeIoKeHue chobpasio
H3HCKBAIMATA HA IIPONEAYpATa KOMHCHSTA YCTAHOBH, Y€ NOKYMEHTHTE Ha 'y4acTHHKA OTroBapsT Ha
H3HCKBAUUATA HA NIPOIE/YpaTa U 3aK0HA.

Odepupanure Mejumneks usiems SNGOWE Achepuuna mexa BbMPpeouna Jeuja— monooox +

Henyeen, SAGOAT Mexa svmpeouna aewja — monobnox +, MAGOAC Mexa svmpeoyna newyd —
mpukomnonenmna +, TENT00 Tpugoramna mexa Gompeouna aewa +lenyeen, SN6ATxxTopuuta,
3adnokamepna, acepuuna mera svmpeouna newa + [lenyeen, CZ70BD 3adnoxamepna mewvpoa
svmpeouna aewa — monodaor ,,C” xanmura +enyeen, MC50BD 3aonoxavepna mevpoa BbNIpeoid
rewja — monobnok ,,C” xanmura + Lenyeen, MTA4U0 lpeonoxamepna mewpoa sbmpeouna Jzeu;af
monobaok + u 24053, Ex-Press Dunmpupauy uvinianm cLoTBETCTRAT Ha H3MCKBAHMATA HA TEXHUYCCKATA
CHCHMDHKAIIS KbM JIOKYMCHTAIMSATA 38 YHacTHe B pouejiypara, nojapotHo onHcaHy 1o HOMEHKJIATYPH B
obocobenara rozmmus,

Ha 6a3a ropemsaoxenoro wommensira HAMHPA TEXHIECKOTO NPE/LIOKEHIE HA YUACTIIKA [32
OTroBApSINe B IBJIAHA CTENEH HA H3HCKBAHMSITA Ha BLIJMOKHTENIS, 32J10KCHH B TeXHH4ecKaTa
crenduKranms Ha JokyMenTamusTa, C OTJIEA HA TOBA, KOMHCHATA /(MO0 pelun, ge jonycka
yuacrimaka "BHKOMEX" OOJI no CJACABALL cTall B mpomexypara — OTBapsIHE HA WEHOBOTO
Hpepnoxenue no odocodenara mozuums,

"PCP" EQOJT




OIINe2 Bvmpeounu Jaenqu

02001 Mexa svmpeouna newa — monobnox ¢ pv6, xanmuu-2, Quamenvp na onmurxama-6,0 mm, evuuen Quamemvp-12,5
MM, aneyrayun-0°, achepuuna, onmuyey Quanazon — om 0.0 do 34, 0D, yampasuonemog Punnep. Mamepuan — xuopoghoben
akpunam, 4% 6oono cvdvpicanue g npexudpupana onakoska, Pepparyuonen wndexe na mamepuana — 1,54, A-xoncmanma
118.7 anianayuonna, 119, ] buomempuuna, Pazyvep na unyusuama — 2,2-2,6. Huncexmop - enoKpamna ynompeba (sxniovel &
yenama). Macmo za wnnianmupane — 6 caxa. Jlewama e oxommnexmosana c suckocyocmaiys Hydroxypropylmethytcellulpse
(HPMC 2% solution)- ronyenmpayus 20mg/ml, suckosuniem- om 3000 oo 4500 mPa-s, MYRexyapno mezno oxkoio 86, ‘0()
danmona, coxpanssane °C - om 2° do 30°C, coxpanenue npu cmaiina mesnepamypa -24 smec., pasvep na kamonama (G)- 32
npednaztayenye- QucnepausHo, Koauvecmaso (mil)- 2.0 ml

Yuacmnukom e othepupan reduipuncko wuzdenue ¢ mupeoGeko nausvenocanuue enVista, ¢ npouzeodumen Bausch+Lomb,
CALL.

02002 Mexa svmpeouna Rewa — monobnox ¢ pwvb, xanmury-4, duamemvp ua onmukama-6 ymm, evnuen ouantemup-om 10.5
do 11.0 sy, aneynayus-0° achepusina, onmuven duanazon — om -0.00 00 30.0D, ynmpasuonemos Drnp. 11"/9.'110/911(1‘7 -
xuopodhunen axpunam 26%, Pedparyuonen  undexe na mamepuana — 1,46, A-xoncmanma 118.0 anianayuonna, 1183
Ouortempuna. Pazsywep na wopsusma — 2.6mm, UHIICCKMOp 3d eOHOoKRpamna ynompeba (skniouen ¢ yenama). Mﬂcmoﬁ?a
wmnianmuparne- 6 caxka. Jlewama e oxovmnexmosana ¢ sucKocyocmanius Hydroxypropylmethylcellulose (HPMC 2% solutio 1)-
Kouyenmpaius 20mg/ml, euckosumem- om 3000 do 4500 mPa-s, mynexynapno meano oxono 86,000 oanmona, coxpansicane °C -
om 2° do 30°C, cvxpanenue npu cmaiina memnepamypa -24 sec., pasyep na kamonama (G)- 22, npeduazinavenye-
ducnepzusno, Konvecnmeo (ml)- 2.0 ml

Vuacmnuxovm e ohepupan medwyuncro usdenue ¢ mepeoscko  naumenosanue Akreos Adapt A0, ¢ npoussodumen
Bausch+Lomb, CAll].

02003 Mexa GvImpeoyna jeufa — monobnox ¢ puo, xanmuru-2, duamemup na onmurama-6,( MM, GvHtuen duasiemvp-13.0
MM, aneyaayua-5°  achepuuna, onmuven duanazon — om 9.0 do 30.0D, ynmpasuonenos durmep. Mamepuanr BENZ-
xudpoghoben axpunam, 1% soono cvovporcanue. Pediparyuonen undexe na Mamepuaia — 1,49 A-xonemanma 119.0, Pasy ep
na unyusuama — 2,2-2,6. Huocexmop 3a eHoKpamna ynompeba ( exmoven 6 yenama). Macmo sa uMnpRaHmupane — ¢ card,
Hewama e oxomnnexmosana ¢ sucKocyocmanyus Hydroxypropylmethylcellulose (HPMC 2% solution)-  konyenmpayus
20mg/mi, auckozumem- om 3000 0o 43500 mPa-s, mynexyaapuo mezno oxono 86,000 dammona, cvxpanssane °C - om 2° 0o 307C,
coxpanenue npu cmatina memnepamypa -24 mec., pasmep na kamonama (G)- 22, npednasnavene- oucnepeusio, Konuvecmeo
(ml)- 2.0 mi. e = o

Yuacmnuren e oepupan smeduyuicrko uzdenue ¢ mepeoceko naumenosanue I-Siream GL, ¢ npoussodumen MD TECH,
Hmanus.
02004 Mexa evmpeouna rewya — monobiaox ¢ pv6, Xanmuxu-4 nneiim enecmpupanu, duavienvp na onmuxama-6 s,
orwen Juanemup-11.0 vy, aneynayus-0°, acghepuuna, 360° pué na onmuxama u Xanmukume, onmuven duanazon — om -9(00
30.0D, ynmpasuonemos Qurmvp. Mamepuan — xuopodhen axpunam 26%, Pegparynonen undexc na Mamepuana — 1,46, A-
kowemanma 1182 annanayuonna, 118.7 buorempuuna. Pasmep na unyusuama — 1.8 - 2.8um, unocexmop 3a eoHokpamna
ynompeba (skmouen ¢ yeuama). Macmo 3a wMnianmupane- 6 caxa. Jlemama e oxomnrexmosana ¢ suckocyocmanyus
Hydroxypropylmethyicellulose (HPMC 2% solution)- Konyenmpayus 20mg/ml, euckosumem- om 3000 oo 4500 mPg-s,
Myrexyaspio meeno oxono 86,000 darmona, coxpansgane °C - om 2° go 30°C, cvxpanenue npu cmaina memnepamypa 124
Mec., pasvep na kamonama (G)- 22, npednasnauene- ducnepausio, Kommecmeo (ml)- 2.0 ml.
Yuacmuurcom e oghepupan meduyuicko wdenue ¢ neposcko naumenosainie I-Siream HF, ¢ npoussodumen MD ?LJ‘H
Himnanus,
02005 Mexa svmpeouna Jewja — monobnox ¢ pv6, xanmuxu-2, Quamemvp na onmuxama-6,0 Mm, Gonuten duameniop-13.0
MM, aneynayua-0°, achepuuna, onmuven duanazon — om 0.0 0o 40.0D, yampasuonemos Gunnrop. Mamepuan xudpodhoben
arpuiam, 1% eoono ceovpacanue. Pepparxyuonen unoexe na Mamepuana — 1,51, A-concmanma 118.4, Pazvep na unyususma
= 2,.2-2,6. Huocexmop - eonokpamna ynompeéa (sxnoven a yenama). Macmo za usntanmupane — ¢ carka. fewamg e
ORoMmIekmosana ¢ guckocybemaniyus Hydroxypropylmethylcellulose (HPMC 2% solution)-  kouyenmpayus 20mg/ml,
suckosumem- om 3000 oo 4500 mPa-s, Myrekyaapio meeno okono 86,000 danmona, coxpansgane °C - om 2° do 30PC,
coxpanenie npu cmaiina memnepamypa -24 mec., pasviep na kanonama (G)- 22, npednasnayene- ducnepeusio, komecneo
(ml)- 2.0 ml.
Yuacnnuxvm e oghepupan meduyuncro uzdenue ¢ mvpeoseko naumenosanie Fokus Force, ¢ npouseodimen Valeant !ed,

Tomua,
Komucunsita yeranosu, we YUaCTHHKBT B IIPOLE/ypaTa € INPEACTaBHI BCHUKH H3HCKYEMH [OT
BBL3JIOIKUTCIISE JOKYMEHTH, 4 HMCIHO® ' '
° Honvunen Oopazey No 3 — Hpednoscenue sa usnvanenue na nopvuxama,
o llpurodicenue Nel ko mexnuvecxama ohepma — na xapmuen u ellekmponen nocumen;
o Ilonvanen Obpasey Nod - Hexnapayus s3a cvenacue ¢ Kraysume -na npunodicenus npoexm na
D02060p; :
o Honvanen Obpasey Nos - Hexnapayus sa cpoxa na sanuonocm na oepmama;,
° o ceoe yexompene yuacmuuxvm e npedcmasgi; '
> Hexnapayus no un.47, an.3 om SOIT:
3acepenu rxonus na Yyoocmogepenue om Aeenyusma no enuceanusma u peutenue C(m
Coduitiicku 2padexu cvo 3a pecucnipupane na opyxcecmeomo,
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° [lpedcmasenu ca SAGCPeHU  KONUS  Ha  omopusayuonny  nucma  om npomw()ummunr r
Bausch+Lomb, CAII], MD TECH. Hmanua u Valeant Med, IMonua Yoocmoeepsasauu npasa |
ouempuOyyus na mepumopusima na Penybnura bvazapus,

° 3a ohepupanume Meduyunck usdenus ca npedcmaseny ¢ 3aseper npecoo:

o Cepmuchuram EN ISO 13485:2003 (2012) na npouzsooumenume:;
o EC dexnapayus 3a cvomsememaue AR Del

o Hucmpyxyuu 3a ynompeéa,
* Ilpedcmasenu ca usuckyemume mexnuuecr cneyughukayuu u kamanosu,
YYacTHHKBT € Tpesuiosku CPOK 3a M3IILJIHEHHE Ha NOCTaBKUTE, CPOK 3a pa3cpoyeHo IuIalane

ocrarbpuen CpoOK

H3HCKBAHMS HA BH3JIOMKHTE.

Cren, xaro manpasm IIPOBCPKa Ha CHABLPKANUETO HA TeXHHUYECKOTO TIpe/IIoAKEHNe chobpa3s
H3HCKBANMATA Ha IpPOLEypaTa KOMHCHSTA YCTaHOBH, Y€ JIOKYMCHTHTC Ha YYaCTHHKA OTILOBapAT

—MBHCKBaHHsiTa Ha IPOIE/lypaTa i 3aK0a.

Odepupannte MeannmucKu usnenust  enVista, Akreos Adapt AO, I-Stream GL, I-Stream HF
Fokus Force chorsercTBar na H3HCKBAHUSTA Ha TCXHHYECKATA CHEIH(HKAINST KbM JIOKYMEHTALHTA
yaactue B npouejaypara, o ipo6GHo OnHCaHH 110 HOMCHKJIaTYpH B 000cobeHaTa rno3uims,

Ha 6a3a ropemsnoskenoro xoMucusita HAMHDPA TEXHHIECKOTO NPE/UI0KEHIIE HA YyIACTHIIKA

OTrOBapAI0 B
crenuurans
yuactunka "PC
1o obocoGenara

"Kourakr

3aseperio konue na paspewienue 3a muvpeosus na edpo ¢ meduyuncku uzdenus ¢ Pes Nol

P-T/MH/021/29.08.2007>.

3asepeno xonue na cepmugpuxam NeCl/S614(BG) ¢ cvomeememeue ¢ UBUCKGANUSMA fia

IS0 9001:2008 na ,, PCP* EOO u npunocenue kvm Heeo,
3asepeno xonue na cepmughuxam NeCIN/86140 6 cvomsememeue ¢ UBUCKGANUSMA
ISO 9001:2015 na ,, PCP* Eoon:;

(j]?])dt’?f\'(l-()8!&‘..’76!])((1[[{}1 3a usevpuLenme ()OCH?(I()’.’CH Ha _1!{?()141'!;'11.’!(3}\'11' uzoens Ho critovep

Q02060pu 30 nociednume mpu 200U,
3acepenu xonus na yoocmosepeusn 3a dobpo usnvanenue no crmoueny Q02060pu
docmasara na meduyuncrku usdenus — 1] oposi;

nayn 14 uun. 15 om 3MH:

Ha TOJHOCT Ha O(I)BPHpElHIITC MEAUIHHCKN H3JICIIH OTroBapsIy Ha MHHUMAJIHE

MAPKUPOBKA 6 COLOMBEMCMaEie ¢ 1!3‘”6‘]\'6’(!.’/11}7710

V-

1a

3

o

3a

3a

HLJHA cTenel Ha W3NCKBAMISITA HAa BB3JIOKHTCNS, 32J10:KeHH B TeXHHIecKaTa
Ha jorymentanusTa. C oryiea ma ToBa, KoMuensTa C/AMHOAYIIHO DEIH, e JonycKa
P" EOOJ o ciexsam etan B fponeaypara — 0TBapsiHe Ha WEHOBOTO HPEII0KCHIE

HO3HIMA.

Menknia Unrepuemnuna" 001

OITNed Bvmpeounu newyu

04001 Ednoxomnonennua, sadnokamepna, mevpoa gvipeouna Jewa, ¢ dsa bpos xanmuk, Xaparxmepucnura
onnikama: Acopmumenm (Quonmpu); om + 0,0 do +30,0 ( emvnka 1,0), om +16,5 do +24,5 (emvnka 0,5).  O6wy duamem
12,50mm, Onmuven ouavemup: 6,0 s, Puwmmvp : UV hunmup, Mamepuan: PMMA (nomusenuimemaxpunan, A-xoneman

Yampaseyk.: 118.2,

Yuacmnuxvm e oghepupan meduyuncro usdemue ¢ nopeoseko nauvenosanue Cima 362, ¢ npoussodumen Ci

Texnonodacu, CAI.

04002 Eonoxormonenmna, npednokamepna, mevpda evmpeouna rewya, ¢ dsa bpos xanmuyxu
Xapakmepucmura na onmuxama: Acopmusenm (uonmpu): om + 0,0 do +30,0( cmvixa 1,0), om +16,5 oo +24,
cmovnral, 5), Obupduamenwp: 12, 7am, Onmuuen  Ouasenivp: 6,0n, Dummvp:Uv  hunnwp Mamepu

PMMA (norusienin
2%HPMC, 2 ml.

Ha

bp.
a.

B kovnnexm ¢ QUCHEPCUBHA GUCKO- enacmuyna evaemanyus, 2%HPMC, 2 ml.

A

=

a

P (

(1,

temaxpuram)A-koncmanma: Yampaseyk.: 115.0.B kommrexm ¢ QuUCHEPCUBHA GUCKO-enaciIa cybcmanius,

Yuacmuucom e oghepupan MeQuyUNHCKO u3denue ¢ Mupeo6eko naumenosanue Cima AC301, ¢ npoussodumen Cilma

Texnonooxcu, CAL.

04003 Eonoxomnonenmna xuodpoghobua,

Mexa  cvmpeouna Jewa c acghepuwna onmuka (-0.27um), xopexyus (na

YpoMamuvnume abepayuu, opma ¢ 3 movru na urcayus w npasovevien PO, ocueypasagu cmatummocm u namarsea yu

hogeama na shnopuvia Kamaparkma. B KOMAnexknm ¢ ()I(CHE]JCI{GH(I GUCKO-

Xapaxmepucmuxa na onmuxama: Acopmumenm (Quonmpu): +5.0 oo +34.0 (cnmvnka (0.5). Huanemvp: 6xm. Dopya:

Kolgekcd, JTPGC)HG

acghepuuna nosvpxnocm, npasovevien pvh na onmurama. Mamepuan: Xudpogoten akpiwiam ¢

QurmvpA-xoncmanma: Vampassyk:  118.8,  Onmuuna:  119.3. Pedppaxmusen  undexe:  1.47, Yucno na Abe:

KXaparxmepucmura na Yannuicume. Juavenrvp: 13.006r;, Moden: “C” Mamepuan: Xuopodoben arpunan ¢ UV dhurmup,
- I

Husaiin: Ocheem na xanmuxume CHpAMO. onmukama. Bvavodichocm 3a uvmanmayus ¢ COHOKpamen u aMnozokpamen

HHJICGI\'H?O[).

enacmuyna  cyoemanyus, 2%HPMC, 2 |\mi

U=
V
3.

R



Yuacmunuxom e odepupan Meduyuncko uzdenue ¢ MuP0GCKo HauMenosanie Tecnis, ¢ npoussodumen Aévm Meduxwi
Onmurc /AMO/, CAH

04004 Tpurxovmonenmna Xuopochoona, mexa evmpeouna newga ¢ moduduyupan pvb na onmurxama. B Koxnnexn ¢
ducnepcusna Gucko- eracmuuna cyoemanyus, 2%HPMC, 2 miXapaxmepucmuxa na ommurama: Acopmunienm{Quonmpu,):
10.00 do +30.00 d, cmvnra 0,5 d. Huavtemvp: 6.0mm. Popma: Bukonsexcna, Mamepuan: Xuopoghoden axpunam ¢ UV Qrunmpp

Huzaiin na onmuains pué: 360° npasovevien pv na 3aduama ielyena nosvpxnocm u 3aotuen pu0 Ha npednama newyena
nosvpxuocm. A-xonemanma: Yampassyk.: | 18.4, Pehpaxmusen undexc: 1.47. Yucno na Aée: 35, Xapaxmepucmura |na
xanmurume:Juavemuvp: 13.00  av, Moden: Mooudnmupano “C", Mamepuan: 60% Blue-core PMMA MoHoGuRarem.
Huzaiin: Aneynayus 5* Bvavoxcnoem 3a UMRIGHINAYUSL ¢ €OHOKPAMEN 1 MHO2OKPAINEN UNICEKITOP. {

Yuacmnuxom e opepupan meduyuncro wsdene ¢ mupeoscko Haumenosaiite Sensar ARI0E, ¢ npoussodumen A6om
Medurkva Onmuwxe /AMO/, CAIl,

04005 Eonoxomnonenmna xudpoghotina, mera Gvipeouna newja ¢ moduuyupan poli na onmuxama. B KOMIIeKm ¢
ducnepeusna cucko- eracmuvna eyocmanyus, 2%HPMC, 2 miXapakmepucmurxa na onmurxama: A(‘O[)H?H.U(_’H.i'ii'(()HONHI],J"H).'
+06.00 00 +30.00d, cmvnka 0,5 d.Juasiemuvp: 6.0mm., Dopma: Buxonsexcua, Mamepuan: Xudpochoben axpunam ¢ UV
Qunmep, Huzain na onmumnus poo: 360° npasovevaen pvé na sadnama neufena noswpxnocm u saobnen pvb na Hpe()nafna
Aetena nosvpxrocm. A-koucmanma: Yampazeyx.: 118, 4, Pehpaxmusen undexc: 1.47, Yucno na Abe: 55, Xapaxmepucmura|na
Xammnukume: Juaviemvp.: 13.00, Moden:  “C”, Mamepuan: Xudpoghoben axpuram ¢ UV Qunmep. Jusain: Odheem \na
Xanmukume cnpsayo onmuxkama. Bvavodicnocm sa ummnanmayus ¢ COHOKPAMEN Ut MIOZOKpamen undicekmop.

Yuacmuucem e odepupan meduyuncro usdenne ¢ Mmupeoseko naumenoganue Sensar AABOO, ¢ npouseodumen A6wm
Meduxvn Onmuwe /AMCOY/, CALI]

04006 Eonoromnonenmna Xudpoghobna, smexa evmpeouna newa ¢ acpepuvia onmuka (-0.27un), ¢ prmmnp i
suoremosa u UV ceemmuna, kopexyus na xpomamuunume abepayuu, hopya ¢ 3 movku na huxcayus u npagovevien ppé,
OCUSYPASAUYI CIMAONANOCT 1 HAMATAGAUI NOAGANG 1A smopuiia kamapakma. B koynnexin ¢ ducnepcusiia sucko- eracmugia
cyboemanyus, 2%HPMC, 2 ml Xapaxmepucmura na onmurama: Acopmunternn (Ouonmpu): +5.0 do +34.0 (cmvnra 0.5),
Huavenvp: 6am. Popma: Bu-konsexena, npedna achepuuna nosvpxiocm, npasovevaen pvh na onmuxama. Mamepuan:
Xudpochoben axpuram ¢ uimvp na suonemosa u Uy ceemnuna . A-concmanma: Ymmpassyr.: 118.8, Onmuuna: 119.3
Pedparmusen undexe: 1.47. Yueno na Abe:55, Xapaxmepucmuxa na xanmurume:uaviemop: 13.000mm, Moden: “C”

Mamepuan: Xuopoghoben axpuram ¢ UV Quanop. Jusaiin: Ochcem na xanmurcume CHPSIMO ORINUKANIA, :

Yuacmnurxvm e ogepupan meduyuncro wsdenue ¢ mepeoscko naumenosanue Tecnis OptiBlue, ¢ npouseodumen A6pm

=

a

Medukvn Onmuxe /AMO/, CALL.

04007  Eonoxomnonenmna mexa xuopodhunua, achepuuna newa ¢ 360° npasovevien pvo. B kommiexm ¢ ducnepcugna
GUCKRO- exacmuvna cyOemamyus, 2%HPMC, 2 ml, Xapaxmepucmura na ommuicama: Acopmusienm (duonmpu): -5.0 do +30.0
(comvnka 0.5/1.0D). Huamemop: 6.0 mm., Popma: Bukonsercua, Mamepuan: Xudpoduren axpunam ¢ UV Genmep. Juzaiin|na
onmuunua pvo.: 360° npaso-vevaen pué. A-xonemanma: Yampaszevi-118.0. Pedypaxmuser unoexc: 1.46. Xapaxmepucmuralna
Xapmukume: Juamveniop: 12,50 . Moden: Mooudhuyupano “C”. Mamepuan: Xudpohunen axpinam ¢ UV dnmup.

Yuacmnuxvm e ohepupan sedmpncrko wzdenue c hvpeosero waumernosarue Cimblex2], ¢ npousgodumen Cuma

Texnonodacu, CALL],

04008 Ednorosmonenmua mexa xuopohunna, achepuuna newa c 360° npasovebien pub, Aceamo oysemena — duamvp
na guoremosama ceemauna. B kommiexm ¢ ducnepcusia eucko- enacnuia cyoemanyus, 2%HPMC, 2 miXapaxmepucmura\na
onmurama: Acopmusienm Quonmpu): -5.0 do +30.0 (cmvnra 0.5/1.0D). Juavemup: 6.0, Dopma: buronsexcna. Mamepuan:
Xudpouren axpunam ¢ UV unmop u euonemos unmvp. Juzain na onmuwis poo: 360° npasovevaen pob.A-xoncmanma:
Vimpaszeyw.: 118.0. Peppaxmusen undexc: 1.46. Napaxmepucmura na Xanmurcume: Juavemvp:  12.50 am, Moden:
Modudpuyupano “C”. Mamepuan: Xudpodnuren axpunam ¢ UV dunmuvp u suonemos Premnp.,

Yuacmnukvm e opepupan meduyuncxo uzdenue ¢ muvpeosero  naumenosanue CimFlex, ¢ npoussodumen Cilp

Texnonoomcu, CAIL].
KOMHCH}ITH YCTaHoBH, ue YYaCTHHKBT B npoueﬂypaTa € IPeaCcTaBull BCHYKH H3HCKYCMH OT

BB3I0KHTENIS JIOKYMEHTH, a HMEHHO:
o [lonvanen Obpaszey No 3 — Hpeonooicenue 3a usnvanenue na ROPBLYUKama;
o [punrodicenue Nel kom mexnuueckama oepma -- na xapmuen u ejleKkmpoiten Hocumen,
e llonvanen Obpazey Ned - Hernapayus sa cvenacue ¢ xnayzume na npunodIcens npoekm Ha
d0zos0p; :
o [Tlonvanen Obpazey Ne§ - Hexnapayus s3a cpoka na eanuonocn na oepmama;,
* Ilo ceoe yexompenue yuacmuuxom e npeocmasun:
> 3asepeno Konue na paspewenue 3a MupeoGus na eopo ¢ Meduyuncky uzdenus) ¢
Pea NelV-P-T/MH-317/10.03.2008z. :
> 3asepeno komue na cepmugpuran - Ne27775/4/0001/UK/Bu e  cvomeememene c
usucreanuama na 1SO 9001:2015 na "Koumarm Medurv Humepnewrvion" OO/
° [lpedcmasenu ca zasepenu xonus na omopusayuony mucma  om npoussooumenume: Cuma
Texnonodocu, CAI] u A6wm Medurvr Onmuie /AMOY, CALI] yoocmosepasawu npasa 13a
Quempubyyus na mepumopusma na Penybnura Bvazapus;
© 3a ohepupanume meduyuncru uzdenus ca npedcmaseni konus ¢ saseper npesoo na:

=

a




o Cepmudpuxam EN ISO 13485:2003 (2012) na npouscodumenume:;
o EC dexnapayus 3a cvomeememeue u ,, CE* mapxuposra 6 cvomsememesue ¢ usucmcmwzrﬁa
naun. 14 uvn 15 om 3MHU: :
o Huempyxyuu 3a ynompeba.
° [lpedcmasenu ca usucKyemume mexnuuecku cneyudpurayuu u Kamanosu,

YUaCTHHKDBT e Tpesyioxui CPOK 3a H3NLJIHCHHE HA JOCTABKHMTE, CPOK 32 PascpoycHo mauane u
OCTATBYCH CPOK Ha TOJHOCT Ha oeprpaHnTe MEAMIHICKH H3JICJTHSL OTTOBAPSIIM HA MHHHMAJIHHTE
H3HCKBAHUS HA BB3JIOKHTE]TS.

Cnen, xaro nanpasu HIPOBCPKa Ha CHABPIKAHHETO HA TEXHHUCCKOTO HpeIoKenHe chobpasHo
M3HCKBAHUATA HA NpoLeypata KOMHCHSTA YCTaHOBH, Y€ JOKYMEHTHTE Ha y4yacTHHKA OTroBapsT Ha
H3HCKBaHMATA HA NIPOLe/lypaTa U 3aKora.,

Odepupannre Mepummncky wsemuss  Cima 362, Cima AC301, Sensar ARAOE, Tecnis, Sensar
AABOO,  Tecnis OptiBlue, CimFlex2] u CimFlex42Y ¢boTBETCTBAT Ha M3MCKBANWSTA Ha TeXHHYECKATa
Clenn(UKAIIS KbM JIOKYMEHTAINATA 32 yUacTHe B 1porie/ypara, HoaApoOHO OMHCaHH 10 HOMEHKIIATYPH B
obocobenara nosuus.

Ha 6a3a ropemsaoxenoro KOMUCHSITa HAMHDA TEXHHYECKOTO NP e/UIoKeHme Ha YYACTHHKA 32
OTroBapsimo B NbJHA CTEEH HA HIMCKBAHNSITA Ha BBIIOKITENS, 32/J05KeHH B TeXHHIeckara
CHenHpHKALIS 1A AORymenTanusira, C orire ma ToBa, KoMIcHITA CANHOIYIIHO PEllH, 4e JonycKa
yuacrtnnka "Konrakr Meaukni Hurepuemsuni" OOJ no caegsamy eranm B npoueaypara) —
OTBapsine na HEHOBOTO MPe/UIoKeHIIe 110 06ocobenaTa MO3MIIH.

C ToBa na 11.04.2018r., nasnauenara or BB3IOKHTEII KOMHCHS TIPHKIIOYH CBOSTA pabora 1o
PA3TIIEIRIAHE HA TEXHHYCCKHTE HPe/UIOKEHHs Ha AOIYCHATATE yYaCTHHUM B IIPOLECAYPATa W GBGTHIBH
Hpotokom No2.

— e 57, an. 3 ot II30IT KoMucusTa ONPC/CIN JlaTa, vac U MACTO Ha OTBapsiHe '}aa
nenosnre npemnoxenns - 18.04.2018r. or 12:30 Haca, B samata na V. erax B MBAJL | JI-p Aranac
Hadonexn* AJl Kopjokanu, za koeto HPEITpUe  JICHCTBUSL 3a  yBejoMsBane Ha YUacTHHUHUTE | B
npoueypara.
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