ODIPOTOKOA Nc2/15.10.2019r.
o 49A. 54, aa. 7 ot IIII30I1
3a KOHCTAaTallHH Ha KOMHCHSITA

[Huec, Ha 15.10.2019 rox. B 15:00 yaca, KoMucHATa 3a IIPOBEXKAAHE HA OTKPHUTA IIPOLeaypa II0
30I1 3a BB3saranHe Ha oOIIeCTBeHaA IIOpPBYKaA C mIpeamert: llepumommyHa mocTaBKa Ha MEOHUIIHHCKU
U3IEeAUs U KOHCYMAaTHUBH, HEOOXOOHMH 3a AeHHocTTa Ha oTaeaeHue ,,OuHu 6osectu” B YMBAA “IIpod.
O-p Crogan KupkoBuu“ A/l“, HaszHadeHa cbc 3amnoBem Ne P/I-10-670/24.09.2019 roxm., B caemgHud
ChbCTaB:

IIpencenmarea:
1. [O-p Ilaamen [JparomupoB [paraHoB — Ha49aAHUK KamHnKa O4yHU 60oaecTH

YaeHose:

2. Aupuga XeneBa ToteBa — Me[. cecTpa B O4YHA ollepallioHHAa
3. AnB. Tarana KekeBcka — BBHIIIEH €KCIIEPT

4. Huna AnacracoBa - Me/[l. CECTpa B OYHa ollepalllioHHa

5. Tana PageBcka — ['AaBHa MeIUITMHCKA CecTpa

PeszepBHH uAeHOBE:

1.Katepuna YaabkoBa — IOpUCKOHCYAT B 3011

2. n-p UBatino CredparoB [JoueB — aeKap B oTaeseHue O4HH 6oAeCTH

I-p 2Kusko 2Keag3kKoB — 3aM. [AUPEKTOP II0 yIIPaBACHHE HA ME[. AEHHOCTH

IIPOBEOE CBOETO BTOPO 3aCEOaHUE.

[lopangu TIOA3BaHe Ha IAAQTeH TOMAMIIEH OTIIYyCK OT penoBHUsS 4YaeH TaHsa PameBcka, chbilata 0Oe
3aMeHeHa oT pe3epBHUS dyaeH KarepmHa YaabkoBa.

I. [Ipencenaread Ha KOMHCHATA CBHOOIIM, Y€ B JEAOBOACTBOTO Ha A€4eOHOTO 3aBeleHHE ca
HOCTBIIHUAU JIOKYMEHTH OT:
- ,PCP“ EOO/ c Bx.Ne I1/1-03-205/11.10.2019r.
- »,KOHTAKT MEAHKBA HHTEPHEIII'BHBA“OO/ c Bx.Ne I1/1-03-207/15.10.2019r

II. KoMucudgara yCTaHOBH, Y€ IIOCTBIIMAUTE JOKYMEHTH OT yYaCTHHUIIMTE Ca B CPOKAa, OIPEAECACH
OT KOMHUCHSATA C MPEOXOAeH MPOTOKOA — IIeT PadOTHM OHU OT IIOAyYaBaHE OT YYaCTHHUIINUTE Ha
[Tporokoa Ne 1/24.09.2019r.
1. Komwucusara pasraena IIpeACTaBEeHUTE OT ydacTHHKa OoKyMmMeHTH U CD u ycraHoBHu
CA€IHOTO:
1.1. ygyactHuksT ,PCP¥ EOOJ e npencraBua [Ipuapy:KUTEAHO IMHUCMO, IOAIMNCAHO OT I-P
Pago PubapoB, YmpaBures; eEE/IOIl Ha eAeKTPOHEH HOCHUTEA U CBIIHUAT pasledaTaH Ha XapTHEH
HOCHTEA; 3aBepeHo Komue c rpud ,BspHo ¢ opurumHasa“ Ha CepTH(HUKAT 3a BHEApeHA CHCTEMa 3a
yIIpaBaeHHe Ha KadecTBoTo II0o craHmapT [SO 9001:2015r, u3manmeH Ha HMMeTO Ha YYaCTHHKA;
3aBepeHO Komme c rpudg ,BapHo ¢ opurmHasa“ Ha CeprudHKaT 3a 3a BHeIpeHa CHCTeMa 3a
yIpaBAaeHHE Ha KadecTBOTO o crangapT EN ISO 13485:2016, uznaneH Ha UMETO Ha ITPOU3BOIUTEAS
Bausch + Lomb, Incorporated, BeqHO ¢ ImpHAOXKeHHd KBM HEro; 3aBepeHO KoIhe ¢ rpud ,Bapho c
opurnHasa“ Ha CepTudHKaT 3a perucTpallys Ha CHCTeMa 3a yIpaBAeHHe 6a KadyeCTBOTO II0 CTaHAAPT
EN ISO 13485:2016, usnaneH Ha nmeTro Ha npousBonutead AJL Ophthalmic SA.
Komucugara pasraema npencraBenuda eEE/OIT u ycraHoBu, 4e B Hoae 3a nopbvuku 3a
docmasku: Cepmugpukamu om UHCMUMYUUU NO KOHMPOJL HA KAUeCm8omo yIaCTHUKBT € IIOCOYHA C
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,0a“, de mpuTekaBa cepTHU(HUKAT, HO HE € MOIIbAHHA JaHHUTE Ha cepTudurara. Komucusra B3e mox
BHUMaHUe (paKTa, 4e YIYaCTHUKBLT € IIPEeCTaBHUA 3aBepeHU Kcepokomus Ha CepTudukar 1o craHgapT
ISO 9001:2015, uspanen Ha HeroBo mMe u Ha Ceprudukar no craumapt EN ISO 13485:2016,
U3JaleH Ha HMETO Ha IIPOU3BOAUTEANTE U IIpHeMa, Y€ YYacHUKBT € HU3II'bAHHA H3HUCKBAaHETO Ha
KoMHCHUSATa, [OocTtaBeHU My B IIporokoa 1/24.09.2019r. m ro AoIyckKa A0 IIOCA€ABAI0 yiacTHE B
polueaypara.

C oraen ropHHTE KOHCTATallUU KOMHCHATA IIpHEMAa, Y€ y4acTHUKET ,PCP“ EOO/ € HU3IIbAHUA
yKazaHuaTa Ha komucudara ot IIporokoa Ne 1/24.09.2019r.. u ro goIycka A0 IIOCAEABAIIO yIacTHE B
npoueaypara o 30I1.

1.2. yyactHuksT ,KOHTAKT MEAHUKDBA HHTEPHEII'BHBA“OOL4 e mnpeacTaBUA
[IpUAPYKUTEAHO ITHCMO, TIOAMHCAHO oT Erkarepuna Mongesa — Ympasures; eEEIOIl HAa eAeKTpPOHEH
HOCHUTeA, moamucaH c yA. Ilogmuc Ha ynopaBUTeAd U CBHIIMST pasliedaTaH Ha XapTHEH HOCUTEA;
3aBepeHo Komue ¢ rpud ,BapHo ¢ opurnHara“ Ha CeprudHKaT 3a BHEAPEHA CHCTEMAa 3a yIpaBAECHHUE
Ha KadecTBOTO 110 cragmapT [SO 9001:2015r, u3maneH Ha UMETO Ha YYACTHHKA; 3aBEPEHO KOIIHUE C
rpud ,BapHo c opurnHasa“ Ha CepTHuduKaT 3a BHEAPEHA CUCTEMAa 3a yIIpaBACHHE Ha KadeCTBOTO II0
craggapt [SO 13485:2003 u EN ISO 13485:2012, u3gameH Ha umMmeTo Ha mpou3Bomuteas CIMA
Technology, USA; 3aBepeHo komue c rpud ,BapHo c opurmHasa“ Ha CepTHdUKAT 3a BHeApeHAa
crucTeMa 3a yIpaBA€HHE Ha KadecTBOTO IIo cTaHaapT [ISO 13485:2016, uspganeH Ha HMETO Ha
npousBoautead Johnson & Johnson.

C oraen ropHUTEe KOHCTATAIMH KOMHUCHATA HpHema, de y4acTHHKET ,KOHTAKT MEIOHKDBA
HHTEPHEIII'BHBA“OO0/ € usnmbAHHA YKa3aHUsATa Ha Komucudara oT IIporokoa Ne 1/24.09.2019r. u
ro OOITyCKa A0 IIOCAEABAII0 yiacTHe B mpoleayparta mo 30I1.

Komucugara npukaoum cBogra pabora Ha 15.10.2019 r.

III. B 3akpuTo 3acemaHue KOMHCHLATA MPOABAXKU CBOATa paboTa II0 pasTAekaaHe Ha
TEXHHUYECKUTE NIPEAAOKEHUA HA YIAaCTHUIIUTE, I10 P€aa Ha IIOCThIIBAHE HA Oq)epTI/ITe M.

KomMmucugara ycTaHOBH CA€IHOTO:
1. Yyacraukst ,BHKOME“ OO ¢ rogas IPEIAOKEHHS 3a HU3IIbAHEHHE Ha IophYKaTa
3a:

= o06ocobeHa mmo3uiusa Nel, Hom.1.1;
= obocobena ro3urudg Nol, Hom.1.2;
= obocobena ro3urud Nol, Hom.1.3;
= 06ocobena mo3urusa Nel, Hom.1.4;
= obocobena mo3ursg Nol, HoMm.1.14;
= obocobena mo3uirysg Nol, HoM.2.1;
= obocobena mo3uirysg Nol, HOM.2.2;
= obocobena mo3uirysg Nol, HOM.2.6;
=  obocobena ro3urudg Nel, HoM.2.8;
= 06ocobena mmo3urusa Nel, Hom.3.1;
=  obocobena mo3urug Nel, Hom.3.3

+ B mIpenroKeHHETO CH 3a H3IIbAHEHHE Ha IophyKara 3a obocobena mosuiius Ne 1, HOM.
1.1 ygacTHUKEBT € npeactaBua [Ipuaoxkenus No2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOIIBAHEHH
1o obpasel; Ha Bwb3aoxkureada; [dekaapamnus 1o 4a.3, T.8 U 4a.4 or 3akKoHaA 3a MKOHOMHYECKHUTE U
(PUHaAHCOBHUTE OTHOIIIEHHUS C APYyKECTBaTa, PETHCTPUPAaHH B IOPUCAUKIHNN C IpedepeHIInaseH
JaHBYEeH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIlA U TEXHUTE AEHCTBUTEAHH COOCTBEHHIIH; [lekaapaliysd
3a chraacHe C KAay3uTe Ha [0TroBopa; 3aBepeHo Komme Ha Ceprudukar 3a BbBedeHa CHCTEMa 3a
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yIpaBA€HHE Ha KadecTBOTO ITo cra”HaapT EN ISO 13485:2016, n3naaeH Ha UMETO Ha IIPOU3BOIUTEAS
Alcon Laboratories, USA, BemHO C TIpHAOKEHUS KBM HEro;, 3aBepeHo Komue c Trpud ,BapHo c
opurnHasa“ Ha EO Ceprucukar 3a IIAOCTHA CHCTEMAa 3a OCUTypsBaHe Ha KadecTBOTO, M3MaZleH Ha
uMeTo Ha IrpoudBoauTess Alcon Laboratories, USA, BeqHO ¢ IPHAOXKEHHNS KbM HEro; 3aBEPEeHO KOoIlue
c rpud ,BapHo c opurnHasa“ Ha [lekaapaiyg 3a crOoTBeTcTBHE; [lekaapanudg otr VMBanka IlerpoBa
[TeueBa, Yupasurea Ha ,BUKOME/I“ OO/, c KogTO OeKAapupa, 4de MIPeACTaBASIBAHOTO OT Hed
APY>KECTBO OCHUTYpdABa U NOAABPXKA JOKYMEHTHpPAaHa CHCTeMa IO 4a. 82, aa.4 ot SMU; [dekaapanud 3a
CpoKa Ha BaAMOHOCTTA Ha odeprara; [Jeraapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II 3a
CIla3BaHE Ha 3aIbAXKEHHATA, CBBbP3aHH C OAaHBLH M OCHIYPOBKHM, OIla3BaHE Ha OKOAHATa Cpenaa,
3aKpHAa Ha 3aeTOCTTa U yCcAOBUsATa Ha TpyA; [Incmo 3a morBepxkAeHUEe oT Alcon Laboratories, USA;
KaTaAol U MHCTPYKIHUHU 3a yroTpebda.

[IpemroskeHUETO 3a HU3IIBAHEHHE HaA yYacTHUKA 3a oepupaHUTe HU3AEeAHsS OT obocobeHa
no3unuga Nel. Hom 1.1 orroBapda Ha uHW3UCKBaHH4ATa Ha Be3aoxkureas. KomucusTa gomycka g0
IIOCAEIBAII0 ydacTHe B IIpolreaypara ydacTrHuka ,BUKOME“ OO.

+ B mpemaoXeHHETO CH 3a U3II'bAHEHHE Ha MopbhYKara 3a obocobeHa rosuiius Ne 1, HOM.
1.2 ygacTHUKEBT € npeacraBua [IpuaoxkeHus No2 1 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOIIBAHEHH
o obpaszel] Ha Bb3aoxkutead; [Jekaaparug 1mo 4a.3, T.8 U 4a.4 oT 3aKOHaA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOILIEHUS C [ApYyKecTBaTa, PETUCTPUPaHU B IOPUCAUKIINN C IIpedepeHIInaseH
JaHBbYeH PeKUM, KOHTPOAUPAHUTE OT TAX AUIA U TEXHUTE NeUCTBUTEAHU COOCTBEHUIIM; [lekaaparius
3a chraacue C Kaay3uTe Ha J0ToBopa; 3aBepeHOo komue Ha CepTuduKaT 3a BbBeeHa CHCTeMa 3a
yIpaBaeHHEe Ha KadecTBOTO 1o ctaHaapt EN ISO 13485:2016, usgageH Ha UMETO Ha ITPOU3BOIUTEAST
Alcon Laboratories, USA, BegHO c IIpHAOKEHHS KBM HEro; 3aBepeHo Komue c rpud ,BapHo c
opurnHasa“ Ha EO CepTucukar 3a IgA0CTHA CHCTEMA 3a OCUTypsdBaHe Ha KadeCTBOTO, M3JaZleH Ha
nMeTo Ha nmpousBogutead Alcon Laboratories, USA, BegHO ¢ IIPHAOKEHUS KbM HETrO; 3aBEepPeHO KOIIHE
c rpud ,BapHo c opurnHasa“ Ha [lekaapaimg 3a cpoTBeTcTBHE; [lekaapamuga ot MBanka [lerpoBa
[leyeBa, YmpaBurea Ha ,BUKOME/I“ OO/, c KoATO mOeKaapupa, 4Ye MOPeacTaBAIBAHOTO OT Hes
OPY>KECTBO OCUTYpsIBa U IIoAAbp3KA JOKYMEHTHpPaHa cucreMma 1o 4a. 82, aa.4 or 3MU; [dekaapaiiug 3a
CpoKa Ha BaauOHOCTTA Ha odeprara; [lekaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl 3a
CIla3BaHe Ha 3a0bAXKEHHATA, CBBP3aHH C OAaHBIH M OCHIYPOBKHM, OIla3BaHE Ha OKOAHATa Cpena,
3aKpHAa Ha 3aeTOCTTa U YCAOBHUSATA Ha TpyA; [Iucmo 3a moTrBbp:kAeHUEe oT Alcon Laboratories, USA;
KaTaAoTl U MHCTPYKIIUHU 3a yIroTpeda.

[TpemaokeHmeTO 3a H3IbAHEHHE Ha Y4YacTHHKAa 3a oepHpaHHUTe HU3AeAus OT o0ocobeHa
no3uniug Nel. Hom 1.2 orroBapss Ha H3UCKBaHUsSITa Ha DBb3aoxkwureas. Komwucusra molrycka oo
IIOCA€ABAI0 y4acTHe B IIpoleaypara ydacTHuka , BHKOMEI“ OOI.

+ B mpenaoXeHHETO CH 3a HU3II'bAHEHHE Ha MophyYKaTa 3a obocobena mosuims Ne 1, HOM.
1.3 ygacTHUK®EBT € npeacraBua [IpuasoxkeHusa No2 1 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'BAHEHH
1o obpaserr Ha Brb3aoxkureada; [dekaapamud mo 4A.3, T.8 U 4a.4 oT 3aKoHA 3a UKOHOMHYECKUTE U
(bUHAHCOBUTE OTHOILIEHUS C [ApyKecTBaTa, PETUCTPHUPaAHU B IOPUCOUKIIMM C IpedepeHIIHaseH
JaHBYECH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIIA U TEXHUTE AEUCTBUTEAHH COOCTBEHHIH; [lekaaparius
3a chraacue C Kaay3uTe Ha J0TOBOpa; 3aBepeHOo kKomue Ha CepTuduUKaT 3a BBbBEAEHA CHCTeMa 3a
yIpaBaeHHe Ha KadecTBOTO ITo ctaHmapt EN ISO 13485:2016, usgageH Ha UMeTO Ha IIPOU3BOAUTEAS
Alcon Laboratories, USA, BemHO C IIPHAOXKEHUS KBM HEro; 3aBepeHOo Komume ¢ rpud ,BapHo c
opurnHaaa“ Ha EO CeprTucurar 3a IIAOCTHA CHCTEMAa 3a OCHUTypsdBaHE Ha KAa4eCTBOTO, HM3MAZeH Ha
nuMeTo Ha IrpoudBoauTesss Alcon Laboratories, USA, BeqHO ¢ IPHAOXKEHHNS KbM HEro; 3aBEPEHO KOIIHe
c rpud ,BapHo c opurnHasa“ Ha [lekaapaiug 3a cbOTBeTCTBUE; [lekaapaiug ot MBanka [lerpoBa
[TeueBa, YmpasButrea Ha ,BUKOME/I“ OO/, c KogaTo mOeKAapupa, 4de MOPeACTaBAIBAHOTO OT Hed
OPYy>KECTBO OCHUTYpsBa U IIOAABbPKA JOKYMEHTHpPaHa CUCTeMaA IIo 4a. 82, aa.4 ot 3MU; [dekaapaiud 3a
CpoKa Ha BaAMAHOCTTA Ha odeprara; [lerkaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl 3a
CIla3BaHE Ha 3abAXKEHHATA, CBBbP3aHH C OAaHBLH M OCHIYPOBKHM, OIla3BaHE Ha OKOAHATa Cpenaa,
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3aKpHAa Ha 3aeTOCTTa M yCAOBHATA Ha TPyH; [Ilucmo 3a morBepxkaeHue or Alcon Laboratories, USA;
KaTaAoTl U MHCTPYKIUHU 3a yIroTpebda.

[IpemroskeHUETO 3a HU3IMIbAHEHUWE Ha YydYacTHUKAa 3a oepupaHuTe U3AeAus oT obocobeHa
no3uruga Nel. Hom 1.3 orroBapd Ha H3UCKBaHUdATa Ha Bb3aoxkureas. KomucusTa gomycka a0
IIOCA€IBAII0 y4YacTHe B IIpollefypara ydacTHHKa ,,BHKOMEI“ OO/I.

+ B IIpegA0OXeHHETO CH 3a HU3II'bAHEHHE Ha mopbhyKaTa 3a obocobeHa mosuitus Ne 1, HOM.
1.4 ygacTHUKEBT € npeacraBua [IpuasoxkeHusa No2 1 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHH
o oOpaseir Ha Bwb3roxkureas; [derkaapamus 1o 4a.3, T.8 u 4a.4 orT 3aKoHA 3a HKOHOMHYECKHUTE U
(oUHAHCOBUTE OTHOIIEHUA C [ApyKecTBaTa, PETUCTPUPAHU B IOPUCAUKIIMHN C OpedepeHIInaseH
JaHBbYEeH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIlA U TEXHUTE AEUCTBUTEAHH COOCTBeHHIH; [lekaapalius
3a CchraacHe C Kaay3uTe Ha J0oroBopa; 3aBepeHo Komme Ha CeprtudukaTr 3a BbBeleHa CHUCTeEMAa 3a
yIpaBaeHHE Ha KadecTBOTO IIo ctaHgaptT EN ISO 13485:2016, usgageH Ha UMETO Ha IIPOU3BOAUTEAT
Alcon Laboratories, USA, BegHO c IIpUAOKEHHS KBM HEro; 3aBepeHo Komue c rpudg ,BapHo c
opurnHasa“ Ha EO Ceprudurar 3a ISIAOCTHA CHUCTEMAa 3a OCUTYpsBaHE Ha KadecTBOTO, U3MaAeH Ha
nMeTo Ha nmpousBogutead Alcon Laboratories, USA, BegHO ¢ IIPHAOKEHUS KBbM HETrO; 3aBEepPeHO KOIIHE
c rpud ,BapHo c opurmHasa“ Ha [Jexkaapanusa 3a cboTBeTcTBHUE; [ekaaparmd or MBanka [lerpoBa
[TeueBa, YmpaButrea Ha ,BUKOME/I“ OO/, c KogTO mOeKAapupa, 4e MPeACTaBASBAHOTO OT Hed
OPY>KECTBO OCUTYpsBa U IIOoAABbP3KA JOKYMEHTHpPaHa cucTeMa o 4a. 82, aa.4 ot 3MU; [lekaaparug 3a
CpoKa Ha BaauOHOCTTa Ha odeprara; [lekaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl 3a
CIla3BaHe Ha 3a0bAXKEHHATAa, CBHP3aHU C JaHBIIM M OCUTYPOBKM, OIla3BaHe Ha OKOAHATa Ccpena,
3aKpHAa Ha 3aeToCTTa U yCcAoBUATA Ha TpyA; [lucmo 3a morBbpRkAeHMe oT Alcon Laboratories, USA;
KaTaAOT U MHCTPYKIIUHU 3a yroTpeba.

[IpenaokeHHETO 3a H3IIBbAHEHHE Ha YYacTHHUKAa 3a oepupaHUTEe HU3AeAHd OT 00ocobeHa
no3uruga Nel. Hom 1.4 orroBapd Ha H3UCKBaHHATa Ha Bb3aoxkureas. KomucusTta gomycka g0
IIOCAEABAII0 y4acTHe B IIpoleAypaTra ydacTHuka , BHKOMEI“ OO/.

+ B mpenaoXeHHETO CH 3a U3II'bAHEHHE Ha MopbhyYKaTa 3a obocobena mosuims Ne 1, HOM.
1.14 yyacTHHUKEBT € InpencraBUA Ilpuaoxenus No2 m 2A Ha XapTHEH U EACKTPOHEH HOCHUTEA,
IIOIbAHEHU 10 oOpaselr Ha Brb3aoxkuread; [lekaaparusa 1mo d9a.3, T.8 u 4a.4 oT 3akoHa 3a
UKOHOMHUYECKHUTE U (PUHAHCOBUTE OTHOIIEHHS C APYKECTBATa, PETUCTPUPAHU B IOPUCOHUKIIAU C
npeepeHIInaseH OaHBUYEH pPEeXUM, KOHTPOAUPAHHUTE OT TIX AWIA U TEXHUTE [AeHCTBUTEAHU
cobcTBeHUIY; [ekaapalius 3a ChraacHue C KAay3UTe Ha IOTOBOpPa; 3aBepeHo Kortrue Ha CepTuduKaT 3a
BBbBe/leHa CHUCTEeMa 3a yIpaBAeHHe Ha KadecTBOoTO 1o craHmapt EN ISO 13485:2016, uzmameH Ha
uMeTo Ha npousBogutTead Alcon Laboratories, USA, BeAHO C IIPHUAOKEHUS KbM HETO; 3aBEPEHO KOITHE
c rpu¢g ,BapHo c opurnHasa“ Ha EO Ceprtudukar 3a IIGAOCTHA CHCTEMa 3a OCUTYpsSBaHe Ha
Ka4veCcTBOTO, U3MaJeH Ha UMeTOo Ha mpoudBomuTeass Alcon Laboratories, USA, BeIHO C ITPHAOKEHUS
KBbM HEro; 3aBepeHo Komume c rpudg ,BapHo c opurmHasa“ Ha [lekaapaiud 3a CHOTBETCTBUE;
Heraaparnga ot MBauka I[lerpoBa IleueBa, YrpaBurea Ha ,BUKOME/“ OO/, c KodTo meKaapupa, de
IpenCTaBASIBAHOTO OT Hed APYKECTBO OCUTYpsBa U HMoAAbp3Ka AOKYMEHTHpaHa CUCTeMa o 4YA. 82,
aa.4 or 3MU; [deraapaliud 3a CpoKa Ha BaAUAHOCTTA Ha odeprara; [Jeraaparusa 1mo 4a.39, aa.1, 7.1,
oyksa ,a“ ot II[I30II 3a cna3BaHe Ha 33bAKEHUATA, CBBP3aHU C OJAHBIIM U OCUTYPOBKH, OIla3BaHe
Ha OKOAHaTa Cpena, 3aKpHAa Ha 3aeTOCTTa U yCAOBHsATA Ha Tpyn; [IrcMmo 3a morBepkaeHue oT Alcon
Laboratories, USA; KaTaaor 1 MHCTPYKIIHH 3a yIioTpeda.

[IpenaokeHHETO 3a H3IIBPAHEHHE Ha YYacTHUKA 3a opepupaHuTe HU3AeAHd OT 00ocobeHa
no3unuga Nel. Hom 1.14 ortroBapda Ha wu3uCKBaHUATaA Ha Bob3aoxureada. Komucuara gomycka no
IIOCAEIBAII0 y4YacTHe B IIpolleaypara ydacTHuKa ,,BHKOMEI“ OO/I.

+ B mpenaokeHHETO CH 3a M3II'bAHEHHE Ha IophyYKaTa 3a obocobeHa mosuiius Ne 2, HOM.
2.1 y9acTHUKGSGT € npenctraBua llpruaoxkenua No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o oOpazeir Ha Bwb3aoxkureas; [derkaapamus 1o 4a.3, T.8 U 4a.4 orT 3aKoHA 3a HKOHOMHYECKHUTE U
(PUHAHCOBUTE OTHOILIEHUS C [OPYKECTBaTa, PETUCTPHUPAHU B IOPHCOUKIIMH C IIpedepeHIInaseH
JaHBYEH PEeKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE AEHUCTBUTEAHH COOCTBEHUIIH; [leKkaaparius
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3a chraacHe C KAaay3uTe Ha [0ToBopa; 3aBepeHo Komme Ha CepTHdHKAT 3a BBBEOEHaA CHCTeEMa 3a
yIIpaBaeHHEe Ha KadecTBOTO ITo ctaHmaptT EN ISO 13485:2016, usgageH Ha UMETO Ha IIPOU3BOAUTEAD
Alcon Laboratories, USA, BenHO C IIpPHAOXKEHHS KBM HEro; 3aBepeHO Komnume c rpud ,BapHo c
opurnHaaa“ Ha EO Ceprucurar 3a IIAOCTHA CHCTEMAa 3a OCUTypsBaHe Ha KadeCcTBOTO, H3MaZleH Ha
nuMeTo Ha IrpoudBoauTesss Alcon Laboratories, USA, BeqHO ¢ IPHAOXKEHNS KbM HEro; 3aBEpPEeHO KOoIlue
c rpud ,BapHo c opurnHasa“ Ha [exkaapanusa 3a cboTBeTcTBHUe; [ekaaparudg ot MBanka [lerposa
[TeueBa, Ymupasutrea Ha ,BUKOME/I“ OO/, c KogTO OeKAapupa, 4de MIPeACcTaBAIBAHOTO OT Hed
APY>KECTBO OCHUTYpdABa U NOAABPXKA JOKYMEHTHpPAaHa CHCTeMa IO 4a. 82, aa.4 ot 3MU; [dekaapanud 3a
CpoKa Ha BaAMAHOCTTA Ha odeprara; [derkaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OII 3a
CIla3BaHe Ha 3a0bAXKEHHATa, CBHP3aHHU C OaHBIM M OCHIYPOBKM, OIla3BaHe Ha OKOAHATa Ccpena,
3aKpHAa Ha 3aeTOCTTa U yCAOBHULATA Ha Tpynd; [lucmo 3a moTBepxkaeHue or Alcon Laboratories, USA;
KaTaAol U MHCTPYKIHUHU 3a yroTpebda.

[TpemaokeHmeTO 3a H3II'bAHEHHE Ha Y4YacTHHKA 3a oepHUpaHHuTe U3NeAHd OT o0ocobeHa
mo3uruga Ne2. HoMm 2.1 oTroBapa Ha MH3UCKBaHHATa Ha DBw3aoxurteasa. Komucmdara momycka 10
IIOCAEIBAII0 ydacTHe B IIpolreaypara ydacTrHuka ,BHKOME“ OO.

+ B IIpeqAOKeHHETO CH 3a HU3IIbAHEHHE Ha ITophuyKaTa 3a obocobeHa mosuiius No 2, HOM.
2.6 y4aCTHUKGET € npenctraBua Ilpraoxkenua No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
o obpaszel] Ha Bwb3aoxkuteada; [Jekaaparug 1mo 4a.3, T.8 U 4a.4 oT 3aKOHaA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOIIEHUS C [ApYyKeCcTBaTa, PETUCTPHUpPaHU B IOPUCOUKIIMK C IpedepeHIIHaseH
JaHBbYeH PeKUM, KOHTPOAUPAHUTE OT TAX AUIA U TEXHUTE NeUCTBUTEAHU COOCTBEHUIIM; [lekaaparius
3a chraache C Kaay3uTe Ha J0TroBopa; 3aBepeHo Komue Ha CepTudUKaT 3a BBbBEAEHA CHCTEMa 3a
yIrpaBaeHHe Ha KadecTBOTO 1o ctaHaapt EN ISO 13485:2016, usgageH Ha UMETO Ha ITPOU3BOIUTEAST
Alcon Laboratories, USA, BegHO c IIpHAOKEHHS KBM HEro; 3aBepeHo Komume c rpud ,BapHo c
opurnHasa“ Ha EO Ceprudukar 3a IgA0CTHA CHCTEMA 3a OCUTypdBaHE Ha KadeCTBOTO, M3aJ€H Ha
uMeTo Ha mmpousBoautead Alcon Laboratories, USA, BeAHO C IIPHUAOKEHUS KbM HETO; 3aBEPEHO KOITHE
c rpud ,BapHo c opurnHasa“ Ha [lekaapaimg 3a cpoTBeTcTBHE; [lekaapammuga ot MBanka [lerpoBa
[lewepa, YmpaBurea Ha ,BUKOME/I“ OO/, c KodaTO nOeKaapupa, 4Ye IMPeacTaBAIBAHOTO OT Hed
OPY>KECTBO OCUTYpsIBa U IOAABbP3KA JOKYMEHTHpPaHa cucTeMa Io 4a. 82, aa.4 or 3MU; [dekaapariug 3a
CpoKa Ha BaAMOHOCTTA Ha odeprara; [eraapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3O0Il 3a
clla3BaHe Ha 3abAXKEHHUSATA, CBBP3aHH C JaHBIM KU OCHIYPOBKH, Olla3BaHE Ha OKOAHATa Cpena,
3aKpHAa Ha 3aeToCTTa U yCcAoBUATA Ha Tpyd, [lucmo 3a morBbpkAeHMEe oT Alcon Laboratories, USA;
KaTaAoTl U MHCTPYKIIUHU 3a yIroTpebda.

[IpenaokeHHEeTO 3a H3IIBPAHEHHE Ha Yy4YacTHHUKa 3a odepupaHUTe HU3OeAus OoT obocobeHa
no3unug No2. HoM 2.6 oTroBapss Ha H3UCKBaHUsSTa Ha Bwb3soxureadg. Komucusara momycka mo
IIOCA€ABAII0 y4acTHe B IIpoleaypaTra ydacTHuka , BHKOMEI“ OOI.

+ B mpenaoxkeHHETO CH 3a HU3II'bAHEHHE Ha MopbhyYKaTa 3a obocobeHa rosuitus No 2, HOM.
2.8 y4acTHUKGET € npenctraBua llpraoxkenua No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
1o obpaserr Ha Brb3aoxkureada; [dekaapamud mo 4A.3, T.8 U 4a.4 oT 3aKoHA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOILIEHUS C [ApyKecTBaTa, PETUCTPHUPaAHU B IOPUCOUKIIMM C IpedepeHIIHaseH
JaHBYEH PEKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE NEHUCTBUTEAHH COOCTBEHUIIH; [leKaaparius
3a chraacue C Kaay3uTe Ha J0TOBOpa; 3aBepeHOo kKomue Ha CepTuduKaT 3a BbBEAeHA CHCTeMa 3a
yIIpaBaeHHe Ha KadecTBOTO ITo craHmapt EN ISO 13485:2016, usgageH Ha UMeTO Ha IIPOU3BOAUTEAS
Alcon Laboratories, USA, BemHO C IIPHAOXKEHHS KBM HEro; 3aBepeHOo Komume ¢ rpud ,BapHo c
opurnHaaa“ Ha EO Ceprucukar 3a IIA0OCTHA CHCTEMA 3a OCUTypsBaHe Ha KadeCcTBOTO, M3MaZleH Ha
nMeTo Ha IrpoudBoauTesss Alcon Laboratories, USA, BeqHO ¢ IPHAOXKEHHNS KbM HEro; 3aBEPEHO KOIIHe
c rpud ,BapHo c opurnHasa“ Ha [lekaapaiyg 3a cbOTBeTCTBUE; [lekaapaiuga ot MBanka [lerpoBa
[TeueBa, YmpaButrea Ha ,BUKOME/I“ OO/, c KogaTo mOekAapupa, 4e MOPeACTaBAIBAHOTO OT Hed
APY>KECTBO OCHUTYpdABa U NOANBPKA JOKYMEHTHpPAaHa CHCTeMa IIo 4A. 82, aa.4 ot 3MU; [dekaapanud 3a
CpoKa Ha BaAMAHOCTTA Ha odeprara; [lerkaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl 3a
Clla3BaHE Ha 3aIbAXKEHHATA, CBBP3aHH C JaHBIU H OCHIYPOBKH, Olla3BaHE Ha OKOAHaTa cpena,
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3aKpHAa Ha 3aeTOCTTa M yCAOBHATA Ha TPyH; [Ilucmo 3a morBepxkaeHue or Alcon Laboratories, USA;
KaTaAoTl U MHCTPYKIUHU 3a yIroTpebda.

[IpemroskeHUETO 3a HU3IMIbAHEHUWE Ha YydYacTHUKAa 3a oepupaHuTe U3AeAus oT obocobeHa
no3unug No2. HoMm 2.8 oTroBapss Ha H3UCKBaHUATAa Ha Bwb3aoxureadg. Komucudara gomycka mo
IOCAEIBAII0 yYacTHe B IIpolleaypaTta ydacTHHKa ,BHKOMENL“ OOM.

+ B IIpeqA0OXeHHETO CH 3a HU3II'bAHEHHE Ha mopbhyKaTa 3a obocobeHa mosuitus Ne 3, HOM.
3.1 y9acTHUKBT € npeacraBua llpraoxenua No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o oOpaszeir Ha Bwb3aoxkureas; [derkaapamus 1o 4a.3, T.8 U 4a.4 oT 3aKoHA 3a HKOHOMHYECKHUTE U
(bUMHAHCOBUTE OTHOILIEHHS C [ApyKecTBaTa, PETUCTPHUPaAHH B IOPUCOUKIINMH C IpedepeHIIHareH
JaHBbYEeH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIlA U TEXHUTE AEUCTBUTEAHH COOCTBeHHIH; [lekaapalius
3a CchraacHe C Kaay3uTe Ha [0oroBopa; 3aBepeHo Komme Ha CeptudukaTr 3a BbBeleHaA CHUCTeEMa 3a
yIpaBaeHHE Ha KadecTBOTO IIo ctaHgaptT EN ISO 13485:2016, usgageH Ha UMETO Ha IIPOU3BOAUTEAT
Alcon Laboratories, USA, BegHO c IIpUAOKEHHS KBM HEro; 3aBepeHo Komue c rpudg ,BapHo c
opurnHasa“ Ha EO CepTucukar 3a IgA0CTHA CHCTEMA 3a OCUTypdBaHe Ha KadeCcTBOTO, M3AaZleH Ha
nMeTo Ha nmpousBogutead Alcon Laboratories, USA, BegHO ¢ IIPHAOKEHUS KBbM HETrO; 3aBEepPeHO KOIIHE
c rpud ,BapHo c opurmHasa“ Ha [Jexkaapanusa 3a cboTBeTcTBHUE; [ekaaparmd or MBanka [lerpoBa
[TeueBa, YmpaButrea Ha ,BUKOME/I“ OO/, c KoaTO mOeKAapupa, 4de MPeaCTaBAIBAHOTO OT Hed
OPY>KECTBO OCUTYpsBa U IIOoAABbP3KA JOKYMEHTHpPaHa cucTeMa o 4a. 82, aa.4 ot 3MU; [lekaaparug 3a
CpoKa Ha BaauOHOCTTa Ha odeprara; [lekaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl 3a
CIla3BaHe Ha 3aIbAXKEHHdATa, CBBHP3aHU C OaHBIN M OCHLYPOBKM, OIla3BaHe Ha OKOAHATa cpena,
3aKpHAa Ha 3aeToCTTa U yCcAoBUATA Ha TpyA; [lucmo 3a morBbpRkAeHMe oT Alcon Laboratories, USA;
KaTaAol U HHCTPYKIIMHU 3a yIroTpebda.

[TpemaokeHmeTO 3a H3IIbAHEHHE Ha Y4YacTHHKaA 3a opepUpaHHUTe U3OeAUd OT o0ocobeHa
mo3uruga Ne3. HoMm 3.1 oTroBaps Ha H3HUCKBaHUATA Ha Bow3aoxkureas. KomucusTa mommycka go
IIOCAEABAII0 y4acTHe B IIpoleAypaTra ydacTHuka , BHKOMEI“ OO/.

+ B mpenaoXeHHETO CH 3a HU3II'bAHEHHE Ha MmophyYKaTa 3a obocobena ro3uirus No 3, HOM.
3.1 y4acTHUKGET € npencraBua [Ipraoxkenusa No2 u 2A Ha XapTUEH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHHU
o obpaszel] Ha Bb3roxkutead; [lekaaparug 1o 4a.3, T.8 U 4a.4 oT 3aKOHa 3a UKOHOMHUYECKUTE U
PUHAHCOBUTE OTHOILIEHHS C [ApyKecTBaTa, PETUCTPUPAHU B IOPUCAUKIINHM C IIpedepeHIInaseH
JaHBbYEeH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIIA U TEXHUTE AEHCTBUTEAHH COOCTBEHHIH; [lekaaparius
3a chraacue C Kaay3uTe Ha [J0TroBopa; 3aBepeHo Komue Ha CepTuduKaT 3a BbBEAEHA CHCTEMa 3a
yIrpaBaeHHE Ha KadecTBOTO o ctaHaapt EN ISO 13485:2016, usgageH HA UMETO Ha ITPOU3BOIUTEAST
Alcon Laboratories, USA, BemHO C IIPHAOXKEHHS KBM HEro; 3aBepeHOo Komwme c rpud ,BapHo c
opurnHaaa“ Ha EO Ceprucurar 3a IIAOCTHA CHCTEMAa 3a OCHUTypsdBaHEe Ha KadeCTBOTO, M3MaZleH Ha
uMeTo Ha npousBoautead Alcon Laboratories, USA, BeAHO C IIPHUAOKEHUS KbM HETO; 3aBEPEHO KOITHE
c rpud ,BapHo c opurnHasa“ Ha [ekaapaimg 3a cpoTBeTcTBHE; [lekaapammga ot MBanka [lerpoBa
[TeueBa, YmpasButrea Ha ,BUKOMEI“ OO/, c KogaTo mOeKAapupa, 4de MOPeACTaBAIBAHOTO OT Hed
OPY>KECTBO OCHUTYpsBa U INOAABPXKA JOKYMEHTHpPaHa cucreMma 1o 4a. 82, aa.4 ot 3MU; [lekaapaiyg 3a
CpoKa Ha BaAMOHOCTTA Ha odeprara; [lekaapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30Il 3a
CIlazBaHe Ha 3aIbAXKEHUdATa, CBBP3aHU C AaHbBI M OCHUTYPOBKM, OIla3BaHe Ha OKoOAHaTa cpena,
3aKpHAa Ha 3aeTOCTTa M YCAOBHATA Ha TPYX; [Tucmo 3a morBbpkaeHre ot Alcon Laboratories, USA;
KaTaAoT U MHCTPYKIIUHU 3a yroTpebda.

[IpenaokeHHMeTO 3a H3IIBAHEHHE Ha Y4YacTHUKA 3a oepupaHUTe HU3OeAus OoT obocobeHa
no3uniua Ne3. HoMm 3.1 oTroBapss Ha H3UCKBaHUATA Ha Bwb3aoxuread. Komucugara gomycka mo
IIOCAEIBAII0 y4YacTHe B IIpolleaypaTra ydacTHuka ,, BHKOMEI“ OO/I.

+ B IpenaoKeHHETO CH 3a U3ITbAHEHHE Ha IophuKaTa 3a obocobeHa mo3uius No3, HOM.
3.3 y4acTHUKGST € npencraBua llpruaoxkenusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaserr Ha Bw3nroxkuread; [derkaapamus 1o 4a. 3, T. 8 u 4a. 4 oT 3aKoHA 32 UKOHOMHYECKHTE U
(PUHaAHCOBHUTE OTHOIIIEHHUS C APYKECTBaTa, PETHCTPUPaHH B IOPUCAUKIHNN C IIpedepeHIInaseH
JaHBUYEeH PEeXKUM, KOHTPOAHUPAHUTE OT TAX AWIlA M TEXHHUTE AeHCTBHTEAHH COOCTBEHHIH; [leKaapalius
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3a chraacHe C KAay3uTe Ha J0ToBopa; 3aBepeHo Komme Ha CepTudHKaT 3a BBBEIEHaA CHCTEMa 3a
yIIpaBaeHHEe Ha KadecTBOTO ITo ctaHmaptT EN ISO 13485:2016, usgageH Ha UMETO Ha IIPOU3BOAUTEAD
Alcon Laboratories, USA, BenHO C IIpPHAOXKEHHS KBM HEro; 3aBepeHO Komnume c rpud ,BapHo c
opurnHasa“ Ha EO Ceprucurar 3a IIAOCTHA CHCTEMAa 3a OCUTypsBaHe Ha KadeCcTBOTO, H3MaZleH Ha
nuMeTo Ha IrpoudBoauTesss Alcon Laboratories, USA, BeqHO ¢ IPHAOXKEHNS KbM HEro; 3aBEpPEeHO KOoIlue
c rpud ,BsapnHo c opurunHasa“ Ha [ekaapanusa 3a cboTBeTcTBHeE; [lekaapaiuda or MBanka [leTpoBa
[TeueBa, Ymupasutrea Ha ,BUKOME/I“ OO/, c KogTO OeKAapupa, 4de MIPeACcTaBAIBAHOTO OT Hed
APY>KECTBO OCHUTYpdABa U NOAABPXKA JOKYMEHTHpPAaHa CHCTeMa IO 4a. 82, aa.4 ot 3MU; [dekaapanud 3a
CpoKa Ha BaAMOHOCTTA Ha odeprara; [eraapamus mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII30II 3a
CIla3BaHe Ha 3a0bAXKEHHATa, CBHP3aHHU C OaHBIM M OCHIYPOBKM, OIla3BaHe Ha OKOAHATa Ccpena,
3aKpHAa Ha 3aeTOCTTa U yCAOBHULATA Ha Tpynd; [lucmo 3a moTBepxkaeHue or Alcon Laboratories, USA;
KaTaAol U MHCTPYKIHUHU 3a yroTpebda.

[TpemaoxkeHmeTo 3a H3IIbAHEHHE Ha YYacTHHKaA 3a oepHUpaHHuTe U3NeAnd OT o0ocobeHa
mo3uruga Ne 3 HoM 3.3 oTroBapsd Ha HW3HUCKBaHUATA Ha Bbi3aoxkutead. Komucusara momycka g0
IIOCAEIBAII0 ydacTHe B IIpolreaypara ydacTrHuka ,BHKOME“ OO.

2. YyacTHUK®ET ,,PCP“ EOO/] e 1romas IpeaAoKeHUs 3a U3ITbAHEHHE Ha MOphYKaTa 3a:
e o0b6ocobena mo3unyg No 1, HoMm. 1.5;
e obocobeHa mo3urug Ne 2, HOM. 2.1;
e o06ocobeHa mo3uiusa Ne 2, HoM. 2.2;
e o06ocobeHa mozuiusa Ne 2, HoMm. 2.3;
e o06ocobeHa mo3unya No 2, HoMm. 2.8;
e o06ocobeHa mo3uryg Ne 2, HoM. 2.9;

+ B mpenaoXeHHETO CH 3a HU3IIbAHEHHE Ha MmopbhbyKara 3a obocobeHa mosuimus Ne 1, HOM.
1.5 y4acTHUKBT e IpenctraBuA [IpuaoxkeHuss No 2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IOITbAHEHU TI0 oOpasel] Ha Brbasoxkuread; [lekaaparuda mo 4Ya. 3, T. 8 U 4UA. 4 oT 3akoHa 3a
HUKOHOMUYECKHUTEe U (PUHAHCOBUTE OTHOLIEHHUS C [ApPYXKEecTBaTa, PETHCTPUPAHU B IOPUCAUKIINU C
npedepeHIuareH OaHBbYEeH PEeXUM, KOHTPOAUPAHHUTE OT TAX AWIlA U TEeXHUTE [AeHUCTBUTEAHU
cobctBeHHuIY; [lekaapalis 3a CbhraacHe C KAay3WTe Ha [O0roBopa; [lekaapaiys 3a CpokKa Ha
BaAUOHOCTTA Ha odeprarta; Jekaaparma 1o 4a.39, aa.l, 1.1, 6ykBa ,,a° ot II130II 3a cnazBaHe Ha
3aIbAXKEHUATA, CBBP3aHU C OJAaHBIM M OCHITYPOBKH, Olla3BaHE Ha OKOAHATa cpeda, 3akKpraa Ha
32€TOCTTa U YCAOBHATA Ha TPYyH; 3aBepeHO Komue ¢ rpudrt ,BapHo ¢ opurnnasa“ Ha EC Ceprudukar,
U3aaeH Ha UMeTO Ha mpousBomutead Bausch + Lomb, Incorporated, USA; 3aBepeHo Komme ¢ rpud
,BapHo c opuruHasa“ Ha EC [lekaapaliusa 3a CBOTBETCTBUE; 3aBepPeHO Komre ¢ Trpud ,BapHo c
opurnHaaa“ Ha CepTuduKaT 3a BbBeIeHa CHUCTeMa 3a yIIpaBA€HHE Ha KadecTBOTO MO craHmaptT EN
ISO 13485:2016, u3gazmeH Ha HMMETO Ha IIPOU3BOAUTEAHd; KaTaAOl M HHCTPYKIIHMH 3a yIoTpeda;
[TseaHOMOIITHO OT mpo3uBomuTeass Bausch + Lomb, Incorporated, USA, ¢ KoeTo yIrbAHOMOIIIABA
yd4acTHHKA [a y4JacTBa B IIyOAWYHH CBHCTE3aHUS 3a Bb3AaaraHe Ha oOIIecTBeHA MOPBYKA 3a JOCTAaBKa
Ha MEOUIIMHCKHU U3ZIEAUd U arnaparypa, IrpoudBeneHa oT Bausch + Lomb, Incorporated, USA.
[IpenaokeHMeTO 3a H3IIbAHEHHE Ha YyYacTHUKA 3a OpepHUpaHHUTE H3ZEAUs OT obocobeHa
no3uniug Nel, HoMm 1.5 oTroBapss Ha H3UCKBaHUsSTa Ha Bwbi3aoxureadg. Komucusara mormycka mo
[IOCAEBAII0 ydacTHe B IIpolleAypaTa ydacTHHKa ,PCP“ EOOL.
+ B mnpensokeHHETO CH 3a U3ITbAHEHHE Ha ITOpbhUKaTa 3a o00ocobeHa mo3uiuss No2, HOM.
2.1. y4acTHUKBT € IIpeactraBUA [IpuaoxkeHuda No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IIOITbAHEHU 110 obpazerr Ha Bw3aoxkureas; [ekaapamumsa mo 4a.3, 7.8 u ua.4 or 3akoHa 3a
MKOHOMUYECKHUTEe U (PUHAHCOBUTE OTHOLIEHUS C [ApPYXKECcTBaTa, PETHCTPUPaAHU B IOPUCAUKIINU C
npedepeHINareH OaHbYeH pPEXUM, KOHTPOAHPAHUTE OT TAX AWIlA U TEXHUTE [AeHUCTBUTEAHU
cobctBeHuly; [lekaapalus 3a CbraacHe C KAay3uTe Ha J0roBopa; [lekaapalys 3a CpokKa Ha
BaAugHOCTTA Ha odeprara; Jekaapamma o 4a.39, aa.l, 1.1, 6ykBa ,a° ot III[I30II 3a cnazBaHe Ha
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3aTbAXKEHUATAa, CBBP3aHU C JaHBIU M OCHTYPOBKU, Olla3BaHe Ha OKOAHATa cpeaa, 3akKpHaa Ha
33€TOCTTAa U YCAOBUATA Ha TPY; 3aBepeHO Komue ¢ rpudt ,,BapHo c opurunHasa“ Ha EC Ceprudwukar,
usnanaeH Ha uMmeTo Ha npousBoauTead AJL OPHTALMIC,SA, U cianusa 3a MeOIUIIMHCKUTE U3IEAUd OT
HOM. 2.1 u 2.2; 3aBepeHo Konue c rpud ,BapHo c opurunasa“ va CE [lekaapaliys 3a CHOTBETCTBHE 3a
MEIUITUHCKUTE H3aeAus oT HoM. 2.1 m 2.2; 3aBepeHo Komue C Trpud ,BapHo c opurmHasa“ Ha
Ceprudukar 3a BbBeAEHA CHCTEMAa 3a yIIpaBA€HHE Ha KadecTBOTO ITo craHaapT EN ISO 13485:2016,
n30aNeH Ha MMETO Ha IIPOU3BOAUTEAS HA MEOUIIMHCKHUTE H34eAud OT HOM. 2.1 u 2.2; KaTasor Ha
aHTAMPCKH €3WK 3a MEOUIIMHCKUTE usnaeaud oT HoMm. 2.1 u 2.2; Oropm3anuoHHo nucmo ot AJL
OPHTALMIC.SA, Ucnanus,

Y49aCTHUKBT HE € MPeaCTaBHA HHCTPYKIIUHU 3a yInoTpeda U He ce e cho0pa3ua C U3UCKBAHUATA Ha
Bb3aoxuread B T. 6.8 Ha crp. 20 B yrBEpAcHATA JOKYMEHTAIIHA, & UMEHHO IIPEICTABEHUS KaTAaAOT,
MOKa3Balll ChOTBETCTBHUETO HA MEIHIIMHCKUTE U3/IEAUS CBC CIlelHu(UKaImgara Ha Bb3soxuread na
Obae rmpeBeaeH Ha ObATAPCKH €3HK.

[Mopaay omMCaHOTO HO-TOPE M Ha OCHOBaHue 4A. 107, 1. 2, 6. ,a“ or 30I1, KoMHucHgTa [Ipegaara
Ha BE3A0KHUTEAS [a OTCTPaHH OT yVYacTHe B Ipolleaypara ydacrHuka ,PCP* EOO 3a obocobeHa
mo3uiysa Ne 2, HoMmeHRAaTypa Ne2.1

+ B mpemaoxXeHHEeTO CH 3a HU3ITbAHEHHE Ha IophbuKaTra 3a obocobeHa mosuiiuss No2, HOM.
2.2. y4acTHUKBT € IIpenctraBUA [lpuaoxkenma No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
IIOITbAHEHU II0 oOpaselr Ha Bwb3aoxkureas; [lerkaapamus mo 4a.3, T.8 u ya.4 or 3akoHa 3a
MKOHOMUYECKHUTEe U (PUHAHCOBUTE OTHOLIEHHUS C [ApPY:KecTBaTa, PETrHCTPUpPaAHU B IOPUCAUKIINU C
npecepeHIITaseH OaHBUYEH pPEeXUM, KOHTPOAUPAHUTE OT TIX AWIA U TEXHUTE MAeHCTBUTEAHU
cobcTBeHUIY; [leKaapamus 3a ChrAacHe C KAay3uTe Ha [IoroBopa; [lekaapalusd 3a Cpoka Ha
BaAUOHOCTTA Ha odeprara; Jekaapaima 1o 4a.39, aa.l, 1.1, 6ykBa ,a° ot III[130II 3a cnazBaHe Ha
33TBAKEHUATA, CBBP3aHH C JAaHBIM M OCHTYPOBKH, Ola3BaHE Ha OKOAHATa cpeaa, 3aKpHaa Ha
3aeToCTTa U yCAOBUATA Ha TpyAd; OropusarnonHo nucMo ot AJL OPHTALMIC.SA, Hcnauug;
EC Ceprudukarst Ha npousBogutesds AJL OPHTALMIC,SA, Mcnanusa, CE [ekaapaiudgara 3a
cpoTBeTCcTBHE, CepTU(PHUKATHT 32 BbBe/leHa CHCTEMa 3a YIIpaBA€HHE Ha KadeCcTBOTO IO ctaHaapT EN

ISO 13485:2016 u kKaTtaanor Ha AaHTAHMHCKH €3UK 3a MEIUIIMHCKOTO Hu3AeAne OT HoM. 2.2 ca
MIPEeNCTaBEHH B MIPEIAOKEHHUETO 3a U3ITbAHEHHE Ha ITophUKaTa 3a 06ocobeHa mo3uiud 2, HoM. 2.1
YYaCcTHUKET HE € MPEACTaBUA HHCTPYKIIMHU 3a yrnoTpeba U He ce € choOpas3uA C UBUCKBaHHUSITA Ha
Bb3aoxuread B T. 6.8 Ha cTp. 20 B yrBEpAcHATA JOKYMEHTAIlNd, a UMEHHO IIPEACTABEHUA KaTaAoT,
JOKa3Balll ChOTBETCTBHUETO HA MEIHIIMHCKUTE HU3/IEAUS CBC CIIeIM(PUKAIUATAa Ha BB3sokuTeAsd aa
Obae rpeBeeH Ha ObATAPCKH €3UK.
IMopaay OoIMCaHOTO IIO-TOPE M Ha ocHoBaHue 4A. 107, 1. 2, 6. ,a“ ot 30I1, KoMHCHSITa IIpeasara
Ha Bb3aoxKuTeAd Ja OTCTpaHM OT ydyacTHe B IIpolieaypara ydacTtHuka ,PCP¢ EOOI 3a obocobeHa
no3uius Ne 2, HoMeHRAaaTypa No2.2.
+ B mpemaoKeHHEeTO CH 3a U3IThbAHEHHE Ha IophyKara 3a obocobeHa ro3uiius No2, HOM.
2.3 y9aCTHUKGET € rpeactTaBuA [Ipuaoxkenusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, TIOIbAHEHU
o obpaseir Ha Bmb3roxkuteas; [Jerkaapamnus 1o 4a.3, T.8 U 4A.4 oT 3aKoHaA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOIIEHUS C [APYKEeCTBaTa, PETUCTPHUPAHU B IOPHCOUKIIMH C IIpedepeHIInaseH

JaHBYEH PEKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE NEUCTBUTEAHH COOCTBEHUIIM; [leKaaparius
3a cBraacHe C KAAy3uTe Ha [AoroBopa; J[lekaapalyg 3a CpoKa Ha BaAUOHOCTTA Ha odeprarTa;
Hexaaparma mo 4a.39, aa.1, 1.1, 6ykBa ,a“ ot I[III30II 3a cnaszBaHe Ha 3aIbAXKEHUATA, CBBP3aHU C
[MaHbII U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa Cpela, 3aKpHaa Ha 3a€TOCTTa U YCAOBUATA Ha TPYI;
3aBepeHo konue Ha CepTUdHKAT 3a BbBeleHa CHCTeMa 3a yIIpaBA€HHE Ha KadeCTBOTO II0 CTaHAApPT
EN ISO 13485:2016, uzmanes Ha uMmeTo Ha npousBoautead Teknomek Medikal Malzemeleri, Typiusa
3a Men.u3aeanud or HoM.2.3 u 2.9; 3aBepeHO Konue ¢ rpud ,BapHo ¢ opurnHasa“ Ha EO Ceprucdukar
3a IFIAOCTHA CHCTEMa 3a OCHUIypdBaHE Ha KadeCTBOTO, HU3Aa[eH Ha HMETO Ha I[IPOHU3BOAUTEAT
Teknomek Medikal Malzemeleri, Typuusa 3a men.u3geaus orT HoM.2.3 u 2.9; 3aBepeHO Komue ¢ Ipud
»BSpHO c opurnHasa“ Ha [lekaapalys 3a CbOTBETCTBHE; OTOPU3AIIMOHHO IIHCMO OT IIPOHU3BOANUTEAS.
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Y4YaCcTHUKET HE € MPEeACTaBHA MHCTPYKIIMHM 3a ynoTpeba U He ce € Cho0pa3rA C H3UCKBAaHUATA HA
Bb3aoxureadg B T. 6.8 Ha ctp. 20 B yrBEpACHATA JOKYMEHTAIIHS, 4 UMEHHO IIPEICTABEHHUS KAaTAaAOT,
MOKa3Balll ChOTBETCTBHUETO HA MEIUIIMHCKUTE HU3MEAUS CBHC CIIEIU(PUKAIIUATA Ha BB3asokuTeAd aa
ObIe mpeBeneH Ha ObATAPCKH €3UK.

I[Mopaay OmMCAHOTO MO-TOPE M Ha OoCHoBaHue 4yA. 107, 1. 2, 6. ,a“ ot 30I1, KoMmucHUgaTa Ipeasara
Ha BB3A0KUTEAS [a OTCTPaHM OT ydacTHe B IIpolleaypara ydactHuika ,PCP* EOOM 3a obocobeHa
no3uiusa Ne 2, HoMeHRAaTypa No2.3.

+ B mpenaoikeHHETO CH 3a U3ITbAHEHHE Ha IIopbhuKaTa 3a obocobeHa mosuriiusg No2, HOM.
2.8 y9acTHUKGBT € npencraBua llpraoxenua No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOII'bAHEHHU
o obpaszel] Ha Bwb3aoxkutead; [Jekaaparuga 1mo 4a.3, T.8 U 4a.4 oT 3aKOHA 3a UKOHOMHYECKUTE U
dUHAHCOBUTE OTHOINEHUd C [ApPYysKeCTBaTa, PETHUCTPHPAHH B IOPUCAUKIIMU C OpedepeHItuascH
OaHbYEH PEXKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE MEUCTBUTEAHU COOCTBEHUIIH; [leKaaparius
3a chraacue C Kaay3uTe Ha [oroBopa; [lekaapalus 3a CpoKa Ha BaAMJHOCTTAa Ha odeprara;
Hexaaparusa mo 4a.39, aa.1, 1.1, 6ykBa ,a“ ot I[III30II 3a cnaszBaHe Ha 3aabAXKEHUATA, CBBP3aHU C
OaHbOU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATA Cpeda, 3aKpHAa Ha 3aeTOCTTAa U YCAOBHATA HA TPYX;
3aBepeHO Komre Ha CepTudukar 3a BbBEAeHA CHCTEMa 3a YIIpaBA€HHE Ha KadeCTBOTO II0 CTAHOAPT
EN ISO 13485:2016, usgageH Ha MMeTO Ha IpoudBomuTeass Synergetics, USA; 3aBepeHO KoIue C
rpud ,BapHo c opurunasa“ Ha EC; 3aBepeHo Komume ¢ rpud ,,BapHo ¢ opurnHasa“ Ha [ekaapanus 3a
CcboTBeTCTBUE; OTOPU3AIIMOHHO ITUCMO OT IIPOU3BOAUTEAS, KATAaAOT Ha aHTAUMCKHU €3UK.

Y4aCcTHUKET HeE € IIPeACTaBUA HHCTPYKIINH 3a ynoTpeba U He ce e cbobpasua ¢ U3UCKBaHUSTA Ha
Bb3aoxuread B T. 6.8 Ha crp. 20 B yrBBEpAcHATA JOKYMEHTAIlUd, a UMEHHO IIPEACTABEHUA KaTaAoT,
JOKa3Balll ChOTBETCTBUETO HA MEOHIIMHCKHUTE U3/IEAUs CBhC CIlenuukanmgara Ha Bbe3asoxuread na
Obae rmpeBeaeH HAa OBATAPCKHU €3UK.

[Mopaay omMCAaHOTO HO-TOPE M Ha OoCHoBaHMe 4yA. 107, 1. 2, 6. ,a“ or 30I1, KomucHuaTa npeagsara
Ha Bb3aoxKuTeAd Ja OTCTpaHHM OT V4acTHe B IIpolleaypara ydyacrHuka ,PCP¢ EOO 3a ob6ocobeHa
no3uriug No 2, HomeHkAaTypa No2.8.

+ B npenarokeHHETO CH 3a U3ITbAHEHHE Ha IOpbhYKaTa 3a obocobena mo3uiyss No2, HOM.
2.9. yyacTHUKBT € IpenctraBUA [lpuaoxkenHua No2 m 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA,
TIOITbAHEHU II0 oOpaselr Ha Bwb3aoxkureas; [lekaapamus mo d4UA.3, T.8 u 4Ya.4 ot 3akoHa 3a
UKOHOMHUYECKHUTE U (PUHAHCOBUTE OTHOIICHHS C APY’KECTBATa, PETHUCTPHPAHU B IOPUCAVUKIHHA C
npegepeHIInaseH OaHbYeH pPEXHUM, KOHTPOAUPAHHUTE OT TIX AWIA U TEXHUTE [ACHCTBUTEAHU
cobcTBeHUIY; [leKaapamus 3a ChrAacHe C Kaay3uTe Ha [oroBopa; [lekaapalyss 3a CpoKa Ha
BaAUOHOCTTA Ha odeprara; [lekaapanusa 1o 4a.39, aa.l, 1.1, 6yksa ,a° ot [I[I30II 3a ca3zBaHe Ha
3aIbAKEHHUSATA, CBBP3aHM C JAaHBIM M OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpena, 3akKpuaa Ha
3aeToCTTa U ycaoBHdATa Ha Tpyn; OropusanmoHHo nucMo ot Teknomek Medikal Malzemeleri, Typiiusg;
Ilekaapaliyug 3a ChOTBETCTBHE; KATAAOT Ha AHTAUHCKU €3UK;

EC Ceprudukarer Ha mnpousBoaureas Teknomek Medikal Malzemeleri, Typrus,
CeprudHRaThT 3a BBBEAcHA CHCTEMa 3a yHOpaBA€HHE Ha KadecTBOTO mo craHmapt EN ISO
13485:2016 u xKaTaaoT Ha aHTAUNCKHU €3UK 3a MEAUIIMHCKOTO HU3OEeAHE OT HOM. 2.9 ca mpencTaBeHU B
IIPEIAOKEHHETO 3a U3IIbAHEHHE Ha MophYKaTa 3a 060ocobeHa 1mo3unusa 2, HoMm. 2.3

Y4YaCTHUKET HE € MPEeACTaBHA HHCTPYKIIMH 3a ynoTpeba U He ce € cbo0pas3ua ¢ U3UCKBaHUSATA HA
Bn3aoxkureasa B T. 6.8 Ha crp. 20 B yrBbpAeHATA JOKYMEHTAIINd, & UMEHHO IIPEACTaBEeHUsS KaTaAoT,
MOKa3Balll ChbOTBETCTBUETO HA MEOHIIMHCKUTE U3MIEAUS CBC CIIEIHU(UKAIIUGATA Ha Bb3aoKUTEAT Oa
Obae ImpeBeaeH Ha ObATAPCKHU €3UK.

I[Mopaay omMCAHOTO HO-TOPE M Ha ocHoBaHue 4yA. 107, 1. 2, 6. ,a“ or 30I1, KoMmucHUaTa Ipeagsara

Ha BB3A0KUTEAS A OTCTPaHM OT V4acTHe B Ipolleaypara ydacrauka ,PCP* EOOJ 3a obocobeHna
no3uing No 2, HoMeHKAaTypa Ne2.9

Y4yacTHUKET e npencraBua PeieHue 3a CopuiCKM I'PaCKU CHI 34 PETHUCTPAIUS 32 €IHOAUIHO
IOPY2KECTBO C OTpaHHYEHa OTTOBOPHOCT;Pa3pellieHne 3a BpProBUsS Ha €4pPO C MEOUIMHCKH H3EAUS,
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BEeIHO C paspellleHud 3a npoMmsHa; CepTudukar 3a BbBeeHA CUCTEMA 3a yIIpaBA€HHE Ha KadyeCTBOTO
o craggapT EN ISO 9001:2015, u3mazneH Ha MMETO Ha y4acTHHKA; YIOCTOBEPEHME 3a BIINCBAHE;
Iekaapaliiyg ¢ BbBEAEHU JOTOBOPH 3a AJOCTaBKa Ha MeM. U3OEAHNd; TPU yAOCTOBEPEHUS 3a U3BBPIIECHU
JOOCTaBKHU.

3. YuactHukbsT “KOHTAKT MEOHKBA HHTEPHEII'BHBA“ OO/ € mogas HIpemAOKEeHUd 3a
U3IIbAHEHUE Ha ophYKaTa 3a:
e o0b0ocobeHna mo3ursa Nel, HoMm.1.7
e obocobeHa mo3uiusd Nel, Hom.1.8
e obocobeHa mo3uiud Nel, Hom.1.9
e o0b6ocobeHa mo3ursa Nel, Hom.1.10
e o06ocobeHa mo3urysa Nel, Hom.1.11
e obocobeHa mo3uiusg Nel, Hom.1.12
e obocobeHa mo3uiusg Nel, Hom.1.13
e obocobena mo3umud Nel, Hom.2.1
e obocobena moszurud Nel, Hom.2.2

+ B npenaokeHUETO CHU 3a U3IThbAHEHHE Ha ITopbhuKaTra 3a obocobena mo3uius Nol, HOM.
1.7 yqacTHUKBT € npencraBua [Ipraoxkennda No2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOII'bAHEHU
o obOpaseir Ha Bwb3roxkuteas; [Jeraapamus 1o 4a.3, T.8 U 4A.4 oT 3aKoHaA 3a HKOHOMHYECKUTE U
(oUHAHCOBUTE OTHOIIEHUA C [ApPyKeCcTBaTa, PETUCTPHUPAHU B OPUCAUKIIMN C HOpedepeHITaseH
OaHBYEH PEeXKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE NEHUCTBUTEAHH COOCTBEHUIIM; [eKaaparius
3a chraacue C Kaay3uTe Ha OoroBopa; [ekaapalind 3a BaaHAHOCTTa Ha odeprara; [Jekaapalyd Io
4A.39, aa.l, 1.1, 6ykBa ,n“ ot II[I3OIl 3a cnasBaHe Ha 3aIBbAXKEHUSTA, CBBP3aHU C OJAHBIU U
OCUTYPOBKH, olla3dBaHe Ha OKOAHAaTa Cpela, 3aKpHAa Ha 3aeTOCTTa U YCAOBHUsITA Ha Tpyh; OmnucaHue
Ha MEIUIIMHCKOTO H3aeAne U KaTaaror; OTOPHU3AIIMOHHO ITMCMO OT ITPOU3BOIUTEAS HA MEIUIIMHCKUTE
uaneaus: or Hom. 1.7, 1.8, 1.9, 1.10 u 1.11 Johnson & Johnson; HWHCTPYKIIMHK 3a ynoTpeba 3a Me.
nzneaus ot 1.7, 1.8, 1.9, 1.10; EO Ceprucdukar 3a IFAOCTHA CHCTEMAa 3a KOHTPOA HA KAa4EeCTBOTO 3a
MEIUITMHCKUTE u3aeAnus or HoM. 1.7, 1.8, 1.9, 1.10 u 1.11; CepruduKaT 3a perucrpanusa Ha CUCTEMa
3a yaupaBaeHue 1o cragaapT [SO 13485:2016 3a MeaUIIMHCKUTE U3neanud oT HoM. 1.7, 1.8, 1.9, 1.10 u
1.11;

[IpenaozkeHHMETO 3a H3IIbAHEHHE Ha YYacTHHKA 3a opepHUpaHUTe U3OEeAUs OT 00ocobeHa
no3uniug Nel. HoMm 1.7 oTroBapss Ha H3UCKBaHUsSTa Ha Bwb3aoxureadg. Komucugara gomycka mo
rocaeaBanio ydacrue B mnpoueaypara ydactHuka “KOHTAKT MEOHKBA HHTEPHEIII'BHBA“
oon.

+ B IIpemroKEeHMETO CH 3a U3IThbAHEHHE Ha ITOpbhbUKaTra 3a obocobena mosuiusa Nol, HoOM.
1.8 ygacTHUKEBT e npeactaBua [IpusoskeHus No2 u 2A Ha XapTHUEH U €eACKTPOHEH HOCHUTEA, TIOITbAHEHH
o obpaseir Ha Bmb3roxkuteas; [Jerkaapamnus 1o 4a.3, T.8 U 4A.4 oT 3aKoHaA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOILIEHUS C [OPYKECTBaTa, PETUCTPHUPAHU B IOPHCOUKIIMH C IIpedepeHIInaseH
OaHbUeH PEXXUM, KOHTPOAUPAHUTE OT THX AWUIIA U TEXHUTE AeHCTBUTEAHU COOCTBEHHIIH; /leKaapariusa
3a CchraacHe C Kaay3uTe Ha OoroBopa; [lekaapalysd 3a BaaUgHOCTTA Ha odeprara; [Jekaapaiyd 1o
4A.39, aa.l, 1.1, O6ykBa ,n“ ot II[I3OIl 3a cnaszBaHe Ha 3aIBbAXKEHUSTA, CBBP3aHU C OJAaHBIH U
OCUTYPOBKH, Olla3dBaHe Ha OKOAHATAa Cpella, 3aKpHAa Ha 3aeTOCTTAa U YCAOBHUSATA Ha Tpyx, Omucanue
Ha MEIUIIMHCKOTO u3/eAre M KaTtasor; OTOpH3allMOHHOTO MNHUCMO OT ITpou3BomuTeas Johnson &
Johnson, wHcTpykimu 3a ymnorpedba, EO CeprudmraT 3a IIAOCTHA CHCTEMAa 3a KOHTPOA Ha
KadgecTBOTO U CepTUdHKAT 32 PErucTpalis Ha CUCTeMa 3a ypaBaeHue 1o crangapt [SO 13485:2016
ca mpencTaBeHU 3aeqHO C JOKYMEHTUTe B HOM. 1.7;

[IpenaokeHHETO 3a H3IIbAHEHHE Ha YYacTHHKA 3a opepUpaHUTe U3OEeAHs OT 00ocobeHa
no3uruga Nel. HoM 1.8 oTroBapa Ha MH3UCKBaHH4ATa Ha DBw3aoxureaa. Komumcmara momycka noo
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nocaenBanio ydactue B HOpolenypara ydactHuka “KOHTAKT MEAHUKBA HHTEPHEII'BHBA“
oon

+ B mpemaoxKeHHeTO CH 3a U3ITbAHEHHE Ha IMophbuKaTa 3a obocobeHa mosuiiuss Nol, HOM.
1.9 ygyacTHUKET € npencraBua [Ipuaoxkernuda No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOII'bAHEHU
o obpaszelr] Ha Bwb3aoxkuread; [Jekaaparug 1mo 4a.3, T.8 U 4a.4 oT 3akoHa 3a UKOHOMHUYECKUTE U
(PUHAHCOBUTE OTHOILIEHUA C [ApyKecTBaTa, PETUCTPUPAHU B IOPUCAUKIIMHN C OpedepeHIInaseH
JaHBYEH PEeKUM, KOHTPOAUPAHHUTE OT TAX AHIA U TEXHUTE NEHUCTBUTEAHH COOCTBEHUIIH; [leKkaaparius
3a chraacHe ¢ KAaay3uTe Ha Oorosopa; [lekaapaliyvs 3a BaAUAHOCTTA Ha odeprarta; [eKaapaliyd IIo
4A.39, aa.l, 1.1, O6ykBa ,a“ ot II[I3OIl 3a cnaszBaHe Ha 3aIbAXKEHUSTA, CBBP3aHU C OJAaHBIH U
OCUTYPOBKH, Olla3dBaHe Ha OKOAHATa Cpe/a, 3aKpHAa Ha 3aeTOCTTa U yCAOBHUsSTaA Ha TpyHd; OmnmcaHue
Ha MEIUIIMHCKOTO Hu3leAue M KaTasor; OTOPH3aIlMOHHOTO MHCMO OT ITpou3BomuTeas Johnson &
Johnson, wHcTpykimu 3a ymorpedba, EO CeprtudmraT 3a IIAOCTHA CHCTEMAa 3a KOHTPOA Ha
KadecTBOTO U CepTH(dHUKAT 3a pervcTpanua Ha CHCTeMa 3a yIIpaBaeHHe 1o craHaapT ISO 13485:2016
ca mpeacTaBeHU 3aeqHO C JOKYMEHTUTe B HOM. 1.7;

[IpenaokeHHETO 3a H3IIbAHEHHE Ha YYacTHHKA 3a opepUpaHUTe U3OEeAHs OT 0b0ocobeHa
mo3uruga Nel. HoM 1.9 oTroBapsa Ha wH3UCKBaHHATa Ha Bw3aoxuteasa. Komucmara momycka Oo
rocaeBanio ydacrue B mHpouenypara ydactHuka “KOHTAKT MEOHKBA HHTEPHEIII'BHBA“
oon

+ B mpemaoxKeHHeTO CH 3a HU3ITbAHEHHE Ha IMopbhbuKaTra 3a obocobeHa mosuiiuss Nol, HOM.
1.10 yyacTHHKEBT € InpencraBUA Ilpuaoxenus No2 m 2A Ha XapTHEH U €AECKTPOHEH HOCHUTEA,
TIOITbAHEHU TII0 oOpaselr Ha Bwb3asoxkureas; [Hekaapamus mo 4YA.3, T.8 m uUa.4 or 3akoHa 3a
UKOHOMUYECKHUTE U (PUHAHCOBUTE OTHOILIEHHS C APY’KECTBATa, PETUCTPHUPAHU B IOPUCOAUKIHUHA C
npegepeHIITaseH OaHBYEH pPEeXHUM, KOHTPOAUPAHUTE OT TIX AWIA U TEXHUTE [AeHCTBUTEAHU
cobcTBeHUIY; [leKaapaliusa 3a ChraacHe C KAAy3WTe Ha OOoTroBopa; [lerkaapalius 3a BaAHUAHOCTTA Ha
odeprara; [Jekaapanusa mmo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot I[ITI30Il 3a cnazBaHe Ha 33bAKEHHUATA,
CBBpP3aHU C JaHBIIM U OCUTYPOBKHU, Olla3BaHE Ha OKOAHATA Cpela, 3aKpHaa Ha 3aeToCTTa U YCAOBHUSATA
Ha Tpyn; Omnucanume Ha MEOUIIMHCKOTO H3Aeare M KaTaaor; OTOpH3allMOHHOTO IIHNCMO OT
npousBogutTeasa Johnson & Johnson, wHCTpyKnuu 3a ynorpeba, EO Cepruduxkar 3a ISAOCTHA
cucTeMa 3a KOHTPOA Ha KadecTBOTO U CepTUdHUKAT 3a PETUCTPAllUs HA CUCTEMa 3a yIpaBA€HHE I10
craugapt [SO 13485:2016 ca mpezncraBeHH 3a€HO C JOKYMEHTHUTE B HOM. 1.7;

[IpenaokeHHETO 3a H3IIbAHEHHE Ha YYacTHHUKA 3a opepUpaHHUTE U3IEAHs OT obocobeHa
mo3uriuga Nel. Hom 1.10 oTroBapss Ha H3HUCKBaHUsATa Ha DBB3aoxkuteas. Komucugara gomycka no
nocaenBalio ydactue B HOpolenypara ydacTHuka “KOHTAKT MEAHKBA HHTEPHEII'BHBA
oon

+ B mpemaoxXeHHEeTO CH 3a U3ITbAHEHHE Ha Mopbhukara 3a obocobena moauiius Nol, HOM.
1.11 yyacTHHKEBT € ImpencraBUA I[lpuaoxeHuss Ne2 m 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA,
TIOITbAHEHU TII0 oOpaselr Ha Bwb3aoxkureas; [ekaapamus mo 4YA.3, T.8 U 4Ua.4 or 3akoHa 3a
UKOHOMHUYECKHUTE U (PUHAHCOBUTE OTHOIIEHHS C APY’KECTBATA, PETHUCTPHPAHU B IOPUCAUKIHHA C
npedepeHIliaseH OaHbYeH PEeXUM, KOHTPOAUPAHHUTE OT TIX AWIA U TEXHUTE [CHCTBUTEAHU
cobcTBeHUIY; [leKaapalusa 3a ChraacHe C KAAy3WTe Ha O0ToBopa; [lekaapamus 3a BaAHUAHOCTTA Ha
odeprara; [Jekaapamnusa 1o 4a.39, aa.1l, 1.1, 6ykBa ,a“ ot I[ITI30Il 3a cnazBaHe Ha 33bAKEHHUATA,
CBBpP3aHU C JaHBIIM U OCUTYPOBKHU, Olla3BaHE Ha OKOAHATA cpela, 3aKpHAa Ha 3aeToCTTa U YCAOBHUSATA
Ha Tpyn; Onmcanue Ha MEOUIIMHCKOTO H3Aearie M KaTaaor; OTOpH3allMOHHOTO IIHCMO OT
npousBoautTeass Johnson & Johnson, wuHCTpyKIuu 3a ymnorpeba, EO Ceptudukar 3a IISAOCTHA
cucteMa 3a KOHTPOA Ha KadecTBOTO U CepTUdHUKAT 3a pPETrUCTPallds Ha CUCTEMa 3a yIpaBACHHUE 10
craugapt [SO 13485:2016 ca mpezcTaBeHH 3a€IHO C IOKYMEHTHUTE B HOM. 1.7;

[IpenaoKeHHUETO 3a HIITbAHEHHE Ha yYacCTHUKA 3a opepUpaHUTE U3ZEAHs OT obocobeHa
no3unga Nel. HoMm 1.11 oTtroBapsas Ha H3UCKBaHHUSTA Ha DBw3aoxkureasa. Komucugara mormmycka noo
nocaenBanio ydactue B HOpolenypara ydactHuka “KOHTAKT MEAHUKDBA HHTEPHEII'BHBA“
oon
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+ B IpemsokeHHMETO CH 3a U3ITbAHEHHE Ha ITOpbhbUKaTra 3a obocobenHa mo3uiuss Nol, HOM.
1.12 yyacTHHUKBT € 1npencraBuA Ilpuaoxenums No2 m 2A Ha XapTHEH U E€AEKTPOHEH HOCHUTEA,
IIOITbAHEHU II0 oOpaselr Ha Bwb3aoxkureas; [dekaapamus mo 4a.3, T.8 u uya.4 or 3akoHa 3a
MKOHOMUYECKHUTEe U (PUHAHCOBUTE OTHOLIEHHS C [gpPy:KEecTBaTa, PETHCTPUpPaAHU B IOPUCAUKIIUU C
npedepeHIuareH OaHbYeH pPEeXUM, KOHTPOAUPAHUTE OT TAX AWIlA U TEeXHUTE [AeHUCTBUTEAHU
cobcTBeHUIY; [leKaapalius 3a ChrAacHe C KAay3uTe Ha [JoroBopa; [ekaapaliud 3a BaAWJHOCTTA Ha
odeprara; Jekaapamusa 1o 4a.39, aa.1l, 1.1, 6ykBa ,a“ ot I[ITI30Il 3a cna3zBaHe Ha 33bAKEHHUATA,
CBBP3aHHU C JaHBIU U OCHTIYPOBKH, Olla3BaHe Ha OKOAHATA Cpefa, 3aKpHhaAa Ha 3a€TOCTTa U YCAOBHATA
Ha Tpynd; OnucaHue Ha MEOUIIMHCKOTO H3IE€AHE M KaTaAOT; YAOCTOBEPEHHE 3a IPEACTABUTEACTBO 3a
MEIUITMHCKUTE u3neaud orT HoMm. 1.12; 1.13, 2.1, 2.2 CIMA Technology, USA; EO Ceptudurart 3a
IIIAOCTHA CHCTEMAa 3a KOHTPOA Ha KadeCTBOTO 3a MEIUIIMHCKUTE U3feAaud oT HoMm. 1.12, 1.13, 2.1,
2.2; Ceprudurar 3a perucrpanus Ha CHUCTeMa 3a ylIpaBaeHue Io craHaapt ISO 13485:2016 3a
MEeOUIIMHCKUTEe u3neaus oT HoM. 1.12, 1.13, 2.1, 2.2; YkazaHudg 3a ynorpebda 3a MEIHUIIMHCKUTE
u3geAu or HoMm.1.12 1 1.13

[IpemaokeHHeTO 3a H3IBPAHEHHE Ha Y4YacTHHKA 3a opepHpaHUTE H3ZIEAHsS OT o0ocobeHa
mo3uruga Nel. HoMm 1.12 oTroBaps Ha H3UCKBaHUSTa Ha DBB3aoxuteasa. Komucugara momycka go
rocaeBanio ydacrue B mHpouenypara ydactHuka “KOHTAKT MEOHKBA HHTEPHEIII'BHBA“
oona.

+ B npenaokeHHETO CHU 3a U3IThbAHEHHE Ha ITopbhUKaTa 3a obocobena mo3uius Nol, HOM.
1.13 y4yacTHHKEBT € InpencraBUA Ilpuaoxenus No2 m 2A Ha XapTHEH U €AECKTPOHEH HOCHUTEA,
TIOITbAHEHU TII0 oOpaselr Ha Bwb3asoxkureas; [Hekaapamus mo 4YA.3, T.8 m uUa.4 or 3akoHa 3a
HMKOHOMUYECKHUTE U (PUHAHCOBUTE OTHOLIEHHS C [ApPyXKECTBaTa, PETHCTPUPAHU B IOPHUCAUKIINU C
npedepeHINareH OaHBbYEH pPEXKUM, KOHTPOAHPAHUTE OT TAX AWIlA M TEXHUTE [AEHUCTBUTEAHU
cobctBeHUIY; [lekaapalius 3a ChrAacHe C KAay3WUTe Ha [JoroBopa; [ekaapalyda 3a BaAWJHOCTTA Ha
odeprara; [Jekaaparnusa 1o 4a.39, aa.l, 1.1, 6ykBa ,a“ ot I[ITI30II 3a cazBaHe Ha 33bAKEHHUATA,
CBBpP3aHU C JAaHBIIU U OCUTYPOBKHU, Olla3BaHE Ha OKOAHATA Cpela, 3aKpHAa Ha 3aeToCTTa U yCAOBHULATA
Ha Tpyn; Omnucanume Ha MEOUIIMHCKOTO H3Aeare M KaTaaor; OTOpH3allMOHHOTO IIHNCMO OT
npousBoguteass CIMA Technology, USA, wunHCcTpyKIuu 3a ynorpeba, EO Ceptudukar 3a HsgAOCTHA
cucTeMa 3a KOHTPOA Ha KadecTBOTO U CepTUdHKAT 3a PErHCTpallus Ha CHUCTeMa 3a yIIpaBA€HHE II0
craugapt [SO 13485:2016 ca mpezcraBeHH 3ae€QHO C JOKYMEHTHUTE B HOM. 1.12;

[IpemaokeHMeTO 3a H3IIBPAHEHHE Ha Y4YacTHHKA 3a opepHpaHUTe HU3ZIeAHs OT o0ocobeHa
mo3uriuga Nel. HoMm 1.13 oTroBapss Ha H3HUCKBaHUsATa Ha DBB3aoxkutreas. Komucugara gomycka no
nocaenBalio ydactue B HOpolenypara ydacTHuka “KOHTAKT MEAHKBA HHTEPHEII'BHBA
oon

+ B npenaokeHHETO CHU 3a U3IThbAHEHHE Ha ITOpbhUKaTa 3a 000cobeHa mo3uius No2, HOM.
2.1 ygyacTHUK®BT € npeactaBua IIpuasoxkenusa No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA, IIOI'bAHEHHU
1o obpaserr Ha Brb3aoxkureada; [dekaapamud mo 4A.3, T.8 U 4a.4 oT 3aKoHA 3a UKOHOMHYECKUTE U
(bUHAHCOBUTE OTHOILIEHUS C [ApyKecTBaTa, PETUCTPHUPaAHU B IOPUCOUKIIMM C IpedepeHIIHaseH
JaHBYECH PEXKUM, KOHTPOAHUPAHUTE OT TAX AWIIA M TEXHUTE AEUCTBUTEAHH COOCTBEeHHIH; [lekaapalius
3a chraacue C Kaay3uTe Ha OoroBopa; [ekaapalyd 3a BaaHAHOCTTa Ha odeprara; [Jekaapaivda o
4A.39, aa.l, 1.1, O6ykBa ,n“ ot II[I3OIl 3a cnaszBaHe Ha 3aaXBbAXKEHUSTA, CBBP3aHU C JAaHBIH U
OCUTYPOBKH, olladBaHe Ha OKOAHAaTa Cpejia, 3aKpHAa Ha 3aeTOoCTTa U yCAOBUsSITA Ha TpyA; Omnucanue
Ha MEOUIIMHCKOTO U3aeAWe W KaTtaaor; OTOpHU3aIlMOHHOTO IIHCMO OT IpousBomutreas CIMA
Technology, USA, wuHcTpykimu 3a ynorpeba, EO Ceprudurar 3a IIAOCTHA CHCTeMa 3a KOHTPOA Ha
KadecTBOTO U CepTH(dHUKAT 3a pPErHCcTpallusa Ha CHUCcTeMa 3a yIIpaBaeHHe 1o craHaapt ISO 13485:2016
ca IpeacTaBeHHU 3a€0HO C JOKYMEHTUTE B HOM. 1.12;

[TpemaokeHMeTO 3a H3IIBPAHEHHE Ha Y4YacTHHKA 3a opepUpaHUTe HU3ZEAUs OT o0ocobeHa
nosunmd Nel. HoOM 2.1 orroBapsa Ha H3WCKBaHUATA Ha Bwb3aoxuread. Komucudara gormycka Oo
nocaenBanio ydactue B HOpolenypara ydactHuka “KOHTAKT MEAHUKDBA HHTEPHEII'BHBA“
oon
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4+ B mpenaokeHHETO CH 3a U3I'bAHEHHE Ha IopbhUKaTa 3a obocobeHa mo3urss No2, HOM.
2.2 y4aCTHUK®DBT € npenctaBuA [Ipuaoxkenus No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, ITOITbAHEHU
o obpaszel] Ha Bwb3aoxkutead; [Jekaaparuga 1mo 4a.3, T.8 U 4a.4 oT 3aKOHA 3a UKOHOMHYECKUTE U
(PUHAHCOBUTE OTHOIIEHUS C [ApyKecTBaTa, PETUCTPUpPaHU B IOPUCOUKIIMHM C IpedepeHIIHaseH
OaHbYEH PEXKUM, KOHTPOAUPAHUTE OT TAX AHIA U TEXHUTE MEUCTBUTEAHU COOCTBEHUIIH; [eKaaparius
3a chraacHe ¢ Kaay3uTe Ha OoroBopa; [lekaapaliys 3a BaaAHUOHOCTTA Ha odeprara; [Jekaapanus II0
4A.39, aa.l, 1.1, O6ykBa ,a“ ot II[I3OIl 3a cnasBaHe Ha 3aABbAXKECHUSTA, CBBP3aHH C OAHBIU H
OCUTYPOBKH, olladBaHe Ha OKOAHAaTa Cpela, 3aKpHAa Ha 3aeTOCTTa U YCAOBHUSTA Ha Tpyx; OmnucaHue
Ha MEOUIIMHCKOTO U3aeAre U KaTaaor; OTOpHU3aIllMOHHOTO IIHCMO OT IpousBomuteass CIMA
Technology, USA, wuHcTpyKIinu 3a ynorpeba, EO CepTucgukar 3a I1I9A0CTHA CHCTEMAa 3a KOHTPOA Ha
KadecTBOTO U CepTHU(dUKAT 3a pPerucTpalusa Ha CHUcTeMa 3a yIpaBaeHue 1o craigapt [SO 13485:2016
ca IpeacTaBeHU 3a€0HO C JOKYMEHTUTE B HOM. 1.12;

[IpenaokeHHETO 3a H3IIbAHEHHE Ha YYacTHHKA 3a opepUpaHUTe U3OEeAHs OT 00ocobeHa
mo3uruga Ne2. HoM 2.2 oTroBapd Ha MH3UCKBaHH4ATa Ha Bw3aoxuteasa. Komumcmara momycka Ooo
nocaenBanio ydactue B mnponeaypara ydacrHuka “KOHTAKT MEAHUKBA HHTEPHEIII'BHBA.

Ha ocuoBanue u4a. 57, aa. 3 ot IIII30OII, koMmucusTa B3e pelleHUE OTBapsSHETO Ha ILIEHOBUTE
IIPEeIAOKEHHs Ha yYaCTHHUIIUTE, MOIIYCHATHU [0 IIOCAEIBAII0 yYacTHe B Ipollefypara aa Ce HU3BBPIIU
Ha 22.10.2019r., or 13:00 uyaca, B 3acemareanHara 3asra Ha YMBAA ,IIpod. A-p Crosn
KupkoBuu“A/l, rp. Crapa 3aropa, ya.“I'enepaa CroaeToB® 2.

[Tperric oT HACTOLAIIUSA IPOTOKOA Aa OBae M3NpaTeH A0 BCHUYKH YYACTHHIM, KaKTO U Aa Obae
IyOAMKYyBaH B ITpodpHAa Ha KyIlyBada, B eAeKTPOHHOTO JOCHE Ha IIpoleaypara.

[TpencemaTeadaT Ha KOMHCHATA Oa HU3TOTBH M HU3IPATH CHOOIIEHHE 3a OTBApPaHE HA ILIEHU [0
BCHUYKH YYaCTHHIIH, KOeTo aa Opae myOAMKyBaHO Ha npodHia Ha KyIlyBada, B €AEKTPOHHOTO [I0CHE
Ha Ipolleaypara.

Komucusa:
JanvueHo cernacHo un.2 ot 33714,
IIpencenmarea: |B'bB Epb3ka c un.d2, an.5 ot 3001

1. [-p Ilaamen [dparomi .
A-p Ap JanuueHo ceraacHo un.2 ot 3314,

YaeHOBE: IB'bB EpbIKa cun.d2, an5 ot 300N

2. Aupuga XKeaea Ti 3anmueno cernacHo un.2 or 33714,

|B'bB BEpb3Ka c und2, an.5 or 300
3. Aas. Taraua Kek

JanuueHo cbrnacHo un.2 ot 3374,
4. Huna Anacracosa ... |gpg gpbzka ¢ un.d2, an.5 or 300

5. Karepuna YanbKoB: 3anuueHo ceraacHo yn.2 ot 3371/,
IB'bB Epb3Ka c un.d2, an5 or 3001

ylleproamyHa qocTaBKa Ha MEOUIIMHCKH U3EANsS M KOHCYMAaTHBH, HEOOXOOUMH 3a AeHHOCTTA Ha 13
otneaenue ,Ounu 6oaectu” B YMBAA “ITpod. [I-p Croan KupkoBuua® Al ITpoTokoa 2




