IMPOTOKOJI Ne 1

o 454, an.7 IIM30I1

OT JeHHOoCTa Ha KOMHCHS Ha3sHadeHa ¢ue 3anoeen Ne 0481/ 03.08.2017 r. Ha H3OBIHATETHUA
aupektop Ha ,,MBbAJI-Xackoso” AJl, 3a npoBexxgaHe Ha OTKPHTA IIpoLeaypa
no peaa Ha 3011 3a Bb3naraHe Ha oGIUECTBEHA NOPBHHUKA C MPEAMET:

»ZOCMAeKa HA J1eKapcmeenu RPOOYKmMu, MEOUUUHCKI U30eNUR U pasmeopu Heobxooumu 3a
HPOBENHCOAHEMO HA HEPUMOHEANNA OUATU3A U XeMOOUANU3HO Nedenue 3a Hyucoume na ,, MBA/T
- Xackoso” A"

otkputa ¢ Pemenme Ne 0423/ 27.06.2017 r., mybnukyeaHo oOspnenue B ,,OdHuHaNCH
BecTHHK” Ha EC Ha 01.07.2017 r., B POIT 5a 30.06.2017 r.

Ha 03.08.2017 r. B 10:00 4aca, B rp.XackoBo B aJIMHHUCTpaTHBHATa crpajga Ha ,,MBAJI-
Xackoso” AJl , Haxosa ce Ha Oy CrenuHenne "Ned9 ce cr6pa KOMUCHS B CHCTaB!

Ilpedceoamen:

H-p Bnagumup HMnues Ilonumues — Hawannmk oTHeNneHHE IO XEMOIHAIH3a B
bil
H~MBAJI-Xackoso” Al

Haenose:

I. marwcTep — (apmaneBr Awnera IleeBa 3axapuesa - PwkoBomuTen OONHHYHA
antexara B ,,MBAJI-Xackoro” AL];

2. Mapusina Marteca Paesa — Crapmia MeJMIMHCKA CeCTpa B OTHENCHHe MO
xeMoguanuia B ,,MbAJI-XackoBo™ AJl;

3. Kpacumupa Pymenosa Hukonosa — ukoHOMHCT ,,O6mmecTeen# nopbuky” B ,, MBAJI-
Xackoso” AN;

4. Buonera Bopuciarona Mopaanosa — ropuckoncynt B ,,MBAJI-Xackoso™ AJl.

[poBeae ce myOnuuHO 3acedaHue Ha ocHosaHue w54, an.2 [III30I1 3a oTBapsHe Ha
NoIy4eHUTE OepTH.

IIpeAcenaTeaT HA KOMHCHATA IIOMYYH MOCTBIMINTE B cpok 9 (neBet) odepr ¢ IIporokorn no
yi.48, an.6 ot IIII30I1.

Crlea MONy4aBaKe HA CRUCHKA ¢ pudcmiuyume, IPEACTaBUIMA ODEPTH:

1. ,AJTA ®APMACIHOTHUKBJIC” EOOJ - rp.Codus - odpepra ¢ BX. Ne96/01.08.2017r.-

11:30 YACA
)

2. L,MEAEKC” OO0/ - rp.Codus - opepra c BX. Ne97/01.08.2017r.- 11:35 HACA



3. CO®APMA TPEMJIUHI” AJl - rp.Codus - odepra ¢ BX. Ne98/02.08.2017r. — 08:55
YACA

4. ET ,JAHKA AHKOBA TEOPTHEBA” - rp.Codus - opepra ¢ BX. Ne99/02.08.2017r.- 08:58
YACA

5. ,ETPOIIAJI TPEHJ” OO/ —rp.Erponone- odepra ¢ BX. Ne100/02.08.2017r. - 09:05
YACA

6. ,XEJMEJX EBJTAPUAA” EOOJ — rp.Codus - opepra ¢ BX. Ne101/02.08.2017r. —
09:15SHACA

7. »wEKOC MEIHKA” OO/ — rp.Cotus - odepra ¢ BX. Ne102/02.08.2017r. — 09:25 YACA
8. LATAPTA -IIM” EOO/I — rp.Codus - odepra ¢ BX. Ne103/02.08.2017r. — 10:00 YACA
9. ,2MHTEPTAJIEHHKA” OO/ - rp.Ilnosaus - odpepra ¢ BX. Ne104/02.08.2017r. — 11:10
YACA

NPeACERATENAT M WICHOBETe HAa KOMHCHATA IIOMBIHAXA H MMOIIHCAXa fekapanuy mo w1103,
an.2 ot 30I1.

Ha 3aCCIaHHCTO Ha KOMHCHATA HE IIPHCBCTBAT YUYACTHHIM B NOpoUcOypara HIH TEeXHH
YOBIHOMOLICHH IIPC/ICTABUTCIIH, KaKTO H IMpeICTAaBHTCIH Ha CpeAcTBaTa 3a MacoBO
OCBCIOMABAHE.

OtBapsHeTO Ha moOnydeHHTe OGEpPTH Ce H3BBLPINHM NYOIMYHO H 10 peda Ha TAXHOTO
IIOCTBIIBAHE, KAKTO CIEABA:

» 1. wAITA @APMACIOTHKBJIC” EQOM YvacTHHUKBT € HpeacTaBui odepra 3a
Obocobena nozuyua Nel, B 3aneyaraHa HENpO3padHa OMAKOBKA, B CBOTBETCBHE C
M3HCKBAHHATA HA BB3JIOKHTEN, CHABPKAINA JOKYMEHTH 110 41,39, an.2 u an.3, 1.1 IIII30I],
OIHC HA IPEJCTABEHHTE IOKYMEHTH, KaKTO H OTAENEH 3amedaraH HEMpo3padeH IUIHK ¢
HaIIHC ,,[Ipe/narany LCHOBH napaMeTpH'.

Beuuky wieHOBE Ha KOMHCHATA MOMIINCAXA TEXHHWUYESCKOTO TPEIOKSHUE H TUIMKA ¢ HaJIUC
w1 IpeaIaraHy IeHOBH IapaMeTpH” .

» 2. JMEJEKC” OO0/ VYyacTHHKET ¢ npeacTaBua odepra 3a Obocobena nozuuun Mel, B
janeqyaTaHa Henpo3payHa ONAaKOBKA, B CHOTBETCBHE C H3MCKBAHHATA HA BB3JIOXKHTEIA,
ChABPXKAINA AOKyMeHTH mo un.39, an2 u an3, 1.1 IIII30Il, onuc Ha mnpencraBeHuTe
JOKYMEHTH, KAKTO U OT/AC/EH 3aNeyaTaH Henpo3payeH IUIMK ¢ Hajamuc ,JlpeanaraHy ueHoex
napamerpu'.

Beyuky wieHOBE Ha KOMHCHATA INOAMHCAXa TEXHHMYECKOTO MPEUICKEHHE H IUIMKA ¢ Ha nuc
1 [peiiIarany UEHOBH NapaMeTpH .

> 3. "COPAPMA TPEHTHHI” A/l Y4YacTHUKBT € upenctasun odepra 3a Obocobernu
nosuyuu Nel u Ne2, B 3aneyarana Hellpo3padla ONIaKoOBKa, B CHOTBETCBHE ¢ H3HCKBAHHATA Ha
BB3NOKUTENSA, CHIbpXAMAa AOKyMEeHTH no wi39, an2 u an3, 1.1 [III301l, omuc Ha
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TIpeaCTAaBeHHTe JOKYMEHTH, KaKTO M OTJE/IHH 3alevyaTaHy HEpO3padHd IUMKa C  HAJIIHC
.l Ipe/araiy eHOBH ITapaMeTpH .

Beuuky yieHoBe Ha KOMHUCHATA ITOITHACAXA TEXHAYECKOTO MPEIOKEHHE H INHMKOBE ¢ HAIIHC
,,[1pe/iarany LIeHOBH IapaMeTpu .

> 4, ET JHKA SAHKOBA TEOPIHEBA” VY4acTHUKBT € IpeacraBHl odepra 3a
Obocobenu nozuyuu Ne2 u Ne3, B 3ancuyaTaHa HENpO3padHa OMNakOBKA, B CHOTBETCBHE C
H3MCKBAHMATA Ha BB3JOKHTENSA, ChIbpKalla AOKYMeHTH o wa.39, an.2 u an.3, t.1 III30II,
OIHC HA TIPEACTABCHHWTE JOKYMEHTH, KAaKTO M OTJC/HH 3allcyaTaHH HENpPO3pavHH ILUIMKA C
nauc , [ Ipeanarany meHOBH napaMeTpu’.

BcHYKH 4ieHOBe Ha KOMHCHATA MOJIIHCAXA TEXHHIECKOTO MPENIOKEHHE H IIIMKOBE C  HAIIIHC
L Ipeaarany LeHOBY TIapaMeTpy”.

> 5. ,ETPOIIAJ TPEHI” OOQJ VYvdactHuxsT ¢ npencrasmn odepra 3a Obocobena
noszuyua Ne2, B 3aneuaTaHa HEMpo3padyHa OIAKOBKA, B CHOTBETCBHE C HM3UCKBaHHATA Ha
BERMOKHATENA, ChAbpKAIA AOKyMeHTd no uwi39, an2 u an3, 1.1 II30II, omuc na
IpeACTABEHHTe JOKYMEHTH, KaKTO M OT[ENICH 3aledaTaH Hempo3paycH IUIHK ¢  HaJIHC
,.[IpeITaraHy IEHOBH [IapaMeTpH '

Beuuky uneHOBe Ha KOMECHATA [OANHCAXa TEXHWYECKOTO IMPEUIOKEHHE M IUIHKA ¢ HAaMIIHC
] IpeaaraHy LeHOBH IapaMeTpH”.

» 6. JXEIMEN BBJITCAPHA” EOQ/ YuactHuKbT € npejcraBun opepra 3a Obocobena
nozuyusa Ne3, B 3ameuaTaHa HENpo3payda OMAKOBKA, B CHOTBEICBHE ¢ HM3HCKBAHMATA HA
BB3NOKHUTENS, ChAbpPXKama Aokymentd no w139, an2 u an3, 1.1 IMI3OIl, onuc Ha
IPEICTABCHATE HOKYMEHTH, KAaKTO W OTHAENCH 3aleydaraH Helmpo3payeH IUIMK C  HAJIHC

I 1peJarany IeHOBH napaMeTpu”.

BcHYKH WieHOBE Ha KOMHCHATA MORITHCAXa TEXHHYECKOTO NMPEAJIOKEHHE H IUIHKA ¢ HAIIHC
,llpeaarasy 1IeHOBH 11apaMeTpu”.

> 7. . EKOC MEJTHKA” 00J YuacTHHKET € npenctaBun odepra 3a Qbocobenu nozuyuu
Ael u Ae2, B 3ameuaTraHa Helpo3payHa ONAKOBKAa, B CHOTBETCBHE ¢ H3HCKBaHHATA Ha
BBIJIOKATENS, CHIBpXKAA AoKymeHtd mo wi39, an2 u an3, 1.1 III30IIL, omuc Ha
Npe/ICTABCHATE JTOKYMEHTH, KaKTO M OTJACIHH 3aNC4araHd HENPO3payHH IUMKA €  HAAIKC

Ll Ipe/yiarany IeHOBH MapaMeTpu”.

BCHYKH WiIEHOBE HA KOMMCHATA MOJAMKCAXA TEXHHYECKOTO MPEIVIOKEHHE U TUIMKOBE ¢ HAAIHC
I IpeanaraHy NEHOBH N1apaMETPH .



» 8  ATI'APTA - IIM” EOO/ Yyacruuxser e npencrasil odepra 3a O6ocobena nozuius
Ae2, B 3anicyaTaHa Hempo3payHa OIaKOBKa, B ChOTBETCBHE ¢ M3UCKBAHHATA Ha BBE3NOKHTENA,
CHOLpXKama AOKyMeHTH no w39, an2 u an3, 1.1 IIII30I1, omuc nHa mpencTaBeHHTE
JOKYMEHTH, KaKTO H OTAENEH 3aleyaTad Henpo3padeH (MK ¢ Haamuc ,[Ipeanaraiy neroBH
napamMeTpH”.

Benuky wieHOBE Ha KOMHCHATZ NOANHCAXa TEXHHUYECKOTO TPEUIOKEHNE W IUIHKA C  HAaIIIHC
»1 IpeIlIaraHy IEHOBY MapaMeTps’.

» 9 HHTEPIATEHHUKA” 00/ YyacTHHKBLT ¢ npeacrasun odepra 3a Obocobena
nojuyua Ne3, B 3ameuaraHa Henpo3pavyHa OlIaKOBKA, B CHLOTBETCBHUE C H3HCKBAaHHATa Ha
BBIIOKHUTEA, ChAbpKama XokyMeHTH no wi39, an2 w an3, 1.1 [III30I1, onuc Ha
IPeICTABEHUTE JOKYMEHTH, KaKTO W OTACICH 3amedyaraH HENpo3padeH TUTHK ¢ HamiHe
»lIpennarany HeHOBH napaMeTpH”.

Beuuky yiieHOBE Ha KOMHCHATA IOANHCAXA TEXHHUYECKOTO MPEANOMEHHE M IUIHKA ¢ HAIHC
»lIpelaraiy IEHOBH MapaMeTpH .

Crepy m3BBpIIBAHETO HA Te3W JelCTBHUS NpelceiaTeliaT Ha KOMHCHATA 3aKpH ITyOIHYHOTO
3acelaHue,

B 12:00 waca na 03.08.2017 r. kOMHCHATa B3e PCLICHHE Ja MPOABIDKHM cBoATa paboTa Ha
07.09.2017 r. or 10:00 gaca.

Ha 07.09.2017 r. 8 10:00 uaca, B rp.XackoBo B aAMHHHCTpPaTHBHATa crpaga #a ,,MBAJI-
Xackopo” AJl , Haxomama ce Ha Oyi.”Coexunenue "Ned49 ce crbpa KOMHCHSA B CBCTaB!

Hpedcedamen:

H-p Bnagumup Hnues Ilonunues — Hawanuuk ornencuue mo xemommanmsa B ,MBAJL-
Xackoso” A/l

Ynenoge:

1.MarucTep — dapmanesr Axera [leesa 3axapueBa - PnkoBomuTen OOMHHYHA aNTeKaTa B
-MBAJI-XackoBo™ AJl;

2.Mapusna MarteeBa PaeBa — Crapma MeJHWUMHCKa CECTpa B OTACIEHHE IO
xemonuanusa B ,, MBAJI-Xackoeo” AJ;

3.Kpacumupa Pymenosa Huxomnosa — uxoHomucT ,,O0mectBenn nopbuke” B ,,MBAJI-
Xackoso” All;

4.Buoneta Bopucrasosa Hopannosa — ropuckoucynrt B ,,MBAJI-Xackoso™ AJl.



Komyicuara npogsmxu cBosTa pabora Ha 3aKpHTO 3aceaHue, Karo pasriena JOKYMEHTHTE o
11.39, an.2 IIMI30I1 B odepTuTe Ha YUacCTHHIMTE, 33 CHLOTBETCTBHE C HM3WCKBAHHATA KBM
JHYHOTO CBCTOSHHE M KpHTepHHTE 33 rog0op, TIOCTABEHHW OT BBINONKUTENI, H B PE3YJITaT Ha
KOETO YCTAHOBH CIICAHOTO:

» 1.,ATTA PAPMACIOTHKBIC” EQOJd — chec cepaldule ¥ aJpec Ha yIpaBlCHHE:
rp.Codus 1618, pation ,,Buroma”, Gyn. ,Bonrapus” Ne 118, Busnec nentsp AbGakyc, eT.2,
EHK 175256438, npeacraeiseano or Togop Houes Jloues — Ypasurer,

€ RPeOCHAaeI I CeOnume 0OKYMEHMIL:

1. Onuc Ha npencraseHATe JOKyMEHTH - Obpasen Nel

2.EEJIOII- T1punosxenue Nel

3. JIOKYMEHT 3a YIrbJIHOMOILIABaHe, KOTATO JTHIETO, KOETO IoJaBa odeprara, He € 3aKOHHHAT
NPEICTABHTEN

4.IlpeanoxeHne 3a U3ITBIHEHHE HA OpbUKaTa - Obpazer Ne2 Ha xapTHeH HOCHTEN 3a 06ocobena
no3uuns Nel u Ipunoxenne Ne2 kpM Hero Ha XapTHEH H MATHATEH HOCHTE]

5.Jlexmapanus 3a Cpriiacue ¢ Kay3ure Ha npoekTta Ha norosop (O6pasen Ne3) 3a 3a o6ocobena
no3uanus Nel

6. [lexnapanus 3a cpoKa Ha BaTMIHOCT Ha odeprarta (O6pasen Ned) 3a 3a o6ocobena mosanms Nel
7. dexnapauud 3a cia3gadeHa 3aab/DKeHHA mo w39, an.1, 1.1, 6ykea ,,n” ot [TII30IT{O0pazen Ne5)
8. Hexnapanus cwraacHo (O0pazen Ne6)

9. Jlexiiapauus 3a 1unca Ha cebp3anocT no O6pasen No7

10. Jexnapauus 3a ocurypsiBaHe Ha HEOOXOIMMUTE KOJIHYECTEE 34 CPOK Ha JOroBOpa, KaKkTo H [0
q1.55, an.6 ot 3JITIMX

11. Jlekmaparnys 3a eTMHEYHATA [IeHa Ha onakoBka ¢ JUIC, cipsamo pedeperTHaTa HA
[TpunoxermeNe2 ot I1JIC

12. Oropu3alHOHHHE THCMA

13.HenoBo npeanoxenue - O6paszen Ne8 Ha xaptueH Hocuten u [Ipunoxenune Ne3 Ha xapTHeH B
MarduTeH HOCHTEI.

Cned pazenedcoane, Komucuama ycmanogu ciedn ume HeNbIHOMU U HECHOMEBEMCMBUA:

1.B EEJIOI1 B Yact IV: Kpurtepuu 3a nonbop, pazgen B:Texnwdeckun u nmpodecHOHATHH

ciocobnoctH, T.12) - oT yuacTHHKA , Awxma gapmaciomuxvac” EOO HAMA NONBIHEH
OTTOBOP BLPXY CTAHJAPTHHTE TI0JIETa Ha MOCTABEHUSA BHIIPOC.

» B ciedcmeue na koemo yuacmuuxa creoga da npedocmasy Hog EEJOII, g koiimo da 6voe

OMCMPARERO 2OPEONUCHHOMO HECDOMBEMCMBHE.

» Ha ocnosanue un.54, an9 lIII13011 ¢ cpox om 5 (nem) pabomnu onu om nonyuasane
na nacmoawun Hpomoxon Nel, yuacmuuxa ,Aama papmaciomurwic” EOO/ caedsa
da npedcmaeu Ha Komucuama noe EEJIOII, ¢ Koiimo 0a omcmpanu yCMAaHOGeHOMO
Hechomeemcmaeue.



» 2,MENEKC” OQOJ - cvpc cepanmwe u anpec na yupaenenue: rp.Copus 1138, paiion
~Mnagoct”, x.x. ,,]'opy6msane”, yn. ,,Camokoseko moce” Ne 2 JI, EMK 131268894, IIPEJCTaBIIBAHO
or Emun AnekcanmpoB Jlamee m Besusap AnrtoHos JIparoce — YIpaBHTENH, HAYMH Ha
IIPEACTaBIABaHE — 3a€AHO M [TOOTAEIIHO,

€ NPedCmAagil CACOHUME DOKYMEeHMU:!

1. Omuc Ha npencTaBeHnHTE JOKYMEHTH

2. EEIOIT

3.0topu3annonnu nucma u I Isngomounn

4. Texuuuecko npemnoxenue - O6pazen Ne2

5. Texunyecka crienuduxarnus - [punoxenune Ne2

6.Jleknapanus 3a CeriIacHe ¢ Kitay3uTe Ha IIPOEKTa Ha I0TOBOPA

7. lexniapanus 3a cpoka Ha BallMIHOCT Ha odepTaTa

8.[lexnapanus 3a CIaseHH 3a0bDKEHHS, CBBP3aHH C JaHbIH H OCHTYPOBKH, OTIA3BaHe Ha OKOJIHATA
CpeAa, 3aKpHia Ha 34€TOCTTa U YCIOBHATA HA TPY/

9. Jlexmapanus 3a BCHYKH 3abDKEHH JIMLA O CMHCHIA Ha W54, an.2 ot 3011

10. Hexnapanus 3a annca Ha CBBP3aHOCT ¢ APYT y4acTHHK 10 91,101, ar.11, BEB Bpb3Ka ¢ wr.107,
1.4 o1 30I1

11. Jlexnapanus 3a ocUTypsiBase Ha KOJIWYECTBA OT JEKApCTBEHH IIPOAYKTH 110 WI.55, am.6 or
3NTIMX

12, Jleknapaipus 3a OCHrypssaHe Ha KOJHYECTBa OT O()epUpaHKTE JIEKapCTBEHH TIPOAYKTH 32 LM
CpOK Ha JoToBOpa

13 leknapanns 3a eHH

14.IlenoBo npennoxenue - O6pazen Ne§

15.IenoBa cnemaduxanus - [punoxenue Ne3

Cned pazziaeicoanemo UM, KOMUCHAMA YCINAHOGH:

Yuacmnuxvm e npedcmasun ecuuku OOKYMeHmu, Kamo couiume omzosapAm Ha
H3UCKGAHUAMA 30 AHYHO CHCMOAHIE U Ha Kpumepuume 3a noo6op, nocmagenu om
Buw3noyncumenn .

» Komucusama oonycka oghepmama Ha yuacmuuxa 00 pasziexcoane Ha MeXHULECKOMO
RpedsioNcer e 3a UINBIHEHUE HA NOPBUKaAmMA .

» 3.,COPAPMA TPEH/THHI™” A/l - cbC CelanMIie H aipec Ha YIpaBiIcHHE: rp.Codus
1756, paiion Wsrpes, yn. ,,JIsuesap Cranues” Ne 5, Codpapma Busuec Tayspe, Cpana ,,A”
er.12, EUMK 103267194, npencrasnssano ot Jumurep [eoprues Jumurpos -—
HsnweaauTeNneH qupexTop,

& HpedCmagiil CeOHUME QOKVMEHMIL:

1. Onuc Ha npencTaBeHUTE AOKYMEHTH

2.EEJIOII 3a o6ocobena mo3urus Nel

3. EEJIOIT 3a o6ocobena nmosuuus Ne2

4. Texnmdecko npeanoxeHue 3a 06ocobena mozumnua Nel, CpaBpKAIIO:
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4.1.ITeMHOMOIIHO 38 NPEACTABHTENCTBO

4.2. IlpeanosxeHue 3a H3MbIHEHHE HA TTOPHYKaTa - [ Ipunoskenne No2 u Ob6pasen No2 Ha XapTHEH U
OIITHYCH HOCHTEN

4.3. Nexnmapainus 3a ChIiacie ¢ KJIay3HTE Ha IIPOEKTa Ha Jorosopa - O6pasen Ne3

4.4. Jleknapaliis 3a cpoka Ha BATHAHOCT Ha odeprata- Obpasen Ned

4.5. Nexnapaums, 9e OpH M3rOTBAHE Ha odeprara ¢4 Ca3eHH 3abDKSHANTA, CBBP3aHH C AAHEIH U
OCHI'YPOBKH, OIla3BaHe Ha OKOJHATA CPejla, 3aKpUia Ha 3a8TOCTTa U YCJIOBHATa Ha TpyA- Obpasen
Ne5

4.6. llexnapanus 3a BCHYKH 3a/TBJDKEHH JIHLA 10 CMHCEHIA Ha w154, a2 or 30I1- O6paser; Ne6
4.7. Jlexnapanus 3a JIUNCa Ha CBBP3aHOCT ¢ APYT ydyacTHrK 1o wi.101, an.11, BeB BpB3Ka ¢ wi.107,
T.4 o1 30I1- OGpazen Ne7

4.8.. Jexnaparus o 455, an.6 ot 3JIIIMX

4.9. lexnapanus 3a OCUTypsIBAHE HA HEOOXOMHMHTE KOJIHYECTBA OT JIEKAPCTBEHH IIPOIYKTH

4.10. lexnapariisd OTHOCHO Npe/UlaraHHTe LIEHH Ha JTEKApPCTBEHH IPOIYKTH

5. Texuudecko npeaioxkeHHe 3a 000cobeHa mo3unus No2, cabpiKalio;

5.1. ITbIHOMOWHO 3a IPEICTABHTENICTBO

5.2. lpensoxeHune 3a H3MBIHEHHE HA TOpbUKata - [Ipunoxenue Ne2 u O6paszen Ne2 Ha XapTHeH H
ONTHYEH HOCHTE

5.3. exaapauus 3a cbIVIACHE C KIIAY3UTE HA NIPOEKTa Ha Jorosopa - O6pazen Ne3

5.4. lleknmapanssd 3a cpoka Ha BATHIHOCT Ha odeprata- Obpaser; Nod

5.5. Jlexnapanus, 4e Ipy M3TOTBSHE Ha odeprara ca Cla3eHH 3a1bIDKEHHUATa, CBbP3aHH C JaHBIH H
OCHTYPOBKH, OI1a3BaHe Ha OKOJHATA CPela, 3aKPHIIa Ha 3a€TOCTTA U YCJIOBHATA Ha Tpyx- OOpazerr
Ne5

5.6, Jlexapanus 3a BCHYKH 3aJB/DKCHHE JIHIA 10 CMACHIA Ha W54, an.2 ot 3011- O6pasen Ne6
5.7. Jleknapanus 3a IHIca HA CBBEP3aHOCT © APYT y4acTHHK mo wi. 101, an.11, BB BpB3Ka ¢ wi.107,
T.4 o 30I1- Obpazen No7

5.8.IIpocniekTH/ KaTaio3H Ha OBITapCcKH €3WK, CHILPKAINM IMBJIHO ONHCAHHE HA TEXHHY.
[I0OKa3aTeNy ¥ apaMerpH Ha odepHpaHHTe crieuGuYHE Mea.u3enus 3a obocobena no3unus Ne2
6. LlenoBo npeanoxenue - [punoskenne Ne3 u O6paszer Ne8 3a o6ocobena nmoszuius Nel

7. Lenoro npeanoxenue - [Ipunoxense Ne3 u Obpazer; No8 3a obocobeHa nosuigisa N2

8. Jlpyru

8.1.Cepruduxar ISO 9001:2015 na ,,COPAPMA TPEAAVHI™” AJl ot SGS

8.2, Ceprudurar ISO 13485:2003

8.3.01opu3anoHHO MTHCMO

8.4 lexnapanus (Ceprudukar) 3a cLOTBETCBHE HA NpeiaraHuTe Mel.H3Jenus/ KOHCYMaTHRH Che
CBUIECTBEHUTE H3UcKBaHUA Ha JlupexTuea 93/42/EEC, (CE mark)

Cned pazznescdanemo um, KOMUCUAMA YCIMAHOGH:

Yuacmnuxem e npeocmasun ecuuKu OOKYMeHMU, KAMO CbUiiime O0mzo6apRm Ha
UBHCKBAHUAMA 30 JAUYHO CHCHMOAHNUE U HA Kpumepuume 3a noobop, nocmaeenu om
Bwanoycumenn .

» Komucuama donycka othepmama Ha yuacmuuxa 00 paizneldcOane Ha MeXHUYeCKOmo
RpeONoNCcEH e 3A UINDAHEHUE HA ROPBYKAMA .



» 4 ET ,AHKA AHKOBA 'EOPI'VIEBA” — cbwe cepanulile M aipec Ha yNpasieHHE:
rp.Codus 1504, paiton ,,Cpemen”, 6yn. ,llap OcpoGonuren” Ne 17 A, er.l, an.2, EHK
831913939, npencrasngsano ot Sluka Aukosa ['eopruesa — GU3H4ECKO NHIE-THPrOBEI,

(4 npedcmaewl CeoHUmE DOKYMEHII:

1. Onuc Ha npeacTaBeHATE JOKyMeHTH- Obpasen Nel

2, EEIOII — Ilpunoxenue Nel

3. OTopH3alMOHHO IIHCMO

4 EC cepruukaTh 3a OL[EHKA HA CHOTBETCTBHETO Ha NIPE/UIATAHATE MEL.H3/IENUS ¢ H3HCKBAHMATA
Ha Jupextusa 93/42/EEC,korato B ouenkara Ha MU e y4acrBai HOTHQHIMPaH Oprag

5. Jlexnapauus 3a CbOTBCTCBHE Ha MeIl.H3/eTIHe ¢ H3HCKBaHuATa Ha JlupexTuBa
93/42/EEC,chcTaBeHH OT HPOU3BOAUTENAT HIH HETOBHAT YIBIHOMOIIEH MPCACTABHTEN

6. Texuuuecko npenoxenue no obocobexna no3unus Ne2, ChABPIKALIO:

6.1. TIpeaoxerue 3a H3MBIHEHNE Ha TophukaTa - Ofpaser( No2

6.2 Ilpunoxenue kM [pemioxenne 3a u3mbiHeHre Ha nopbukata(llpanoxenne Ne2) Ha XapTHeH
H OITHYECH HOCHTE

6.3. leknapanus 3a cblIIacHe ¢ KJIay3uTe Ha MpoeKT Ha Jorosop - Obpasery Ne3

6.4. Jlexnapauust 3a cpoKa Ha BaTMIHOCT Ha odeprara- OGpasen No4

6.5. leknaparius, ue IpH H3TOTBSIHE Ha odepTarta ca Cla3eHH 3aIb/DKEHHATa, CBbP3aHU ¢ JaHBIH K
OCHTYPOBKH, OTIa3BaHe HAa OKOJIHATA CPe/la, 3aKpHiIa Ha 3aeT0CTTa M yCIOBHATA Ha Tpya- Obpaser
Ne5

6.6. Jlexnaparus 3a BCHUKH 3[b/DKEHH JULA 10 CMUCHIa Ha w1.54, an.2 ot 3011- O6pasen Ne6
6.7. Jlexnapalus 3a JHIca Ha CBBP3aHOCT ¢ ApYyr y4acTHHK mo wi.101, an.11, BuB Bpb3ka ¢ wi.107,
1.4 ot 3011- O6pazen Ne7

6.8. Katanosu, ChABLPKAIOY IBHIHA TEXHHYECKH [TOKA3aTEIH M NapaMeTPH Ha NPEATaraHiTe
MEIHIIHCKH H3eNUs

7. TexHuuecko npeaacKenue o obocobeHa nosuuua Nel, cbanpKaiio:

7.1. IpemoxeHde 3a H3MbJIHCHHE Ha TopbuKara - OOpasen Ne2

7.2. Tlpunoxenne ksM [IpeanoxeHue 3a H3NbAHEHHE Ha Moprukara(lIpunoxenne Ne2) Ha XapTHeH
H OITHYEH HOCHTEN

7.3. Jlexnapaius 3a ¢bIylacte ¢ KIAY3HTe Ha IpoeKT Ha norosop - O6pasen; Ne3

7.4. Jlexnapaliia 3a CpoKa Ha BATMIHOCT Ha ofeprara- Obpasen Ned

7.5. Ileknapanus, 4¢ [IpH U3TOTBAHE Ha odepraTa ca Cla3eHH 3ab/KCHHUATA, CBbP3aHH ¢ JAHBIH U
OCHI'YPOBKH, ONIa3BaHe HA OKOJHATA CPE/ld, 3aKpUiIa Ha 3a6TOCTTa H YCIIoBHATa Ha TpyA- Obpasen
Ne§

7.6. Jlekiapawus 3a BCHUKH 3aJbIDKEHH JMIa 10 CMACHIa Ha wi.54, an.2 ot 3011- Obpaser; Ne6
7.7. Jleknapanus 3a JIMICA Ha CBBLP3aHOCT ¢ APYT yuacTHUK 1o wi.101, an.11, BBB BpB3Ka € 41.107,
1.4 ot 3011- O6pazen Ne7

7.8. Karanosu, CLALPIKAI ITBIHH TEXHHYECKH ITOKA3ATENH | HapaMeTpH Ha HpEelaraiuTe
MEIAIMHCKH H3/1eIHA

8. LleHoBo npemioxenne 3a obocobeHa no3uuus Ne2, ChABPHKAINO:

8.1. llenoro npemioxenne - O6pazern Ne8



8.2. Ipunoxenre kuM [lenoso npepnoxenne (Tlpunoxenue Ne3) - Ha XapTHEH H ONTHYEH HOCHTEN
9. LlenoBo npexnnoxenue 3a obocobena mosumust Ne3, chabppikalio:

9.1. llenoso npeamnosxenue - O6pasert N8

9.2. llpunoxenue kM Llenoso npeanoxenue (1lpunoxenne Ne3) - Ha XapTHEH H ONTHYEH HOCHTE!

Creod pazzaencoaHemo UM, KOMHCHAMA YCHIAHOBIL:

Yuacmnurkvm e npedcmasun ecuuku OOKYMeHmU, KAMO COHU{UIME OM206apRmM Ha
H3UCKEAHUAMA 3@ JUYHO CHCMOAHUE U HA Kpumepuume 3a noobop, nocmageHu om
Bvznoncumenn .

» Komucuama oonycka ohepmama HQ YHACMHUKA 00 PA32ACHCOANE HA MEXHUHECKOMO
RpeOnoNceH e 30 UINBIHEHUE HA ROpBUKamMA .

> 5..ETPOINAJI TPEHT” OOJ - cuc cefanvie u anpec Ha ynpaeieHue: rp.Etponone
2180, Oyn. ,Pycxu”™ Ne 191, EMK 122055819, mpencraBnsasano ot Pocuma Muxaiinosa

Henyera — Ynpasuren,

& HPeOCmaeILt CICOHIIME OOKYMEeHMIL:

1. Onuc #a npeacrapenrute foKymenTa- Odpazen Nel

2. EEAOII - llpunoxenue Nel

TEXHHYECKO ITPEVIOKEHHE:

1. [IpestoxkeHHe 3a H3bITHEHHE Ha TopbukaTa - Ofpasen Ne2

2. lpeanoxenve 3a U3MbIHEHHE Ha MOpbUKaTa - [Ipunoxkenue Ne2

3. IpeanoxeHue 3a H3UBIHCHHE HA [IOpbuKaTta - [lpunoxenue Ne2

4 Jlexnapais 3a ChIiacHe ¢ KJgy3uTe Ha IpoekT Ha Joroeop - O6pazen Ne3

5. Jlexnapanus 3a Cpoka Ha BaimHOCT Ha odepraTta- O6pazen Ned

6.Jlexnapauus, 4e 1py U3rOTBAHE Ha odrepTara ca CNa3eHH 3a(b/DKEHHATA, CBBP3AHH ¢ JAHBIH H
OCHI'YPOBKH, OTa3BaHe HA OKOJTHATA Cpejla, 3aKpHJId Ha 3aeT0CTTa M YCIIOBHATA Ha TPYJ, CHITIACHO-
O6pazery NS

7.Jlexsapanss 3a BCHYKH 3aIbJDKEHH JHLA 0 cMUCHAA Ha wi.54, an.2 or 30IT- OGpaser Neb
8.Jlexyapalins 3a JIMICA Ha CBBP3aHoCT ¢ Apyr yyacTHUK mo wi. 101, an.11, 6B Bpb3ka ¢ wi.107, 1.4
ot 30T1- OGpa3en Ne7

9. MudopMarind 3a MpooyKTUTE

- lluanusatopy ¢ MeMOpaHa — MONHCYI(OH ¢ JibYeBa CTEPHIA3ANHES /TaMa JIbYK/

- Inanusaropu ¢ MemGpana — moyucy ol ¢ JbYeBa CTePHIH3ANMS /TaMa Ibun/

- AlHporeHeH ynTpabHiAThp

-KpsBHHN THHHH

-DUCTYIHU HIJIH

-Karerpu 3a BpeMeHeH cbJOB JOCTBI

10.PaspeineHne 3a THPrOBAA HA €IPO ¢ MEAHIMHCKY H3aenus, u3aeneHo oT MAJI na umero xa
Y4YaCTHUKA

11.Cepraduxar ISO 9001:2015 3a BHeApeHa cHcTEMA 3a YIIPABIIEHHE HA KAYECTBOTO

12. OTopH3alOHHO THCMO



13.Ceprudruxar 3a ynwiromomen npeacasuren or Medica S.p.A (npouseoguTen)
14 ITenaomomuo ot Guangdong Baihe Medical Technology Co.Ltd

15.CE nexnapaiuu 3a cOTBETCEHE OT IIPOM3BOAHTENNTE HA MU

-ot ETpoman Al

-oT Medica S.p.A

-0T Guangdong Baihe Medical Technology Co.Ltd

16.- EC ceprutuxaru 3a chorsercsue ¢ Jupextupa 93/42/EEC ot Erponan AJl

- EC ceprudukarn 3a croreetcre ¢ JIupextara 93/42/EEC ot Medica S.p.A

- EC cepriduxaru 3a cxorsercaue ¢ Jupextusa 93/42/EEC ot Guangdong Baihe Medical
Technology Co.Ltd

HIPEJVTATARH IIEHOBH HAPAMETPH:

1. Ilenoso mpemnoxkerue - O6pasen Nod

2. llenoso mpemnoxenne - [Ipunoxenne Ne3

3. Henoso npeanoxenue - [Mpunoxenue Ne3

Ciied pasziexncoanemo um, KOMUCUAMA YCIMAHOGH:

Yuacmuurxem e npeocmasun scuuxu OOKyMermu, Kamo Coliume OmM2o6apam Ha
UIUCKGAHUAMA 34 JAUYHO CBCHIOAHUE U HA Kpumepuume 3a nod6op, nocmaeenu om
Buvraoxncumens .

» Komucuama donycka ogepmama na yuacmuuxa 00 pazznencoane Ha mexnuueckomo
HpednoXcenue 30 U3NBIHERIE HA ROPBYKAMA

» 6., XETME/ BBITAPHA” EOOJ ~ ¢b¢ ceanuine i anpec Ha yIpaBieHHe: rp.Codus
1309, pafion ,Bw3paxnane”, yn. ,llap Cumeon”, 6i. Ne 20, Bx.l, er.l, am3, EHUK
130477290, npexcrasaspano ot Banrentun Xprcror Kpnceres — Vipapuren,

€ npedcmasuil crednume OOKyMeHmu:

1. Onuc Ha mpe/CTABEHHTE JOKYMEHTH

2. EEJIOI

3. Texaudecko NpeLIOKEHHE ~ HPUIL.2

3.1.Ilpun.2 Ha onTHYeH HoCHTEN

4. Nexnapauusa obpazen Ne3

5. Hexnapauuns obpaser; Ned

6. Hexnaparpas obpasern Nes

7. Hexnapanus obpazen Neb

8. Jexmapauns oopaszen Ne7

9. llenoro npeanoxerue - OGpazen Ne8 u npunokenue 3
9.1.1Ipun.3 Ha onTHYEH HOCHTEN

10. OTOpH3aLHOHHO HCMO OT NPOH3BOAUTENS

11.CE ceprudukar ot npoH3BoHTENA

12, CE nexnapallii 2a ChOTBETCBHE Ha IIPOU3BOUTEN
13.IpocnexTr Ha OBIrapcKH €3HK



Cnred paszenedcoane, KoMucuama yemanogu ciednume HenvAHOMU 1L HECLOMEEMCINGUA:

1.B EEJOII B Yacr II: Wndopmanus 3a HKOHOMHYECKHs OIIEPATop: YYacTHHKa , Xeameo
bBoazapun™ EOO/] e nocounn, 4e noznaea odepra 3a yuactue 3a O6ocobena mosuuus Nel0, a
HAaCTOAINaTa obImecTBeHa NophuKa € ¢ 3 (Tpu) O6ocobeHH MO3HIINH.

2.B EEJIOI & Yact VI: 3akmounTensy noi1oKeHus, H3pedeHHe TPETO: yIacTHHKA |, Xeamed
Bvazapua” EOQ/] e mocoYnn HAHMEHOBaHHETO Ha JIpyTa o6IIecTBeHd HOpPbUKa.

» B credcmeue na xoemo yuacmuuxa chedsa da npedocmasu noe EEJOII e rotimo da

Ov0am omempanenu copeonucanume Hecbomeemcemeus.

» Ha ocnosanue un.54, an.9 I1I30I1 ¢ cpox om 5 (nem) pabomnu OHu om noayuasane
na nacmoawua Ilpomoxon Nel, yvacmnuxa ,Xeamed Bwvazapus” EOOJ cnedea oa
npeocmagu na Komucuama Hoe EEJOII, c¢ koiimo da omcmpanu ycmanogenume
HeChOmMEEeMCmeuA.

» 7.,.EKOC ME/THKA” OOJ - cbe cenanuuie u aapec Ha yipabnenue: rp.Codus 1618, paiton
Buroma, xx.”TlaBnoBo”, yi.”T'o;am Bparan™ Ne8, EMK 831029075, apencrasnsapano ot Enxa

Anexcuena Vnnera — Ypasuren,

€ npedcmaei ciedrume OOKYMeHm:

I 3a obocobena nosuyua Nel
1. Ciuenk ¢ gokymenTH (Obpasen Nel)
2. EEAOII
3.Pedpepennpu 32 H3NBIHEHA AOCTAaBKA
4.0ropuzanus ot [IPY
5. Texunuecko npeanoxexue 3a o6ocodera mo3uima Nel ¢ue CICAHOTO ChIIBPKAHKE:
5.1.[Ipennoxenne 3a w3nbaHedne Ha nopeukara (O6pazen; No2)
5.2. Texauuecka cnenudukanng (Ipuoxenne Ne2)
5.3. Jexiapamust 3a cpriacue ¢ upoexrta Ha gorosopa (Obpasen Ne3)
3.4, Jexnapalis 3a cpoKa Ha BaMUAHOCT Ha odeprara (O0pazen Ned)
5.5. exnapanus 3a coaseHn yenosus (OGpasen Ne5)
5.6. lexnapauus 3a BcHuKH 3a1b0keHu tuia ( OGpasen Ne6)
5.7. Hexnapanns 3a nunca Ha cebpsanoct (OGpaszen No7)
5.8 Hexnapauus, e PY ca 6e3cpounun
5.9 lexnapanus 3a ocurypsBaHe Ha KOJIHYeCTBa
5.10. Jexnapanus 3a HeHagBHILABAHE Ha ped). IeHH
6.ITmuk ¢ Tlpeanaranm neHOBH mapaMeTpH o 06ocobena no3unua Nel ¢be cleTHOTO CHABPKAHUA
6.1.1lenoso mpexnoxernue (Obpaser No8)
6.2. Llenoro npeanosxenre (IIpunoxenne No3)
6.3. Llenoso npeanoxenne (Ilpunoxenne Ne3) Ha eneKTpOHEH HOCHTEN




Il 3a obocobena nozuyus Ne2
1. Crucsk ¢ goxymenru (O6paszen Nel)
2. EEROII
3.Pejepenunu 3a H3ITbIHEHA 10CTABKA
4.0Oropusauus ot [IPY
5.Ceprudurary 3a cboTBeTcBHe ¢ ditpektuna 93/42/EEC u Jlexnapauus 3a ChOTBETCBHE
6.TexHuuecko npemiokenne no obocobena no3unus Ne2 ¢ue ClIeJHOTO CBABPKAHUE:
6.1.ITpennoxkenne 3a M3IBIHEHHE Ha Nopbykara (O6paser Ne2)
6.2. Texnnuecka cnenudukanus (Ipuoxenne No2)
6.3. llexnapanms 3a cbIyIacue ¢ npoekta Ha gorosopa (O6pasern Ne3)
6.4 Jleknapanus 3a cpoka Ha BamuaHocT Ha ogeprara (Obpasen Ned)
6.5 Jlexnapanus 3a cnasesn ycnosus (OGpasen Ne5)
6.6.Jlexnapanus 3a BCHUKH 3ab/mkeHH juna ( O6paser Neb)
6.7 Jlexnaparnus 3a muica Ha cebp3anoct (O6pasen Ne7)
6.8.IIpocnekTH (M3BAKH OT KATAIO3H)
7.1lnuk ¢ IIpeanarany neHoBH napaMeTpH 1o obocobena mosuuus Ne2 ¢he CIEAHOTO ChABPKAHUA
7.1.lenoBo nmpeanoxenue (O6pazer Ne§)
7.2. Llenoso npeanosxenue (ITpunoxenne No3)
7.3. lenoso npemnoxenue (Ipunoxenue Ne3) Ha eekTpoHeH HOCHTE

Cned pasznenoanemo UM, KOMUCHAMA YCHIGHOGU:

Yuacmnuxem e npedcmasun ecuuku OoKymenmu, Kamo Cou{uUme OMZO6ApAM Ha
UBHCKGAHUAMA 30 AUYHO CHCHMOANHNE U HA Kpumepuume 3a HOOGOp, nocmageHu om

Beo3norcumenn .

» Komucuama oonycka oghepmama na yHacmHuKka 00 pasenexncoane Ha MeXHUMeCKomo
npeonodcerue 3a USNLIHEH e Ha NOPBIKama .

» 8., ATAPTA — HIM” EQOQ/I- cic cepanuiie M ajipec Ha ynpasiaenue: obmact Codmus,
obmuna Cromuuna, c.Jlonuu Borpos, yn.40-TA Nel, EMK 121096923, mpeacTaBiaBaHo OT

Lienka Ilerkosa Mapunopa — Yapaguten,

e RpeOCmasIT CACOHUME OOKVMCHIMU.!

1. Omxc Ha npeACTABEHUTE JOKYMEHTH

2. EEJOII

3. TexHHUYECKO NpeATIOKEHHE
- [Ipennoxxenue 3a U3NBIHEHHE HAa IOPHUKATA
- Texnnyecka cnenuduKanys Ha XapTHEH W MaTHHTESH HOCHTCIT
- Hlexnapanus 3a cbrilacHe ¢ KJIay3uTe Ha MPOeKT Ha NOTOBOpa
- Hlexapanus 3a cpoka Ha BATHAHOCT Ha odeprara
- llexnapaiys 3a cria3eHBaHe HA 33Jb/DKCHHS
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- Jleknapatis 3a BCHYKH 33IBIDKEHH JIHLA 10 cMACHIA Ha €1.54, an.2 ot 3011
- Jlexnapaiis 3a MUIca Ha CBBP3aHOCT ¢ ApyT ydacTHuk 1o wi1.101, an.11 ot 3011
- Karanosu
- Jlexnaparus 3a CLOTBETCTBHE
- OTopH3aung OT NPOH3BOJUTEN
4.Ilnuk ,Ilpennarany eHOBH NapaMeTpu’”
- LienoBo npe/ioxeHne
- lleHoRa crienuKanug HA XapTHEH ¥ MAaTHUTEH HOCHTEIN

Cred pazziexcoanemo umM, KOMUCUAMA YCINAHOGU:

Yyacmuuxem e npedcmasun 6CUUKH OOKYMEHMH, KAmMO CbU{ume omzogapam Ha
UZUCKBAHUAMA 34 JUNHO CHbCHMOAHUE W HA Kpumepuume 3a neobop, nocmaeenu om
Bw3noscumens .

» Komucuama oonycka ogepmama Ha yHACMHUKAG 00 PA32NENCOAHE HA MEXHUYECKOMO
npednoxdcenue 3a UINBIAHEHUE HA NOPBLYKAMA .

» 9. HHTEPTATTEHHKA” OO/J~ cbc cepanvine H aapec Ha ynpasneHue: rp.Jliosaue
4003, paiion ,,Cesepen”, yn. ,Hampeask” Ne 7, EHMK 115258267, npexcrasisBaHo OT
Cumeon Enes Hukonos - ynpasuten.

e RPeOCMAasILL CIeOHUME DOKYMEHMIL!

1. Onuc Ha IpeacTaBeHUTE JOKYMEHTH

2. EEHOII -o6pa3zer; Ne2

2.1. Jlexnapaius 3a quica Ha npecThlvieHns no Ynen 57, naparpad 1 ot Jupektusa 2014/24/EC
3. Texnuuecko MperIoKeHHE:

3.1. IpeanoxeHue 3a H3MbIHEHHE Ha MOphuKara ofpasent Ne2 u npunoxenue Ne2 /Ha XapTueH U
OIITHYCH HOCHTET/

3.2. Jleknapalus 3a ChIIIacHe ¢ KIIay3HTE Ha PHJIGKEH s IIPOEKT Ha A0ToBop - oOpazen Ne3

3.3. Jlexnapanys 3a Cpoka Ha BAIMAHOCT Ha odeprara -obpazer Ned

3.4. leknapanus, ue IPH H3rOTBIHE Ha oepTaTa ca cliaseHH 3aJb/KEHUATA, CBEP3aHH ¢ JaHBLH U
OCHTYPOBKH, OIIa3BaHe HA OKOJIHATA Cpe/d, 3aKpHIIa Ha 3aeTOCTTa M YCIOBUATa Ha TpyA-o0paseniNeS
3.5. Hexnapanus o wi.54, an.2 ot 30I1 -o6pazenNe6

3.6. Nexmapauus 3a qHIica Ha CBBP3aHOCT ¢ APYT yyacTHHK-00paseriNe7

3.7.Ilpon3BoacTBEHA MHCTA HA YYACTHHKA; KATAIO3H/IIPOCTIEKTH, CHALPKAIIH IBITHH TCXHHYECKH
TIOKA3aTENH 3a CHOTBETCTBHE ¢ TeXHUUECKaTa crelupHKausa

4. IlenoBO TIpeUIOXEHHE HA XapTHEH ¥ MarHUTEH HOCHTE

5./lpyru

5.1, JloxaszaresicTBa 3a H3BBPIICHUTE JOCTABKH

5.2 lexnapauud 3a obe3neyaBaHe Ha KAYECBEHOTO M3IBLIHCHHE Ha JOTOBOPA C OCHTYypsBaHE Ha
HeOOXOAUMHTE KOAMYECTBA MEHIMHCKY KOHCYMATHBH 3a LIE/IUS CPOK Ha AOroBOpa

5.3. Jlexnapauus 3a CbOTBCTCBUE € IPOH3BOIUTEA

5.4.EC ceprudukar 3a ceoTBeTcBHE ¢ JupextiBa 98/79/EC, n3ganes oT HOTHGUIHPaH OpraH
5.5. Cepruduxar ISO 9001:2009



3.6. Ceprudukar ISO 13485:2012

5.7 .PaspelneHne 3a THProBUA Ha e/[PO ¢ MEAMIIHHCKH H3ACIIH

5.8 Jlexnapanus 3a pasIollaraHi pecypcH 3a H3MbJIHEHKe Ha MOPEYKATA

5.9. Jexnapanus 3a H3no;13BaHo 000pbABaHe 3a IPOM3BOACTBO HA KOHUEHTPATH 34 XeMOJHATH3a
5.10. exnapanms, de npesaranuTe NpoAyKTH nputexasaT CE MapKupoBka
5.11.01opH3allHOHHO HHCMO

Cnreo paszanedcdatie, Komucuama ycmanoeu ciednume HewvaHOMU U HECLOMEENICINGUA:

B ooxkymenmayuama 3a ywacmue (paszoen Il H3HCKBAHHA KbM VUACTHHIIHTE, m.2
Kpumepuu 3a nodbop mna yuacmmuyume, noomouxa 2.3.Texnuuecku u npogecuonantu
cnocobnocmu) Buvanoscumenn e nocounn:

Ja gcuuxu obocobenu nozunuu

L. Vvacmuuxem mpabea da uma onum 3a usnvixenue Ha nopvuxama. Ilpes nocrednume 3 zodunu,
cuumano om damama, Ha nodasane Ha oghepmama, Oa e umNvAHUA nowe l/edna/ docmaska ¢
npedmem u obem udenmuuen wiu CXO0€H ¢ MO3U HA CLOMBEMHAMA NOIUYUL C HPeOMema Ha
nopvykama.

Kamo 3a doxaszeane Ha cboOmBemcmeuemo ¢ U3UCKEAREMO, YYACMHUKDM nPedocmass (Dexaapupa)
8 Eounnua esponeiicku Ooxymenm 3a obwecmsenu nopvuxu (EEJJOI): ungopmayus 3a
obcmosamencmeama no m.l 3a docmasxume, Koumo ¢a UOEHMUYKU UTU CXOONU © npedmema Ha
HOPBLYKAMA, UNBAHEHY NPE3 NOCAeOHUme Mpu 200uHU, CHUMAHO om Jamamd HA HodaeaHe Ha
ogepmama, ¢ ROCOYBANHE HA CIMOTHOCMUME, Oamume U noysameume.

» B EEJOII & Yact IV: Kpurtepun 3a noadop, pasaen B:Texuuyecku u npodecHOHATHH

cnocodHocTH, T.16): yuactHuka ,, Humepeanenuxa™ OO/] He € TONBIHUI CIIHCHKA, a €
IOCOYHJI, Ue NpHiIara Jeknapauus ¢ usx.Ne209/ 28.07.17r.

» B creocmasue na xoemo yyacmuuxa credea 0a npedocmasy nog EEJIOIL & xotimo 0a 6voe
OMCMPAHEH0 20PEONUCAHOMO HECLOMEEMemeue,

» Ha ocnosanue un.54, an9 IHI30I1 g cpox om 5 (nem) pabomuu Onu om Roayuaeane
na nacmoauiua IHpomoxon Nel, ywacmuuxa ,Humepzanenuxa” 00 cnedsa oa
npeocmasi na komucusma Hoe EEJOII, c xoiimo da omcmpanu yCcmanoseHomo
Hecbomeenicmeue.

C ToRa pa60TaTa Ha KOMHCHATA 34 TOBA 3aCCHaHHE ITPHKITIOYH.

Hacrosmusa npotokon ce ceerau Ha 14.09.2017 r. Konue oT Hero me ce H3NpATH HA RCHUKH
YYacTHHLH B MIpOneaypara mo ¢akc Wi 0 eIeKTPOHHA oA U 1ie ce MyOIHKyBa B pasjell
» 1 Ipoun Ha KynyBaua” Ha HHTepHET cTpaHunara Ha ,MBAJI-Xackoso” AL
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Benuxn PEMICHHA HA KOMHCHATa Ca B3CTH ¢ EAHHOAYIINUC.

Komucun e cocmaes:

Hpedceoamen: JI-p Bnagumnp Uixes [lonames ¥
Ynenoge:
1.Anera [Teepa 3axapuena*... ' O
2.Mapusna Mateena Pacba *............ —\j*’ };ﬁ .

3.Kpacumupa Pymenosa Huxonosa *..... @

4 Buoneta Bopucnasosa Hopanrosa *.......... @J

* 3aamuena HudopMaUHs Ha OCHOBaKRE Wi, 2 o1 33JI]]

D



