IMPOTOKOJI Ne 2

oT paboTaTa Ha KOMHCHS, HasHadeHa cbc 3amoBenq Ne PJI-11-175/28.05.2018 r.(u3M. cbe
3anosex Ne PJT-11-219/27.06.2018 r.) Ha MHHKECTHpa Ha 31paBeoOTIa3BaHETO Jia IPOBE/E OOIIECTBEHA
IIOpBUKA C TIpENMET: ,,JJocmaska Ha MeOUUUHCKU U30enus, JUYHU RPeORA3HU cpeocmeda U
Koncymamueu 3a wyxcoume na Ilpozpama ,,Ilodobpasane yemoituueocmma na Hayuonannama
npozpama no mybepKyn03a“ u 00CmagKa Ha OUAZHOCMUKYMHU U KOHCYMAmueu 3a MUKPOCKONCKU U
Kyimypennu usciedéanusa 3a mybepkynosa npe3 2018 2. 6b6 6pv3Ka ¢ USHBLAHEHUEMO HA
7JHayuonannama npozpama 3a npesenuua u KoHmpon Ha mybepkynozama* ¢ Penybnuxa buvizapua
3a nepuoda 2017-2020 2., exniousawa 40 obocobenu nosuyuu,

I. CocraB Ha KOMHCHSATA:

IIpencenaren: .

Pymsina CraBpeBa — Ibp)KaBEH €KCIepT, aupexuus ,,OIT%;

Ynenose:

I-p Mapus Trodekanesa - raBeH excrepr B qupekius , [IT135%;

KoucranTHHOC }Ian - MEHHDKBD 110" focTaBkuTe KbM [1OI'D;

Banst MuTKOBa - IBpXKaBEH eKCIepT B qUpeKus ,,OIT;

.Credxa Xne6apoBa - CTapid FOPUCKOHCYIT B Tupekuus ,, 011

Pe3epreH npencenaren: '

Pamna Kamusosa - rnaBeH ekcrept B qupexmust ,,OIT;

Pe3epBHH WICHOBE:

Epenmna Bacuikosa - IbpkaBeH excrepT B qupexmus ,,OIT;

a-p Emuza6era Bauniicka — xbirocpodeH koHCyaTanT kbM [TOT'O.

II. PasriexaaHe Ha JONBJIHHTEIHO MPEICTABEHHTE JOKYMEHTH Ha 3aKPHTO 3aceJaHHe HA
20.06.2018 r. 0T KOMHCHSITA B PeAOBHHS U CbCTAB. ’ ‘

ITpotoxon Ne 1 (chiabppixall yKasaHHSTa Ha KOMHCHSTA 33 OTCTPAHABAHE HA yCTAHOBCHUTE
HECHOTBETCTBHUS MM JIMIICH Ha HHpopmalus) € myOnukysaH Ha 12.06.2018 r. B pasaen LlIpodmt Ha
KyIlyBaya“ Ha HHTEDHET CTpaHHiara Ha MHHHCTEpPCTBOTO Ha 3ﬂpaBeonésBaHeTo B enelérpOHHOTo
mocme Ha OOLIeCTBeHaTa IIOphbUYKa Ha ajpec: https://www.mh.,qovemment.bg/bé/proﬁl-na—
kupuvacha/nrotseduri-po-zop/protseduri—po-reda-na—zon/dostavka—na-medicinski-izdeliya—PUNPT/ 7
Ha CHINHUA JEH € H3IIPaTeH Ha IOCOUYCHATE OT YIACTHHIUTE €NEKTPOHHHM MOIIH. ‘

B paMKuTe Ha Cpoka OT 5 paGOTHM [AHHM, ONpEIENEH OT KOMHCHATA B IMpotokon Ne 1 B
JIEJIOBOICTBOTO HA MHHHCTEPCTBOTO HA 37paBeola3BaHETO Ca MOCTHIMIN JOIBIHUTEIHN IOKYMEHTH,

KaKTO Cje/Ba:

1. JJoIrsIHUTENHHA TOKyMeHTH ¢ BX. Ne 26-01-74/18.06.2018r. ot L, ACTJIMHK BBbJII APUA*

OO/.

2. JlorbIHATENHY JOKYMEHTH ¢ BX. Ne 26-01-75/13.06.2018r. ot HOAAMEI“ OO/.

3. JIONBJIHWTEIHH IOKYMEHTH C BX. Ne 26-01-78/14.06.2018r. ot ,EC JDKU I BHO

JAMHAMUKC OO,

KoMucHITa KOHCTATHPA, € JOKYMEHTHTE ca MOCTBIHIM B PaMKHTE Ha CpokKa oT 5 (mer)
paGOTHH JIHH OT ToxydaBaHeTo Ha IIpoTokon Ne 1 OT y4aCTHHIHTE, C OTIIE] HA KOETO HA OCHOBAHHUC
g, 54, an. 12 or IlpaBunnuka 3a npuiaraHe Ha 3aKoHA 32 OOILIECTBCHHTE IOPBYKH (TITI30I1),
IPUCTBIN KBM DasIekKIaHe Ha I[OII’LJIHI/ITCJIHI/I'-I‘C JOKYMEHTH M M3BBpIIM IIpOBEpKa 32
CLOTBETCTBHETO MM C H3MCKBAHMATA KBM JITYHOTO CHCTOSHHE M KPUTEPHHTE 3a 000D, IIOCTABCHH OT
BB310KuTeNA. KOMHCHSATa yCTaHOBH CIIEIHOTO: ‘ ’



1. Vuactaukst ,, MCTJAHHK BBJTAPHASA“ OO/l ¢ npeacTaBuil CIMCEHK Ha JIMIATa 3abIDKCHH 110
CMHCHIa Ha W 54, an. 2 w wi. 55, an. 3 or 3011, npuapyxer ¢ eEEJOII Ha enexTpoHeH HOCHTEI H
EEJIOII na xapTHeH HOCHTEL.

KoMHucHSTa YCTAHOBH, Y€ B IIPENCTABEHUS CIUCHK YYACTHHKET € IIOCOUHIL, 9€ 3a[bJDKCHU 110
CMHCBHNI2 Ha WL 54, an. 2 u wi. 55, ai. 3 ot 30I1 nuua ca Kpncrso Becenunor BeneB (ynpasuren) U
cpapyxuunuTe Bramumup Kpoeres benes n Becenmun Kpoetes Benes. B choTBETCTBUE C NafieHHTE
yKa3aHHs OT KOMHCHSITa, YYaCTHHKBT € IPEACTABMII HOB eEEJIOII, HO chIUAT € NOMNUCaH CaMo OT
ynpasutens Kpbetbo Benes. VaacrHuxst e npencrasun EEJIOII Ha xapTuéH HOCHTEJI, BEPXY KOHTO -
ce ChIbpXKaT CaMOPBYHHUTE NIOMNKCH Ha JiBamMaTa coapyxuumy Biamumup Kpecres benes n Becenun
Kprcres Benes. [Ipu Taka yCTaHOBEHOTO OT KOMHCHSTA B3¢ IPE/IBU, 1€ IIPX JABAHE Ha yKasanuiTa ¢
I[Tpotokxon Ne 1 M3pHYHO € yKa3aHO, Y€ YYAaCTHHUKBT CJICIBA J1a NPEJICTaBH CICKTPOHCH EEJIOIL B
eJeKTPOHEH BUJI, UH(POBO HONNMHCAH M MPHIOXKEH HA ONTHICH HOCHTEJ, IIOANICAH OT BCATIKH
[IOCOYEHH OT HEro JIMIA 3aab/DKEHH [0 CMACHIA Ha WI. 54, al. 2 1 wi. 55, an. 3 ot 301, B crydait de
ca pa3JTIYHE OT YIPABUTEI Ha IPYXKECTBOTO, KOETO YKa3aHHE € B ChOTBETCTBHE C IOCOHCHOTO B TO'Ka
1.2. Ha Pazgen II. O6pasuu Ha DOKYMEHTH H yKa3aHHE 3a IOAroTOBKaTa UM Ha omobpeHara OT
BB3JTIOKHATEN JoKyMeHrtanus. OT TOpHOTO C€ YCTaHOBsBa, Y€ Taka IPEACTABCHHUAT EEJIOII na
XapTHEH HOCHTEN, ChC CAaMOPBYHH TIOAIMCH Ha J(BaMaTa ChAPYKHHUIH Brnamumup KpnereB benes u
Becemun KpbcTes Belnes, He H3NBIHABA YCTIOBHATA IOCOYCHU. B IOKYMEHTAINATA 32 YHACTHC.

C OrJIeH TOPEH3I0KEHOTO W Ha OCHOBaHHE WI. 56, ai. 1 oT [TI130I11, xomucHsiTa HE AOITycKa

yaactruka , ACTJIMHK BbJITAPHAST“ OO/1, 110 pasriiex/aHe Ha TEXHIYCCKUTE IPEII0KCHHA II0
obocobenu mosumuu NeNe 25, 26, 27, 28, 36 u 39 m mpemiara Ha BB3JIOKHTEIN CHIIHAT Nia OonOe
OTCTpaHEH OT IIpoleaypara Ha OCHOBAaHHE 4L 107, T. 1 or 30I1, Thil KaTO HE € H3NBJIHHI YCIOBHE
00SBEHO B JOKYMEHTALMATA 33 YIacTHe.
2. Vuactauxsr ,JJUAMEJI® OOJl, e mpeacTaBn Ha/UICXKHO HONBIHCH CICKTPOHCH EEJIOIL, B
chLoTBeTCTBHE ¢ nmagenute ¢ Ilpotokon Ne 1 ykazamms OT KOMHCHATA. OT IOIBIHUTEIHO
IPEICTaBCHUTE JOKYMEHTH € BHHO, Ye yYaCTHHKBT OTrOBaps Ha IIOCTABEHHTE OT BB3JIONKUTCIA '
M3MCKBAHHS 38 JINIHOTO CHCTOSHEE, KAaKTO M g€ MOKPUBA MUHIMAIIHATE H3HCKBAHHKS 38 KPHTCPHHTE 33
noxfop NO OTHOLICHME Ha MHMHMMAIHWTC H3MCKBAHMS 33 TCXHAUCCKUTC U npoeCHOHATHH
CIIOCOOHOCTH, TIOCOYEHH OT BB3IIOKHTCII.

C oriel TOpPEU3NOXEHOTO, KOMHCHATAa JONyCKa y9JaCTHHKA SJAAAMEL® OOMd 1o
pasriexaaHe Ha TEXHUYECKUTE IIPE/IOKEHHUS 110 o60cobern mosuipae Ne 23 u Ne 40.

3. VuactauksT ,,EC JIJKU IIX BUO JAVMHAMMKC* OO/I, e npeAcTaByIl HAUIEKHO HOMBIHEH
enextponed EEJIOII, B ChOTBETCTBHE C NAJICHATE C ITporoxon Ne 1 ykasauus OT KOMHCHATA. Ot
JONBIHATENHO IPEJCTABEHUTE NOKYMEHTH € BHIHO, He yJaCTHHKBT OTrOBaps Ha [IOCTABEHUTE OT
BE3IOIKHTEIIST H3UCKBAHHS 3a JITIHOTO CHCTOSHIE, KAaKTO H 4e IIOKPHBA MAHMMAIHATE H3UCKBAHHA 3a
KPUTEPHUTE 3a TOAOOp IO OTHOIMICHHES HAa MHUHAMAJIHUTE H3MCKBAHUA 3a TEXHWYCCKUTE H
- ipofhecHOHAIHH CIIOCOGHOCTH, IIOCOYEHH OT BB3TOXKUTEIL.

C omel TOPEH3JIOXEHOTO, KOMHCHATa JOMyCKa y9IacTHHKA ,EC J)KH N BAO.
lIAfIHAMI/IKC“ OO/I mo pasriexgaHe Ha TEXHAYECKOTO IPEUIOKEHUE 110 o60cobena mo3umust Ne
40.

[IL PasriexaaHe Ha TEXHHYECKHTE MPeJI0KeHAd HA YIaCTHAIMTE, BEHO € MpeIJIoKEHHSTA 32
M3ObJHEHAE HA MOPHUKATA M BCHYKH H3HCKYeMH KbM TAX JXOKYMCHTH, OT KOMHCHATA B
peAOBHHS Ul CHCTAB.



Ha 3akxpuTh 3acenanus nposeneHH B neproza ot 20.06.2018 r. g0 26.06.2018 r., xomucuara B
PENOBHHS ¥ CBCTaB M3BBPIIM IIPOBEpPKA Ha NMPEANOKEHHMATA 32 H3NBIHCHHE HA YJACTHHIMTC M
CHOTBETCTBHETO MM C IPEIBAPHTEIIHO OOSBEHUTE yCIOBHS.

KoMucHATa yCTAHOBH, Y€ 110 BCHUKY 000COGEHH MO3MIUM MOCOYEHH [0-TOPE, yIaCTHUKET €
IIPeICTABHII, OTAETHO KOMIUIEKTYBAHY TEXHHYECKHU PSINOKEHHUS, C HPHIOKEHH KbM TiX:

1. TpemnosxeHus 3a U3ITHIHEHHUE Ha MOPBYKaTa ¢ IMPAIOKEHH KbM TSX PaspelieHus 3a IIyCKaHe
Ha GHOLH/IEH TIpenapar, HE(pOPMAIMOHHA JMCTOBKA B MH(GOPMAIMOHEH JIMCT 32 6e3011acHOCT;

2. Jlexknapanus 3a chIlacHe ¢ KJIay3HTe Ha IIPUIIOXKEHUS IIPOEKT Ha JOTOBOP;

3. Jlexnmapanus 3a Cpoka Ha BaJIMAHOCT Ha odepTara;

KOoMHCHSTa U3BBPIIH IPOBEPKaA 38 CHOTBETCTBHETO Ha IPEACTABEHUTE OT YJaCTHUKA NOKYMCHTH
¢ OGSIBEHHTE OT BB3JIOKUTENS YCIIOBHS B YCTAHOBH CIETHUTE HECHOTBETCTBH:

1. TIpencTaBeHOTO OT YUaCTHHUKBT TEXHHYECKO NPEVIOKEHHE € PEAKTHPAHO OT y4acTHHKA M B
HEro He ca OIMCAHH BCHUKH JIOKyMEHTH, KOHUTO C€ CHIbPXKAT B TEXHUYECKOTO IIPEIUIOKCHHE, 3 IMCHHO
HE ca OIMCAHH ITPEICTABECHUTE JCKIIapalviH.

2. 1 o neere 060co0eHH TTO3MINH B TEXHUYECKHUTE [IPEIIOKCHHA Ha yJaCTHHKA HE CC ChABPXKAT
xorus Ha BamgEd ceprupukare BJJC EN ISO 9001 nmm exBHBajJeHTHH HA IPOU3BOJUTEIHNTE Ha
IIpe/yIaraHuTe GHOIMIHA, KOSTO He ChOTBETCTBA Ha IPEABAPHUTEIHO OOABCHUTE YCIOBHS Ha BB3TIOKHTENLA,
a uMeHHO: [IpOH3BOAUTENNTE Ha NpEIJIaTaHATe U3JCIUs ¢ H3KIIOUCHHE Ha TE3H 000co0eHH O3UIMH
NeNel3, 38, 39, 40 Tpsa6Ba fa IpuUTEKaBaT BATHICH cepruduxar BJIC EN ISO 9001 MM eXBHBAJICHTEH
¢ 06XBaT CHIVIACHO MPEMeTa Ha 060co6eHaTa O3HIHEs, 32 KOATO Ce y4acTBa. ToBa 0GCTOATENCTBO C&
IOKa3Ba ChC 3aBEPEHO KOMHE Ha ceprudukar BJIC EN ISO 9001 miix eKBHBaICHTEH cepTH(HKAT KaKTO
H JAPYTH IOKa3aTeJICTBA 33 eKBUBAICHTHH MEpPKH 3a OCHTYDsBaHE Ha Ka4eCTBOTO, C OOXBAT CHITIACHO
mpeMeTa Ha 060coGeHaTa MO3HITHA 33 KOATO Ce Y4acTBa, H3[aieH Ha MMETO Ha IPOU3BOAUTEIS, KOCTO
ce IpelcTaBs KbM TEXHHYECKOTO MPEMIOKEHUE IO CHOTBETHATA 060COGEHA TO3MIMS, 33 KOSATO

H3HUCKBAaHETO € OTHOCHMO.

BB BpB3Ka C H3JIOXKEHOTO JO TyK H IPeBHA OOCTOSTENICTBOTO, 9€ CBIIIACHO L. 101, an.’5 ot
3011, npu H3roTBsHE Ha odepTaTa CH BCEKH YIACTHHK CIIE/BA Ja C€ IPHABPXKA TOIHO KbM 00fBEHHTE
OT BB3JIOKHTENS YCIOBHA Ha ocHoBamMe wi 107, T. 2, 6. “a* or 30ll, xomucusaTa npeinara 3a
OTCTpaHsBaHe yuacTHHKA , KHBAC* OO/l no o6ocodenn mo3umny Ne 34 1 Ne 35 oT 1o HaTaTHIIHO
yuacTHe B IPOLE/ypara, Thil KaTo e IpeicTaBhil odepra, KOATO HE OTrOBAps Ha HpPE/BApUTCIIHO
o6gBeHHTE YCIOBHA Ha IIOPHUKATA.

Komucrsara YCTaHOBH, Y€ 10 BCHYKH 000COOEHH IIO3UIIHH IIOCOYCHH HO-TOPE, yqacmnxm e
IIPEICTaBHI OTIEIHO KOMIUIEKTYBaHH TEXHUYECKH HPEMIOKEHNS, C IPUIIOKEHA KbM TAX:

1. IlpeuioXkeHHs 32 H3MBIHEHAE HA NOPHYKATa C MPUIOKEHH crienUuKanyy 3a MpOIyKTOBa
rpyrma 3aIlliTHH PHKABUIIH; |

2. 3aBepeHo KOIIMe Ha cepm(bm(a"r 3a iposepka Tin EC H31a/ieHy Ha KMETO Ha IIPOU3BOJHTCILL
M 110 TpuTe 000COOEHH IIO3HITHH;



3. 3aBepeHo xomue Ha Jlexiaparus 3a chotsercTBue ¢ Jupextupa 89/686/ENO u JlupexTusa
93/42/EVIO Ha HeCTepHJIHH PHKABUIIA 3a IIPEryie]] eHOKPATHH H31a/ICHa OT IPOU3BOJAHTEIISA U 110 TPUTE
000c00eHH TO3HIINH; ' '

’ 4. Jlexapalyy 3a chrilacie ¢ Kjay3uTe Ha IIPHIIOXKEHHUS IPOCSKT Ha JOTOBOD;

5. Jlexnapanus 3a CpoKa Ha BAIMIHOCT Ha odepTara;

6. MocTpu Ha [Ipe/iIaraHATe PHKaBUIIH.

KoMucHSTa H3BBPIIH MPOBEPKA 32 CHOTBETCTBUETO Ha IIPEJICTABEHUTE OT yIaCTHHKA NOKYMEHTH
¢ OOsBeHHTE OT BB3JIOKHTENS YCIOBHA. KoMECHATa OLEHM CHOTBETCTBHETO HA H3ICIHATa C
H3HCKBaHHSITa Ha Bo3noxurens mo obocobenmu mozumuu NeNe 26, 27 m 28, xaro pasriena
HpeNoCTaBeHNTe MOCTPH. KOMHCHSATA yCTaHOBH CIICAHUTE HECHOTBETCTBHUA:

U no Tpute 060c06SHN O3UIMY B TEXHHYCCKUTE IPE/UIOKCHHS Ha yJaCTHAKA HE CC CHIObPXKAT
xorus Ha Bammpau cepruduxarn BJIC EN.ISO 9001 unu eKBHBaICHTHH HA IPOM3BOAMTCIIA HA
Ipe/UlaraHuTe M3eNHs, KOeTO He CBHOTBETCTBA HA IPEIBADUTCIHO OOSBCHHTE YCIOBAL HA
BB3NIOKHTENS, @ UMEHHO: [IpOH3BOIWTENUTE HA IpEJJaraHUTe H3JENMHs ¢ HU3KIOYCHHE Ha TC3H
oBocobern mosmmua NeNe 13, 38, 39, 40 Tpsi6Ba 1a npuTexasar ammzen ceprudukar BIC EN ISO
9001 uIM eKBHBAJICHTEH ¢ 06XBaT CHITIACHO IIpeaMeTa Ha 000co0eHaTa O3HIH, 38 KOATO CC yIacTBa.
ToBa 0GCTOSTENCTBO Ce JIOKasBa ChC 3aBepeHO komme Ha cepruduxar BJIC EN ISO 9001 mm
CKBHBAJICHTEH CepTHHUKAT KaKTO ¥ APYTH JOKA3aTENCTBA 33 CKBUBAJICHTHA MEPKH 33 OCHI'ypABAHE Ha
KA9eCTBOTO, C 0OXBAT CBIVIACHO MpeaMeTa Ha 06ocobeHaTa MO3HIHS 38 KOATO C€ y4acTBa, H3aCH Ha
MMETO Ha NPOU3BOJMTENS, KOETO Ce IPEJCTaBsd KbM TEXHHYECKOTO IIPEUIOKEHHUE IO ChOTBETHATA
060c06eHA IO3HIHS, 38 KOSTO H3HCKBAHETO € OTHOCHMO. :

BB BpB3Ka C H3JI0KEHOTO IO TYK M IPEIBHI 06CTOATENCTBOTO, Ue chriacHo wi. 101, an. 5 ot
3011, pu U3roTBsHE Ha oepTara CH BCEKH yUaCTHHK CJIS/IBA []a Ce PHIBPKA TOIHO KbM 00gBEHUTE
OT BB3JIOKHTENS YCIOBHS Ha OCHOBAHHUE L. 107, 1. 2, 6. “a* ot 30Il, xomMucHsTa TIpe/yIara 3a
orctpanspane yuactHuka "BYJITEKC 99“ EOOJ mo o6ocoGenn mozuuuu NeNe 26, 27 m 28 ot 1o
HATATBHIIHO YYACTHE B TPOLETypaTa, ThH KaTo € MpeJCTaBdI odepra, KOSTO HE OTroBaps Ha
TIpEIBAPUTEIHO OOSBEHHTE YCIOBHS Ha OPHUKATA.

KOMHECHSTa YCTaHOBH, Y€ II0 BCHUKH 060coGeHH
TIPECTABUI OTAEIHO KOMILIEKTYBaHH TEXHAICCKH HPEIOKEHUA, C IPUIOKCHH KbM TAX:

1. TpemnoxeHus 3a H3IBJIHEHAE Ha IOPHUKATa € MPAJIOKCHH crenpduKanyy 3a MpoIyKTOBa
rpyma 3aildTHH pbKaBHIH; _ '

2. Jlekapanus OT y4aCTHHKE, Y€ MEIMITMHCKMTE H3JEIH Ca BKIIOYCHH B CIIUCEHKA 10 HIL. 1, T
1, 6yxsa "6" or Hapenbara 3a ycnoBusTa ¥ pe/ia 3a ChCTaBSHE Ha CIIUCHK HAa MEIHIIMHCKUTE U3JIEITH
10 w1 30a 0T 3aKOHa 33 MeIMIHHCKUTE W3/eiHs, HapuyaHa. 3a kparkocT Hapenbara i 3a ONpezeisiHe
Ha CTORHOCTTA, /10 KOSITO Te CE 3aIlIAmAT, ¢ IPUJI0KeHO H3Biederre 0T CHHCHKa 10 L. 1, 1.1, 6ykBa
"6" or Hapenbara;

3. 3aBepeHO KomHe Ha opMIMaleH JOKYMEHT, H3/lalcH OT HAJL, ot KxoifTo € BHJHO, Y€ 32
CBOTBETHOTO MEIUIIMHCKO M3JieMe, 32 KOETO Ce yJacTBa HsAMa PErHCTPHpaHU JaHHH B WAJI n/nnn
EUDAMED 3a HHIMICHTH/IOTCHIHATHA MHIUACHTH IIpe3 INOCICJHHTE [BE TOAMHH, KaKTO H
GIOKHpaHH WM U3TCINICHH IIAPTHIH OT CHIIOTO METHIMHCKO M3/IHE IPe3 MOCTCAHNTE 2 FOJVHH;

IO3UIUA IIOCOUYEHH TIO-TOpPE, YIaCTHUKDT €

»



4. lexiapanus, B KOSTO € I0COUYEHO MEIULIMHCKOTO H3/ENHE, 33 KOETO €€ yJacTBa ¥ e CHIIOTO
ce 3amama oT o6ImecTBeH GOH Ha Ibpxkapa —wieHka Ha EC, KakTo M KOHKPETHUAT OOIIECTBEH douna
Ha CHOTBETHATA JIBPKaBa, 10 KOUTO ce 3aIuiaig; )

5. 3aBepeHo Komue Ha BanuaeH cepruduxar BJIC EN ISO 9001:2008 #a mpoussomTes,

6. 3aBepeno komme Ha JlupektmBa 93/42/EMIO Ha HecTepHIHM PBKaBHLUM 33 IPEITICH
eIHOKpPATHY H3/Ia/IEHa OT IPOM3BOUTEIS M IO TpUTE 060COOCHH: TO3HIIUH;

7. Hexnapaiuy 3a ChIJacue ¢ KIay3uTe Ha IPHIOKEHNUS IPOEKT Ha I0roBOp;

8. Jlekmapanum 3a Cpoka Ha BATMAHOCT Ha odeprara;

9. MocTpH Ha IIpeAIaraHiTe PbKABUIIH.

KoMucHSTa YCTaHOBH, 4Ye Taka HpEJCTaBeHHs 00eM OT IOKYMCHTH € B CBOTBETCTBHC C
M3MCKBAHHATA Ha Bb3NoXHTeNs. Crell W3BbpIIBaHE HA TOPHOTO KOMHCHATA M3BBPIIM noxpobeH
IpeTyie Ha ChbPXKAHHUETO HA NPEICTABEHUTE OT , CTEPAMEJ“ OO/, TeXHUIECKH IIPETOKEHIS
H IPHJIOXKEHHSA KbM TSIX U KOHCTAaTHPA, Y€ II0 BCHIKH 000COOCHH HO3HIIHH, YIaCTHUKBT € NPEICTaBHII
Ipe/UIOKEHNs] 33 H3ITbIHEHHE HA IOPHYKATa, KOWUTO OTTOBApAT HA IIOCOYCHHTE OT BB3JIONMTCIA
M3ACKBaHMAs. KOMMCHATA OLEHH CHOTBETCTBHETO HA M3JENHATA C H3UCKBAHKATA HA BH3MOXMTENA 1O

06ocobern nozummu NeNe 26, 27 u 28, karo pasriena H IpeI0CTaBeHUTE MOCTPH.

Bb3 0CHOBA Ha FOPHOTO, KOMHCHATA KOHCTATHPA, Y€ YIACTHUKBT OTTOBAPS Ha npez(BapnTenHo
0OSBEHUTE YCIIOBHS, H CHITUAT CE JIOITyCKa JI0 OTBapsHE Ha [ICHOBUTE MY TIpeLTOKEe NS 10 000co0eHn
nmo3uun NeNe 26, 27 u 28. - . '

KomucusaTa ycTaHOBH, Y€ II0 BCHYKH 060COGEHH TIO3HITHI IIOCOYEHH TIO-TOPE, YIACTHHKET €
TIPEICTABIII OT/EIHO KOMIUICKTYBAHH TEXHHIECKH [PEIOKCHHS, € IPHIIOKCHH KbM TAX: ‘

1. IIpennoskeHus: 3a M3IBIHCHHE HA NMOpBUKATa C INPHJIOKEHH KaTalosd 3a Ipe/UTaraHyTe
M3/IETS;

" 2. 3aBepeHH KOITHs Ha BAIMACH cepTudHKAT 32 BbBEIICHA CUCTEMA 110 CTaHAapT ISO 9001: 2008
¥ Ha BAIM/CH CepTH(HUKAT 38 BbBE/IeHa cucTeMa o crannapt EN ISO 13485:2012 Ha IpOU3BOAUTEINS,

3. JlexsTapanus 3a Chrilacue ¢ KIay3uTe Ha IPHI0XKEHHA MPOCKT Ha I0r0BOP;

" 4. Jlexmapaluy 3a CpoKa Ha BaNMIHOCT Ha odeprara;

5. Moctpu Ha npetaranute LleHTpodY>KHH eIPyBETKH 110 060COOEHA IO3HIHS Ne 1 n Mozern
33 eMHOKpaTHa ynorpe6a o 060co6eHa O3HIHM Ne 4.

KoMuCHATa YCTAaHOBH, Ye Taka MNpPENCTaBeHHs O0eM OT JOKYMEHTA ¢ B CHOTBETCTBHE C
H3WCKBAHUATA Ha BB3IokHTENd. Cliell M3BBpIIBAHE HAa FOPHOTO KOMHCHATA HM3BBPIIH nonpo6eH
nperjyiel Ha CHABPKAHMETO Ha IPEACTABEHUTE OT ,» EJIIMAK-JU3UHT“ EOOL, TEXHHYECKH
TIpeIJIOKEHHS U IPHIOXKEHHS KbM TSX U KOHCTATHPA, 1€ 10 BCHIKH 060co6eHH O3, YIACTHUKBT
¢ IpEJCTAaBHN NPEUIOKEHUS 3a H3BIHEHHE Ha NOPBUKATa, KOHTO OTFOBAPAT HA NOCOHUCHHUTE OT
BLAIONKUTENS M3MCKBanusa. KoMucusTa OLEHH CHOTBETCTBHETO Ha M3JIENHATAa C M3UCKBAHHATA HA
Branoxureas mo obocobena mosuumms Nel u obocobeHa mosumus Ne 4, kato pasriena H
IPEOCTABEHATE MOCTPH.

Bb3 OCHOBa Ha TOPHOTO, KOMHCHSTA KOHCTATHpa, Y€ YJaCTHHKET OTroBaps Ha IpPe/BAPUTEIHO
OGSIBEHHTE YCIOBHS, U CHUIUAT Ce TOIYCKa /10 OTBApsHE Ha IEHOBATE MY HNPCITOKCHIA HO o6ocobeHHn
no3umua Ne 1 u Ne 4



Komncmma yCTaHOBH ye nowgznqm 060CO6GEHH TO3HIAY IOCOYEHH TO-TOPE, YYACTHUKBT €
IIPEJCTABII OT/IEIHO KOMILIEKTYBAHH TEXHUYECKH NIPEIUIOKEHHS, C PUIOKEHH KBM TAX:
3a o60cobenn mosuuun NeNe 26, 27 u 28: '

1. Tpensiosxenust 3a U3IBJIHCHHE HA HOPHYUKATA C MPHIOXEHH NPOMYKTOBA XapaKTEPUCTAKA u

CBOMCTBa PHKABHIIM, ‘

2. Jleknapalius OT y4acTHHKA, 9¢ MEIUIMHCKATE H3IENHs Ca BKIIFOUCHH B CIIHCHKA 110 L. 1,
1, 6yxsa "6" ot Hapenbara ¥ 3a ompenenane Ha CTOHHOCTTA, IO KOATO TE C€ 3aIlIalaT, € IPHI0KCHO
m3Bnedenne oT Crucbka o 9. 1, T. 1, 6yksa "6" ot Hapenbara;

3. Jlexnapaitus, 4e € oTnpaseHo 3anutane 10 MAJI 3a u3napaHe Ha IHCMCH JOKYMEHT, 1€ 34
Ipe/UTaraiiTe MEIUIMHCKM U3MENHs HAMa PETHCTPMpaHH J[aHHK B HAJl w/umn EUDAMED 3a
MHIMTEHTH/IOTEHIMAIHA HHIMACHTH Tpe3 IIOC/TEJHATe [BE TONHWHH, KAKkTo M OIOKHpaHM HIH
W3TErIICHH IAPTHIE OT CHIIOTO MEIMIMHCKO H3JE/IKE TIPe3 TOCIE/HUTE 2 TO/MHH,

4. Jlexyapanus, B KOSITO € IIOCOYCHO METHITMHCKOTO U3/IeIIHe, 33 KOCTO Ce yIacTBa M e ChINOTO
ce 3amIama oT o6mecTBeH (GOHI Ha AbpiKaa —wieHka Ha EC, KakTo ¥ KOHKDETHHSAT OOIECTBEH ¢onx
Ha ChbOTBETHATA IbpIKaBa, 10 KOHTO Ce 3amiaia;

5. 3aBepeHo Komue Ha Jexiapamss 3a ChOTBETCTBHE ¢ JIUPEKTHBA 93/42/EVIO Ha HECTEPUITHI
PBKaBHILM 3a NPETTIEN €IHOKPATHH H3Ja[eHa OT IIPOH3BOAUTEILL ¥ 11O TPHTE 000CO0CHH NTO3ULIUH,

6. Jleknapaliuy 3a ChbrilacHe ¢ Kay3uTe Ha MPUIOXKEHHUs TPOCKT Ha JOTOBOD;

7. Jlexyapay 3a cpoka Ha BATHIHOCT Ha odeprara; "

8. MocTpH Ha Npe/iiaraHuTe prKaBUIH.

KoMucuaTa H3BBPIIU MPOBEPKA 38 CbOTBETCTBHETO HA IIPEICTABCHUTE OT yqacmynca JOKYMEHTH
¢ OOSBEHHTE OT BB3TOXKHTENA. YCIoBUs. KoOMHCHATAa ONEHM CBHOTBETCTBHETO Ha MH3JCIHATA C
3KCKBaHWsATAa Ha Bu3moxmrens mo obocobennm mosumun NeNe 26, 27 wu 28, karo pasriena
npegocTaBeHnTe MocTpu. KoMuCHSTa YCTaHOBH CIIEXHATE HECHOTBETCTBUA:

Y 1o TpuTe 060CO0EHH MO3MIMK B TEXHHYECKUTE [PC/UIOKCHHS HA YIaCTHUKA HE CE ChABPXKA
KolHe Ha OHUITHANeH TOKYMEHT, n3jaaeH ot FIAJL, oT Ko#To fa € BUIHO, Y€ 32 CHOTBETHOTO MCIHUITMHCKO
M3llende, 32 KOETO CE ydacTBa Hsama perucrpupanm nanad B HAJI wmwm EUDAMED 3a
MHITAIEHTH/ IOTCHIMATHH HHIMICHTH TIPE3 IOCIEHATE IBE TO/MHH, KaKTO U GIIOKMpaHHU UM U3TETJICHH
TAPTH/IH OT CHUIOTO METMIMHCKO H3AEMHAC IPE3 IOCTSIHUTE 2. roHY. YYaCTHHKBT € IIPEACTaBUII CaMO
IWYHO BOJICH3SABICHHE, dY€ € IIOWCKAJl H3IaBaHETO HAa TaKbB JOKYMCHT OT HAJL. Tlpensun
0GCTOSTENCTBOTO, Y6 ¢ TO3H JTOKYMEHT Ce YIOCTOBEpSBa, Y€ 32 CHOTBETHOTO MEJIMIIMHCKO H3/IEIHC, 3a
KOETO ce ydacTBa HAMa perucTpupany nanau B MAJl wmm EUDAMED 3a MHIMICHTH/TIOTEHIHATHI
HHIUAEHTH Tpe3 MOCIEIHHTE JBE IOJMHHU, KaKToO H 6J'.[OKI/IpaHI/I‘ HIA M3TETTICHA TapTUAH OT CHIIOTO
MEJTHITMHCKO H3/IeIHe [pe3 MOCIETHATE 2 TOIHHH, TO HETOBOTO IIPEICTABAHE € 3aXB/DKUTEIIHO YCTIOBHC
B KOHKPETHATa IIPOLieAypa ¥ HENPEACTaBAHETO MY € HEITBIHOTA, KOSTO HE MOXKE 112 6blie peBU3UpaHA.

BbB BpB3Ka C H3JIOKEHOTO 10 TYK M IIPEIBHA OOCTOATENCTBOTO, e CHITIACHO L. 101, an. 5 ot
3011, npu M3roTBSHE Ha odepTaTa CH BCEKH YIACTHHK CIICBa /a e IPUIBPIKA TOYHO KbM 06ABEHHTE
OT BB3JI0XKHUTEIA YCIOBHs Ha ocHosanme w1 107, T. 2, 6. a*“ ot 30II, xoMucHaTa mpejiara 3a
oTcTpaHsBaHe yuacTHUKA , JOHUMEJTHKA® EOO/I o o6ocoGenn mo3ummn NeNe 26,27 u 28 0T TIO
HATATBIIHO y4acTHE B IIPONENypaTa, Thil Karo € Mpe/CTaBUI odepra, KOATO HE OTroBaps Ha
NpeBapUTEIHO OOSIBEHATE YCIOBHS Ha IOPHYKATA.



3a o6ocobena mosmuust Ne 36:

1. TlpesnoxeHus 3a H3MBIHEHNE Ha TOPHUKATA C IPAJIOXKEH KaTalor 33 IPE/UIaraHoTo M3JICIHE H
MOCTpa Ha H30JIal[MOHHA IIPECTUIIKA;

2. 3aBepeHO KOIME Ha BaIMACH CepTH(HKAT 3a BBBEICHA CHCTEMA IO CTaHAAPT EN ISO
13485:2016 Ha NpOU3BOIUTEN;

3. Jlekmapaluu 3a ChIIacHe ¢ KIIay3uTe Ha IPHIOXKEHHS IPOEKT Ha IOTOBOD;

4. Jlexnapaliuy 3a Cpoka Ha BATHAHOCT Ha odepTara;

KoMHCHATa YCTAaHOBH, Y€ Taka HPENCTaBEeHHs O0eM OT JIOKyMEHTH ¢ B CHOTBETCTBHE C
W3HUCKBAHHUATA Ha BB3JMOXHTelsM. Ciel HM3BBpIIBaHE Ha IOPHOTO KOMHMCHATA HM3BHPIIH o pobeH
Hpersiea Ha CBHIbPKAHHETO Ha IIPEJICTaBCHUTE OT HJIOHUMEANKA“ EOOM, TexHHYECKOTO
peUIOKEHHE U TIPHIIOKEHHS KM HETO ¥ KOHCTaTHpa, 4¢ 110 o6ocobena nozumusg Ne 36, y4aCTHHKBT
€ TpeNCTAaBHJ IpeIIOKCHHE 3a HM3IUbIHEHHE HA IOpBHYKaTa, KOCTO OTrOBaps Ha IIOCOHUEHHUTC OT
BB3JIOKHTEST H3ACKBaHMA. B3 0CHOBA Ha TOPHOTO, KOMHCHATA KOHCTATHPA, Y€ YJaCTHUKBT OTroBaps
Ha npenBapprrenHo OOSIBEHHATE YCJIOBHS, M CHIOUAT C€ NOMyCKa 10 OTBapsiHE Ha IICHOBOTO My
npeIoxKeHHe o obocobeHa nozumus Ne 36.

KOMHCI/IﬂTa y'CTaHOBI/I 4e 110 BCHUKH 000COGEHH MO3HITHH nocoqun I10- rope yqacmmcm e
TIpeICTABHJI OT/IENHO KOMIUICKTYBaHH TEXHUUECKH [PEIIOKCHHUS, C IPUIIOKCHH KbM TAX:
3a o6ocobena mozuuus Ne 29:
1. TlpennoxeHHs 3a M3IBIHCHHE Ha IOpbUKATa C IPHIOKCH Katajor 3a IIpe/iaraHoTo
MEIUITAHCKO M3IENTAE JTMCTOBKH Ha MEIMIIMHCKHUTE U31ETHs BKJIIOUECHH B IPEIOKEHH OT YUaCTHHKA

KOMILIEKT;

'2. Jlekmapanus OT y4aCTHHKA, Ue MEIMIMHCKATE H3/IeNIHs Ca BKIIOYCHH B CLIMCHKA 110 "I I,
1, 6yksa "6" ot Hapenbara 1 3a olpesesiHe Ha CTOHHOCTTa, 10 KOATO T¢ C¢ 3alaliar, ¢ IPUIIOKEHO
sasiBJIEHHE 3a BKJIIOUBAHE B CIMCBKa mo 9. 1, T. 1, Oykxsa "0" ot Hapenbara 1oJaficHO OT AKTHB
Menukan EOOJ; _

3. Odunmamo micMo ot FIAJT ge 3a peryiaraHiTe METHITHHCKY H3CHT HAMA pErHCTpHpaHU
nauau B MAJl wmim EUDAMED 3a HHIMZEHTH/IOTCHIMAIHHA HHIMICHTH IIpe3 IOCICIHHTE IBE
TrofuHM, KakTo ¥ ONOKMpaHHM WM H3TCITICHM NApTHAM OT CBIIOTO MEMIMHCKO H3JieNue I1pe3
ocyeEuTe 2 TOIUHA H3IaNeHO 0 ypasuTensaT Ha AxTus Meuxan EOOJ;

4. Jlexnapaliis, B KOATO € IOCOYCHO MEIUITHHCKOTO H3/EIHE, 32 KOETO Ce y9acTBa M 1€ ChIIOTO
ce 3amiama ot obecTseR GOHI Ha JibpxaBa —wieHka Ha EC, KakTo B KOHKPETHHUST obiecTBeH HOHI
Ha ChOTBETHATA AbPXKaBa, 10 KOKTO ce 3aiama;

5. 3aBepeno komme Ha Jlexmapanus 3a CBHOTBETCTBHC C Jupextupa 98/79/EMO Ha
MeIUIMHCKUTE H3CIIHs H31aficHa OT MPOU3BOAUTEILT, ’

6. 3aBepeHO KOIMe Ha BalMIcH CepTH(HMKAaT 3a BbBEACHA CHCTEMa IO CTaH/apT EN ISO
13485:2016 Ha mpOU3BOAMUTEINS,

7. Jlexnapamust OT YJacTHHKA, Y€ MPEMIOKEHHETO 110 o6ocobena mosumpsa Ne 29 BKIIIOYBA
HeoBXOIMuMHS 3a M3PA6OTBaHETO Ha TecToBeTe OpOH enpyBETKH 3a B3MMaHC Ha KpbB C JMTHCB
XCTIapyH;

8. Jlexapaluy 3a ChIJIaCHE C KIIay3HTe Ha IIPHIOKCHHS IPOCKT Ha IOr0BOP;

9. JlexTapalliy 3a Cpoka Ha BAIMITHOCT Ha odeprara.



KoMucHATa H3BBPIIM IPOBEPKa 3a CHOTBETCTBHETO Ha IPEJICTABCHHTEC OT YHaCTHHKA
JOKYMEHTH ¢ OOSBEHHTE OT BH3JIOXKUTENS YCIOBHS M YCTAaHOBH CIICJIHUTE HECROTBETCTBHA: .

1. [IpeacTaBeHo € 3adBJCHHe 3a BIMCBaHE B CIIHCHKa 10 9. 1, T. 1, Oyksa "6" or Hapenbarta oT
OPHINYECKO JHUIIE, PA3IMIHO OT yJaCTHHKBT. IIpH H3BBpIIEHA CITyXeOHA IPOBEPKa OT KOMHCHATA B
cmrchbka mo wi. 1, T. 1, 6yksa "6" ot Hapenbara ce ycTaHOBH, 4€ IIOCOYCHHTEC MEITULIHCKH H31C/IHA
He ca BIIMCaHY B cnuchbka Ha VAT, T.e. chIuTe HE IIPUCHCTBAT B TO3U CITHCEK.

2. Odunmannoro nremo ot MAJI, K0oeTo e npeICcTaBeHo € H3a/ICHO Ha PasiiiiHoO OT yHaCTHHKA
e (Axtus Meaukan EOOJT), 3a koero B Ipe/cTaBeHaTa odepTa He ce U3ACHABA, KaKkBa ¢ paBHaTa
BPB3Ka C ,,J{marsocTak mMumxaHr® OO/,

3. CBIIaCHO IIOCTABEHHTE OT BH3JIOKUTENS H3MCKBaHWS KommdectBeHuAT ELISA kur 3a
onpenensse Ha IFN-gamma IpoyKIKs B CyIIEpHATAHTH OT KISThYHH KyITYPH Ha LA1a KPbB, CIE/Ba
Ia -EMa crenuduuHOCT: > 99% M uyscTBHTENHOCT: > 80%. KoMmcuiATa H3BLPIIN MPOBEpKA B
TIpeJICTABCHHTE OT YYaCTHHKA JTHCTOBKH M YCTRHOBH, Y€ 3a IPENIOKEHOTO OT yHaCTHUKA H3NEIAC, HO
ce ChIBpXka HH(GOPMAIIKs, KaKBa H CIIEIU(HIHOCTTa MY, KaKTO M KaKBa € 1yBCTBHTE/IHOCTTA Ha TECTA.

B®B BpB3Ka ¢ H3N0KEHOTO JI0 TYK H IPEABHI 0OCTOSTENCTBOTO, 4¢ CHIIIACHO HIL. 101, an. 5 ot
3011, npu u3roTBsiHe Ha oepTaTa CM BCEKH YIACTHHK CJeBa Jia C€ MPUAbPXKA TOHO KbM 00sABEHUTE
OT BB3NIOKHUTENS YCIOBHA Ha ocHopamde wi. 107, T. 2, 6. “a* or 30Il, xomucHATa mpejiara 3a
oTcTpaHsBaHe yyacTHHKA ,JJHAITHOCTHUK HMMMJUKHHT OO/ no o6ocobena mosumusi Ne 29 ot
10 HATATBINHO YJACTHE B IIPOIEAypara, Thil Karo € IPEACTaBHI opepra, KOATO HE OTIoBaps Ha
IIpeBApUTEIIHO OOSBEHATE YCIOBHUS Ha OPBUKATA.
3a o6ocobena mozmuus Ne30:

1.IlpeAnoxeHns 3a H3NBIHEHHE HAa NOPHYKATa C HPWIOKEH KaTalor 3a [peIaraHoTo
METHITMHCKO H3/IeIHE IMCTOBKA Ha MEAUIMHCKHTE U3/IENIHS BKIIOUSHN B NPEANOKCHUS OT yHaCTHAKA
KOMILIEKT; '

2. Jlexutapaiys OT YYaCTHHKA, 3¢ MEIUIMHCKUTE U3AENHS Ca BKIIIOUEHH B CITHCHKA 110 L. I, 1.
1, 6yxBa "6" ot HapenGara u 3a onpelessne Ha CTOHHOCTTa, 0 KOATO TE €& 3aIUIAIAT, ¢ IIPUI0KEHO
"3agBIEHHE 32 BKTIOUBAHE B CIIHCHKA Mo WL 1, T. 1, 6ykBa "6" ot HapenGara. [1pu u3BbpIIcHa cnyxceGHa
IpoBEpKa Ce YCTAHOBH, Y€ CHUIUTE Ca BIUCAHU B CIIMCHKA;

3. Opunuanno mucmo ot MAJT ge 3a npe/yaranuTe METUIMHCKH H3IEIMA HIMa PETHCTPAPaHH
mangn B UAJ] w/unmn EUDAMED 3a MHUMAECHTH/NOTCHIHATHH WHIMAEHTH IIpe3 IOCIEIHATE IBE .
FOMWHM, KAKTO W OJOKHpaHM WM W3TErJeHH IapTHAH OT CHINOTO MEIMIMHCKO H3ICIHC Mpe3
[HOCJIEAHUTE 2 TOAUHY;

4. Jlexyapanys, B KOSTO € IOCOYEHO MENUITMHCKOTO U3/IEIHE, 33 KOETO C¢ ydacTsa i 1€ ChII0TO
ce 3amama ot obmecTseH GOH Ha AbpikaBa — wieHKa Ha EC, KakTO i KOHKPETHUAT o01mecTBeH GOHI
Ha CHOTBETHATA ABPXKaBa, 10 KOHTO Ce 3aIlialng; ’

5. 3aBepeHo xomve Ha Jlektapanus 3a cbOTBeTcTBHE ¢ J[MpeKTHBA 98/79/EM1O =Ha
MEIUIIMHCKHMTE W3NS H31aieHa OT IIPOU3BOTUTEIA;

6. 3aBepeHO KONME Ha BATH/ICH cepruukaT 3a BbBEJICHA CHCTEMa IO CTaHAapT EN ISO
13485:2012 Ha IpOU3BOIUTEILS,

7. Jlexnapanyy 3a ChIiacHe ¢ KJIay3uTe Ha IPHI0KCHHA IIPOCKT Ha JOTOBOP;

8. Jlexaparyy 3a Cpoka Ha BAMIHOCT Ha odeprara.

KOMHCHSTA YCTAHOBH, Ye Taka IpPEeACTABEHHA O0eM OT JOKYMEHTH € B CBOTBETCTBHC C
W3MCKBaHMATA Ha Bb3doxkuTens. Ciell H3BBpIIBaHE Ha TOPHOTO KOMHCHATA H3BBPLIH oapobeH
Iperie Ha CHIbPKAHHETO HA MPENCTaBEHHTE OT »JAHAATHOCTHK I/IMI/I,I[)ICI/IHF“ 00/ mno
06oco6era mo3uiEs Ne 30 TEXHHUECKOTO IPEIJIOKCHAE Y IIPHIOKCHHI KbM HETO M KOHCTAaTHPa, 4e II0
060cobena mosumpst Ne 30, YUaCTHHKDT € IPEJICTaBHI HpeIoKeH)E 32 M3MBJIHEHHE Ha OpbUKaTa,
KOETO OTTOBapsl Ha [TOCOYEHHTE OT BB3IOXKUTEN] H3UCKBaHMiL. BB3 0CHOBA Ha FOPHOTO, KOMHUCHATA



KOHCTaTHpA, 4¢ YYaCTHHKBT OTrOBaps Ha HPeBapPHTENHO OOSBEHATE YCIOBUA, H CHIHAT C€ IOITYCKa
JI0 OTBapsHE Ha IEHOBOTO MY TIPEIOXKEHHE 110 060cobena mozmmust Ne 30.

KomucusTa yCTaHOBH, Ye 1O BCHYKH 000COOECHH MO3HIHH HOCOUYEHH I0-TOpe, yIaCTHUKET €
TIPECTABHII OT/EIHO KOMILIEKTYBAHH TEXHHYECKH IPEUIONKEHH, ¢ IPHUTONKCHH KbM TAX:

1. [IpemoxeHns 3a, H3TBJIHEHHE HA IIOPHUKara ¢ IPIIOKEHO paspelieHue 3a ymorpeba 3a
JNeKapcTBEH MPOIYKT 0 obocobena mosummsa Ne 14 ETHIIOB anKkoxoll 4uCT 3a aHamm3 95% M KpaTka
XapaKTEpHCTHKA Ha JIEKapCTBEHHS IPOAYKT M KaTallor 32 IpeIaraHATe MEIUIMHCKH IPSCTHIKY 110
06ocobena mozuimsa Ne 36; '

2. 3aBepeno xonue Ha BammneH ceprudukar BJC EN ISO 9001: 2008 ra IPOH3BOIHTENHTE;

3. Jleksapaiuu 3a Chriache ¢ Kay3uTe Ha NIPHIIOKEHAS IPOEKT Ha JOTOBOD;

4. Jleknapaiyy 3a CpoKa Ha BATHIHOCT Ha odepTara.

KoMucusaTa ycTaHOBH, Y€ Taka nbeﬂCTaBeHn;f 06eM OT JOKYMEHTH € B CBOTBETCTBHE C
M3MCKBAHMATA Ha Bh3joxkuTens. Ciel W3BbpIIBale HA TOPHOTO KOMHCHATA M3BLPIIH [OAPOOCH
Hpersen Ha ChABPXKAHUETO Ha IIPeIICTaBeHHTE OT 5, b YJIMAP MJI“ OO/I, TeXHRIECKH IIPE/JI0KEHHS
¥ IIPHJIOXKEHHS KBM TSX H KOHCTATHpa, 9e 1O BCHUKH 060CO0CHH MO3HIMH, YIACTHUKBT € NPCACTABAT
IIpeIOKEHUS 338 M3IBIHCHAE Ha NOPHYKATa; KOMTO OTTOBAPAT Ha IMOCOMCHHTC OT BB3JIOKHTEIA
U3KMCKBaHUS. Bb3 OCHOBA HAa TOPHOTO, KOMHCHSTA KOHCTATHpa, Y€ YYaCTHHKBT OTroBapsd Ha
IIpeIBAPHTENHO OOSBEHHTE YCIOBHS, M CHINMAT CE JOMyCKAa 10 OTBApSHE HA IEHOBUTE My
Hpenﬁomennx 1o o6ocobenn mo3mmuu Ne 14 11 Ne 36. ’

. . . o .

IIPEICTABHJI OT/IEIHO KOMIUIEKTYBAHH TEXHHYECKH [IPSITIONKCHHUS, C IIPUIIOKCHH KBM TAX:

1. TlpemoxkeHus 3a H3NBIHCHME Ha MOpbYKATa C IPHIOKEHM KAaTIO3H 33 IPEUIAraHuTe
H3/IEITHS; ' - o

2. 3aBepeHo KOI¥E Ha BIHJHHA cepmd)nxam 3a BpBeJEeHA cucTeMa mo cranmapt ISO 9001, ¢
H3KIIoYenHe Ha 060ocobera nosunug Ne 13, 3a KOSTO BB3NOKHUTENSAT € IIOCTABUJI H3PUTHO M3UCKBAHE,
Ye He clie/Ba Ja Ce IIPe/ICTaBs TAKbB CepTHOUKAT;

3. Jlekmapauuu 3a ChITIACHE ¢ KIIAy3UTe Ha [IPHJIOXKEHHS IPOEKT Ha JOTOBOD;

4. flexnapanyy 3a cpoKa Ha BATHIHOCT Ha odeprara;

5. Mocrtpu Ha mpejiaranuTe Ha LleHTpodyXHHU €npyBETKH IO obocobena mosurus Ne .1,
Enpyserkn THI ,,Enennopd® no o6ocobena mosumust Ne 2 1 KproenpyBeTKH 1o 0b60cobeHa MO3UIHMS
Ne 3. ’

KoMHCHATA YCTAHOBH, Y€ Taka IPEICTaBeHHs 00eM OT NOKYMEHTH € B CBHOTBEICTBHC €
M3MCKBAHMATA Ha Be3IoXuTens. Clen H3BbpIUBaHE HAa TOPHOTO KOMMCHSTA M3BBPIIA moZipobeH
nperje Ha ChABPKAHMETO HA MPENCTABCHHTE OT , BUOME]] ®IOYAP* EOOJ, TexHHICCKH
TIpeIOKEHHUS. X IIPHIIOKEHHSA KbM TIX U KOHCTaTHPA, 9€ N0 BCHIKH 060CcO0€EH] HO3UIHH, YYACTHUKBT
€ MpeJCTaBHII npegmoxcem/iﬂ 33 H3MBJIHEHHE HA IOPHYKATA, KOMTO OTIOBapsAT Ha MOCOUCHHTE OT
" BB3JIOXKHTE]IS H3MCKBAHHS. KoMHCHATA OIIEHH CHOTBETCTBHETO Ha H3JENHATa C M3WCKBAHUATA HA

KOMHCHSTA YCTaHOBH, Y€ IO BCHYKH 000COOCHH MO3MIMK [IOCOYCHH I10-TOpe, YYaCTHHKET € -

I



BoaioxuTens o obocobenn mosumuu NeNe 1, 2 u 3, KaTo pasriiefia IpeIOCTaBEHHTE MOCTpH. Bb3
OCHOBA Ha TOPHOTO, KOMHCHATA KOHCTATHPA, Y€ YYaCTHUKEHT OTrOBaps Ha IPEIBAPUTEITHO o0sIBEHHTE
YCIIOBHS, H CHITHSAT CE JIOMyCKa 10 OTBAPSHE Ha LEHOBHTE My MPEIOKEHHUs 10 000co0eHH MO3HIHH
NeNe 1,2,3,9,10,11,12 1 13. ‘

KomucusaTa ycTaHOBH, de 110 06ocoGeHa no3uImsa Ne 33 y4aCTHUKBT € MIPEJCTABHII TEXHHIECKO
TIPEIOKEHHE C TIPHJIOKEHO KbM HETO:

1. IlpemnokeHuwe 3a H3IBIHEHHE HA INOpHUKATA [0 BCHYKH HOMCHKIATYPHH CIMHHIH C
IPAJIOXKEHH HHCTPYKIH 32 paboTa 3a BCsKa elHa HOMEHKJIATypa BKITIoYeHa B 000c00eHaTa NIO3HITAL;

2. Jleknapaiys OT y4acTHHKa, 4€ MEIHIIMHCKUTE U3/ENHS Ca BKIIIOYCHH B CIICHKA 110 9L 1, T.
1, 6yxsa "6" ot Hapenbara u 3a onpejiesiaHe Ha CTOAHOCTTA, IO KOATO T€ C¢ 3aIuramar, ¢ IIPUIIOKEHO
3asBieHue 3a BrnucBaHe oT Crmcbka mo wi. 1, T. 1, 6yksa "6" or Hapenbara. Ilpn m3pbpurena
cIykeOHa MPOBEPKa C€ YCTAHOBH, Y€ ChINMTE Ca BIMCAHU B CIIHCHKA,

3. 3aBepeHo KomHWe Ha opHIMANEeH NOKYMEHT, m3janeH oT MAJL, or ko#To € BHIHO, 1€ 32
CHOTBETHOTO ME/IHITHHCKO H3JENHE, 32 KOESTO Ce y4acTBa HAMA PEruCTpHpaHH faHEH B VAJ] n/umi
EUDAMED 3a HnnnneHTn/HOTeHgnanHH HHIMAECHTH Tpe3 INOCICAHHTE JBC TOAWHH, KaKTO H
GIOKMpPAHH WM H3TETICHH IAPTHIM OT CBHIIOTO MEMUIMHCKO H3CIHE IIPE3 IOCIEHATE 2 FOJMHY;

4. Jlexnapanns, B KOSTO € TOCOYCHO METHITMHCKOTO M3/IEHIE, 38 KOETO Ce y4acTsa U 4e ChIIoTO
ce 3amiama oT o6IecTBeH GOHN Ha Ibprkana —wieHka Ha EC, KakTo H KOHKPETHHST OOIIECTBEH boux
Ha CHOTBETHATA AbpKaBa, 10 KOKTO ce 3aIuiama,

5. 3aBepenu KoM Ha BAIMAHH cepTHukara mo cranzapt BJIC EN ISO 9001 2008 u 1o
craggapT EN ISO 13485 Ha npoussoauTes;

6. 3aBepeHH KOIHsl Ha JEKNapalliH 3a ChOTBETCTBHE Ha METUIMHCKH U3JETHs ¢ H3UCKBAHUATA
Ha Jlupextusa 98/79/EC u3najienu oT IPOU3BOAUTENMTE Ha IIPSTIAraHATe ME/IUITHHCKH M3/ICTTHA;

7. Jlexnapanus OT y4acTHHKA, Y€ Ce 3aabDKaBa 32 COOCTBEHA CMETKA [1a [OIbPIKa HaliYHaTa
amaparypa 3a JHMHeHHO-XuOpHIE3auMoHHH aHamusu ¢ TwinCubatur H/WIH 1pH HEOOXOIMMOCT
6e3BB3ME3IHO @ IPEAOCTABAT U IOJIBPIKAT CBOS Takapa B rpanosere Cogus — 2 anapara, [LroBnuB
— 1 amapar, u IInesen - 1 anapar, 3a TIepHOZa OT CKITIOYBaHe Ha JOr0oBOpa IO H34epIBaHe HAHIHOCTTa
Ha JOCTABEHUTE MEIULMHCKH W3S WIK 10 H3THYaHE CPOKA MM Ha FTOJHOCT;

8. Jlexiiapanuu 3a CbIilacHe ¢ KIay3HTe Ha IPHIOXKCHHA IPOCKT Ha IOTOBOD;

9. Jlekapaluu 3a Cpoka Ha BATHIHOCT Ha odeprara. -

KoMucHsITa YCTAaHOBH, e Taka HpeJCTaBeHHA 00eM OT HNOKYMEHTH € B CHOTBETCTBHE C
W3UCKBAHMATA Ha BB3IoxwuTend. Ciel W3BbpIIBaHE HA TOPHOTO KOMMCHATA H3BBPIIA oapoben
Iperjief Ha CBHIBPXKAHHUETO Ha NPEACTaBeHHTE OT »WILK.B.-BBJITAPHSI“ EOO/, TEXHAYECKH
IpeVIONEHHs. H IPHIOKEHAS KBM TAX U KOHCTATHpa, Ye IO BCHYKM HOMCHKIIATYPHH EIIMHHIM, -
YYaCTHMKBT € NPEICTABHI HpPEVIOKEHHEe 3a HM3NBIHCHHE HAa IOphUKaTa, KOeTo OTrobaps Ha
HOCOYEHHTE OT BL3JOXHTENIS H3HCKBaHHA. BB3 OCHOBa Ha IOPHOTO, KOMHCHST4 KOHCTaTHpa, [C
YYaCTHHKBT OTTOBaps Ha IPeJIBAPUTENHO 0OSBEHUTE YCIOBHS, H CHIUAT €€ AOMyCKa 0 OTBAPIHE HA
LIEHOBHTE My IIPEIVIOKEHHS [0 06ocobena mosmmus Ne 33 .




KoMucuaTa ycTaHOBH, 4e€ 110 BCHUKH 060COGEHH MO3WIHHA IIOCOYEHH [M0-TOpE, YJACTHHUKBT €
IIPEICTABHI TBIHOMOIIHO 3 JHIETO TMONNMCBAINO TEXHHYECKUTE MPENIOKCHUA H € NPeACTaBII
OTZENTHO KOMIIIEKTYBAHH TEXHAYECKH IPE/IOKCHHUS, C IPHIOKCHH KBM TAX:

ITo o60co6enu mo3mmun NeNel, 2,3,4,5,6,7 n 8: .

1. ITpesunoxeHns 3a H3IIbIHEHHAE HA IOPHYKATA C IPUJIOKEHH KaTaTI03H 32 IIPeJIAT aHUTE H3ICIIL,
Kato 1o 060ocobenn mo3urud NeNe 2, 3 1 6, KaTaJIo3UTE HE Ca IPEBEICHH,

2. 3aBepeHO KONMe Ha BAIMICH CEpTH(HKAT 32 BBBEICHA CHCTEMa IO CTaHIapT EN ISO .
13485:2012 Ha IpOU3BOTUTENLS,

3. Jlekndpariuy 3a ChrilacHe ¢ KIIay3uTe Ha [IPHIONEHH IPOEKT Ha I0TOBOD;

4. JlexyIapalliy 3a cpoKa Ha BATHJIHOCT Ha odeprara;

5. MocTpu HA IpenjlaraHuTe Ha H3CIHs 10 060co6ern mosumun NeNel, 2,3,4,5,6,7 u 8.

. KOMFCHSTa H3BLPIIH POBEPKA 38 CHOTBETCTBHETO HA LIPEACTABEHHTE OT YIacTHHKA JOKYMCHTH
¢ OOSBEHHTE OT BBITOKATENS YCIHOBHA. KoMucHATAa OLEHH CBOTBETCTBHCTO Ha H3ICIHUATA C
J3MCKBaHHSATA Ha BBanoxuTens mo obocobern nosumuu NeNe 1, 2, 3,4, 5,6, 7 u 8, xaTo pasrieza
IIpeNOCTaBeHNTE MOCTPH. KOMHCHSTA YCTAHOBH CIICTHUTE HECHOTBETCTBHA.

1. Komucusra H3BHPIIN IIPOBEpKa 3a CHOTBETCTBHETO Ha IPCICTABCHUIC OT yJacTHHKa
JOKYMEHTH C OGSBEHHTE OT BB3JIOXKHTEIS YCIOBHS U YCTAHOBH CIIEHUTE HECBROTBETCTBIA IO o6ocobenn
nosmmmE NeNe 2, 3 ¥ 6 — IIpeJCTaBHTE KAaTAO3W He ca mpeseneHd. IIpemsun 00CTOSTENCTBOTO, Y€
cyrmaceo wi. 101, a. 6 or 3011 - Ocpepmume u 3a361eHUSMA 30 YHACMUE CE USZOMBAM HA bvreapcku
e3uK, KaKTO TIPEIBHI OGCTOSTENCTBOTO, e BB3JIOKHUTEILAT H3PHIHO € 3al0XHII CICIHOTO YCIOBHE B
JOKyMeHTalusTa 3a ydactwe (T. 2 Ha Paspen [. O6mH H3UCKBAHMA KbM: YYACTHMIIUTE) -
IIpeonooicenuama 3a yuacmue ce uszomeam na Genzapcku esux. Kozamo HAKOU om npedcmasenume
om yuacmuuyume OOKYMEHMU € HA 4YXHCO e3UK, moii cnedea oa ce npuodpyscasa om npesoo Ha
6bAzapcKu e3uK, KOMHCHSATA yCTAHOBH, € IO T3 TIO3MIAHA YUACTHHKET € IPEICTABUI 0depTa, KOSTO
He OTTOBaps Ha IPe/IBApPUTEIHO OOABEHHUTE ycizoBus. ! ‘

2. TIpu H3BBpIIEHATa OT KOMHCHATA OI[EHKa Ha MOCTpaTa IPEACTABeHA 11O 060cobeHa TO3HIUL
Ne 4 ce ycTaHOBH, Y€ TPEMLIOKCHATE OT yIaCTHHKA Mo3zera HeCHOTBETCTBAT HAa M3MCKBAHHUATA HA
BB3IOKHTENS, Thil KATO CHIIATE Ca C IbIKAHA 19,5 CM., 3 IOCTABEHOTO OT BB3JIOKHUTCIIAT H3UCKBAHE
e CHINUTE A Ca C JBDKAHA He 10 — Majika oT 20 cM. Chimute HMaT 6011, KOETO HE CHOTBETCTBA Ha
H3MACKBAHMSATA Ha BB3JIOKHTEIIS.

BBB BpB3Ka C H3JI0KCHOTO 10 TYK ¥ HpeBHA OOCTOATENCTBOTO, Y€ CHITACHO L 101, am. 5 ot
30T, mpy H3roTBsHe Ha odepTaTa CH BCEKU YUACTHHK CIIE/BA [1a CC MIPHABPYKA TOTHO KBM 0OsBEHUTE OT
BB3JIOKUTENS YCIOBHS Ha ocHoBarre 9. 107, T. 2, 6. “a* ot 3011, xoMHCHATA IpeIara 3a OTCTPAHIBaHE
ygactrEKa , MEJJATTAHCKA TEXHAKA THKEHEPUHI“ OO/I no o6ocobeny mo3HIHK NeNe 2,
3, 4 1 6 OT 110 HATATHIIHO YYACTHE B IIPOLEYPATa, THH KaTO € IPe/ICTaBHII odepTa, KOSTO He OTToBapsl
HA TIPEBAPUTEIIHO OOSIBEHUTE YCIOBHA Ha ITOPHUKATA.

KoMucusATa YCTaHOBH 32 000COOEHH MO3HIMH NeNel, 5, 7 u 8, 4e ca IpEeACTaBEHH BCHIKU
M3MCKAHM OT BB3JOXKHTENS JOKyMeHTH. Crej H3BBpIIBAaHE HA TOPHOTO KOMHCHATA HM3BBPIIH
IOApOOEH Tperies Ha CHABPXAHAETO HA IPEICTABCHHTE OT LMEINIHWHCKA TEXHHKA
AHKEHEPUHI“ OO/, TeXHHYECKH NPE/UIOXKCHHS ¥ IPHIOKCHAA KbM TiX 1 KOHCTaTHpa, Y€ II0
BCHYUKE 060COGEHH TO3MIMH, YIACTHHKBT € IPEACTABHII IPEJUIOXKEHHA 32 H3IBIHCHHUC Ha I0pbHKaTa,
KOHTO OTTOBApAT Ha IIOCOYECHUTE OT BB3NOKUTEIA N3UCKBAHM. Bb3 ocHOBa Ha TOPHOTO, KOMHCHATA

1 B Tasu macoxa Pemrenue Ne 11699/2017 mo anM. aeno 6777/2017 r. Ba BAC, Pemenue Ne 495/2017 r. 110 npemmcka
K3K/228/2017 . u Pemenne Ne 298/2018 no npemucka K3K/123/2018 .



KOHCTATHPA, Y€ YUACTHHKBT OTr0Baps Ha npemaapmenrfo oGSBEHUTE YCIOBHS, H CHIIMAT c€ IOTyCKa
710 OTBapsiHE Ha NEHOBUTE My TIpEeANOKEHUSA no 060cofeHH MO3HIIIH NeNel, 5,7 u 8.
o 06ocofeH: O3 AHH NeNe26, 27 n 28: :

1. Tpemuioxenns 3a H3MBIHCHAC Ha [IOpBUKaTa ¢ MPUIIOKCHH crienpUKalin 33 MPOXYKIOBa
rpyna 3aMTHY PHKABALK : T

2. 3aBepeHo KOIHe Ha cepTrbUKaT 32 [IPOBEPKa THII EC u3najeHy Ha IMETO Ha IPOM3BOUTEIL
¥ 110 TpUTE 000COOCHH MO3HIMH;

3, 3aBepeHo Komue Ha Jlexraparus 3a cpoTBeTcTBHE C JIMpEKTHBA 93/42/EV1O Ha HECTCPHITHH
PBKABHLH 32 IPerye/l eAHOKPaTHH M3aTena OT IPOU3BOMUTENA H [0 TPHTE 060co0eHH TO3HIINY;

4. JlexuTépaiy 3a ChITIACHE € KIIay3UTe Ha [IPHIIOKEHHA IPOCKT Ha I0TOBOP;

5. Jlexnapauyy 3a CpoKa Ha BaHHOCT ga odeprara;

6. MocTpH Ha IIPe/UTaraHuTe Ha. PhKaBUIlL. ‘

Komucusita H3BHpIIA HpOBeﬁKa 32 CLOTBETCTBHETO Ha IIPEICTaBCHAUTE OT YYACTHHKA JOKyMCHTH
¢ oOgBeHHTE OT BB3JIOKHUTEILA ycnopus. Kommcusara OICHA CBHOTBETCTBHETO Ha .u3AenuaTa ¢
H3MCKBAHUATA Ha DBB3TOXKHTEINA no 060cobeHd MO3UIUH NeNe 26, 27 m 28, xaro pasriena
npenocmseﬁme mocTpy. Komucusra yCTaHOBH CICAHUTE HeCHOTBETCTBHS 10 000CO0CHH [TOSHIIMH
NeNe 26, 27, 28 - CbITIACHO [peIBapUTEeIIHO 0OSBEHHUTE OT BB3JI0KHTENs YCIOBHSL, aKO IPOU3BOIUTEILIT
e KiacHpUIHpaN H3JETUITa KaTo MEIMIMHCKA ¥ 33 TAX € OpelCTaBeHo komue Ha Jlexnapanus 3a
cpoTBeTCTBHE C JIUPEKTHBA 93/42/EVIO, y4acTHHKBT H IPE/VIONCHATE u3enus TpsOBa ja OTroBapAT
¥ Ha H3UCKBaHWATA HA TOIKH 2.4,2.5u2.6 0T TexHUUecKaTa CrIeH(HKaIis, KOHTO Ca cnenaute: 2.4.
Jla ca BKIIOYEHH B CIIACHKA IO HL. 1,T.1,6ykBa "0" OT Hapenbara; 2.5. Jla Hama pEriCTpUpPaHy NaHHA
8 UAJT w/uma EUDAMED 38 MHIAACHTH/TOTEHIMATHE MHIEICHTH Tpe3 OCIHeIHUTE JBS FOXUHH,
KAKTO W 3a ONOKHpaHH HIM H3TCINCHA mapTUIU OT CHOTBETHOTO MEIMIUHCKO u3geaue mpes
HoceqHATe ABE TOAUHK CHIIACHO npenocTaBeHa OT UAJ] uadopmanus; 2.6. ma ce 3alanar oT
oGmecTBeH GOHL B IIOHE IHA OT CTPAHUTE - yregkd Ha EBponencKus Chio3. 3a OCOYEHHUTE N0-TOPe
oBCcToSTeNcTBa OT y4YacTHHMKa HE Ca IIpefCTaBeHH TOKYMEHTH KbM TeXHUUYECKOTO IPEIUIOKCHHE,
BBIIPEKH 4e TPECTABSIHETO MM € 3aThIDKHTEIHO IPSIBAL IPENICTABECHOTO xonue Ha Jlexnapanus 33
cpoTBeTCTBHE C JINpEKTUBA 93/42?EHO Ha HECTEPHJIHH PHKaBULA 33 Iperiell CAHOKPATHH n3/iaieHa
OT HPOM3BOJUTENA X Knaen‘(bnnnﬁaﬁero M KaTo MEIUIIMHCKY H3/IeIus. ‘

BB Bpb3KA C H3JOKECHOTQ 10 TYK 1 npeBHl 0OCTOSTENCTBOTO, HC cpriacho wi. 101, am. 5 oT
30I1, mpy U3rOTBSHE Ha oeprara cu BCCKH yqa{cmym CIIeIBa /1a CE IIPHIbpa TOTHO KbM obsiBeHATE OT
BBL3JI0OKHUTENS YCIIOBUA HA ocHoBague wI. 107, 1.2, 6. “a* oT 3011, xomMucHATa Ipeuiara 3a OTCTpaHABAHE
yuacTHHKa , METAIIMHCKA TEXHHUKA WHKEHEPUHI™ OO]1 no 060cobGeHH MO3HITHN NeNe
26,27 u 28 OT 110 HATATHIIHO yaaciHe B IpoLe/ypara, THH KaTo € PEICTABII 0hepTa, KOATO HE oTroBaps
Ha [PeIBAPUTENHO OOABEHUTE YCIIOBHA Ha IopbYKaTa. -

Ilo 060coGeny MO3UIAN NeNe34 u 35:

1. TIpemnoxeHHd 32 M3TBIHEHME HA [OpbYKATa C TIPHIONEHH paspelieHre 3a MyckaHe Ha
GHOLMIEH Ipenapar, AHQopMALMOHHA JIHCTOBKA, HHPOPMAIHOHEH JIACT 32 6e30macHoCT ¥ IPOTOKOIH OT
H3IMTBAHAL, : ‘ :

2. 3aBepeHHU KOIKSA HA BATHIHA cepTudHKaTH 33 BHBEIICHHA cucremn o cragnapt EN 1SO 9001:
2008 1 10 cranxapt EN ISO 13485:2012 1a MpOH3BOAMTEN,

3. JleKapalips 3a ChITIACHe € Kiay3HIe HA TPIJIOKEHHS IPOCKT Ha I0rOBOP;

4. Jlexnapanys 3a Cpoka Ha paymaHOCT Ha odepTara. -

KoMucusTa yCTaHOBH 3a oGocoGenn mosuman NeNe34 u 35, ye ca IpeNcTaBeHH BCHIKH
M3UCKAaEM OT BB3JOXKUTEI Jloxymehm. Crnel W3BBpHIIBAHE HA TOPHOTO, KOMHMCHSTa H3BBPIIH
noapoGen mperien Ha CHABPKAHMUETO HA NPEACTABCHHTC or ,MEJUIIAHCKA TEXHHUKA
AHKEHEPUHI“ OO/, TexHIICCKH TIpeUTOKEHAs 1 IPWIOXKEHHS KbM TX KOHCTATHpa, 4e 1o



BCHYUKH 060COOEHH [O3HIHH, YIACTHHKBT € IPEICTABHI IPEIOKEHH)S 32 H3ITBIHEHHE Ha IIOPBUKATa,
KOUTO OTTOBAPAT Ha MOCOYEHHTE OT BB3JIOXKHUTENS H3UCKBaHUs. BE3 OCHOBA HA TOPHOTO, KOMUCHATA
KOHCTaTHpa, 4€ yIaCTHUKBT OTrOBapsl Ha IIPEIBAPUTENHO OOIBEHUTE YCIOBHS, B CHIMUAT CE JOIyCKa
JI0 OTBapsHe Ha HIEHOBUTE MY IIPEUIOKEHUS HO o6ocobenn mosuumn NeNe34 u 35.

Ilo o6ocoGena mo3mmuus Ne 36: '

1. IIpeioxeHre 3a U3TBIHEHKE Ha HOPHYUKaTa C IIPHIOXKEH KaTajlor 32 IPE/UIaraHoTO H3/ICIIHE,

2. 3aBepeHH KOMWs Ha BATHIHH CEPTHQHKATH 33 BHBEICHH CHCTEMHU IO CTaHIApT EN ISO
9001:2008 u no crangapt EN ISO 13485:2012 na IIPOH3BOIHATENS;

3. Jleknapauu¥ 3a ChIJIacHe ¢ KJIay3uTe Ha IPHIOKEHHUA IPOEKT Ha I0r0BOP;

4. Jlexapalyy 3a cpoka Ha BATHIHOCT Ha odeprara; .

KOMHCHSATA YCTaHOBH, Y€ Taka IPEeICTaBEHHA 00eM OT JIOKYMCHTH € B CBOTBETCTBHC C
M3MCKBaHUITa HA hmnomrem.. Crex H3BBPIIBaHe Ha TOPHOTO KOMMCHATA H3BBPIIH HoxpobeH
mperaea Ha ChABPKAHHETO HAa  MPEACTaBEHOTO  OT L MEJUIIHHCKA TEXHHKA
HHKEHEPHHI“ OO/]l, TeXHAYECKO NPEIIOKEHUE U IPUIIOKCHHATA KbM HETO U KOHCTATHPA, 1€
o o6ocobena ro3unumsa Ne 36, yJaCTHUKBT € IIPEICTaBIII TIPELIOKCHIE 33 H3IIBJIHCHIE Ha IOphYKaTd,
KOETO OTroBapsi Ha MOCOYEHHUTE OT BB3JIOKKTENS H3UCKBAHHS. Bb3 OCHOBA Ha FOPHOTO, KOMHCHSATA
KOHCTATHPA, Y€ YYACTHUKBT OTroBaps Ha [PEIBAPHTEIHO OOSIBEHATE YCIOBHS, U CBHIIMAT CC NOIyCKa
110 OTBapsHE HA LIEHOBATE MY HPEUIONKEHUA M0 000c0o6eHa MO3HIUL Ne 36.

Komucusra YCTaHOBH, 4€ 10 BCHYKH 000co0eHH IO3UITHH NMOCOYECHH ITO-rope, YYaCTHHKBT €

npeacTapull OTJICITHO KOMILIEKTYBAHH TCXHHUYECCKH IIpCAJIONKEHHNS, C NPUIIOKEHU KBM TAX!

e

ITo o6oco6enn mo3mmuu NeNe 1,4, 5 u 8: ,

1. TTpe IosKEHHMS 32 H3IIbIHEHHE Ha IOPHYKATA C IPEIOKCHH KaTaJIo3H 33 HPEIaraHuTe H3NCHA
(B opuruHa, 6e3 NpeBox); '

2. 3aBepeHd KOIMs Ha cepTH(HKATH 3a BbBEJCHA CHCTEMa IO CTaHIapT ISO 9001:2008 na
HPOH3BOJUTEIIUTE; | : . .

3. Jlexnapariuy 3a ChIJIache ¢ KJay3uTe Ha IPHIOKEHHA IIPOCKT Ha JI0TOBOP;

4. Jlexnapanyu 3a cpoka Ha BalIJHOCT Ha odepraTa;

5. MocCTpH Ha IpeUIaratiTe Ha M3[emHs no 000CO0eHH MO3HIUK NeNe 1,4,5u 8.
ITo o6ocobenn mo3umuu NeNe 9,10, 11,121 17:

1. TIpemnoskeHus 3a M3ITBIHEHHE Ha TIOPHYKATa C IPHIIOXKEHH KaTallo3K 32 [PE/IIaraHuTe H3/ICTHA
(B opuruHa, 6e3 Npesom);

2. 3aBepeHo KOIKe Ha BaJIU/IHY CEPTH(HKATH 32 BBBEICHA CHCTEMA N0 CTAHAApT ISO 9001 na
IIPOU3BOTUTEIIHTE.

3. JleKyapaliy 3a ChIiIacue ¢ Kiay3uTe Ha IPHIIOKEHHS MPOCKT Ha JIOTOBOP;

4. Jlexnapanuy 3a cpOKa Ha BaIMITHOCT Ha odeprara.
ITo 060coGenn mo3mmuu NeNe 25, 38 u 40:

1. Ipennoxenus 3a H3NBIHEHHE HA IOpBUKaTa C NPHTOXCHA KATalO3N Ha IpeUIaraHuTe
MeTHIMACKY M3EIHS, Karo 32 060co0eHa mosumus Ne 25 ChIHTE ca 6e3 MpeBOA Ha OBIITapCKH €3HK, a 38

. o6ocobery mozumus No 38 1 Ne 40 HsMa IpeJicTaBeH| KOIHs Ha OpUIMATHN JOKYMEHTH, OITHCAHH u/am

O(HIEATHY KATAI03H Ha IPOHN3BO/MTE/L/UTE Ha H3/ICIH;

2. 3aBepeHO Komue Ha OQHIMANICH JOKYMEHT, psnaneH or MAJIL, or KoHTO € BHIHO, Y€ 3a
CHOTBETHOTO MEIHMIMHCKO H3JIEIAE, 33 KOETO Ce y4acTBa HiAMa peructpupanu gasad B MAJI H/ATH

+



v

EUDAMED 3a HHNUICHTH/TOTEHIUAIHA HHIHACHTH Ipe3 IMOCICAHUTE ABC TOAMHM, KAKTO H
GIIOKKMPAHH WY U3TETTICHH MAPTUIM OT CHIIOTO METHIIUHCKO H3/IENAE 1IPE3 IIOCTICTHATE 2 roJiuHy;
" 3. Jlexnaparuy 3a ChITIacHe ¢ KJIay3HTe Ha NPHJIOKCHHS NPOEKT Ha JIOTOBOD;

4. Jlexnapalluy 3a CpoKa Ha BaJIMJHOCT Ha odeprara;

5. MocTpH Ha Ipe/UlaraHuTe METUIIMHCKH H3/IETHA 10 060co6enu mosmmua Ne 25 u Ne 40;

6. Jlexsiapanys OT yYaCTHHKA, 9€ MEIMITHHCKUTE H3CTIHA 110 o6ocoGena mo3unus Ne 40 1me ca
CBC CPOK Ha FOAHOCT HE [O- MAJKO OT 1 I. OT jlaTara Ha IIPOM3BOJCTBO U € CBC CPOK Ha TOIHOCT 14
MeceTia. '

KoMucHsITa H3BHPILHE IPOBEPKA 3@ CHOTBETCTBUETO HA MPEACTABECHUTE OT yIaCTHUKA NOKyMEHTH
¢ oOsBeHHTE OT BL3JIOXKHTENs ycinoBwsa Kommcuara 'OLEHM CHOTBETCTBHETO HA H3JEIHATA C
H3MCKBAHUSATa Ha BpanoxuTens mo obocobenn mosumuu NeNe 1, 4, 5, 8, 25 u 40, karo pasriena
npenocTaBeHuTe MocTpH. KOoMHCHATA YCTAHOBH CIIEIHUTE HECHOTBETCTBIA: , .

1. IIo o6ocobenn mosmimi NeNe 1, 4, 5, 8,9, 10, 11, 12, 17 u 25 He ce chappXa MPEBOJ HA
npe/cTaBeHnTe KaTano3u. [IpeBr 06CTOSTENCTBOTO, YE CHITIACHO . 101, an. 6 ot 3011 - Ogpepmume
U 3aA67EHUAMA 30 YUACMUe ce U320MEsm Ha Gbl2apcKu e3uk, KaKTo LPeIBHI OOCTOATENCTBOTO, He
BB3NIOKATEIIST H3PHIHO € 3QTI0XKHUI CICHOTO YCIOBHE B JOKYMCHTAMATA 33 yIaCTHC (1. 2 Ha Pasgen L.
O6IIN W3UCKBAHHA KBbM YUACTHHIHUTE) - IIpeonooicenusima 3a yvacmue ce uzzcomesm Ha 6vA2apcKu
esux. Kozamo nakoii om npedcmagenyume om y4acmuuyume OOKyMeHmMu € Ha yyoicO e3ux, moti cnedsa
0a ce npydpyscasa om npesoo ifa 6vrzapcku e3ux, KOMHCHATAa YCTaHOBH, 4 [0 Te3d TO3HIUH
YYaCTHHKET € TIpecTaBml odepTay KOSTO He OTroBaps Ha IpeJBapUTEIHO 0OSIBEHATE YCIOBHA.>

2. Tlo 060cobenn mosumue; NoNe 38 1 40 B TEXHHUECKOTO IIPE/UIOKEHHE Ha YJacTHHKA HE ca,
NPENCTABEHH - OQuUYuannu  OOKYMeHmu,  ONucCanus wwiu  ouyuarHu  Kamanosy  Ha
NpOU3B0OUMENs/ume Ha MeOUYUHCKOMO/ume usoerus. Yuacmuuyume cnedsa 0a mozam 0a 0oKaxicam
© chomeemcmeuemo Ha npeOJzaeam:ime om msx CMOKU C USUCKBAHUAMA HA 6b3100)cumenis, KaKBOTO
H3MCKBAHE € IOCTABEHO OT BB3IORUTEN B ChoTBETCTBHE ¢ 91.39, an. 3, T. 1, Oyksa "e" ot IHI3O0II.

3. TIo o6ocobenu mo3ummuu NeNe 25, 38 u 40, nuncBar H3UCKYEMHTE OT BB3JIOXKHTCIA
JIOKYMEHTH, KaKTO CJIE/Ba - Ilemépaunﬁ OT YJaCTHHKA, 9¢ METHUIIHHCKATE U3MENHs Ca BKJIIOUCHH B
cmdepbka no wi. 1, T. 1, 6yksa "6" ot Hapenbarta u 3a ompenendHe Ha CTOMHOCTTA, JO KOATO TE €€
3AIIAIaT, ¢ IPAIOKEHO u3BiIedeHue oT Crmcrpka mo 9. 1, T. 1, 6yxsa "6" ot Hapenbara; Opuumanes
HoxyMeHT u3zaner ot AL, 4e 3a npe/yiaraHaTe MEIUIMHCKY H3/ICIAS HAMa PErMCTPHPAHH JAHHH B
HUAJI w/nm EUDAMED 3a HHﬁnneHTH/ﬁOTeHunaﬂHn HHIUAEHTH Mpe3 MOCIEAHHTE J[BE TOIHHH,
KAaKTO M OJOKHMpAaHM WX H3TEINICHH MapTHIX OT CHLIOTO MEAMIMHCKO H3/CTHE MPe3 TIOCTIE/JHHTE 2
rogund. Jexaapanus, B KoATo Aa Obje MOCOYEHO MENUIMHCKOTO H3/IENHUE, 3a KOETo ce ydacTsa H
KOHKDETHHAT 00IecTBeH (OHI Ha CHOTBETHATa IBPXKaBa, IO KoiiTo ce 3amama. Jlekiapanus 3a
crotBercTBHe ¢ Jupektusa 93/42/EXO 3a o06ocobena mozunus Ne 25 u Jlexnapanus 3a CbOTBETCTBHE
¢ Tupextuna 98/79/EC 3a 060cobenn mozumuu NeNe 38 1 40.

B1B BpB3Ka ¢ H3JIOKEHOTO [0 TYK M IPeNBH] OOCTOSTENCTBOTO, 1€ CHITIACHO L. 101, an. 5 ot
3011, npu H3roTBsIHE Ha odepTaTa CH BCEKH YIACTHHK CJIE/BA Jia C€ NPHABPXKA TOTHO KbM O0SBEHUTE
OT BBL3JIOKHTENS YCIOBHS Ha ocroamme Wi 107, T. 2, 6. “a* ot 30Il, xoMuCHATa TIpe/Iara 3a
OTCTpaHsSBaHE y4aCTHHKA ,,PHMKOM“ EOOJI o o6ocobenn nozumun NeNe 1, 4, 58,9,10, 11,
12, 17, 25, 38 1 40 OT O HATATHIIHO yYacTHe B IPOLEAyPara, ThH Karo € IPEACTaBHI odepTa, KOITO
He OTroBapsl Ha PEIBAPUTEIHO 00ABCHUTE YCIOBHA Ha OPBUKATa.

+

2 B tasu Hacoxa Pemenue Ne 11699/2017 no aam. xeno 6777/2017 r. na BAC, Permerue Ne 495/2017 r. no npemucka
K3K/228/2017 . u Pemenue Ne 298/2018 ro npemucka K3K/123/2018 .



Komucuara ycTaHOBH, 49e IO BCHYKH 060COBEHH MOUIHA OCOYEHH TIO-TOPE, YIACTHHKET €
TPENCTABIIT OTAEHO KOMILIEKTYBAHH TEXHHUECKH NPEUIOKEHNS, C IPAIOKEHH KbM TAX:
Io o6ocoGenn mo3mmuu NeNe 1, 3, 4, 5, 8,10, 11, 12 u 32:

1. Tlpemnoxenus 3a H3MBIHCHHE Ha MOpBHUKATA C MPUIOKECHH KaTalo3W 32 IpelaraHuTe

H3JIeTIH; .
2. 3aBepeHH KOIHMs Ha BaIUJEH CEPTH(QMKAT 3a BbBEICHA CHCTEMA IO CTaHIAPT EN ISO
13485:2012 HA TPOM3BOAUTENS; '

3. Jlexapailud 3a ChIiacye ¢ KiaysuTe Ha NPHIOKEHUS IPOEKT Ha norosop,

4. Jlexnapalluy 3a CpoKa Ha BaIMAHOCT Ha odeprara,

5. MocTpu Ha IIpe yIaraHuTe Ha H3JENHs 110 000CO0EeHH MO3KUIIH NoNel, 3,4,5u 8.

o o6ocobenn mo3ummu Ne 31 u 40:

1. IlpenoxeHus 3a W3MBIHEHHE Ha NMOpBYKaTa ¢ MPHIOKCHH KaTalo3d Ha MPCIJIAraHATe
MEIMIMHCKA H3IeNU. .

2. Jlexyapaiyst OT y4aCTHHKA, 4 MEIULMHCKATE H3IEHS ¢a BKIIOYEHH B CIIHCHKA 110 I 1, T.
1, 6yksa "6" ot Hapenbara 1 3a onpenensane Ha CTOMHOCTTA, 0 KOATO TE CE 3aIUIAINAT, ¢ IPUIOKEHO
uspneqende ot Couceka mo wi. 1, T. 1, 6yksa "6" ot Hapenbara;

3. Jlexnapanws, 4e € otnpaseHo 3anutsane 1o VAJI 3a u3naBaHe Ha MHCMEH JOKYMEHT, 4€ 32
IIpeJUTATAHATE MEIMIMHCKY U3/eius Hama perucrpupann jaunu B MAJI w/wm EUDAMED 3a
HHIU/ICHTH/IOTCHIMANHE HHIMACHTH Hpe3 MOCIEIHUTe IBE TONMHHM, KaKTO M ONOKHpaHH HIH
M3TErJICHH TApTHAM OT CHIIOTO MEMWIIMHCKO M3JEIME Hpe3 NOCISAHHTE 2 TOIHMHH, 0 06ocobeHa
nozurus Ne 40. [To o6ocobena mosumus Ne 31 e npeacrasen obpunnanes JokymeHT ot MAJL

4. lexsiapaiius, B KOSTO € OCOYEHO METUIIMHCKOTO H3JENHE, 32 KOSTO C€ yIacTBa M Y€ ChINOTO
ce 3amuaima ot oGimecTBeH (GOH/ Ha Ibpkapa — wienka Ha EC, KakTo 1 KOHKpeTHHAT o0mecTBeH GOoHN
Ha CLOTBETHATA IbpPXKaBa, 10 KOKTO ce 3aIuiama.

5. 3aBepenu xonus Ha Jlekapanus 3a crotBeTcTBHE ¢ JlnpekTsa 98/79/EC; .

6. Jlexyiapaiidy 3a ChIiIacue ¢ KJIay3uTe Ha IPUIOKEHH IIPOCKT Ha IOrOBOD;

7. lexnapauuy 3a CpoKa Ha BAJIMAHOCT Ha odepTara;

8. Jlexyapanus OT y4acTHHKA, 9e MEIUIHHCKHTE H3/IENHS 10 06ocobera nosurms Ne 40 me ca
ChC CPOK Ha TOJHOCT HE IT0- MAJIKO OT 1 I. oT JaTaTa Ha IPOH3BOICTRO.

9. MocTpa Ha HpeLIaraHoTo MEIHUIMHCKO H3fIeHe 110 060co0eHa mo3uuust Ne 40.

KoMucusTa H3BbpUIM MPOBEPKA 33 ChOTBETCTBHETO HA IPEACTABEHUTE OT yJACTHHKA JOKYMCHTH
. ¢ oOsSBEHHTE OT BL3JIOKHTENs yciaoBus. KomucHSTa ONEHH CBOTBETCTBHETO Ha H3JEIHATA C
H3MCKBAHUATA Ha Br3noxurens no obocobena mosuia Ne 40, kaTo pasriieaa mperocTaBeHaTa MoCTpa.

KOMHCHSTA YCTaHOBH, 9 TakKa MpeACTaBeHHs 00eM OT JOKYMEHTH M0 0060co0eHH MO3HIMH
NeNe 1, 3, 4,5, 8,10, 11, 12, 31 u 32, e B CHOTBETCTBHE C H3HCKBAHUATA HA BB3JIOKHUTCIIL. Crnen
H3BBpIIBaHE Ha TOPHOTO KOMHMCHSATA H3BHPIIA mojipoben  Ipernex Ha CHIBPKAHEETO Ha
npexncraseHute OT 5, JAHC ®APMAY EOO/I, TeXHHYeCKH NPEIUTOKCHUS B IPAUIOXKECHUS KBM TAX H
KOHCTaTHpa, 4e Io obocobenu mosmumm NeNe 1, 3, 4, 5, 8, 10, 11, 12, 31 u 32, y4aCTHHKBT €
TIPEJICTABMI TIPE/UIOKEHHS 32 U3NBIHCHHE Ha HOpbYKaTa, KOHTO OTroBapAT Ha IOCOYCHHTE OT
BB3JI0KHTENS H3UCKBAaHKA. Bb3 OCHOBA Ha TOPHOTO, KOMUCHSTA KOHCTATHPA, Y€ YIaCTHUKBT OTTOBAPs
Ha IIpeJBAPUTENHO OCSABCHHTE YCIOBHA, H CBIIMAT Ce JOIYycKa JO OTBApsHE Ha IICHOBHTE My
TIPEIUIOKEHHS 110, 060cob6enH mozumun NeNe 1, 3,4,5,8,10,11, 12,31 u 32.



[lo OTHOIIEHHE HA YCTAHOBEHATA JIWIICA Ha 3aBePEHO KOIHeE Ha OQHIEaneH IOKyMEHT, H3/{aICH
ot MAJI, oT KOWTO [1a € BUIHO, Y€ 38 CHOTBETHOTO MeAMIIMHCKO H3JIeNHe, odepupano mo obocobeHa
nosmmmst Ne 40, msMa perucrpupann nanad B8 UAJT u/wm EUDAMED 3a HHIAIEHTH/TOTCHIHATHH
HHIMOACHTHA TIpe3 HOCIEOHUTE JIBE rozann; KaKTO 4 GIOKMPaHH MM M3TEIJICHH MapTHIH OT CBIIOTO
MEIHIIMHCKO HM3/IENIHE IIpe3 IOCIEAHUTE 2 TOMUHM H IIPEABU 0BCTOATENCTBOTO, Ye ¢hriaacHo wi. 101,
ain. 5 ot 3011, nmpr uU3roTBiHEe Ha odepTaTa CH BCEKH YJaCTHHK ClIe/Ba [a Ce MpHABPXKa TOTHO KbM
OBSIBEHUTE OT BB3JIOXUTENS YCIOBHS Ha ocHoBaHme wi. 107, T. 2, 6. “a ot 3011, koMucHsTa Ipe/ara
3a oTcTpaHsBaHe yuacTHEKA ,,JJAHC ®APMA¥ EOO/I mo obocobena mosumus Ne 40 ot 1o
HATATBHIIHO yJYacTHe B IIPOLEAypaTa, ThH KaTo € IIpeAcTaBmil odepra, KOATO HE OTroBapsi Ha
IpeBapUTETHO OOSBCHUTE yCIOBHS Ha noermaTa.{

KoMucusaTa yCTAHOBH, 4€ IT0 BCHYKHA 000COOEHH ITO3UIMH IIOCOUCHHU II0-TOpe, yIaCTHHKBT €
NPECTABAII OT/IENIHO KOMILIEKTYBaHH TEXHUYECKHU MPEIIIOKEHHUS, C TIPHIIOKEHH KBM TAX:
ITo oGocobenn mo3ummu Ne 23: |

L. Hpezmomemm 3a H3IBIHEHHE HA NOPHUKATA C IPHIOXKEHH KaTalo3d 3a IpeJlaraHaTe
H3/1eIHs; '

2. 3aBepeHo KONHE Ha BAIHIHM cepTH(HKATH 3a BbBeleHa cucteMa 1o cragaapr ISO 9001 na

IPOU3BOUTEIHTE;

3. Jlexnapamus OT y4acTHHKa, 4e npezmaramrre HSIICIMH BKJIFOYBAaT X BCHYKHA HEOOXOIUMH
KOHCYMAaTHBH U PEaKTHUBH 3a H3pabOoTKa Ha aHTUOHOTPAMHUTE; L

4. Jlexapaiiys OT yYaCTHHKa, 4e Ce 3aIbIDKaBaT 3a COOETBEHA CMETKA Ja ITOUTbpKaT HaIMYHaTa
armaparypa 3a aBTOMaTH3HpaHa JHAarHOCTHKa Ha TyOepKyo3a BACTEC MGIT w/uimH ips HEOGXOHMOCT
6E3BB3ME3AHO A TPEJOCTABAT M IOATLPXKAT CBOA TaKaBa ¢ KamamureT 3a MHHEMYM 500 mpobu
eHOBpeMeHHO B rpanosere Codus — 2 anapara, [1nosmus — 1 anapar u [Liees - 1 amapar, 3a nepuoaa
OT CKJIFOYBAHE Ha JI0T0BOpa 110 H3UepIIBaHe HATHYHOCTTA Ha JOCTABEHHTE MEAUIIHHCKH H3JCIH UM JI0
H3THYaHE CPOKA HM Ha TOHOCT; ‘ j

5. Jlexiaparyy 3a ChIVIACHE C KJIay3HTe Ha HPHJIOXKEHHS TPOEKT Ha I0TOBOP;

6. Jlexnapaliy 3a cpoka Ha BaJIWIHOCT Ha odepTara;

7. ITBIHOMOIIHO HA JIMIETO, KOETO [0/IaBa | Io/HcBa odeprara.

o o6ocoGeno mo3umust Ne 40: i

1. TlpemioxeHus 3a M3NBIHCHHE Ha IOpBUKaTa C MPHUIOKEHA KaTanosd Ha NpellaraHHTe
MEIHIMHCKU U3/IEITH;

2. Jlexnapamms oT y4aCTHHKA, Y€ MEIUIIMHCKHTE HSJICIII/Iﬂ ca BKJIIOYEHH B CIIHCHKA 10 WL 1, T. 1,
oyksa "6" ot Hapenbara u 3a ompeleinsine Ha CTOHHOCTTa, 10 KOSTO T€ Ce 3aIlIalar, ¢ MPHIOKEHO
m3piedenne ot Couceka mo 4. 1, T. 1, 6yxea "6" ot Hapenbara;

3. 3aBepeHO KOIHe Ha O(HIHANeH JOKYMEHT, m3janeH ot MAJL, or KOHTO € BHIHO, 4¢ 3a
CHOTBETHOTO MEIUIIMHCKO H3JENMe, 332 KOETO €€ y4JacTBa HAMA PETHCTPHpaHH nannn B UAJT w/am
EUDAMED 3a HHIUACHTH/TOTCHIMATHHA HHIUIEHTH [IPE3 MOCIEAHHUTE JABE TOIHUHH, KaKTO K GIOKUpaHH
UM U3TETVIeHH NApTH/IE OT CHIOTO MEIMLMHCKO H3eTHeE IIpe3 IIOCTEIHHUTE 2 TOUHH;

4. Jlexitapariys; B KOSTO € TIOCOYEHO MEHIIMHCKOTO H3JENHE, 38 KOETO CE YJacTBa X Ye ChILIOTO
ce 3amama oT oGecTBeH GO/ Ha TbpykaBa —wieHKa Ha EC, K4KTO 1 KOHKPETHHAT 00IIeCTBeH QOH Ha

CHOTBCTHATA OIbpXagsa, I10 KOMTO ce 3aruiaiia. o



5. 3aBepeHo Komue Ha Jlexnapaius 3a CHOTBETCTBHE C JIMpEKTHBA 98/79/EC 3a obocobeHa
rro3unusa Ne 40; :

6. lexrapatysi OT YUaCTHHKA, e MEJULEHCKATE H3IeHs 110 060c00eHa NO3HITHS Ne 40 me ca
ChC CPOK Ha FOJHOCT HE IO- MAJIKO OT 1 I. OT JaraTa Ha HpOHSBé)IICTBO;

7. JexIapaliy 3a ChIVIaCHe ¢ KJIAy3UTE Ha IPIIONCHE] l'I‘pOCI(T Ha JIOTOBOD;

8. Jlexnapaluy 3a cpoka Ha BaJIMTHOCT Ha odeprara;

9. ITHTHOMOLIHO Ha JIMIETO, KOETO II0[aBa U NIOIHCEa o¢eprara;

10. MocTpu Ha IpeUTaraHATe MeIUITMHCKY H3eNus o 06ocobena nosuums No 40.

KoMHCHATA YCTaHOBM, Y€ TaKa IIpEICTaBEHHA 00eM ot JOKyMEHTH € B CBOTBEICTBHE C
H3MCKBAaHMATA Ha BB31ox¥mTeN. Cren HsBI)pnIBaﬁe Ha FOPHOTO KOMHACHSTA H3BBPIIN TOAPOOEH Iperyien
Ha CHABPKAHMETO Ha IpeficTaBeHuTe oT ,JJUAME" OO/, TEXHUYECKH MPEIIOKEHHs], TIPUITOKCHI
KBbM TAX M IIpe/ICTaBeHaTa MOCTpa M KOHCTAaTHpa, 4e II0 BCHUKH 000COOEHH TIO3HUIHMH, YJaCTHHKET €
TIpeNCTaBH/l IPEVIOXKEHHS 3a H3NBIHEHHE HA [OpBYKATA, KOUTO OTrOBApAT HA IOCOUCHHTE OT
BB3JIOXKHTEI H3UCKBAHHS. Bb3 OCHOBa Ha FOPHOTO, KOMHCHATA KOHCTATHPA, I¢ yJACTHUKET OTrOBApS Ha
IIPEABAPHTENHO OOSBEHHTE YCIOBHS, ¥ CHLUAT Ce TOIYCKa JI0 OTBapsHe Ha [eHOBHTE MY IIPE/IIOXKEHHs
1o o6ocobenn mozuran Ne 23 u Ne 40.

FEeTCTBHE LHIk 56,amm 2 0T 130

KomucHsTa yCTaHOBH, 9€ [0 BCHYKH 000COOEHH MO3HIIUM IIOCOYEHH IO-TrOpe, yIaCTHHUKBT €
IpeACTAaBUI OTAEIHO KOMIUIEKTYBAHH TEXHHYECKH IIPEIIOKCHHU, C IPHIIOKEHH KBM TSX:
3a 060cofenu mo3Huuu NeNe 26, 27 u 28:

1. TlpemioxeHus 3a H3MBIHEHAE Ha NOPBHUKATA C IPHIIOKCHA NPOAYKTOBH XapaKTepUCTUKA H
CBOICTBA Ha PHKABUIIMTE; )

2. Jlexiapanus oT y9aCTHHKA, Y€ MEIUIHHCKUTE H3JCTIHA ca BKIIFOYEHHM B CITHCHKA 110 4. 1, T.
1, 6ykxsa "6" ot Hapenbara u 3a onpeeisiHe Ha CTOHHOCTTa, 1%0 KOATO T€ Ce 3aIlIaIlaT, ¢ IPHIOKEHO
u3pineuenue ot Crmcrpka o 9. 1, T. 1, 6ykxsa "6" ot Hapenbara; ;

3. Komme Ha mucMo Ha MIAJL, ge 3a npezaraHuTe METHITMHCKA M3 HIMA PETHCTPUPAHH
naaan B MAJT w/wmu EUDAMED 3a MHIHICHTH/TOTEHIMAHA HHIMICHTY TIpe3 [OCICIHUTE TBE
TOJMHH, KAaKTO W OJIOKHpAaHH HIIM HU3TETIICHH MapTHIH OT CHIIOTO METHIMHCKO H3IEHE TIPE3
MOCIICIHAUTE 2 TOAMHU, .

4. Jlexyapalys, B KOSTO € IOCOYECHO, Y€ IPEIIaraHoTo MeJUIHHCKOTO U3/ICTHE CC 3aIlialia oT
obmecTBeH GOHI Ha MbpXKaBa WieHka Ha EC M KOHKPETHHAT OOLICCTBCH ¢oHI HA CHOTBETHATA
JIbpiKaBa, 10 KOHTO ce 3aIuialna,;

5. 3aBepeHO KoNHe Ha BATH/ICH cepruHKar 32 BhBEICHa CHCTEMA 10 CTaHIapT ISO 9001:2008
u craugapT ISO 13485:2003 Ha npou3BOAUTEILS;

6. 3aBepeHo konue Ha JleKiaparus 3a ChOTBETCTBHE C JIUPEKTHBA 93/42/EVIO Ha HECTEPHITHH
PHKABHIM 3a TIPETTie]] STHOKPATHU M3/IafieHa OT IIPOH3BOMTENIS H [0 TPHTC 000c00eHH MO3ULINH;

7. Jlexnapamuy 3a ChITIacHe ¢ KJIay3UTe Ha IPHUIOKEHAS IIPOCKT Ha IOrOBOP; ‘

8. JlexyTapanuy 3a CpoKa Ha BAIHIHOCT Ha odepTara; " |

9. MocTpu Ha IpeJUTaraHuTe Ha phKaBUIIY;

10. II'BTHOMOIIHO HAa JIALETO, KOSTO NofaBa M MOATIHCcBa odeprara.
3a o6ocobena no3unus Ne36: ' '

1. [ITHOMOIITHO Ha JIHLETO, KOSTO IOflaBa H TIOAIHCBa odepTaTa;



2. IIpeIoKe s 3a H3IBIHEHHE Ha IIOPHUKATa C IIPAJIOXKEH KATANIOr 32 [PE/IaraHoTOo M3JEIHIC 1
Jexyapanys 3a chotercTBHe ¢ Jupextuna 93/42/EUO;

3. 3aBepeHO KONUe Ha BATHICH cepTU(HKAT 3a BBBEACHA CHCTEMA 110 CTaH,uapT ISO 9001:2008
" craHnapT ISO 13485:2003 Ha NpOU3BOAMTEILS,

4. Jlexnapariuy 3a ChIIacHe ¢ KJIay3uTe Ha IPIIOKEHHS IIPOEKT Ha JIOTOBOD;

5. Jlexnapanuu 3a cpoxa Ha BaIHIHOCT Ha odeprara.

KoMucHsTa H3BEPIIH IPOBEPKA 3@ CHOTBETCTBHETO Ha IPEACTABCHATE OT YIACTHHKA TOKYMEHTH
¢ OGgBEHHTE OT BBIIOKHTENA ycaoBHA. KOMHCHSITAa OLEHH CHOTBETCTBHETO HA H3JCIHATa C
H3iCKBaHASTa Ha BbtoxwmTens mo obocobenu mosmmmm NeNe 26, 27 m 28, karo pasriena
npeocTaBenaTa MocTpa. KOMHCHATa YCTAaHOBH, Y€ Taka IPeICTABCHHS o0eM OT JIOKyMEHTH € B
CHOTBETCTBHE C H3UCKBAHHUATA Ha BB3JIoXuTess. Ciiell H3BbpIIBaHE Ha TOPHOTO KOMHCHSTA H3BLPIIA
noapobeH Tmpernes Ha ChAbPXKAHHETO Ha IIPEICTaBEHHTE OT ,,CO(DAPMA TPEMJIMHI A,
TEXHUYECKH IPEJUIOKCHHS U IPHIIOKEHUSI KbM TAX H KOHCTAaTHPA, Y€ 110 o6ocoGenn mo3umus NeNe 26,
27, 28 u 36, y4aCTHHKBT € IIPEACTABHII IPEIOKEHHS 32 H3MBJIHCHHE Ha [IOpBIKATa, KOUTO OTrOBapAT
Ha IIOCOYEHHTE OT BBH3JIOKHATEN M3UCKBAHHA. Bb3 OCHOBAa Ha FOPHOTO, KOMHCHATA KOHCTATHpA, 1€
Y4aCTHHKBT OTTOBApsl Ha NPE/BAPATEIHO OOSIBEHUTE YCIIOBHS, X CBIUAT CC JOIycKa 10 OTBapsHe Ha
LEHOBOTO My IIpelIoyeHnye 1o 06ocobenn mosummn NeNe 26, 27, 28 u 36.

KoMucuaTa yCTaHOBH, Y€ YYaCTHHUKBT € IPEICTABUI TEXHHIECKO MIPEIIOKECHHE 110 obocobena
nosunusg Ne 40, ¢ IpHITOXKEHH KBM HETO:!

1. IIpemnoxenus 3a H3MBIHEHAE HA IOPBUKATA € npnnoxcenn KaTaJlo3d Ha MEIUIMHCKOTO
H3/IeNIHE ¥ HHCTPYKIHS 32 YIIoTpeba;

2. Jlexapamust OT yJacTHHKa, e MEAMUMHCKHTE H3/IE/HS Ca BKIIOUCHH B CIIHCHKA 11O g1 I, T.
1, 6yksa "6" ot Hapenbara u 3a olpejiersHe Ha CTOHHOCTTa, IO KOSITO T¢ CE 3allaliaT, ¢ IIPHJIOXKEHO
w3BJedenye ot Comebka o 9I. 1, T. 1, 6yksa "6" ot Hapenbata;

3. Konue nva Odunmanno mucMo ot MAJI, de 3a mpejuraraHiuTe MEIUIUHCKH M3/ HIMAa
perucTpupany gaHEH B HMAJl w/um EUDAMED 3a nnunneHTn/HOTeHuHanHH HHIMJIECHTH Ipe3
HOC/IEHATE NBE TOJMHH, KAaKTO M GIOKMpaHH HIM M3TELJICHH NapTHAH OT CHIIOTO MCIHMIMHCKO
M3JIENHE MPe3 OCICAHNUTE 2 TOIUHH; '

4. Pedepennusa ot oOIMMHCKA OONHHIA 3a CHCHIHO JICUCHUC "Ilackauu", 4e € 3aKylyBajla
TpeyIaraHuTe OT YIACTHAKA XPAHHTEITHH CPEIIH.

5. 3aBepeHo KonMe Ha Jleximapauus 3a cvotercTBre ¢ Jupexrusa 98/79/EC ns)lanena oT
IIPOW3BOIUTENS, , |

6. JleKyaparuu 3a ChIVIacHe ¢ KIay3uTe Ha MPUJIOKEHHS IIPOEKT Ha IOTOBOP;

7. JleXnapauyy 3a cpoKa Ha BATHHOCT Ha odepTara;

8. Mocrpa Ha IpeUIaraHOTO MEAUIIHHCKO H3/IEIIHE 1o obocobena mozumus Ne 40.

9. Jlex/iapamys OT YIaCTHHKA, de MEAUIMHCKHTE H3ENHsI Ca ChC CPOK HA TOXHOCT HE I10- MAIKO
oT 1 I. OT maTara Ha IPOM3BOJICTBO H Ca C IPOM3BOJACTBEH CPOK HA TOIHOCT MHHHMYM €/Ha [O/IHHA.
KomucusITa H3BHPIIM IIpOBEpKa 3a CHOTBETCTBHETO HA NIpeICTABEHHUTE OT YJaCTHHKA NOKYMEHTH C
0GsBEHHTe ' OT BB3JIOXKATENd YCIoBHA. KoMucHATa OllEHH CBOTBETCTBHETO Ha H3JEIHATa C
M3ACKBAHMATA Ha Bp3noxuTens no obocobena nosumus Ne 40, kaTo pasrie/ia IpefocTaBeHaTa MOCTpa.
KoMHCHSTa YCTAHOBH CIEJHATE HECBOTBETCTBHA CBITIACHO IpeJBapuTeNHO OOSBEHHTE OT
BB3JOKUTENS YCIOBHS, & HMEHHO: BB3JOXATENAT € IOCOYMI YCIOBHETO, [C npeUIaranuTe



b
'

MEIHITHHCKH H3/1eMHs, CIIe/IBa Ja ¢e 3aITammar ot oomecTBeH QORI B OHE €IHA OT CTPAHHTE - JICHKH
Ha EBpomeficKus Cbl03, OT IPEACTaBEHaTa OT YJacTHHKA peepeHIms OT obmuHCcKa OoNHMuA 32
crielnHo Jiedenue "Ilackann" He MOXe fa ObIe M3BledeHa HHGOPMaLH, ¢ KaKBO QHHAHCHpaHE Ca
3aKyIIeHH NMOCOYEHHUTE B pedepeHIHATa MEINIMHCKH H3JIeHd OT €/IHa CTpaHa, a OT Jpyra CTpaHa
M3UCKBAHETO HA BB3JIOXKHTEIAT € Te3M OOCTOATENCIBa Ja CE JEKIapupar OT YyYaCTHHKBT B
nponenypara. [Ipensua H3I0XKEHOTO JIO TYK, C Taka HPEACTABEHHUS TOKYMCHT »EC JUKU IIA BUO
JAMHAMMKC* OO/I He e cnia3ui peBapuTeNHO 06sBEHUTE YCIOBHA HA MPOLEaypara.
BBB BpB3Ka ¢ H3JI0XKEHOTO JI0 TYK H IPEBHJ] 0OCTOATEIICTBOTO, 9€ ChITIACHO . 101, an. 5 ot 3011,
TIpH M3rOTBsAHE Ha odepraTa CH BCEKH YJYaCcTHHK CleJiBa [& C& NPHIBPIKA TOTHO KBM OOSBEHUTE OT
BB3JIOXKUTENS YCIOBHA Ha ocHoBamwe wi. 107, T. 2, 6. “a“ or 30Il, xomucuaTa Tpe/sara 3a .
orcrpanssade ydacTHUKST "EC JPKH ITH BUO IIAI/IHAMI/IKC“ 00/I o o6ocobena mo3uuus Ne
40 0T IO HATATHIIHO YYACTHE B IIPOLIEAYPATA, ThH KATO € IPEACTABHII odepra, KOATO HE OTroBaps Ha
TIpeIBApUTETTHO OOSBEHHUTE yCIOBHS Ha nopsfiKaTa. ’
Ha 26.06.2018 1. B pa3,z'[en LIpodun Ha kynyBaqa“ Ha HMHTEpHET CTpaHHUIaTa Ha
MHUHHCTEPCTBOTO Ha 3/[PABEOIIA3BAHETO B EJIEKTPOHHOTO JIOCHE Ha O6IIeCTBeHaTa IOPBIKa Ha alpec:
https://www.mh.government.bg/bg/profil- na-kupuvacha/nrotsedun-po -zop/protseduri-po-reda-na-
zop/dostavka-na-medicinski-izdeliya-PUNPT/ e kadeHO ChOOLICHHE 32 OTBApsHE Ha IICHOBHTE
TIpeToKeHHs Ha ydacTHHIHTE oT 15:00 vaca ma 29.06.2018 r. B crpanara Ha MuHHCTEPCTBOTO HA
3ipaBeonassadero, mwi. ,,Ceera Henens Ne 5. CpoO1ueHHeTo ce H3MPaTH A0 BCHUKK yJaCTHHIM, HA
IOCOYEHHTE OT TAX EIEKTPOHHH afpeCcH.

IV. Ily6au4no 3aceqande 3a 0TBapsiHe HA IICHOBH NPe/JI0KEHHS
Ha 29.06.2018 r. ot 15:00 1aca ce mpoBese mMyOIMIHO 3aCCIAHME HAa KOMHCHS Ha3HATUCHA ChC
. 3amosen Ne PJ1-11-175/28.05.2018 r.(m3M. cbe 3amosen Ne PJI-11-219/ 27.06.2018 r.) Ha MUHHCTHPA
Ha 3/paBeONa3BaHETO [a MpoBelle OOUIECTBEHA NMOPBUKa ¢ MPEAMET: ,,/Jocmaeka Ha MeOUYUHCKU
u30enun, IUYHYU NPeOnasiu cpedcmea u KOHCyMamueu 3a Hysxcoume va Ilpozpama »Ilooobpasane
ycmoiiuueocmma na Hayuonannama npozpama no my6ept<y.rzo3a “ 4 00CMaeKa Ha OUAZHOCMUKYMU
U KOHCYMamueu 3a MUKPOCKORCKU U KYIMypenHu uscnedeanusn 3a mybepxynosa npes 2018 2. 6v6
épv3ka ¢ usmvaHenuemo Ha ,Hauuonannama npozpama 3@ npeseHyuA u KoHmpon Ha
mybepkynozama“ 6 Penybnuxa Buvnzapusa 3a nepuoda 2017-2020 2., sxnousauia 40 obocobenu
nosuyuu*

I. CheTaB HAa KOMHCHSTA: B
IpencenaTen: ’
. Pymsma Craspesa — m:pxcaBeH excrepT, qupeks ,,OIT;

Ynenose:

I-p Mapnx T}O(pelctmeBa TJIaBCH eKcnepT B mupekmus 1 1136,

KoncranTusoc SHHC - MEBHIXED [0 nocTaBkuTe KbM [TOI'D;

Banss MUTKOBA - ZTBPXKaBeH €KCTIEPT, UPEKIH ,»OIT*;

CTe(pKa Xi1e6apoBa - CTapIIy IOPUCKOHCYIT B qupekmus ,, O

Ha my6nuyHOTO 3aceaHie Ha KOMHCHATA IIPH H3BbPIIBAHC Ha nyouyHuTe ¥ IEeHCTBHS
IPUCHCTBAXA CIICIHUTE IPE/ICTABUTENH Ha YIaCTHHIIATE!

I{serenuua ExneHoBa, yIIbIHOMOMICH NIPEACTABUTE HA SIAAMEN" OO/,

Buxropus Hukonopa, yIbIHOMOIIEH IPe/ICTABUTEN Ha ., JAHC ®APMA*“ EOO/I;

ITeTko BerdoBCKH, YITBIHOMOIIEH PEICTaBATEN Ha ,,BynMap MII“ OO0/,

Paymma MupdeBa, yIrbIHOMOIIEH IIPEACTaBUTEN Ha ~ JOrumeauka“ EOO/.



KomucusTa NPONBIDKA CBOATa paboTa ¢ OTBapsHe Ha IumkoseTe "[lpenyaraHy HEHOBH
napaMeTpu” Ha JONYCHATHTE JO OTBapsiHE 060co0eHH NO3HMIIMH Ha CBHOTBETHHTE YYAaCTHHIIH.
OTBapSHETO Ce M3BBPIIH [0 IOPEAHOCTTa Ha I0CThIIBaHe Ha odeprurte. [Ipe/ceaTenaT Ha KOMHCHSTa
OIOBECTH NPEIOKEHUTE LIEHH, KaKTO CJIEBa..

A

1. IIEHOBMU ITPEJUIOKEHUS IPEACTABEHH OT ,,CTEPAMEI* OOJ:

Ne | HanmenoBaHHe Ha 060co0eHATA MO3HIIHSI ExuHngHa 11esa
) B nepa 6e3 1J1C

26 | HATpHUIOBH, XHIIOANEPTHIHH PHKABHIIM pasMep S 0,14

27 HI/I’I‘I)I/IJI(?BI/I, XMIIOAJIEPTHYHE phKaBUIY pazMep M 0,14

28 | HuTpuioBu, XMIOATIEPIHIHA PHKABHIH pasmep L 0,14~

2. IEHOBH IIPEJJIOKEHAS NPEJICTABEHM OT ,,EJTNAK —JIM3UHI™" EOOJ:

Ne | HauMeHOBaHue Ha 000C00eHATA MO3UIUA EuapyHa 1iesa
B neBa 6e3 JIJIC

1 LlenTpodyXHH enpyBEeTKH ‘ 0,29

4 Hozera 0,05

3. IEHOBO HNPEJJIOKEHUE ‘IIPEI[CTABEHO OT ,, JOHUMEJHUKA" EOOJ:

Ne | HaumeHoBaHHe Ha 000co0eHaTa MO3HIMS Exuauyna meHa
B jeBa 6e3 JIJ1C
36 | 3amuTHY €IHOKPATHH MEIHUIIMHCKH NPECTIIKA 0,60

4. IIEHOBO NPEMNJOXEHME IIPEJCTABEHO OT ZJAAATHOCTUK WUMHJDKAHI™
10101 1

Ne | HamMeHosanue Ha 000co0eHATa MO3HIMSA Euangna nesa

' ’ B jesa 6e3 JIJIC

30 | W BUTPO HMYHOJAMArHOCTHYCH TECT 3a IOKA3BaHE Ha TybGepkyno3ra | 73,90
uH(EKIH B H30IHPaHH TUMQOLHTH OT IisU1a KPBB

5. HIEHOBO IPEJJIOKEHHUE NPEJCTABEHO OT ,,BYJIMAP MJI" OOJI;

Ne HaumernoBanue Ha obocobeHaTa mo3uIus Enunuuna 1ieHa
B nesa 6e3 JJIC

14 | ETHIOB aJIKOXOI “ 9,83

36 | 3amuTHH €THOKPATHH MEAMIUHCKA IIPECTHIIKH 1,13

6. IEHOBH IPEJJIOKEHMSA ITIPEJCTABEHUN OT ,BHOME/]] ®IOYAP" OO/

Ne | HanmenoBaHue Ha 000co0eHaTa mo3HIUs Eunndna nesa
A B sreBa 6e3 JJ1C

1 LentpodyXHu enpyBETKH 0,19

2 Enpysetku tan ,,Enennopd* . 0,25

3 KpuoenpyseTku ) 0,24

9 CrepuiiHa JECTHIHMpPaHa BOJA 0,36

10 | Crepuinnu BpbXUeTa 32 aBTOMATHIHA ITATIETA C 00eM 0.5-10ul 0,09

11 | Crepunnn BpbxueTa 3a aBTOMaTHYHA IATETA C 00eM 10 - 100 pl 0,09

12 | CrepunHE BpbXYETa 33.aBTOMATHIHA IHIIETA C o6em 100 - 1000 pl 0,11




13 | MIRU-VNTR Tunupaiy KAT H KU4T 32 CIIOJHTOTAIIAPAHE e
13.1 | MIRU-VNTR Ttunupain Kat . = 60 4
13.2 | Kut 3a cnonuroTunupase ,

7. JEHOBO NPEJJIO?KEHHUE IiPEIlCTABEHO OT ,,JIKB BhJITAPUSA" EOOJ

' YHA IICHA
Ne | HanmenoBanune Ha 060cofeHaTa MO3HIHS EII}/IHI/I IT
B jreBa 6e3 JIJIC

33 Kurose 3a monexynapna ouaznocmuxa .
33.1 | Kut 3a MOnEKynapHa JUarHOCTHKA Ha JOIBIHHTEIHE MUHUMYM 6 51,50
BHIA TyOepKyI03HH MukpobaxTepuy, Bk BCG mam
33.2 | KuT 3a MOJIEKyJIIpHA IMArHOCTHKA HA JAOIBIHATEIHA MHHAMYM 16 | 51,50
BHJ1a AaTHNIHYHA MHKOOaKTepuu
33.3 | Kut 32 MOJIeKyIApHA IMaTHOCTHKA Ha MEHAMYM 13 BU/Ia aTHIHYHH 51,50
MHuKQOaKTepuH
33.4 | Kur 3a MoneKyapHa qUarHoCTHKA Ha TH KOMILIEKC OT ITOJIOKHTEIICH 60,00
MaTepyal H KyIaTypa
33.5 | Kur 3a MOJTeKyJIsIpHA TUATHOCTHKA Ha M. tuberculosis KOMILIEKC OT 65,00
6enonpobeH MonoKuTENER MaTepHal H KyJITypa
33.6 | Kur 3a Monexy1gpHa qMarsocTrka Ha M. avium complex, M 67,00
abscessus complex i M. chelonae ot KyITypa ¥ onpeneisHe Ha
PE3UCTEHTHOCT KBM MaI{ponHm H aMHUHOTJIMKO3H I

8. IIEHOBHU TIPENJIOXEHMIS IIPEACTABEHH OT »METUIOUHCKA TEXHHUKA
HHXEHEPHUT™" OO]; '

Ne | HaumenoBanme na o6ocoGenara nosamus Ennnnyna newa
‘ . ‘ B JieBa 6e3 JIJIC

1 Uentpodyxuu elpyBeTKH . A 0,26

5 ITactroposu munern ‘ 0,07

7 Muxponertpodysru TCPMOYCTOHYHBH €IIPYBETKH ¢ 0Genm 0,5 mu. 0,08 —I
8 Muxponenrpodyxan TepmoycToitunpy CIPYBETKH ¢ 06eM 0,2 M. 0,08
34 | Nesundexrant 3a I10TOBE H ITOBBPXHOCTH, KOHIIEHTpAT 6,60
;5 Hesungexnuonen pasiBop 3a AC3UHEKINS Ha phre 6’20

- )

3aU.II/ITHI/I CI(HOKpaTHPI‘MeIII/IIII/IHCKI/I TIIPECTHIIKH

9. HEHOBH: HPE/UIOKEHMST IIPENCTABEHH OT
HanmenoBanue na 000coGenaTa nozumus:

'
: 1
Hentpodyxuu eNpyBeTKH * B JieBa 6e3 J[JIC
m Kpuoenpyserxy ' i m

m Ilacteoposn numery 1 -
I' = 9

»TAHC ®APMA" EOOI:




us Ha M. | 18,40
31 | Bpp3 wumyHOXpomarorpadcku TecT 3a HAeHTHOHKAN

tuberculosis KoMILIEKC = TTx
32 | 3amuTHYE €XHOKPATHH MEIHIIMHCKH ITPECTHII

v

] EX" OO
9. IEHOBH [PEIJIOKEHYSI IPEACTABEHHM OT ,, THAME]]

. Enuanyna nena
Ne | Hammenosanue Ha 060co6eHaTa o3uius b sesa Ges JUIC
23 | HucTH I€KapCTBEHH CyOCTAHIMH 38 ONPE/IEISHE quCTII:f()Te;IH;ZTH KT;I\;
NPOTHBOTYOEPKYIO3HM JIEKAPCTBEHH NPOAYKTH OT , BTOP »
aBTOMAaTH3HMpaHa CHCTEMA s
23.1 | Amikacin, 4rcTa TeKapcTBeHa CyOCTaHIIHS o
23.2 | Capreomycin, uncTa nexapcTseHa cybcrannus 4 ‘ : -
23.3 | Ofloxacin, uncra JICKapCTBEHA CyOCTaHIHS : 3,75‘
23.4 | Kanamycin, gucra iekapcTsena cyOcraHmms : ,75
23.5 | Moxifloxacin umcra JICKapCTBEeHa SyGCTaHIIHSI : : ,46
40 Xpauurenna cpena JIsoBenmaitn-Nencey ‘ s

10. HEHOBH IIPEJJIOXKEHUST IIPEICTABEHM OT »CODAPMA TREPU[HHI’ “All:
Ne Hanmenonarme Ha 00ocobenara O33N AA Ennundna nena
- B jieBa 6e3 JIJIC

] 0,10 B

+
4+
4
f

Hutpniosy, XUIOANICPTHYHY PBKABHIH pasmep S,
Hutpuinopn, XHIOAIEPTHYHHA PhKABHIH pasmep MT
Hurpuosn, XHIIOAIEPI HIHN PHLKABHIH pasmep L '_
SalATHY enHOKpaTHY MCIUNVHCKY pecTHIKE =~ - |

I

Ha KOMUCHSITA.

: ‘ '
V. Iposepka na HEHOBATE npentokenus 33 HaIHYIMeTO Ha geo
oteprn, H3BBpUIeHa Ha 29.06.2018 r

Komucusra H3BBPIIH 1TpoBepx

1. ITo 060co6ena rosunuys Ne |- quTpO(I)y)KHI/I €IpyBeTKy
PIOY AP« EOOJ ¢ II0BeYe ot

HPGIUIO)KGHH}ITa Ha OCTaHaruTe }"—IaCTHI/IIII/I.

C ornen na TOPHaTa KoHcTaTamyy Ha o
"BUOME ][ PIOYAP« EQ

lIeHa 33 060co6eng to3unusg Ne | ,,I_IeHi‘pOQ)yxcHn CUPYBeTKR, karo ma
Y9aCTHUKa e ykazapo Za 1pesncrasy 060CHOBKaT] B CPOK OT 5 nHy ot IIonyvagane ga HCKaHeTo,
Ha 05.07.2018 T. € monyyeya 0060CHOBKA o "BI/IOME,ZI OIOYAp:
Ye: "

¢ EOO], s KOSITO e ocoyeno,




Ha pasyMHH IIEHH, KOETO BOAH N0 M3KIIIOUMTEHATA UM HOMyJApHOCT Ha f1asapa B Espona. I'onemutre
0GOpOTH BOAAT IO IHOCTOSHHO HaMalsBaHe HA IEHMTC MM H YBEJIMYaBaHE Ha OTCTHIIKHTE 34
JUCTpUOYTOPHTE ¢ MO-ToJLM 060poT. ChInecTBeH Opoii roAMHHA ., bromen ¢rodap” paboTe HMEHHO B
chepaTa Ha THProBUs C TAKUBA H3JIEIIHA K Ha IPAKTAKA pabOTH C IIOBEUETO 6BITapCKH TaGOPaTOPHH B
ofnacTTa Ha MOJIEKYJIIpHaTa GHONOTHS, OMOXHMUATA ¥ KICThYHATA 6roNorys, IMOpagd KOeTO UMaT
"PEIIOBHH IPATKH C AOCTATHYHO royisM 06eM ¥ U3II0I3BaT MHOTO 106pH oTcTHIKA. OCBEH TOBA OPaNH
rojieMdst 06eM Ha MOPHUKKTE, KOMTO IIOIyJaBaT HiAMa Jia Ce HAIOXKHU J1a TPAHCIIOPTHPAT HPOAYKTHTC
3a MEHHCTEPCTBOTO Ha 3[paBEONa3BaHETO CAMOCTOATENHO OT MTamus.

2. TpaHCIIOPTHHTE Pa3XOJ(H, KOMTO II0 MPHHIKI KMAT ToliMa TEXCCT IIPH dbopmupaHeTO HA
I(eHaTa 3a KpaifHus MOTpeGuTeN, YeCTO. IBTH JocTHraT 10 70% OT KpaiHaTa eHa IIPH MATIKK [PaTKH
H/MTH HEONTHMAIEH TPaHCHOPT (Pa3IMKUTE MEX/Y IEHHTE Ha PasIHIHUTE CICAUTOPH H ¢upmu 32
TpaHCIIOPT € B IIbTH). bllarolapeHne Ha OIATA CH B 00IaCTTa Ca HAMEPHIH BE3MOXKHO Hali-o0poTo
JIOTHCTAYHO pEIIeHHe M TOpaj| BHCOKHS 00OpOT MON3BAT Haj 40% oTcTHIKA NPH JOCTABYKA Ha
TpaHCHOpTHaTa yeayra. OTTaM TexecTTa Ha TPAaHCIOPTHHTE PasXOAH BBPXY o0maTa neHa € TBhpae
MaJIka.“

Cile]] 3al03HaBaHETO C H3JIOXEHOTO Ho-rope, Ha 05.07.2018 r. ¥ Ha OCHOBAHUE YL 72, an. 3 oT

3001, KOMHCHATa B PENOBHHS CH ChCTaB HM3BBpLIM "ONEHKA HA IPCJCTABCHATA 060OCHOBKa, IIO
OTHOLIICHHE Ha HeHATA ITBJIHOTA H 0GEKTHBHOCT ¥ JOKOJIKO €2 HaUlle OOCKTHBHH obcTosTeNCTBa 110
1. 72, an. 2 ot 3011, mocoueHn oT ydacTHHKA. Komucusra cuere, 4e 3a /la ¢¢ yCTaHOBH 00EKTHBHOCT
Ha NpejicTaBeHaTa 00O0CHOBKA, T HE clieaBa 1a 6b/e pasriiexiana CaMoCTOATENHO, a HeifHaTa OIICHKa
clenBa fa GbIe H3BBPIICHA M B3 OCHOBA HA CHIBDKAHMETO HA TEXHHYECKOTO NPEILIONKEHHS,
IIPEJICTAaBEHO OT YIAaCTHHKA, JOKOJKOTO YYACTHHKBT CE [1030BaBa HA H3KIKOUHTEIHO OJIaroNpHATHH
YCIOBHS 3a YYACTHHKA. YUaCTHHKBT € OQepHupal HMEHTPOdY)XHH €NpPYBETKH Ha HTAITHAHCKIAT
npomspoauTenst Hyosa Anrana C.p.u. (Mramis), ¢ orie] Ba KOETO MOXe Ja Ce IIPHEME TBBPIACHUETO
HA YYACTHHKBT, 9€ HMa BH3MOXHOCT Ja OPraHM3Hpa TPAHCIOPT Ha rOJIEMH NPATKH, & HE e INHUYHH
JOCTABKH HJIM JOCTAaBKa 33 KOHKpEeTHATa mopbuka. KoMucusTa IpHe, 9 HAIMYMETO Ha BB3MOKHOCT
JIOTHCTHYHO [a ¢¢ OPraHH3Hpa TPAHCHOPT HA IMO-TOJIEMH IpATKH, B ACHCTBUTENHOCT HAMAILIBA
OCKBIIIBAHETO, KOETO C& IIOJIyJaBa IIPH KATKyJIHpaHe Ha TPAaHCIOPTHHTE PasX0Ji, KaKTO H I03BOJIIBA
KJIKYJTHpaHe Ha I0-HKCKa IIEHa.
KoMucHSTa, cdeTe ue Taka mpecTaBeHaTa HHGOpMAIys ChIbPKa HeoOXo/lMMarTa ITHIHOTA H OT Hed
MOXe OGEKTHMBHO J1a ce ycTaHoBH, de 3a "BUOME]] ®IOYAP EOO/I ¢ HamuIe HaJIHYHETO HA
H3KTIOYMTESHO ONArONpHATHY YCIOBHS 3a OCHIypsBaHE HA JOCTABKHTC IIPEIMET Ha obocobeHa
mosumus Ne 1, ¢ KOeTo ce yCTaHOBsIBa HATHIHETO Ha 00K THBHH 06CTOSTENCTBA IO CMHCHIA Ha 9L 72,
an. 2, T. 2 ot 3011, ¢ orien Ha KOeTo MpHeMa 0G0CHOBKATa H JOMyCKa Y4aCTHHKA JI0 KIIaCHpaHe.

2. ITo obocobeHa nosnfnm Ne 36 "3ammTHH emioxcpaTHH MEJTAITHHCKA IIPECTHJIKH", IICHOBUTE
npennoxenus Ha ,,COOPAPMA TPEUIVHT Al u ,JOHUMEIUKA" EOO]/I ca ¢ mosede OT
20 Ha CTO TO-6IArOmpHSATHO OT Cpe/IHATa CTOMHOCT Ha MPEUIOKEHHATA HA OCTAHAIHTE yIACTHHIM.

C oryen Ha ropHaTa KOHCTAaTalMs ¥ Ha OCHOBAHHC 72, an.1 ot 30I1 Ha 29.06.2018 T. oT

»CODPAPMA TPEMJIUHT“ AJl u , JOHUMEJINKA* EOO/I ce n3ucKa Aa IpeacTaBsT 0BOCHOBKH

3a HAUWHA Ha 00pasyBaHe Ha peIaraHiTe OT TAX O0IIM IeHH 32 o6ocobena mozunus Ne 36 ,,.3aIUTHH
e/(HOKPATHY METUIMHCKH IPECTHIKA , KaTO Ha Y4aCTHHIUTE € yKa3aHo /1A PCACTABIT 060CHOBKATa
CH B CPOK OT 5 JIHH OT TIOJIy4aBaHe Ha HCKAHETO.

Ha 04.07.2018 r. € moxydeHa 000CHOBKa OT ,CODPAPMA TPEUJINHI“ AJl, B K0ATO €
HOCOYEHO, Je:

"CO®APMA TPEUIVHI" AJl mons3Ba H3KIOUHMTENHH HOOPH TBHPTOBCKH YCJOBHS 32
JOCTaBKa Ha MOCOYEHHTE MEIMIMHCKM H3JENHs IO CKIOYCHH JOrOBOpH H CIIOpa3syMEHHE ChC




CHOTBETHHTE IIPOM3BOMHUTEINH, TOPATH KOETO HMAT BH3MOXKHOCTTA JIa IOTBBPAAT OhepUpaHHTE IEHH
38 TOPEOITUCAHUTE ITO3ULIUH. ’

"CODAPMA TPENMHI"AJL ce 1o3Ba ¢ M3KTIOYMTENHH YCIOBHS KATO JIHCTpH6yTop Ha
IOCOYCHATE (PMPMHU-TIPOU3BOAHMTENM. BCHUKH Npe/laraly MEJMNHHCKA W3JCIHA OTTOBapiT Ha
M3MCKBAHMATA HA GBIITApCKHUTE U eBPOIEHCKHTE CTAHAAPTH 38 KaY€CTBO M CEPTH(HKATH 33 CPOKOBE Ha
roxuoctT. [IpuTexaBar HaHeceHa ,,CE® MapkupoBka B CHOTBETCTBHC C M3HCKBaHUATA HA 4L 15 or
3aKoH4a 33 MEIUIMHCKATE U3JEHs, HHCTPYKIMU 3a yoTpeOa, HaHeCeHH HAaUMECHOBAHHME M ajipeC Ha
yIIpaBJIeHUe Ha IPOU3BONUTENS H HAaHECEH HACHTAGUKAHOHEH HOMED Ha HOTHU(UIHpPaH OpraH.

"CO®APMA TPEMJIAHI™" AJl e oTopu3upas AUCTPEOYTOP HA MPOIYKTHTE Ha QEpMHTE
Ipou3BOMTENH. TOBA MM I03BOJISIBA Ja (OPMHUpAT IEHHTe KbM KpAHHWTE KIMEHTH TaKHBa, M€ Jd
MOCTUTAT yBeanaBaHe Ha 00OpOT2 M HAJaraHe Ha I1a3apa Ha MEIWIIMHCKH H3/ICIHs C JIOKa3aHO
Ka4ecTBO.

Ciiexl 3aI03HABAHETO C M3JOXKEHOTO Mo-rope, Ha 05.07. 2018 r. ¥ Ha OCHOBaHHE WI. 72, all. 3 OT
3011, KoMHCHATAa B PEJOBHHA CH CbCTAaB H3BBPIIM OlEHKA Ha IPEIACTABCHATA 000CHOBKa, IO
OTHOIIICHHE Ha HeliHaTa IbIHOTA B 0GEKTHBHOCT ¥ JIOKOJIKO ca HAIHIIE OGEKTHBHM 00CTOSTENCTBA 110
. 72, ai. 2 ot 3011, mocoderu ot yyacTHuKa. KoMuCHATa cUeETe, Ye 33 1a C€ YCTaHOBH 00EKTUBHOCT
Ha TIpe/icTaBeHaTa 000CHOBKa, Ts HE Clie/iBa 1a Ob/ie pasTiexkiana caMoCTOATEIHO, HEHHAaTa OleHKa
crenBa na ObIe H3BBPIICHA M 'Bb3 OCHOBA HA CHIBPKAHMETO HA TEXHHICCKOTO "IPCIOKCHHE,
NIPE/ICTaBEHO OT YIACTHUKA, JIOKONKOTO yIaCTHHKET CC [1030BaBa Ha H3KIIOYHTEIHO ONaromphsITHHA
YCIOBHS 33 y9aCTHHKA. YUYaCTHHKBT € Oofepupan 3allMTHA CIHOKPATHH MEIMIMHCKH MPECTHIKH,
npoussezenn ot JlaGoparopun Eypomenuc dpaHitus, IPY IPOBEpKa Ha cafiTa Ha IPOH3BOUTENAT CC
YCTAHOBH, Y€ CHUIAAT € IOCOUM, d¢ Briraprs € BKIIOUCHA B CTPAHUTE IIOKPHBAHH OT IpyllaTa Ha
JlaGopatopuu EypoMeIHuC, ¢ Oriefl Ha KOeTO MOXKE Jia C€ IpHeMe TBBPIEHUETO Ha ydacTHHKA, 9¢
1101382 M3K/TFOUMTENHH YCIOBHS KaTo MCTPUOYTOp Ha IIOCO9eHaTa GUpMa-IIPOH3BOTHUTEN. Komucusra
IpHe, Y€ HAIMYHCTO HA M3KTIOUATENHH NOOpH THPTOBCKA YCIOBHS 3a JOCTaBKa MEIHIMHCKATE
¥3Jeds [0 CKIIOYSHH JIOTOBOPH H CIIOPa3yMEHHE ChC CBHOTBETHHTE IPOU3BOAMTCIH IO3BOJIIBA
KaJIKyJIHpaHe Ha I0-HUCKA LIeHa. '

KoMHcHATa, CdeTe Ye Taka IpeacTapeHara uHpopMalia ChIbpxKa HeoOXoauMaTa IIbJIHOTA U
oT Hest Moke OOeKTHBHO na ce ycrtanopd, 4e 3a "CO®APMA TPEMJIUHI™" AJl ca Hammue
M3KTIOUMTENHO ONArolpUsATHH YCJIOBHS 33 OCHIYpSIBaHC Ha JOCTAaBKATC NPCIMET Ha obocobena
nosumust Ne 36, ¢ KOETO ce yCTaHOBSIBA HAIHUHETO Ha OOEKTHBHH 00CTOATENCTBA IO CMHUCH]IA HA 1.
72, an. 2, T. 2 ot 3011, ¢ oryiex Ha KOETO IpHeMa 000CHOBKATa H JIOIYCKa y4aCTHHKA [0 KIIACHPAHC.

Ha 04.07.2018 r. e mory4eHa 060CHOBKa OT ,,IOHi/IME}II/IKA" EOO/, B KOSITO € ITIOCOYCHO,
ye: ‘ '

O¢epupaHusIT KOHCYMATHB € Ha IIPOM3BOJUTEILL Leboo Healthcare Products — Kurail.
IIpemoxenaTa OT YYacTHHKA IleHa € (opMupaHa CII€[l MHOTOKDATHO MpPOBE/CHH IPETOBOPH ¢
JOCTABIHKA OTHOCHO TOJIEMHTE KOJNHYECTBA HEOOXOMUMHM OT TE3H KOHCyMAaTHBH 3a CHaGIIﬂBaHe Ha
nedeGHUTE 3aBefeHus B P. Beirapus u B TasM Bph3Ka ca UM IpENOCTABCHH M3KITIOUATEITHO-
OIarONpHATHH YCIOBHS 33 JOCTABKa H3pa3sBalld Ce B!

npedepeHInaNTHN TOCTABHY LICHH;

MKOHOMMYHA OIAKOBKA — I0-TOJIEMH KOJIMYECTBA B €/IMH KAllIOH;

IIPOM3BOJMTENIAT € CMH OT HAM-TONCMHTE H C JIOKa3aHH BBH3MOXHOCTH IPOM3BOJMTENH B
KuTaii Ha MEIMIMHCKM M3JCTHA C BHCOKO Ka4eCTBO M HMa IOBHUIICH MHTCPEC KbM I1a3apa Ha

.

MeUITHHCKY M3/eNus B bparapus.®
Cilie)] 3aMI03HABAHETO ¢ H3IOKEHOTO T0-rope, Ha 05.07.2018 . 1 Ha OCHOBAHHE 1L 72, an. 3 ot
3011, KOMUCHATA2 B DEJOBHHS CH ChCTAB H3BBPIIA OLEHKA Ha IPCICTABCHATA 000CHOBKA, IO



¢

OTHOIIEHHE HA HEHHATA IIBIHOTA X 0GEKTHBHOCT M JIOKOJIKO ca HAJAIE OOCKTHBHH obcrogresicTsa 1o
wr. 72, ai. 2 ot 3011, mocoueHu ot yuacTHHKa. KomucusTa cyeTe, 1€ 3a 1a ¢ yCTaHOBU OOEKTHBHOCT
Ha IpejicTaBeHaTa 00OCHOBKA, T4 He Cle/Ba fa OpJie pasriiex/iata caMOCTOATENHO, a HelinaTa OneHKa
clemBa na ObIe H3BBPIICHA M BH3 OCHOBA HA CBHIBPKAHHETO HA TEXHHYECKOTO HPEMTIOKCHHS,
TPENCTaBEHO OT YJaCTHHKA, JOKOJKOTO YYaCTHHKBT C€ 1030BaBa Ha H3KTIOYUTEIHO O1aroIpUsATHA
YCIIOBHS 32 YYAaCTHHKA. YHaCTHHKBT € OQepupall 3allUTHH €IHOKpaTHH HECTEPUIHH TPECTHIIKY,
npoussenenn ot Jle6oo Xentkenp —Kurai. KoMucusta mpue, 4¢ HATMIACTO Ha npedepeHITHATHA
JOCTABHM LIEHH, KAKTO M OCHTyPSBAaHETO Ha HKOHOMHYHA OIIaKOBKA — MO-TOJIEMH KOJIMHECTBA B €IuH
KAlOH, MOTAaT Ja 00EKTHBUPAT KAIKYJIHPAHETO Ha II0-HHUCKA LIeHA.

KomMucHsATa, cIeTe de Taka IIpejIcTaBeHaTa HHpopManus ChAbpKa HeoOxoquMaTa IMbJIHOTa U
OT Hesl MOYKe OOEKTHBHO JIa ce YCTaHOBH, ue 3a , JOHHMEJIUKA" EOO/I ca namutie H3KIIOYHTEITHO
GIIATOIIPHUATHH YCJIOBHS 33 OCHTYpsBaHE Ha JOCTaBKHTE NPCAMET Ha oGocobera mozumusi Ne 36, ¢
KOETO C€ YCTAHOBSIBA HAIMYHETO HA OOEKTHBHU 0BCTOSTEIICTBA 10 CMHCHIA HA Wi. 72, al. 2, T. 2 OT
3011, ¢ ories Ha KOeTo IpHeMa 000CHOBKaTa H JOIyCKa yJIacTHHKa JI0 KIaCHpaHe.

VI. IIpoBepka Ha NEHOBHTE MIPEIIOKEHHS 32 CHOTBETCTBHCTO MM ¢ npeABAPHTEHO
00SIBEHHTE OT BBH3JIOKHTENS YCJIOBHSA, H3BHPIIEHHA OT PeIOBHHUS ChCTAB HA KOMHCHSTA HA
05.07.2018 r. '

KOMHCHATA W3BBPIIH TpOBEpKA Ha [EHOBMTE INpEUIOKCHHA Ha YYacCTHHIHMTE 33
CHOTBETCTBHETO MM C IIPEIBAPHTENHO OOsBeHHMS (HUHAHCOB Pecypc ¢ OINEA Ha MOCTABEHOTO OT
BB3JIOKHUTENS YCIOBHE II0 OTHOIIECHHE HA o6ocobenu mosuima or Ne 38 mo Ne 40, a MUMECHHO de:
"Tloco4eHHTE IIPOTHO3HY CTOMHOCTH, CE ABSBAT MAKCHMAJIHH 32 TAX H B ciy4ait, ge GbaaT HaBHINCHH
OT YYaCTHHK B IIPOLEAYPATa, CHUIHAT 1€ OB¢ OTCTPAHEH OT y4acTHE B HEd.

Ipu npoBepKaTa, KOMUCHATA KOHCTAaTHpa, e MpeIoXKeHaTa OT HAHAAMEN" OO/ nena mo
o6ocobema nosuuus Ne 40, HaBAmaBa MakcuManaus dpurancoB pecype ¢ 50 901,30 1. 6e3 . JJAC,
BHIHO OT TabJmmara 1no-xoiy:

-MaxkcHMaJIeH pecype Ha .
N HanmeHnoBanM, BB3JIOKATENH - 00ma Hpenno?lceﬂa or JAAMEZL" OO0
° | eqHHAYHA AKTHBHOCT | CTOMHOCT B JIB. 0€3 BKJI. O6ma croiinoct 6e3 B JJC
JaC
jo | Xpanurelma cpesa 69 986,70 5. 120 888,00 1.
JIroBeHInaiH-VeHCEH

[IpenBuA yCTAHOBEHOTO IIO-TOPE KOMHCHATA IPE/yiara Ha pB310KHTeNS 5, JUAMEL" OO 1a
6B/l OTCTPAHEH OT IPOIENypaTa Mo oGocobeHa mosumust Ne 40 Ha ocHopanme wi. 107, T. 2, 6yxsa
A%, TBH kaTo e MpeicTaBua odepra, KOATO HE OTroBapi Ha IpenBapuTenHo OOABEHUTE OT
BB3JIOKATENS YCIOBHA. ‘

B CHOTBETCTBHE C MPEIBAPUTENHO OOSBEHUTE YCIOBH, KOMHCHATA U3BBPIIN NpOBEpKa Ha
[IEHOBHTE TIPEJIOKEHHS 10 000COOEHH MO3UITHH NeNe 25,26,27,28 (B IPUIOKHAMHTE CIlydan) 30, 31,
33 32 CBOTBETCTBHETO UM ChC CTOMHOCTHTE 00sBeHH B CrMCHKa I10 9L 1, T. 1, 6yxBa "6" or Hapenbara
¥ YCTaHOBH, 4 HAMa odepHpaHi LECHH, KOUTO /ia HaBUIIAT 06sBeHAaTa B CIIUCHKA CTOMHOCT.

Crnen W3BBpIIBAHE HA TOPHHTE AHCTBHS, KOMHCHATA W3BBPIIA MPOBEPKA Ha I[CHOBHUTE
IpeUIOKEHHs H YCTaHOBH, Y€ yLIaiCTHI/II('bT »MEJAIMAHCKA TEXHUKA PIH?KEHEPPIF" 18101
e IIpeICTABIII IIEHOBH MPEUIOXCHHS, KOUTO HE OTTOBAPAT HA IpeaBApUTETHO OOABEHUTE YCTIOBUS 38
cneqauTe 000CO6EHN O3HITHU:



Ne | HanmenoBanHe Ha 06ocobeHaTa MO3HIHS _ Enmuanyna neda | EnuHuYHA eHa
B neBa 6e3 JIJIC | B neBa ¢ JJC

1 | LlerTpodyXHH €NPYBETKH 0,26 0,312

5 | IlacThOpOBH MHUIIETH 0,07 0,084

7 | MukpoueHTpodyKHH TEPMOYCTOMIUBH CIIPYBETKH C 0,08 0,096
o6em 0,5 M ‘

8 | MuxpoieHTpodYXKHH TEPMOYCTONIHBY ENPYBETKH C 0,08 0,096 ’
o6em 0,2 Mi

CBIJIaCHO IIOCOYEHOTO B ONOODEHHS -OT BB3JIOXKHTEN obpasell Ha LEHOBO IpPEIIOXCHHE,
BCHUKH odepHpaHy IICHH, ClIeBA Ja OBIaT 3aKpPBIIICHH 10 BTOPHS 3HAK, CIIEN JCCETHIHATA 3aleTasl.
Bumgo ot mocodeHoTto mo-rope ,MEJUIMHCKA TEXHMKA HHXEHEPUAT" OOJ e
Ipe/CTABAI LICHOBH IPEITIOKEHHs, B KOUTO IIeHaTa C BKIL. JUIC e 3akpbIieHa O TPETHS 3HAK CIET
JeceTHYHATA 3aIleTasl i 110 TO3H Ha4KH € HpeACTaBuI odepra, KOITO HE OTTOBAps Ha IPEABAPHTEIHO
0GsBEHHUTE OT BH3JIOKKTEIA YCIOBHS 3a Te3H 000COOEHH IO3ULHUK H CIIENBa /i ObJIe OTCTpaHeH OT

nponeaypara o Tgx.

VI. KnacapaHe Ha yYacTHHUMTE H NPENIO/KEHHs HA KOMHCHSATA 32 ONpPE/leIsHe Ha
M3IIbTHHTENH 110 ChOTBETHHTE 060CO0eHH MO3MIMA, KAKTO H 32 NPeKpaTaBaHe Ha 060codeHH
IO3HIMH OT MPOBEJEHO 3aKPHTO 3acefaH1e HA 05.07.2018 r. Ha KOMHCHSATA B PeJOBHHSA U CHCTAB.

KoMHCHATa H3BBPIIM POBEPKA U YCTAaHOBH, Y€ 060CcOBEHHTe TIO3UIMH MOCOYEHH T10-HOIY,
clenBa 1a OBAAT NPEKpaTeHH, THH Karo BCHYKM OQepTH NOJAACHM MO TAX HE OTrOBAapAT Ha
NpeIBapUTEHO 0OIBEHUTE YCIOBHS.

0O60co6era mosumus Ne 6: [L1acTMacoBH KyTHE ¢ Kalak H ¢ Xk1e6oBe;

060co6ena mosunus Ne 7: MEKponeHTpodyKHE TEPMOYCTOHYHBH EIPyBETKH ¢ 06eM 0,5 MII;
0O60cobena mosunusa Ne 15: CTbKIEHH ITEPIIH;
* O6ocobena mozuius Ne 16: XunporeH-xJIopus;
- O6ocobena mosuuus Ne 17: N-acetyl-L-cystein — NALC;

O60cobena moszumms Ne 18: Kanues muxuaporendpocdar (KH2PO4);

O60cobena moszumms Ne 19: Harpues xnopua (NaCl);

O6ocobena mosuuust Ne 20: Harpues mutpar (Na3C6H507.H20);

O60ocobena oz Ne 21: Harpuesa ocaosa (NaOH);

OGocoGena mosumus Ne 22: Jlunatpues xuaporeHpocdar (Na2ZHPO4);

O6ocoGena mosmmua Ne 24: Linezolid, umcra nexkapcTBeHa CyOCTaHIHd, 32 ONPEICIIHE

YyBCTBHTEJHOCT KbM IIPOTHBOTYOEPKYIO3HY JIEKAPCTBEHH IIPOAYKTH OT BTOPH el

0O60cobena mosumms Ne 25: KonTelinepu 3a ch0upane Ha OHOIOTHIEH MaTepHa;

060co6ena mo3urmd Ne 29: IMyHOIUArHOCTHYEH HH BUTPO TECT 32 JOKAa3BAHC Ha IFN-gamma

IPOIYKIIHS B IS4 KPBB; . '

O6ocobena mo3urus Ne 37: Uysanu (TUIMKOBE) 33 aBTOKIIABHPAHE;

O60cobena mosumus Ne 38: PeakTHBH 3a MHKDOCKOICKH M KYITYPETHHM HM3CICABAHHA 33

TyOepKyIo3a. = ' ‘

Homenkiarypa 38.1. KapGondyKkcuH 3a onBeTsBaHe 0O KIACHYECKHU] MCTO/l Ha [un-HuceH,

Homenkiarypa 38.2. MeTrieH0BO CHHEO 10 JIbohIep 3a ONBETABAHE HO KIACHICCKHA METOX

Ha [{un-Huncen,

O6ocobena nosummg Ne 39: [IpeameTHu CTHKIA;

O60cobena nozunusa Ne 40: XpanutenHa cpela JIsoBeHmaiin-Hences;

I[IpenBu TOPHOTO KOMHCHITA Ipejiara Ha BB3JIOMKHUTENA, ChIIATE a GBIaT NMpEeKpaTeHH Ha
ocHogarpe wr. 110, an.1, T. 2 o1 301, Thif KaTO BCHYIKH odepTH IPENCTABEHH IO TE3H 060006eH_H



IO3HUIHH, HE OTTOBAPIT HA YCJIOBUATA 34 npeacraBaHe, BKJTEOUMTEIIHO 34 (’popMa, HAuWH U CPOK, UK Ca
HEMOOXOAIIH. ’

Cnen U3BbpIIBAaHE HA TOPHHUTC JeHCcTBUS, KOMHCHATA I/IBB’prﬁﬂ KJjlachpaHe Ha JOIIyCHAaTHTC

odepTH, cjieN OUEeHKA HA HKOHOMHICCKM Haji-m3rognaTa odepTa Bb3 OCHOBA HA ONpe/leaeHUs
KpuTepuii — ,Haii — HECKa HeHa”, ChIIACHO 1L 70, ax. 2, T. 1 ot 3011, KaKTo cjIeABA:

Ennandna
. neHa
Ne O6o0cobena mo3uIHs YYACTHHMK Knacupane
B JIeBa € -
AAC
"BUOME]J]
HIOYAP" OO0 0,19 I-Bo MsiCTO
1 IenTpodyXHHU €IPYBETKH "JJAHC ®APMA" EOO/ | 0,28 LI:;:O
"EJINAK  —JIU3HHI™ 0.29 III-To0
EOOJ ’ MSICTO
"BUOME]{
2 E e , ¢ 0,25 -
MPYBETKH THII ,EneH',uop(b - ®IOYAP" 0O 2 I-Bo mscTO
"BUOME/J .
3 KpuoenpyBeTka ®IOYAP"00] 0.24 I-Bo macro
"JAHC ®APMA"EOO] | 0,24 I-Bo MsicTO
"EJNAK - JIA3UHI™
EOOJ 0,05 I-Bo MuCTO
4 Hozera o
"JAHC ®APMA"EOOL | 0,06 PO
. MSCTO

5 [TacThOpOBY IHUIETH "JAHC ®APMA"EOO] | 0,12 I-B0 MSCTO
MuxpoueHTpodyKHH ‘

8 TepMoycToiunBu enpysetku ¢ | "JAHC ®APMA"EOOJ | 0,05 I-Bo mMscTO
obem 0,2 M ’

9 CrepuiHa JeCTHIMpaHa BoJa (I)]ig?lrlf'l}) ol 0,36 I-B0 MACTO
CrepriIHE BPbXYETa 32 "BUOME/

10 | aBTOMaTHYHa HHUIETa C 06eM OIOYAP"O0/ 0,09 I-so macto
0.5-10pl "JJAHC ®APMA"EOQO] | 0,09 I-Bo MsiCcTO
CTepu/IHE BPHXUETA 38 | (I)]iggr;?'l:) ol 0,09 I-Bo MsuCTO

11 aproMaTHyHa mumerta ¢ obem 10 - Tipo
-100 n JIAHC ®APMA"EOO] | 0,10 HCTO

. -CTepHIIHA BPbXUETa 33 "TAHC ®APMA"EOO/ 0,10 I-Bo msCTO
12 aBTOMATHYHA TIHIETa ¢ 00eM "BUOME/J 0.11 II-po
100 - 1000 pl OIOYAP"OO0/ ’ MSICTO
O6ma
13 xIITR;i-;]:JTIi;f;;pf;:IH: o "BHOME] Ezielgnaraﬂa I-Bo MHAcCTO
PIOYAP"00A 14110,00
13.1 { MIRU-VNTR Trnupaii KuT 11900,00




117552,00 as.

13.2 | KuT 3a CHOIMIOTHITHPAHE 2210,00
14 ETunos ankoxon ,BYJIMAP MJI“ EOOJ | 9,83 I-Bo mMsicTO
23 YucTH JIEKapCTBEHH O6ma.
CyOCTaHIUH 3a ONPENCIIsIHe npeIaraHa
YYBCTBHUTEIHOCT KBM nena 4500,00
IPOTHBOTYOEPKYJIO3HH JB.
JI€KapCTBEHH MIPOIYKTH OT -
BTOPH peJl, 3a aBTOMaTH3upaHa
cucreMa
23.1 | Amikacin, yrcTa JeKapCTBEHA 3,75
cyOcTannug
"THAAMEI'" OO0J -
23.2 | Capreomycin, 9uCTa 3,75 I-o msicTo
| mexapcTBeHa cybcTaHIHs
23.3 | Ofloxacin, gucTa JeKapcTBeHa 3,75
cyOcTaHIus
23.4 | Kanamycin, 4icTa JIeKapCTBCHA 3,75
cybcTannus
23.5 | Moxifloxacin urcra 3,75
JIeKapcTBEHA CyGCTaHIYs
HuTpunoBH, XUNOATEPTAIHI ,,CO(})APMA 0,10 1-BO MSICTO
2% PBKaBHIM pasMep S TPEUAHI“ ALl
- A CTEPAMET“ 00J | 0,14 H-po
”? ’ MSICTO
HUTpHIOBH, XUIIOAICPTHIHH ,,CO(PAPMA 0,10 I-B0 MSICTO
27 pbKaBuLH pasmep M TPEUAUHT* A
) II-po
(]
,»CTEPAMEJZ“ OO]] 0,14 MACTO
HuTpuiaosH, XUnoajlepraaii ,CODPAPMA 0,10
o I-Bo mMACTO
)8 pbKaBuId pasmep L TPEUAUHI* A y
‘ CTEPAMET“ 001 - | "™ t-po
i MSICTO
W= BUTPO IMYHOJMATHOCTHYEH
TECT 3a JOKa3BaHe Ha
' »JJHATHOCTHK
73,90 I- cTO
30 Ty6epKyIo3Ha HHPEKIIHS B VIMIDKHAHT" OO BO MH
M30JHMpaHy JIMMGOLUTH OT-1sIa
KPBB _
Brp3 mMyHOXpOMATOTrpadCKu
31 TecT 3a nneHTHuKamus Ha M. | "JTAHC ®APMA"EOO] | 18,04 I-Bo MsiCcTO
tuberculosis KOMILIEKC
PesepBen KOMILTEKT oT 2 6post |,
APMA"EOO 2126,82 I-B0 MsICTO
32 HEPA ¢untpn . AAHC © 2
33 Kutoe 3a MONEKYNAPHA O6ma uena
ouazHocmuxa '




33.1 | Kut 32 MoJIeKyngpHa 151,50
JIMATHOCTHKA HA JOITHIHHTETHA
MHHUMYM 6 BAJIA
Ty6epKyI03HH MUKOOAKTEPHH,
pri1. BCG mam
33.2 | Kut 3a MOJIEKy/IApHA 51,50
JMATHOCTHKA Ha JOIIbJIHUTEIHA
MHHHMYM 16 BHIa aTHIIHIHA
MEKOGAKTEpHH
33.3 | KuT 3a MoJsieKyJIIpHa 51,50
JMArHOCTHKA Ha MHHEMYM 13
BHJA ATUIIMYHE MuKoOakTepur | »JIKB BBJITAPUA" |
33.4 | Kur 3a MOJIEKyJIIpHA EOOJ 60,00 I-Bo MsCTO
muarnoctrka Ha Th K0M1:1J1e1<c
OT IOJIOXHTEIIEH MATEPHAT 1
KyJaTypa
33.5 | KuT 3a MOJEKyIsIpHa 65,00
JMarsocTHKa Ha M. tuberculosis
KOMILIEKC OT Genoapober
MOJIOXKHUTENEH MaTepyal 1
KyJITypa
33.6 | Kut 3a MosieKynsapHa 67,00
IUarHocTHka Ha M. avium
complex, M abscessus complex
u M. chelonae oT KynaTypa u
onpejielisiHe Ha PE3UCTEHTHOCT
KBM MaKpOJIHUIH U
AMHHOTJIHKO3HU M
: ,MEJTUIIUHCKA
[ | T
’ . HHXXEHEPUI" OO0/ .
35 JleaumeruHoHeH pastsop 3a %BI;I)IEI{IIII;II?:HCKA 6,20 I-B0 MACTO
Je3nH(EKIH Ha PhIe MEOKEHEPHT" OO
"CO?APMA 0,50 I-Bo MsCTO
TPEUIUHI" AT
LJJOHUMEJINKA" 0.60 I1-po
' 3armuTHH €THOKPaTHH EOOA , e
36 MaeI;Inuanm/I IIpCCTI/IJ'IKI;I »MEHITITHCKA III-to
) : TEXHUKA 0,85 MACTO
UHKEHEPUT" OO
,BYJMAP MJI“ EOOX | 1,13 L‘;;‘:)

Bb3 0CHOBA Ha HallpaBeHOTO KJIACHpaHe ce yCTAHOBH, 1€ I10 060cobena mozumus Ne 3 u Ne 10
YYaCTHHIIUTE , BAOME] ®IOYAP“ EOO/ u "JAHC (DAPMA"EOOI[ npeiaraT €iHa U CpIa
IleHa, KOSITO Ce ABABa Haii-HHCKA 32 Te3H 060COOCHH MO3HIHMH.




Ha ocropanye wi. 58, ain. 3 ot IITI30I1, 6erre oTIpaBeHa IOKaHa 0 T€3U yJaCTHHIHA | CHITHUTE
6sxa moxaHeHH Ha 06.07.2018 T. ot 13:30 yaca B crpafata Ha MHHACTEPCTBOTO Ha 31paBEONa3BaHCTo,
J@ y9acTBaT IIPH IPOBEXKAAHE Ha MyOIMTHIs KPEOHH. .

Ha 06.07.2018 1. ce mpoBesie myGnudeH xKpebuii 3a ompee/AHe Ha USIBIHUTCI 110 cleTHATE
000cO0EHY TTO3HLNHU: ]

O60cobena mozumus Ne 3: KproenpyBeTku

O6ocobena mozurms Ne 10: Crepuiisu BpbXdera 3a aBTOMaTHYHA IIHUNETa C obem 0,5 - 10 ul

Ha ny6nuuHuAT XKpeOHH MPUCHCTBA KOMHCHSATA B CHCTAB: ’

Ilpeacenare:

Pymsana CtaBpeBa — IbPIKABEH €KCIEPT, THPEKITHA ,»OIT*;

YneHose:

EBenwHa BacuikoBa - IbPXKaBEH €KCIEPT, AUPEKIUL ,,OIT;

KoncraugTunoc SIHUC - MEHUDKEP IO JOCTABKUTE KBM [1PI'®;

Bans MHUTKOBA - IbPXKaBeH €KCIEPT, TupeKimms , O

Credxa Xiiebapopa - CTApIIH IOPHCKOHCYNT B AUPCKITHA ,,OIT*.

ITopaju MOI3BaHe HA ILIATEH TOJMIIEH OTIYCK OT PE/IOBHHA WICH Ha xoMmucuaTa g-p Mapus
Tiodexurepa - IIaBEH €KCIEPT B JHPEKIHS ,LJTI36“ Ha myGIM4YHOTO 3acelaHHWe, ChINaTa Geme
saMecTeHa oT EpenmHa BacmikoBa - IbpXaBeH €KCIEPT, AMPCKIUA , OIT“. Tlpenn Hayanoro Ha
3aceNaHHeTo M ClIell MoTydaBaHe Ha CIHMChKa C YYaCTHHIHTC B oOIecTBeHaTa OPHYKa, PE3CPBHUAAT
YJIeH Ha KOMHCHSTA MOJIIHCa newiapamm mo ui. 103, an. 2 or 30I1 1 wn. 51, an. 13 ot TII3011.

 Ha nyGnedsus xpeuif 32 NOKAHEHHS yIaCTHHK "TAHC ®APMA"EOO/ npHCECTBA -
Buxropus Hukoj0Ba, YII'BIHOMOIIEH IPEACTaBATEN Ha LJAHC ®APMA“ EOOJ;

3a yuactruka , BAOMEJ] ®IOYAP EOO/I He npuchCTBa IpeICTaBUTENL.

3a Iy6MUHEAT XKpeluii 65Xa MOATOTBEHH 6 3aneyaTani HeIpo3patity IUMKa /1Ba 63 HaImuc,
zBa C HaJIIHC: ,,000C00¢Ha MO3HIHS Ne 3: KpuoenpyBeTKi" ¥ IiBa C HA/IIAC! ,,060co6ena mosuumst Ne
10: CTepwiIHHE BphXYeTa 32 aBTOMATHIHA TUIIETa C o6em 0,5 - 10 pl“.

[IpencenaTenst Ha KOMHCHSATa OOSCHM Ye myGnuHAST Kpebui, e ce IpoBele, KaTo IBPEO
IPHCHCTBAIIMAT IIPEJICTABATEN HA YYACTHUKA M CIMH UICH HA KOMHCHATA H3TENNIAT IO CIUH OT
HeHa/[IHCAHUTE IUIHKOBE H IO TO3H HAYMH LIE OTpe/IeNsT, Koi MOXe 1a u30upa bPBH.

Creql W3BBPIIBAHE HA TOPHOTO JeHCTBHE, ChHOOPA3HO H3TETNCHATa nopenHocT me OBAar
u36paHi 10 eJJUH OT IUIUKOBETE C Ha/IIHC! ,,060co6ena mosumus Ne 3: KpHoenpyBeTKH" ¥ IO €/IH OT
IIHKOBETe ¢ Hammuc: ,,0Goco6ena mozumust Ne 10: CTepriiHH BphXdeTa 3a aBTOMaTH4HA muIneTa ¢
obem 0,5 - 10 pl*, xaro 3a BcAka o6ocobeHa O3MIHS B AUHMAT IUIMK CE ChABPXKA JIMCT C HAIIHKC
M3IBJIHUTEJL, a B ApYIHAT [Ipa3eH JIUCT.

Criex W3BBPIIBAHE HA TOPHOTO IyOIMYHHST xpebuit ce mpoBexe, KaTo 3a »BAOMEJ
®IOYAP“ EQOJ] oT cTpaHa Ha KOMHCHATA yqacTBa KOHCTAHTHHOC SIHMC - MEHHDKBP I10 TOCTABKHTE
kuM [TOTD. :

IIp¥ rOpEeOTIHCAHHS IIPOLIEYPEH PEJ C& M3MBIIHHA CICAHOTO:

BukTopus HukoloBa, yI'EIHOMOIIEH IIPECTaBUTEI Ha SJAHC ®APMA“.EOO/ u3reriu
ILTHK, B KOHTO c€ ChIBPIKa HAIHUC ,, €Tyl IbpBu-.

B muxa 3a ,, BHOME]] ®IOYAP“ EOO/ ce chabpa HafIuC ,, Ternu BTOpH®.

[Ipm crmasBaHe Ha Taka ONpEACNCHHs peA YIBIHOMOIICHHAT npescraButel Ha ,JJAHC
OAPMA“ EOOJ, teriy ILpBHY, a 33 ,BUOME]] ®PIOYAP“ EOOJ, KoHCTaHTHHOC Sluuc, Ternu
BTOPH.




I[Ipy OTBapsHETO Ha HM3TETIIEHHTE ILTHKOBE, ce ycraHosH, ue ,,JJAHC ®APMA“ EOO/ ¢
ustern wmka ¢ Haamic U3MTbJIHHUTEJL 1o 06ocobena nozumus Ne 3: KpuoenpyBeTkd H IUIHKa
¢ magmze M3IMTBJIHUTEJ mo o6ocobena mosurmsa Ne 10: CrepiiHH BpbXdYeTa 3a aBTOMATHYHA
nunera ¢ obem 0,5 - 10 pl.

C W3BBpIIBaHETO HA FOPHHTE ACHCTBHS KOMHCHATA IIPE/jiara Ha BB3TOXHUTEN, Ja CKIIOYH
JOTOBOpP C YYACTHHIIMTE KIIACHPaHH Ha IBPBO MACTO IO CHOTBETHHTE 000COOEHH TIO3HUIMs, 4 34
o6ocobena mosmmust Ne 3 u Ne 10, morosopHTe 3a Bh3Jlarane Ha OGIIECTBEHH NOPBYKH Ja Obaar
CKJIIOUEHH C JIMIETO CIIEUeTHIO MyOIMYHIS XKpeOHH.

C u3BbpIIBaHE HAa TOPHHUTE AeHCTBUS paboTaTa Ha KOMHCHATA IIPHKIIOYH Ha 09.07.2018 ., Ha
KOSITO JaTaTa e ChCTAaBH M IIOANKCA HACTOSIIMAT IIPOTOKOJL.

Hpencenaren:

Yienose:
1-p Mapus Trobexunesa - riaBeH excnepT B qupekius ,, /T35,

KOHgTaHmHoc SIHMC - MEHHIDKBD 110 A0CTaBKUTE KbM [1PI'D; %/

Banst MuTKOBa - IbpXKABEH €KCIEpPT, Aupekmus ,,OI1%; “

Credxa Xnebaposa - CTapIiy IOPHCKOHCYIIT B JUpeKIms ,,OIT;

Epennua BacuikoBa - IbpKaBeH excriept, qupekums ,,OI1%, pesepsen uneH };‘IaF:TBaH Ha .

nyGnugHES iﬁ?ﬁg}du&fna 06.07.2018 .



