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O JieltinocTra Ha KOMHCHITA, HA30AYCHA ¢he 3aironeyr NoS49 o 30.10.20171. 11a VsirLiinrre iy
Jjmpexrop na MBAJL Ji-p Aranac Jadoseru®™ AJL rp. Knpiokaiy 3a pasticikiane, oneika n Kilacupaue Ha
HOJICITHTE OMCPTH B OTKPHTA HPOTCAYPA 30 BLANArale Ha obuersei nopwika ¢ upejpnier: "Jlocraska
H JICRAPCTBCHI UPOJYKTH,  MC/IHIUTICKH  13CI0IL 1 PasTBopH, NCOOXOJHMH 4 UPOBCKATIC 1A
xestormannsuo feqcrne 8 MbAJL "J-p Aranac Jladosexu™ AJUrp IChpiokaint”, ¢ yuaxancn 00848-2017-
0011, orkpura ¢ Pemicmne Ned76 or 19.092007r. na Mamrsinnerenmmmn Juipexrop o ny0auKyBamo
obspneie 5 POTL ¢ Ne806OGT n1a 21.09.2017r,

Juee, 0103200181, or 12.00 vyaca n 3ACC/ATCHIATA SaIATA 13 ACUCOIINTO 3aBC/CHIC CC LPOBCJE
FACCHAREC T ROMECT, nasnavcia onhe 3anone)| NeS49 o1 30,110,201/, na Msnwmiuigreis JIHPCKLIOP Ha
MBAIL JI-p Aranac Jladosexn® AJL rp ICepyukann, b eperan;

Hipeoceoanen: ji-p Jluana L'copriena — 3amMeeThinig JUIPEKTOP;
tuaentose: 1. gi-p Cato JlepMeIjukHes - - nataiaug oT/ieaelie J\Haiiga;
2. 8dp. Becenta MoMUmIOBa - pLKOBOAMTET BoHHNa a1Teka;
3. Kanunka Tepsuena — 3aMeCTiMEK NILCUCTOROMNTCIN;
4. 3narnana Kupuiona — rexiiiucekn opranzarop Ol / -k ckmajg Me/1. u3jienns;
5. Ciesaria Kaparnosona — nkorosuer O11:
0. Mupan PoBon — opuer;

B jenonsoncrsoro ta MBAJT | JI-p Atanac Hadoseri™ AL rp.Kspyoram ua ocnonanme wir.54, an.8
ot 30 e mocrnommo mHeno or creyums YUACTHHK;

"OLOHUKC ®apma’ EOOM, rp.Copust ¢ Bx.Ne 904 or 16.02.2018r. 09:274.;

L. Cuien nosyuasare mocThIuaoTo meMo ¢ AOKYMCITH, MIHCKBANI OT YYACTHHKA B IIpOIEAypaTa
Ha ocuosaiie w54, aml12 or IIII30IT koMuCHATA TPHCTBHIH KLM pasriexaie Ha JONBJIHHETCIHO
HPC/ICTABEHATE  JIOKYMCHTH OTHOCHO ChOTBEICTBHETO 1A YUACTIIHKA ¢ M3NCKBANHATA KDM JHYIIOTO
CLCTOAHHC I KPUTEPHHTE 3a 110450, '

"OHLOHHUKC ®apaa" EQOJ - 1a HPCAXOMIOTO CH 3ACC/IAHC KOMHUCHSTA YCTAIIOBH, Ye
YUACTHHKSLT TPAORA JI@ IPE/ICTABH 11a KOMUCHMTA OTJ(CITHO sasneime/TEJION sa yuactue cwrnacio w39,
a2 or IMI30IT u o apete odepupanu 0GocoBCIN 103U (OlINel Jlexapersenu nmpojykrn u OIINe7
Karerpn 3a Bpemenen cbjl0B AOCTLI 3a BR3pacTHi), ¢ nocousane B uacr II, Pasmen A wmudopmars
0TIOCHO 060COOCIIHTE TO3MIIMH, 32 KONTO Ce IT0AABA 3asBIIEIHeTO 3a y4acTHe;

YURcTnnkbT ¢ npeAcTABIL B JONBJUIHTEIO0 H3HCKBAHNTE HOKRYMEIrri: s
* Hoso sassnenue/EEJIOIl 3a ywactne cobrmacmo w39, an2 or L30T no OIINel
JlexapcTpeHn npojyKTH;
* Hogo saasnenne/EEJIOI sa yuactue cpracuo w39, an2 or {13011 o OIINe7 Karerpu
32 BPEMCHEH CbIOB JIOCTHII 33 BH3PACTHH, _
4 HeoOXO0/MaTa HHQOPMAILHS OTHOCHO 060COGCHHTE O3HIHH, 34 KOHTO CO 110/1aBa 34 BJICHHETO
3a yuacTHe;
KomucusTa lpHeMa NpeAcTABEHNTC JOKYMEHTH.

II. Cnen nanpanenara NpoBepKa Ha JAOHLIAHUTEAHO U3HCKBAHHTE T HPCACTABCHH NOKYMCHTH U e
OIIHCAIUTC KOHCTATALIMH, KOMIUCHATA HOIYCKA A0 CACABAIE CTAII B npoue/aypara — pairjieasiaie
OICIIKKA HA TeXHITYCCKMTE APCAMOZKEeINsa Ha CACHAINTEC Y IACTINHII:

"OLOHUKC ®apma' EOOJ —- OLINe1 1t 7;
"MEJAEKC" OOJ - OIINe1;



"OPESEHUYC MEJIUK'BJI KEBP BHJITAPUSIL" EOO,H - OIINe3, 11 u 13;

" Ibume Hurepuemansi' EOOJL - OTIN4, 5,6,7 u 8

"CO®APMA TPEUJAUHT" AJl - OIINel, 6 m 12;

"Memumuncka Texnnka HMinkenepuur' Q0T - OIINe7 u 12;

"Byamap MJI" OO/ - OTIN:6 ; :
"Hurepraxennka" OO0JI - OIIN:2;

B nepuoya ot 01.03.2018r. 0 29.03.2018r., koMucHsATa B [IBJICH CHheias Ha 3aKpUTH 3acelaHus,
MO/IPOOHO pasriie/ia TEXHHUCCKHTE MPEIOKEHUs Ha TOTMYCHATUTE YIACTHHIIM B IIPOLE/YPATA U CTHTHA JIO
CIE/IHHTE KOHCTATALIMH:

III. Bue Bpn3Ka cbe 3anosen Nel66 ot 19.03.2018r. na UsmbiHnre/nms aupexrop na MBAJL "JI-p
Atanac Jlaposcku" 3a ybipkaBaHe cpoka Ha NPUKIIOUBAaHE Ha padoTaTa HA KOMHCHATA, HA3HAYEHA ChC
3arosest Ne549 ot 30.10.2018r., 3a pasriexnane, olleHKa H KIacHpaHe Ha MTOCTBITHIIHTE oeptH B OTKpHTA
npouenypa ¢ mpeamer: "JloctaBka Ha JICKApCTBEHM TPOAYKTH, MEIMIMHCKH M3JIeiHs M PasTBOPH,
HCOOXO/MMH 32 NpoOBeXJiaHe Ha Xemomuamusno jeuenne B MBAJI "I[-p Aranac Jadoscku" AJl
rp.Kepokani", or ywactHHimTe B npomemypara Gele HOMCKAHO HCKAHE 33 YAbIDKABAHE cpoka Ha
BaJIM/IHOCT Ha Iofa/icHara odepra 3a yyacTue, :

Komucnsra xoneratupa, 4e BCHYKH y4acTHMIM B TIPOIE/ypaTa ca TONAIH B CPOK ,ueicmpaunﬂ 3a
YABIDKAaBaHEe CPOKaA Ha BAJM/IHOCT Ha IOJa/IeHaTa OT TSX odepra 3a ydactHe B MPOLEypara.

"®OLOHUKC ®apma" EQOOJL

OIlNel JIekapemeenu npodyxkmu :

Komucmsita yeranosn, e y4acTHHKBT B IPOIEypata € IPe/ICTABHI BCHUKH M3HCKYEMH OT
BB3JIOKUTEIIS] JIOKYMEHTH, 4 HMEHHO: B

e [lonvanen Obpasey Ne 3 — IIpednooicenue 3a usnvinenue na NOPLYKAmMa;

° [llpunooicenue Nel Koy mexnudeckama oghepma — na xapmuen 1 eneKmponen Hocumen,
e Ionvanen Obpasey Nod - Jlexnapayus: 3a cvanacue ¢ kiaysume na npuiodiceniis Rpoexm na ()oeoaop,
o [lonvanen Obpasey Ne5 - Jlexnapayus 3a cpoxa na éanudnocm na odpepmama;

 [lo ceoe yemompenue yuacmuuxvm e npedcmasun dexnapayus no wi. 39, an. 3, m. 1, bykea ,,0 "“om

HII3011;

* Homapuanno sasepeno xonue na Ooxymenm 3a ynvinomowasane na Kpacumup Huxonaes u

Hanuvena Huxonoea cvenacno un. 39, an. 3, m. 1, oykea ,,a” om II1TI13011;

e [llpedcmasenu ca Ookymenmu 3a  0MoOpUSAYUL/OMOPUSAYUONHO RUCMO  OM  HPOU3GOOUME,
 ydocmosepssawo npasa sa npeocmasumencmeo U MmuPeoGus HA Mepumopusma na Penyﬁﬂum

buvreapust ¢ nexapemeenu npodykmu, kakmo credsa: o
VIFOR France, France, it
Roche Registration Limited, O6eduneno Kpancmeo, i
Canocpu bvneapus EOO/], Bvazapus,

Aspen Pharma Trading Limited, Hpnanous,

bepnun-Xemu AT

Warsaw Pharmaceutical Works Polfa S.A., Honua
CJICM, KOCTO HAIPaBH MPOBEPKA HA CHABPIKAHHETO Ha TEXHHYECKOTO IIPEJUIOIKCHIIC C’b06pa3H0

M3HCKBAHUATA Ha HPOIEypaTa U yCTAHOBH, Y€ NOKYMEHTHTE Ha YYACTHHKA OTroBapsAT Ha HBHCKBEIHHHT&

Ha IpolesypaTa  3aKoHa.

YUacTHHKBT € NPEUIOKHI CPOK 32 M3MBIHEHHE Ha JIOCTABKUTE, CpOK 38 pasCpoOYCHO IUIAIAHE:
OCTATLUCH CPOK HA TOXHOCT HA O(EPHPAHUTE JICKAPCTBEHH IIPOJYKTH OTrOBApPSIIH Ha MHHnMaJIHHTe
U3UCKBAHH HA BH3TOKHTENIS,

Odepupannte JiekapcTBEHH TPOJIYKTH ¢a BKIIOUCHH B HpHJ'IO)KeHPIe N2 na TUIC u crotsercrsar
Ha M3HMCKBAHMATA HA TEXHHYCCKAaTa CHEH(HUKALMS KbM JIOKyMEHTAI[HATA 32 Y4acTHE B IPOIEypaTa,
TNOJPOOHO ONHCAHU 10 HOMEHKIATypH B obocobenara nosunus B Ipmmoxenue Nel kb HACTOSIIHSA
IIPOTOKOJI.

Ha 6a3a ropemnsioskenoro KOMHCHSITA HAMIPA TEXHHYECKOTO IPeUI0/KEHHE HA YYacTHHKA 32
OTroBapsimio B IbJIHA CTElEeH HA H3HCKBANMATA HA BB3JIOKHTCNS, 32J0/KCHH B TeXHHYECKATA
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CICHpuIcast ua qorymentanmsra. C oriea ua 1o, Kosucusira CIAHNOYHIIO0 PCHIL, YC TOUYCKA
Yuaernnra "OLOHHKC ®apya” EOQOMA o cxeasant eran i HPOIEIYPATE -- OTRAPHIE T1A HCHOBOTO
HpepaoRenie 1o obocobenara uostms,

OITA27 Kamempi 3a speserien evdos dociron 3a GL3pacuuri
Koaeusiva yeranonn, ue yuactimxnr n HpONS/lypata ¢ 1PCJCTABHIC BCHUKH  H3HCKYCMH 0T
BLAIOMKTITENS JIOKYMCTITIHL 2 HAMCIHO:

o Alonvamen Ofpazey No 3 - Hpedaosicene sa wsnmanene e HOPBURNG,

o Hptroxncenue Nel ki mexieerand OGP - et Xapmuen i CIeRIBpOLeNH 1o

o HNHowvanen Odpasey Nod Heraapayus sa cocracue ¢ wiayime na BIOMCCN TS TPOCKIT 1t
Qocosop;

o Honvauen Obpasey Ne3 - Hexnapayio sa CPORG It GUALONGCH! 1id oiepmama;

ot cooe yerwompenie ywacmmson ¢ npedemacit deriapanusi no wi, 39, an 3, m. 1, Oyrea ., 0 “om
HIT301,

o Homapuaiio sasepeno xonue na Qoryyewm sa yuvanonowaeane na Kpacusup Ihwotaes u
Hemuesa Hikcoaosa cveaaeno wa, 39, a, 3om 1, Ovkea L a® om HIT301H;

¢ 3a odepupanume seduuncsn usdenus ¢ npedemasena ¢ sasepen npecod EC dexaapanus 3a
coomeememeue i, CI™ napruposka & cvomaenmemene ¢ wsuereansma na i, 14 u @i 15 om
IMH,

o [lpeocmasenu ca wsnekyenme xamaiosn u UCIPYRYUU 3¢ YRompeda,

o [pedcmacen e doxyvemmn  sa CIOPUZAYUS/OMOPUSaUOIIG * nucso  om  npoussodumer,
YOOCMOSEPAGUIO NPAGH 3G NPEOCHIAGUNEICHIEo 1 mepeosus nd mepumopisiing na Peny@auxa
bvaeapus om TH |, Tukveduran Humupnewrmnoay AT u nvanosowgne om Balton Sp. Z.oo.0;

* llpedcmasenu ca UBUCKYEMUIME MOCTIPU 110 GUO 1 KOANYECTIGO.

ClIe/l, KOCTO HAUpaBM MPOBCPKA HA CHULIKAHHCTO Ha TEXHHYECKOTO 1IPCHIOKEHHE cLobpaso
HIHCKBAITHATA Ha TIPONCAYPATa U yCTANOBH, € JOKYMCITHIC Ha yMacTHHKA OTTOBAPAT HA WIMCKBANHSTA

Ha TIpoge)ypara H 3aKona.
Yyuactunxsr ¢ HUPCHIOKHIT CPOK 38 HANBJIHEIIHE 11d AOCTABKHTE, CPOK 3a PascpoyuCHo 1amane 1

OCTaTBUCH CPOK It TOAHOCT Ha OPEPHPANHTE MCAHIHIICKH H3JCIHH OTTOBAPAMM Ha MHIHMAIHHATE
H3HCKBAHHSA HA BB3JIOKHTEN.

Odepnpantre  MeHUMICKH  H3MCTHS  CLOTBOTCIBAT Ha  HAHCKBAIUSTA  Ha TCXHHHCCKATA
CHCLH(PHKANMS KBM JIOKYMCHTAIHATA 32 YUaCTHE B MPOLCAYPATa, NOAPOGHO OIIHCAHU IO HOMCHK)IATYPHU B
obocobentara mo3mims.

OueHkata pa TeXHHUCCKOTO MPEUIONKCHHE C H3BLPIena U oTpasena B llpmioxenue No2 knm
HACTOALIHS IPOTOKOIL.

Ia 6a3a ropensioKenoTo KOMHCHATA NAMAPA TCXIIICCKOTO NPCANOKENTE 1A YYACTHIKA 32
OTIOBAPHING B NBJIHA CTCHCH HA H3NCKBAINNTA 1A BLIJOKHTCIN, 30M05KCHH B TCXHIUCCKATA
cnenumxannsg wa gokymenramsra. C oraes na Tosa, KOMUCHSITA €UIHOAYIIHO P, e A0y CKa
yuactunga "ObOHUKC ®apma' EQOJI no cacapam eTan s HPOICAYPATA — OTBAPSIIC HA HCIHIOBOTO
upegirokene o obocodenaTa Mo,

"MEJIEKC" 001
OIIN:] Jlexapemeenu npooyxmu
Komucusra ycraopn, 4e yuacTHHKLT B npoLeaypara e TPCACTABUIL BCHYKM M3HCKYEMH OT

BB3JI0IKUTENST OKYMEHTH, a HMEHHO'
o [lonvinen Obpazey Ne 3 — Ipednoocenue 3a usnvanenue na nopvuKRama;
o [ipunooiceie Nol koam mexnuneckama odhepma — na xapmuen u CHCKIPOHCH HOCUMEN,
o lonvinen O8paszey Ned - Jlexnapayus 3a cvenacue c KAQY3UINE Hd RPUNOACCHUS NPOEKNT HQ
002060p,
» lonvanen Otpasey No5 - Jlexnapayus 3a cpora na eanudnoci i ohepnamc;
¢ [lo ceoe yeatompente yudacmuuxon e npedcmaci dexnapayus no ua. 39, ar. 3, m. 1, fyrea ,,0 “om

L3010,




o [lpeocmuasenn  ca CORYMEHIn  3a OMOPUSAHA/ OMOPUIAYUORTIO  ICMO O APOU3COOUMER,
yoocmosepasano npaga sa HPCOCHAGUINGHCINGO 1 ILPROGUS 16 MEPUMOPUSING N Penyiaury
Buacapus ¢ reapemeaein RPOAYRINL, Kaiing cuedad.

v Avmacue EAJ u nmunosongio om Tesa Wapsacionnirvie huieapus KOOI, Bvieapus;
v T EBPODAPMA nvanovtoniio om Pharnccosmos ASS. Jlarse;

V' Hiosavied OO/, Duacapus,

v Sandoz Gmibll Ascmpun;

CHIEL, KOCTO HANPABH HPOBCPRA HA Ch/ILPIKATILICTO T TCXHHUCCRO O MPEITOKEHHE cHOOpasIo
FSTCRBUIITA T 1POUC/YPATA 3 YC1anoky, Ue JIOKYMCITHTC 1A Y1aciKa GLroBaAPIT HA HIHCKBAMATA
A HPONCHY AT 1 3aK004,

YUacrmngnT ¢ upe/ulossinn cpok 3a HILINCHHe na JOCTARKHTE, CPOK 30 PA3CPOUCHO TUIITALIC H
QUIATRACIT CPOR 1A TOINUOCT 1 0 CPHPATTIIIC JHCKAPCTBCHT HPOAYKIIT QTTOBAPSITIN HA MHHHMATTTHTC
H3HCKRAHI 118 BL3UI0EKH e,

Odiepupainrre nexaperieing HpojlyKu ca BKIOUCHH B Hpntoskene NoZ na 11JIC 11 cnoteereTRar
HE HSHCKBATMATA A TCXHH'CCKATA CICHHMUKAIMS KbM JIOKYMEITAIls 36 y9actie B Lponcaypara,
HOAPOOIIO oHcanil 110 HOMEIKAATYPH 15 00ocobenaTa nosunst B Hpmwiorenne Nel kM nacTosinus
HPETOKOIL

Ha 6a3a ropensio:kenore koatmensira HAMHDPA TEXHIMCCKOTO IPEUIOKRCITIE HA YIACTIHIKA 32
OTIOBAPSIIO B NLANR CTCUCH HA M3NCKBANHSTR 112 BBLIJGKITCAN, 3A00MKCHH B TeXHHICCKATA
cucnuduwans ua goxyyconraasira. C oriie na TOBA, KOMHCHITA eINUOYNII0 PO, e J0IycKA
yuacranga "MEJIEKC" OOQJl po cacasam eran s NPONCAYpaTa — OTBAPSHE HA ICHOBOTO
HpeuIosKene 11o ofocobenara mo3nms,

"OPESEHNYC MEJNMKBJI KELP BLJUAPHS" KOO

OUN23 Juanusamopu ¢ memopaia om nonucyidron

Komucusta yerawosy, we yuwactuuknr n Ipoicaypata € UPCICTABHI BCHUKH H3HCKYEMH OT
BL3JIOKHTCIS AOKYMCHTH, 8 MMEHHO!

o [lonvaunen Obpasey Mo 3 — Ipednoacenue 3a usnvanenue 1a HOpBYRGma;

o lpunoocenue Nol kvar mexuuveckana ogepma — na Xapnien u eaekmponen Hocumei,

o [Monvanen Obpasey Ned - Jexnapayus sa cveracue ¢ KAAYSIUME 1A HPUIONCCHUS APOCKAT 1A
dazoGop, :

o fonvuien Obpasey Ne5 - Jlexaapanus 3a CPORA NG Gaionocm na oepmama;

*  Ba oepupanume sedwpcnu wsdeans ¢ npedemasend g sasepent npecod EC dexaapanus 3a
cvomeememesie u , Cl™ vapruposra 6 covomsememsue ¢ usuckeanusma na ui, 14 u wi 15 om
M

*  [pedcmagenu ca usnckyetune kamanosu u UHCHPYKIfUI 30 YROMpe o, _

*  lpedcmasen e doxymenm 3a OMOPUSAYUS/OMOPUSAIUONTIO  AHCMO O HPOU3G0OUmed,
Yoocmosepssawo npasa 3a npedcmasumenrcme u mep2osus Ha mepumopuama na Penybauxa
hvnzapus om "OPEILHHYC MENHKAI KEDP " KA

* lpedcmacen ca u3UCKYeAINE MOCIHPU 1O GHO U KOAUYCCINGO;

*  [lo ceoe yeyompenue yuacmuuxsnt e npurovciu 3agepeno Konue a PA3PEWUMeno 3a mopeosus Ha
eOpo ¢ Medunicku u30enUn U NPUROIICCHUE Kol 11620, '

CIIC/, KOETO HANpABH MPOBEPKA HA CLABPKAIHCTO 1A TEXHHYCCKOTO NPEUIOKEHHE CLOGPA3HO
MSHCKBAIMATA HA NPOUCAYPATA H YCTAHOBU, € JAOKYMCHTHTE Ila YHACTHHKA OTFOBAPAT HA M3MCKBAHMSTA
Ha TIpoue/lypara U 3aKoHa. '

YUacTHHIET € TIPCANOKUI CPOK 33 H3HBILCHHE LA AOCTABKHTE, CPOK 3a pa3cpoueHo myauamne u
OCTAaThYCIL CPOK Ha IOAHOCT Ha OQCPHPANHTC MENHIHMHCKH HM3XCNMA OTrOBAPAINM HA MUHMMAIHHTE
H3HCKBAIMS HA BL3JIOMCHTEN . o

Odepupaninte  MemMUMHCKH H3AENMA  CHOTBETCTBAT 1A  H3HCKBAIMATA HA TeXHHYCCKATa
CIEUH(PUKAIN KBM JOKYMEHTALIHATS 32 YYaCTHE B MpoLucaypara, 110/(podHO ONMUCANH [0 HOMEHKIATYPH B
obocodbenara no3uigs, '

OueHkaTa Ha TCXHHYCCKOTO MPEIOKEHHE © H3BBPIICHA H oTpazena B [lpunoxenme Ne2 kM
HACTOSIIHS TIPOTOKOJI. ‘




Ha 6a3a ropensiio:xenoro xomuensita HaMHPa TEXHUYECKOTO MPE/UIOKEHHEe HA YYACTHHKA 32
OTroBApsIIe B NMBIHA CTENCH HA H3MCKBAHMATA HA BB3JIOKNTENS, 32J0KeHH B TeXHHYecKaTa
ceunpuranus ma fokymenrtamusra. C ormen na TOBA, KOMHCHITA CAMHOAYINHO PEUIH, 1e J0NMyCcKa
yaacrnuka "@®PESEHUYC MEJUKBJI KEBP BLJTAPHS" EOOJX no caexpam eran B
poueaypaTa — 0TBApPsIHE HA LEHOBOTO NPE/UTIOKEHHE 110 060co6eHaTa MO ML,

OITNel1Anupozennu unnpu

Komucusra ycranosu, 4e yuacrnuxsr p npoueaypara € HpPeJICTABUII BCHYKH M3HCKYEMH OT
Bb3JIOXKHTENS JIOKYMEHTH, 4 HMEHHO"

o [llonvanen Obpaszey Ne 3 — Hpeonoacenue 3a usnvinenue na nopvurama,

o Ilpunoocenue Nel xom mexnuveckama oepma — na xapmuen u exexmponen nocumen;

* [llonwanen QOb6pasey Ned - Hexnapayus 3a cvenacue c¢ xnaysume na HPUNOJICeHUsL NPOCKI HA
002060p;

° [lonvinen Obpasey No5 - Hexnapayus 3a cpoxa na eanudnocm na ohepmama;

*  3a odepupanume meduyuncku uzdenus e npedcmasena ¢ sasepen npeeoo EC dexnapayus 3a
cvomsememeue u ,, CE™ mapruposka ¢ coomeememeue ¢ usuckeanusma na i, 14 u un. 15 om
IMHU,;

°  llpedcmasenu ca usuckyemume xamanosu u uHcmpyKkyuu 3a ynompeoa,

° llpedcmasen e Odoxymenm 3a OMOPUSAYUS/OMOPUIAYUONIO  NUCMO  OM  HPOU3EOOUMEN,
yoocmosepsasawo npasa 3a npedcmasumencmeo u mupeosus na mepumopusma na Penybiuka
bvneapus om "OPEIEHHYC MEJJUKBI KEBP " KA _

® Ilo ceoe ycmompenue yyacmuuxom e NPULOIICUIL 3A6EPEHO KONUE HA PAZPeUtUMenio 3a mupeo6us Ha

edpo ¢ MEOUYUNCKI UBOCNUS U NPUTOACENUC KM HE20. i

CIICN, KOCTO HalpaBH IPOBEPKa Ha ChALPIKAHUETO HA TEXHHUYECKOTO Ipe/IIoKeHne choOpa3Ho
H3HCKBaHMsiTa Ha NPOLC/ypaTa ¥ yCTaHOBH, Ue JIOKYMEHTHTEC HA Y4acTHHKA OTrOBapsAT Ha U3HCKBaHUATA
Ha TpolelypaTa U 3aKoHa.

YUacTHUKBT € NPeIosku CPpoK 3a H3NbIHEHHE Ha JIOCTABKHTE, CPOK 3a Pa3cpOYEHO ILIAlaHE M
OCTaThYCH CPOK Ha IOAHOCT Ha Oo(epUpaHuTe MEAUIMHCKH H3JIEIIS OTrOBapsANIH Ha MHHHMAJIHHTE
U3HCKBAHHS HA BB3JIOKUTENS,

Odepupanure  MEMUMHCKH — H3feMs  CHOTBETCTBAT Ha H3UCKBAHMATA Ha TEXHHYECKATa
crielUKaIHs KbM JOKYMEHTALUSTA 32 YHacTie B Hpoue/ypara, oApodHO ONUCAHH 110 HOMEHKIATYPH B
obocobenara mosumus.

OreHKara Ha TEXHHYECKOTO INPEUIOKEHHE ¢ H3BBPIICHA H oTpaseHa B [lpunomenue No2 kpm
HACTOSIIKS IIPOTOKOJL. 3

Ha 6a3a ropeussioxenoro xomuensita HaMIIpa TEXHHYECKOTO Npe/JIosKeHe HA YYACTHIKA 32
OTrOBApPsI0 B NBbJIHA CTENEH HA M3HCKBAHHSITA HA BBL3JIOKHTEI5I, 3AJJ0KCHH B TEXHHYECKATA
crenuduranus Ha goxymentanusita, C oryien na TOBA, KOMHCHSITA ¢/INHOAYIIHO DEIH, Ye J0IycKa
ydacrtnnka "OPE3EHIYC MEJUKDBJI KEBLBP BLJTAPUS" "EOOJ no caegpanm eran B
HPOLEAYPATA — OTBAPHIC HA IIEHOBOTO NPE/UIOKEHHE 110 060C00eHaTa MO3HIIsL.

OIlNe13 [lesundpexyuonnu npenapamu sa xemoduanuznu anapamu
Komucusra ycranosu, ue yuactuuknr B Nponesypata € NpejiCTaBUl BCHUKH HM3HCKYEMH OT
BB3JIOKHTEIS JOKYMEHTH, 8 UMCHHO: :
e Ionvanen Obpaszey Ne 3 — Ipednoacenue 3a usnoinenue na nopvuxama,
° llpunooicenue Nel xvm mexnuveckama ogpepma — na xapmuen u exexmponen nocume, 4
o [Ilonvanen O6pasey Ned - Hexnapayus 3a cvenacue c xnaysume na npunodicenis npoekm Ha
002060p; :

Honvanen Obpasey Ne5 - Jlexnapayus 3a CpoKa na saiudnocm na ogepmama;

°  3a oghepupanume meduyuncku uzdenus e npedcmasena & sasepen npeeod EC dexnapayust 3a
cvomsememeue u ,, CE™ mapruposka ¢ cvomeememeue ¢ usuckeanusma na wi. 14 u yn. 15 om
3MH;

° [lpedcmasenu ca usuckyemume xamanosi u uncmpyKryuu 3a ynompeta,



o ][j)(f()c’”f({(fffﬂ ¢ ()(JI\"_)),HCHHI 3 (?iif()j)l!if(.’!ﬂI}[/()HI()[)HJHUHOIH!O U0 o I?[)()I!f)’()’()()IHNGJI,
YOOCMOGEPHBAIO NPABA 34 APCOCIHIAGUICICAIGO 1 MIBPoGus itd mepumopusiig ua Penybiuika
Duaeapus om "OPE3EHHYC MEJTHK b KEDP " KA

o [lo ceoe yexompene yuacnikvin ¢ RPUAONCI 36Epeno KORIC Ha PASPEumenio 3a Nupeogist 1a
COPO ¢ MeOMUHCKY UBOCAUS 1 HPUAONCCIINE Kb 1e20.

CIUCIL. KOCTO HAIPARH {IPOBCPKA HA CHALPKAILICTO 1Ta TCXHUUCCKOTO TTPEUIORCHHe ¢hodpasio
HIUCKBALNATE HA [IPONS/IYPATA H YCTANOBH, He JIOKYMCUTUTC Ia YHACTHHKY OTIORAPST HA H3HCKBAIUILTA
lict MTpOHCAYparTa 1 3aKolia.

VURCTUHKLT ¢ HPCUIOKINN CPOK 32 IB3ILMICIIIC Ha JIOCTABKHIC, CPOK 33 pascpouclio ianiaie H
OCTATLICIT CPOK 1 TOJHOCT Ha OCPHPAITHTC MCUNUIHCKH 130G OTTOBAPSITH 12 NMMIHMAITIHTC
HIHCKBATH T BH3HOZKHTCS,

Odepupamire MCUIUINCKI  H3ACHHE  CHLOTBCTCIBAT 1 M3HCKBAUNSTd  1ia TCXIIICCKaTa
CHCIUT(PHRATULS LA JOKYMCHTAINHATA 30 YUACTHE B LPOICAYPATA, HOJPOOIO ONICAITH HO TOMCIKIATYPH B
obocobenata o3,

Onenkara na TeXHHHCCKOTO HPCATOKCHNe ¢ usnnpmicna i1 orpasena s piomenne No? ko
HACTOSIISE HPOTOKOL,

Ha 6232 ropemsaomenoro RKOMICHITA HAMIDA TEXIMHUCCKOTO HPC/UIORCHHC 1R YIACTHIKA 32
OTTOBAPSILO B NBINA Creneld HA H3NCKBAHHATA Na BL3JGAKNTCAS, 3A10KCH B TeXHIUECKATA
CHCIUIIIKAIH 1A AOKYMeHTamsiTa, C o1/t 1 roBa, KOMUCISITA CAHIOAYIIO PCOIH, Y€ 01y CKA
yuacrmuka "OPEIEHIIYC MEJHKDLJ KIEEBP LBJIACAPUS" EOO/ a0 cacapam c¢ran B
HPOIICLY PATE — OTBAPSIE HA NCHOBOTO HPL/UIOKRCHIIC 10 060cofeHATA HO3 IS

"Inamea Horepnemanna” EQOJ]

OlINed Juanuzamopu ¢ smesmépana om noaucyaghon, noruempocyidhon unn opye depucant Ha
noaucyihona

Komucusra ycTanosn, ue yqacTHHKBT B HPOLEIYPara € JPCICTABMI BCHUKH H3HCKYCMH OT
BHL3TOMKHTENS IOKYMCHTH, 8 UMCIIIIO:

o [lonvanen Qopasey Ne 3 — Hpedaoosicenue sa usnvanenue na ROPuuKanid,

o [lpunosicenite Nol Ko mexnuueckama oepmic — ng Xapnuen 4 e1eKmponen Hocme;

o [onvunen Obpaszey Ned - [lewnapayisr sa coerdcue © KAGY3UNE Hd APUAOICCHUS APOEKN Nd
dozosop;

o Honvanen Obpasey Ne3 - Jlexnaparus 30 cpora na sanudnocm na oghepmama,

°  Ja ohepupanume seduyuicky uzdeaus e npedcmasend ¢ sacepen npecod EC dexaapanus 3a
cvomeemeneue u ,,CE™ vaprupoeia ¢ coomeencimagie ¢ wsnckeanugma na i, 14 w v 15 om
IMH;

o [ipedcinagenu ca uznckyeMume Kamano3u u uHCmpyKiyi 3a ynompeoa,

o [lpedcmagen e OOKyMenm 3d  OMOPUIGWUS/OMOPUIAUUONNIO  RUCMO  ONl  Apou3sodunen,
Yoocmogepacauio npaca 3a RPeOCmAaGUMeNcmee 1 mup2osus na mepumopusma na Penyéaura
Boneapus om Asahi Kasei Medikal Europe GmbH,

o [pedcmagenu ca usnHCKYyeMume AOCHMpU 1O GO 1 KOAUHECHGO,

* [lo caoe yeaompenie Y4acmuukuil € APIA0ICHI 3G6EPEIo KORUC Ha PUSPEUIMENTIO 30 MbP2OGUS HA
eopa ¢ MeEQUYUHCKU UBOCAUS U NPUAONCCHUE KA €20,

CIEA, KOCTO HAlPABH MPOBEPKA HA CHABPKAHHCTO HA TEXHHUECKOTO NPEMIOKCHHE ChOOpasHo
H3HCKBaHUITA 1A MPOLE)YPaTa H YCTAHOBH, ¢ HOKYMEHTHTE Ha Y4acTHHKA OTrOBAPST A H3HCKBAHHATA
Ha IIpouejypaTa | 3aKoHa.

YHacTHHKDT € NPCANOKHIT CPOK 33 H3MBJIHEHHE 1A JOCTABKHMTE, CPOK 3a PA3CcpoUueto MAllANe U
OCTATBYCIl CPOK Ha TOJAHOCT Ha OQCpHpalUTe MCAUIMHCKM M3ACJMS OTFOBAPAINY HA MHIMMATHUTE
H3HCKBAHHs HA BLATOWKHTEIIS.

Odepupadnre MCIUIMHCKM —M3ICIHS  CLOTBETCTBAT 1ia  HM3UCKBANUATA HAa  TCXIHYECKATA
cricHupHKAUUA KM JIOKYMEHTAIMSTA 38 YUACTHE B 1IPOLICAYPATA, 10/(PeOII0 OMHCAHH TI0 HOMCIKIATYPH B
obocobceriata no3uIHs, w

Ouenxara Ha TEXINTYECKOTO UPCUIOKCHHC C H3BBpUIEHA M orpasena B IIpuiosxeine Ne2 KM
HACTOAUHS NPOTOKOJI.




Ha 6a3a ropensnomenoro KOMHCHSTA HAMIPA TEXHIYCCKOTO UPC/LIOMRCHIIC 114 YUIACTINIKA 3A
OITOBADIIO B WBIHIA CTEHEN A H3HCKBAINGITA 114 BEIJOKITCS, SAMOKRCHT B TeXHiuecKaTa
crcundIRANNSL A oKyMemramsra, C OIIIC/T 1A TOBA, KOMICIBUTA ¢IHHOAY IO Penr, e JOIYCKA
yuacrnnra "Jlnuvien Hurepremanni® FEOO/M o cacasam eran o HPOICAYPATA — OTBapsINCe Ha
HCHOBOTO NpC/LLKRCITe Mo 0hocofeaTa o3I,

OUNeS Kpusnu sunun

Koxmeusra yeranosn, e YHACTHMEDT 1 IPOTCAYpaTa ¢ NpCACTARHI  BCHTKH HIUCKYeMI OT
BLBHOMHATCIS JOKYMCHTH, 8 HMCHITO:

o Honvanen Odpeasey Ao 3 Hpedooceiue sa wsivanenie o ROPOURAING,

o Mpaionceiie Aol cuar mexiiveeraina Ohepiia - wd Xapmuen u crermponen nocimes -

Honvanen Odpasey Nof . Hewrapeniun sa coeracue ¢ RAQYIUMC 1d NPUAOSCCHNES RROeKIn T
doeoaop,

o llomvuen Oopasey A§ - eiiapayust sa cpora na sanuonocnt na oghepniania;

o Ja odepupainite MEAUYUNENY U3OCUs ¢ npedemasena ¢ sacepen npecod 1C derapanis 3a
cvomsemencue n ,, CE™ vapruposrka ¢ coomeememasue ¢ usuekeanisima na wa 4 uowr 15 om
3MI

e lpedemasen ca HIUCKYCIMUING KAHICLIO3U 1 UNCTIDYRYIN 36 YROTIDeSa,

© lpedcmasen ¢ dowyvienm  3q ORODUSANNS OMOPUZARUONNO  RUCHO  Oom npouscodunen,
Yooemosepsicaio npasa sa NPEOCINABUINCACINGO U MBPeOsUs 1 mepumopusma na Penyuura
buv.eapust om Niproliurope NV,

o lpeocmacenu ca wsnexyerume MOCRHIPU 1O GO U KOAUYCCTIGO,

o [lo ceoe yesxtompenue yuacniumvin ¢ APULOIICUN 3UGEPEHO RORUE Hl PAspetilnetino 3q INBP2OGHS H
COPO ¢ MeOUUICKIE u3den s u RPUAONCCHINE Kb HeRo,

CICH, KOCTO HANPaBH 1POBEPKA Nd CHLABPKAHNCTO Ha TeXIHUECKOTo HPEJUIOKEIHE  ¢LOOPa3Io
H3HCKBAIUATA 11 IPOUCAYPATa H YCTAIORH, e AOKYMCHTHTC Ha YUACTHHKA O1TOBAPAT 1A M3HCKBANMATA
Ha HpolcAypaTa 1 3aKotia,

YUacTHHKBT ¢ upetoNm CPOK 3a H3MBJAHENNE 1A JOCTABKUTE, CPOK 3a pascpodeno miamaie u
OCTATHUCH CPOK 1A TOMIOCT 114 OCPUPAHHTE MCAHIIHICKH H3MCIHS OTCOBAPSAIM HA MHHHMAJMIIATC
H3HCKBAINS HA BL3INOKUTCITS, :

Odepupannre  mejumunckn HIICIR - ChOTBCTCTBAT 1l H3HMCKBAUMATA HA  TCXHHYCCKATA
CHCHH(HKAITNS kDM TOKYMEHTALISATA 33 YHacTysic B mponeaypara, noaposio omucals o HOMEHKIATYPH B
obocobenara nozmms.

Onenxara Ha TexmmueckoTo IPCIVIOKCITHC € M3BBpINCHa H oTpasela 3 Hpunoxenne No2 wpm
HACTOA K TIPOTOKOT,

Ha 6a3a ropeusstoienoro xosnicnsira HAMHPA TCXHIMICCKOTO UPEIOKCHIE TA YIACTHHKR 32
OTTORAPSINO B NBJINA CTCHEH HA M3HCKBAMISITA 1A BBLITORUTEIS, 3AJ0KCHN B TCXHIMECKATR
coedpuKanusa na foxymentaunsra, C OIViCI I1a TOBA, KOMIICHATA J(IHOAYIO PelH, e ROMycKa
yqactuura "Jinusmen Hurepnemanns" EOOJ no caeupam eran s upoieaypaTa — orpapsie ua
ICHOBOTO NpCaioxenne 1o 0Gocodenara mosnst,

2

OlINe6 Ducemyanu nznu
KoMuensata yerauosn, we yuactmupr o HpoHCAypara € NpeAcTaBunl BCHUKH HIHCKYEMI oOT

BBIMONKHTCIS JIOKYMEHTH, 4 HMEHIIO"

» lonvanen Obpasey No 3 — Ipednoorcenue sa usnvrnenue na nopwuuraIng,

* lpuuoocenue Nol xvar mexnuvecrkama othepma — na xapmuen u eNeRMpPoNen Hoctmen,

o [lonvanen Oopasey Ned - Herknapayus »a cvenacue ¢ Kraysume nda npunoscents npoexm ua
dozosop;

© [onvanen Opasey No§ - Hexaapaipus 3a cpoxa na eanudnocm na vhepmama

o 3a opepupanume seduyuncru usdenus e npeocmasena 6 zacepern npecod EC dexaapayus sa
cvomeememee u ,, CE” yapkuposrka ¢ cvomsememeaue ¢ HsuCReansma na wi. 14 u . 15 om IMH;

* llpedcmasenu ca uznckyenume xamanosu u UNCHpYRYyuL 3a yrompeba;



® Ilpedcmacen e doxkymenm 3a OMOPUZAYUA/OMOPUSAYUOHHO — HUCMO  OM  POU3BOOUME,
Yoocmosepasawo npaga 3a RPeOCMaGUmencmeo u mvpeosus Ha mepumopusma na Penybnuka
bvazapus om NiproEurope N.V.;

 [lpedcmasenu ca usucxyemume MOCHPU MO 6UO U KOAUYECTBO;

* [lo céoe yemompenue yyacmuuxom e RPUNLOJICUIL 3a6ePEHO KONUE HA PAPeUUmento 3a movposus Ha
e0po ¢ MeQUYUHCKY U30CNUS 1t NPUTONCENTIE KbM He2o.

CJIE/, KOCTO HalpaBH IPOBEPKA HA CHABDKAHHETO HA TEXHHYECKOTO TIPEJUIOKEHHe choOpazHo
H3HCKBAHUATA Ha NPOLEAYPATA H YCTAHOBH, Ye JIOKYMEHTHTE Ha YYacTHHKA OTrOBapAT Ha W3HCKBAHUATA
Ha Mpole/lypara u 3aKoHa.

YHaCTHHKBT € TIPE/UIOKII CPOK 3a H3IBIHEHHE Ha JIOCTABKHTE, CPOK 3a pascpoucHo Iuiamaine u
OCTATBUCH CPOK Ha TOJMHOCT Ha olepHpaHHTe MEIHIIMHCKH H3CIIHSI OTroBapsAINy Ha MHHHMAIHHUTE
M3HCKBAHHS HA BH3JIOKUTEIIS.

O¢epupanure MeAMIMHCKM H3jeMs  CHOTBCTCTBAT Ha U3HCKBAHMATA Ha TeXHHYeCKaTa
CHENUPUKAIMST KbM JIOKYMEHTAIHATA 32 YHacTHE B NpoIe/lypaTa, OAPOOHO ONHCAHH 110 HOMEHKIATYPH B
obocobenara mo3urms.

Onenkara na TeXHHYECKOTO IPC/UIOIEHNE € M3BLPIICHA U oTpaseHa B llpuwioskchue Nel bM
HACTOALIHS TTPOTOKOJI.

Ha 6a3a ropemsiio:kenoro komucnsira NAMHPA TEXHHYCCKOTO NPEATOKEHNE HA YYACTHHKA 32
OTIOBAPIIIO0 B MBLJIHA CTCNCH HA H3MCKBANMITA HA BBH3JOKITENS, 3aM0KCHH B TeXHHYECKATA
crenuduranus Ha gokymenramusra. C orjen na TOBA, KOMHCHSTA €[IHHOAYIIHO DEIIH, "¢ J0nycKa
yuactuika "/Ibumen Wurepnemansa" EOOJL no caeasam eran npoueypara — oTBapsHe Ha
LHEHOBOTO MpeAIoKenne o 060codeHaTa mo3migHsi.

OIlNe7 Kamempu 3a epemenen cvdoe docnon 3a GL3paCHmu
Komueusita ycranosu, we yuactunmkst B HpOICAypaTa € HPEJCTABHIl BCHUKH H3UCKYEMH OT
BL3JIOKHTEIIA IOKYMEHTH, 4 HMEHHO! _
o llonvanen Oopasey Ne 3 — lpednoocenue sa usnvanenue na nopvurama,
o [lpunooicenue Nol xvm mexnuuecxama oghepma — na xapmuen u enexmponen nocumen,
e lonvuen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ Kiaysume na APULOdICents npoexm Ha
doeosop,
o lonvanen O6paszey No5 - Hexnapayus 3a cpoka na eanudnocm na oghepmama;
° 3a oghepupanume meduyuncku uzdenus e npedcmasena 6 3asepen npecod EC oexiapayus 3a
cvomeememeue u ,, CE" mapkuposra 6 coomeememeue ¢ usuckeanusma na ui, 14 u wn. 15 om 3MH;
° [Ipedcmagenu ca uzuckyemume xamanosi u uncmpyxkyuu 3a ynompeba, :
° [llpedcmasen e Odokymenm 3a OMOPUSAYUL/OMOPUSAYUONHO — NUCMO  Om  NPoUssodUmen,

Yoocmosepagawo npasa 3a npedcmasumencmeo u mopeosus na mepumopuama na Penyonuxa

bvreapus om Teleflex Medical Europe Ltd; ‘

° [lIpedcmasenu ca usuckyemume Mocmpu no 6uod u Konuyecmeo,

° [lo ceoe yexomperue yuacmnuxvin e npuiovcun 3asepeno konue na paspetiumento 3a mvwpaosus Ha
eopo ¢ MEOUYUNCKU UZOENUS U NPUTOICENUE KDM 1e20.
CIIE/l, KOETO HANPaBH NPOBEPKA HA CB/ABPKAHAETO HA TEXHHYECKOTO IPEJUIOKCHHE cH0OpasHo

H3MCKBANUATA Ha NPOLe/lypaTa U yCTAHOBH, Y€ JIOKYMEHTHTE HA YYaCTHHKA OTrOBAPST HA H3MCKBAHUSITA
Ha Mpole/ypaTa H 3aKoHa.

YUYaCTHUKBT € HPE/UIOKUI CPOK 3a H3IBIHEHHE HA JIOCTaBKHTE, CPOK 3a PAa3CpoOyeHo IUIAIAHE U
OCTATLYCH CPOK Ha TOAHOCT Ha O(epHpaHHTEe MEIMIMHCKH H3JeNHS OTrOBAPIINH HA MUHHMAHHTE
W3HCKBAHMS Ha BBH3JIOIKHTEIIS. ' :

Odepupannre MeIHUMHCKH —W3AENMS  CLOTBETCTBAT HA  HAMCKBAHHSTA  HA TEXHUYECKaTa
CHeLH(UKANNS KBM JIOKYMEHTAIHSTA 33 YUACTHE B poLE/lypara, noApodHO ONUCAHH 110 HOMEHKIIATYPH B
obocobetata mo3uIms, =

Onenkara Ha TEXHHYECKOTO HPEJUIOKEHIE © usBbpiIcHa M orpaseHa B llpunoxenue Nel kM
HACTOSIIIHS TPOTOKOJ. :

Ha 6a3a ropemsiioixeHoTo KOMHCHSITA HAMHPE TCXHHUECKOTO MPEAJIoKEeHHe HA YYACTHHKA 32
OTrOBAPAIL0 B NLJAHA CTCHEH HA H3HCKBANHSATA HA BB3JIOKHTENS, 3aJ0KEHH B TeXHHYECKATA
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CHCITpURATULE 1 QoryMenraunsgra, C orici Ha ToRA, KOMUCHSTA C/RIIOY HIIO PCNII, He IOy CKA
yuacrnnra "Jnayer Horepnemanna' EOOJ e cacmam cran 5 UPOUEYPATA ~ OTBAPIIIC 112t
HCIOBOTO HPCUIOMRCINE 110 0G0cO0CIIaT OIS,

OINeS Kamtemnpu 3a 0vicompaiine kamemepusupane ma Hempaann 6enosnn codose

Kosuensita ycraiosy, ue yqacTHHKLT B HPONCAYPATA € UPCACTARI  BCHITKH HIHCKYCMIT OT
BHATOAITCIS JIOKYMCIITH, 8 UAMCH 0! '

o Hounuiten Opasey No 3 -~ Hpediaodicene sa wsnvienue ud nopuyiana,
o Hpurosicerue Nol worr mexinecrkama ohepmea na XAPINUCT 1 CTURIPONCH HOCUNIC !
o Honvuien Otpasey Nl - Jlexiapanus sa cveaacie ¢ Kiapznme sua apuioscenis NPOCKHL Nt

Aoc0cap,

o Honvanen Oopeasey No3 - Jleriapanjuis sa epord Ha aqandnoci i ahepmaina;

© Ju odepupamne sieompaicny wsdeaus ¢ npeocmacena 6 zasepen npecod EC GeRAAPANUS 3
coomeemenmeane it CI8 yapkuposra ¢ coomsenicmeue ¢ usnersamisindg na wi, 1w 15 om 3MH;

©  [pedciidGent ca UsHCKYCIUME RUMAI031 U CHPYRYIN 30 yRomped;

© Alpedcmasen e doryyenm  3q omopusayus/OMOpUIGHUONIO  NUCHO oM HPOUZEOOUNIE,

JOOCMOGEPAGAIO TPAGA 30 NPEOCINAGUMEICINGO 1 MOPROGUS 1 mepumopusma sa Penyénuka

buaeapust om Teleflex Medical Furope Lid;

¢ [Ipeocmasent ca U3UCKYeMUmE MOCHPI 0O 61O U KOAUICCHIGO,
o [0 cooe peMsonpenie puacinuksm € APLAOACILE 3ACEPEIO KONUE N PASPeIaumeno 3da HIBPeOGHS HA

COPO ¢ MeAUYUNCKN USOCTUL U PUTONCCUNE KM HE20.

CICH, KOCTO HalpasH MPOBCPKA HA CHLILPKAITHCTO 1A TCXIHYCCKOTO NPC/UIoKeinie chobpasio
H3HCKBAHISITA 1A HPOUC/ypaTa i yCTAHOBH, UC NOKYMCHTHTE Ha YUACTHHKA OTIOBAPIT 1a H3HCKBAUHATA
114 1IpoIe)lypaTta i 3aKoHa,

YHaCTHHKDT € HPCATOKEI CPOK 33 H3ILAICHHE 1A TOCTABKHTC, CPOK 32 pascpoyeno IUalnane u
OCTATLUCH CPOK Ha TOANOCT HA OMCPHPALUHTC ME)HilHIICKH M3/ICITHs OTTOBAPSINH HA MEIHMAIIHTC
H3HCKBANHS HA Bh3TTOKHTCII,

Odepupannte  MEAMIGUICKH — H3ACHHS  CLOTBETCIBAT HA  MANCKBAIMATA Ha  TEXIHUCCKATA
CHCUH(HKALIS KbM OKYMCHTAIHATA 30 YUACTHE B HPOHCAYPATA, OAPOGHO ONHCAHU M0 HOMCUKIIATYPH B
obocobenara nozuns,

Ouenkara Ha TCXHHUCCKOTO NPCIUTONCHNE C H3BLPIICHA H OTpa3eHa B Hpnnoxenue Nel xbMm
HACTOALIH IIPOTOKOIL.

ITa Ha3a rOpeH3M0KEIOTO KOMICHATA HAMHPA TEXHYECKOTO MPCLIO/KCIIC 1A YYACTHIIRA 32
OTTOBADSIIO B NBJHIA CTCACH A H3UCKBANNAYTA 1R BLIIGKHTENH, 3aJ0KCHH B TeXHHUCCKATA
enemuKaLst Ha gokymenrranusra, C oriIef na ToBa, KOMICHSTA eIy N0 peu, e jonyckKa
yuacruuka "Inuasen Mirrepuemansi” EQO o eaeppam eran B npomeaypara — orpapsne ua
LEHOBOTO HPCAJIOKCHIIe 110 060cobenaTa moT s,

"CODAPMA TPEAAAHT" AJf
OHINe] Jlexapemeenu npodyxmu
Komucnsata ycraHosu, ue y4YacTIHKBT B UPONeNypaTa € NPCACTABHI BCHYKH U3HCKYEMH OT

BDL3TIOMHTENS JOKYMCHTH, & HMEHHO!
o [onvruen Obpasey Ne 3 — IIpednodcenue 3a usnvinene 1a nopLyKama;
o [lpunooicenue Nel KM meXnudeckanic oepma — 1a xapimuen i enekmponen nocumen;
 Honvanen Obpasey Ned - Hexnapoyus 3a co2igciie ¢ KIQy3ume nd Rpuiojceius npoes na Qveo6op;
o [onmvunen Obpazey Ne5 - [lexnapanus 3a cpoka na eanuduocm na ogepmama;
* [lo ceoe ycaiompenue yuacmuukvin e npedcmacun Oexnapayus no wi. 39, an. 3, m. 1, fyrea ,,0"om

HI30IT,

* o ceoe ycmompenue yuacninikvin e npedcmasui dexiapayus 3a ROAOPLIICKA 11 CKAAA0BU

HOHUNHOCHIN,
o [lo ceoe yexompene yuacnuxuim e apedcinasui dexnapayus no 4. 55, an6 om 3ATTXM:
o o ceoe yeyompenue yacmiukum e npeocnasius Oeriapaiis onmocHo ACKAPCMGENUNEe RPOOYKMU
i ustckeanusma na 3JATIXM;



o Homapuauito susepeino konue na doryyenm sa yirvanosogaedine na Heonr Haues coeracno @i 39,
air 3om A, Oyrea ca om T30

e Hpedcmasenn  ca  doxyuennne  sa OMOPUSAUUS/OMOPUZAONIY  RUCMO Ol APOWIGOOIINEN,
YOOCINOGECPHCAUIO APUGH 34 APeOCIIUGIINEICIGE 1 mupeosis o mepumopusindg ia Penyiaura
Duvieapus ¢ denapemseny npoodyKknm, Karmo cieosa.

VIFOR France, France u ,, Papascios ™ OO,

CPow Buieapus * EOOJ,

Astdncen hvaeapus EOOJ;

3D Houhapyia — waon bvicapus”

Acnen f0pvi I'vaX  raon bvaeapus KUT:

heperun-NXeane Al

CHEIL KOTTO HATIPABI HPOBCPRA Ha CHULPIKALHCTO THa TCXIMUMCCKOTO TIPCIUIKCHEE CHoBPA3Io

AN NN

SHCKBATNATA TIa HPOLE/IYPaTa B YCIAOBH, e JIOKYMCHTHIC T YIACTHIKA OTIOBAPST 1A H3HCKBANNTIA
A LPONCIypaTa | 3akona,

YUactiikeT ¢ IPEJUIONIIT CPOK 34 HANBIFCHIE Ha JOCTABKITE, CPOK 32 PA3CPOUCHO TUIAINANCG H
OCTATLICH CPOK 1a TOMIOCT A OQEPUPANTE JCKAPCIBCIH HPOJYKTH OTFORAPAULE Ha MHIHMATIIHTe
H3HCKBAIMSL HA BH3TOWHTEN.

Odepupannre aekapersenn upoaAyKTH ca BRAIOUCHH B [puaonccune NeZ ma 101C w cnoTercrnat
M H3HCKBAIHATA 112 TCXHHUCCKATA CHCIH(HKRIIHS KM JIOKYMCHTAIUIATA 30 YIaCTHC B 1POLE/YPaTa,
N0 (POOHO  OIHCAIH 110 HOMCHKIATYPH B 000COBCIaTa TO3HIHI B Hpunoxenne Nel koM nacrosimus
HPOTOKOI,

Camo 1o nosennarypa Nel ALICC04  Calcitriol 3a O(CPHPAHNAT JICKAPCTRCIT 1POJIYKT
POKAJITPOJL, ¢ upurexaren Ha paspeindrenioro 3a yiiorpeda POIL BEOUHTAPUST OO usma
IIPEIICTABEII0 OTOPH3ATIHOHHO MHCMO OT HPOH3BOJMTCI (1 IPEJICTABCIIOTO OTOPH3ALHMONIO TTHEMO OT ,, o1
brarapus™ EOOJ odepupanmst nexapersen upogyxt POKAJITPOI He ¢ nocouen i CHHCTLKA).

Komnensra npennara yuactinknT ga 6m1¢ oTerpanen mo nomeninarypa Nel na ocriopanuc wi, 107,
1.2, Oyxpa a) o1 3011 — npejietaBint ¢ odepta, KosTo 1Ic oTroBaps 1a HPESNBAPUTCIHO 0DABEHUTE YCIIOBUA
HA TOpPBYUKAaTa,

ITa Ba3a ropensaoKenoTo KOMICHITA HAMIPA TEXHIMCCKOTO HPEUIORCIIIC 1A YHACTHIIKA 110
OCTANAMITE HOMCHRAATYPH B 0bocobenara MOkl 33 OTroBApSINO B ILJANA  crencl Ha
HIHCRBANISITA HA BHL3TOKITC/IS, 3AJ0KRCHN B TeXIHMECKATA CeIGIRAs na gokymentawisara, C
OFJIC/L A TOBA, KOMHCHATA ¢/IIIOAYINIO0 pem, e jqonycka yuacrimka "COOAPMA TPENJTIHT
Al mo cacasamr eran B uponeMypaTa — OTBAPSIHE MA HCHOBOTO HPEORENE 10 0CTANAJIITE
HOMEHKIIATY DI B 000co0¢aTa mosnrs,

OITNeG Ducnyanu nenu
Komucusita ycranopu, we yuacTHHKLT B upoueaypata e NPE/CTABHIL BCHUKH IH3HCKYCMM QT
BL3IDMIKHTENI JOKYMEIITH, 4 HMEHHO!

» [Jonvauen Obpasey Ne 3 — Hpednoocenue 3a usnvanenue na HOPBURCINA,

 Hpunoocenue Nel kvar mexinrieckama oghepie — na xapnien u CHERINPOTIEN HOCUMIEA,

s Homapuanio sasepeno konue na doxymenm sa ynvanomowacane na -Hean Haves cvenacno i 39,
ai. 3, m. 1, byrea ,a” om IHT301;

o llonvanen Ofipazey Nod - Jlexnapayus 3a cveiacue ¢ KIGAYIUIMe 1a ApuAodicenits PoeKnt na
Q02060p;

» [lonvanen Obpasey Ne§ - Jexaapayus sa cpora na sanudnocm na ogepmama;

* 3a oepupainmie sedwuncrku uzdenus ¢ apedcmasena 6 sagepent npecod LC Oexaapayua 3a
cvomeememeue it ,, CE" Mapriuposka ¢ CbOmaememeaue ¢ uuckeansma na wi. 14 u ua, 13 om 3IMH;

» lipedemasenu ca usuckyeanme KaMaio3u u uNCMPYKLUY 30 ynompeta,

o llpedemasen e doxyrmenm su omOpUSAUUS/OMOPUIANUONNO  RMUCMO  Om npoussedumen,
Yoocinosepasaiyo npasa 3a APeICMAGHNCACIIBO U MbP2OGUS 1d mepumopusina na Peny@auxa
bvneapus om yanedonz Baiixe Meduxan, Texnonodwcu Ko, Jhno;

s [lpedcmasenu ca usuckyeannne A0CHpu HO GO 1 KOAULECHIGO;

* [lo ceoe yeatompenie yuacmnuxvim e npedenaci deraapayus no wa. 39, an. 3, m. 1, 6yxea ,,0 " "om
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301,
¢ [lo ceoe yerompeniic Yaacnmunonr ¢ npedcmasiy Qeriapayis i BOOOPBLICKA Hid CRAAO08H

HCCUYIHOCHH,

CICA, KOCTO RAIIPABH LPOBCPKA 1A CL/LPIKAIIHCTO Ha TCXHIGCCKOTO UPSUIOKCITHE CHOOpa3zHO
HBHCKBAHITATA H& UPONCIYPATA 1 YCTANOBH, U JIOKYMCIHTHTC T YHACTIHKA OTTORAPSIT 1A H3HCKBAHHATA
L POLIESYPATA 1 3aKOTIL

Yaacriniknr ¢ IPC/GIokHI CPOK 30 HANGIHENHE 11a JIOCTARKHTE, CPOK 2 PA3CPOUCHO INAMNIAIC H
OCTATRUCH CPOK Ha TOJIOCT Ha oQepHpatiTe Me/IMINIHCKH  I3ICIHHS OTIOBAPSIIH 1 MIIIIMATIIHTC
H3HCKBATHST 118 B3O TCIS,

Odepupanoro  MCUIINCKO  WHEIHE ¢ CLOTRCTCTBA  HA  W3HICKBATHGIA 114 TeXHIHCeRATA
CLICIH(HRATUEE KOM JIOKYMETTAINISTA 30 YIACTIC B NPOIC/[YPaTa,

B mpejerasciara nerpygunn 3a ynorpeSa ua crp 157 o1 oeprata HoOBLPXY OHAKOBKATA HA
(IPCJICTABCHITE MOCTPH ¢ HOCOYUCHO, Y& MEUHIRGICKOTO H3J(CIHC ¢ CTCPHItH3UPAIIO ¢ eriicl oxen. Ha
cip.lT o1 HOKYMCITALHATA 32 YUACTHE B UPORSYPATA, B HOJPOOIATa TEXHHYECKA CHCHH(IKAINA 114
MECHHIMTCKITE H3ICHA ¢ TI0COUCo ,,Memod na cieepunisayis - 6cuuil sndoge cnepuasayis 6es
ennLien okcud

Ha a3a ropensiomennoTo KOMICHSITA HAMHDPA TeXIHNCCKOTO TPELIOKCIIIC {a yIacTIHIKA
"CODMAPMA TPEHJIMHIT" AL uo oBocobenara HOINUHs 32 UC OTUORAPHAO A I3NCKBAIINSITA HA
BLITOSRINTCIH, 3AI0KCHI B reXnmueckara cueridgmamst na jorkymenramsira, C orie/| na topa,
KOMHCHHTR  ¢JNHOJYHIIO PCNIH YYACTHHKLT Ja OhA¢ orerpaiien ne ofocodenara 1mosimimse Ha
ocrosanme wLl07, 1.2, dyksa a) or 30 - npeacrasna ¢ odepra, Koswro ue orropapst nua
HPCABAPHTCIIL0 00IBCIINTE YCTOBHS 1A MOPLIKATA,

OIINe12 Pukasunu 3a eonoxkpamia ynompeid

Komitensita yotanosy, 4e yuacImiksT B UPOLEAYParta ¢ HPCACTABMI BCHYKH H3MCKYEMH OT
Bh3J0IKHTEIS JIOKYMEH'TH, 4 HMENHO!

¢ lonvanen Obpasey No 3 — IIpeorooicenue sa usnvianenne 1ia ROPpLykama;

o [punoncenne Nel kvar mexnuveckama ogherma - na xapmuen u exexmponen Hocumen,

» Homapuauno sasepeno xonue na doxysenm sa ynvanosowasane na Hean Havee cveracno v, 39,
ar. 3, m. 1, ovrea ,,a” om HII30I;

o Honvunen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ wiayzume ua BPUAODICCIHNS RPOCKAL Ul
doeocop;

o [lonvanen Obpazey N3 - flexnapanus sa cpona wa sanudnocm na ogepmani;

¢ 3 ogepuparume aeduyuncky usdenus e npedcmasena ¢ zacepen npecod EC derAapaniis 3a
cvomeememeue i, CE" napruposka 6 coomeememene ¢ usnckeanusma na vi. 14w wi, 15 om 3MH;

o [lpedcmaseni ca UsHCKYeMUME KANUIO3U U WICIPYKYLL 3a Yompeba,

* llpedcinagen e QonyMens  3d  OMOPUSAWUS/OMOPUSAYUONIO  RUCMO 0N HPOUIGOOUMEN,
YOOCIMOBEPAGAIO APAGA 3d NPeACAGUMENCMEO U MBP20GUs. 11d MEPUMOPUSING 1A Penybrura
Buvneapus om Jlabopamopuu Eypomeduc;

° [llpedcmaseny ca usuckyemune Mocpu no U 1 KOAUYECHIGO,

* 1o ceoe ycnompeiue yuacmnuxom e apedcmasuia Oexaapayus no va. 39, ar 3, m. 1, tyrea ,,0 " om
HIT3OIT,

o lo ceoe ycymompenue yuacnmuxvimn e npedcmacun OeKaapayia g ROOOPBIICKA HA  CRAAO0GU
HAAUYHOCHIU,

Clie/l, KOCTO HANpaBH MPOBEPKA HA ChABPIKAHLCTO HA TEXHHYECKOTO OPEUIOKCHHE ChoOPA3ZHO
M3HCKBAHUATA HA NpOLENypaTa K yCTAOBH, Y¢ JIOKYMEHTHTE id YUACTHHKA OTrOBAPAT HA H3NCKBAHHATA
HA [IPOLEAYypaTa ¥ 3aK0IIa,

YYacTHHKDLT € TIPEAIONII CPOK 34 HANLIIEHHE Ha JOCTARKHTE, CPOK 3a pascpoueHo luialaHe H
OCTATBUEH CPOK Ha TOAUOCT HA oCpUpanuTe MEAMNMHCKH W3ZENMA OTrOBAPALLI 11d MHHHUMATHHTE

H3IHCKBAIIUA Ha BL3NOKHTEH.
O(ll CpupanuTe MEIHIHMHCKH  H3ACAMS  CHLOTBETCTRAT  Ha M3MCKBAHMATA HA TeXHHuuecKara

CLCIH(PHKAINA KbM JOKYMCHTAI[HATA 32 YUACTHE B HpONEaypaTa, 1o/podIIo OMHCAHM MO HOMCITIUIATYPH B
obocobenara no3uns.
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OnenkarTa 1@ TeXHIUCCKOTo MPC/UTOKENHE ¢ H3BLPIICH? B OTPA3CHA 1 Ipunomkerne No wpM
LACTOSLTHS HPOTOKOII,

Ha Ba3a ropensitomenoro KOMUCHSITS HAMIPA TCXHITYCCKOTO HPC/RHSRCIIIE 112 YaactrniuKa 3a
OTrOBADSIHO B ITLANG CTCCH 1A H3NCKBANISTA 1A BLAJOKITCIN, 3M50:KCHH B TEXIICCKATA
cuenpdmranuse na poryyenrammara. C orae) s ToBa, KOMICIITA C/HH0AY IO PCIIL, Me JI0IYCKA
yuacrunka "COOAPMA 'l‘PEI‘:U[If]III“' Al no cremsany eran B UPOUSAYPATA - OTBAPHE 112
HCHOBOTO TP/ LIOZRENC 110 ofocolemaTa o3I

" Meununiera Texmnra Huaenepman ™ QOJ|

OHNe7 Kamempu 3a epestentenr co0os 00Curnil 3a ¢u3pacauin

Kosneusra: yeranos, ue yqacrinngnhT B HPONCAYPATA € UPCACTABHI  BCHYKH H3HCKYEME OT
BLLI0KITCIS JIOKYMCHTH, 8 HMCHHO!

o [lomvuien Obpasey No 3 — Hpedaoocenue sa usinnianenie id Ropuurama,

o Hproscenue Nol ko mexnumeckama oepmina — na Xapmuen i eaexmpoen nocluie;

o [lomapuano sasepeno konie g doxyvenm sa yavianosouacane na Heoo Casosa cvoracio wi. 39,
cor. 3, m 1, Gywea L at om HIT301T;

o lomvanen Odpasey Ned - Jlernapayust sa cvaiacue ¢ kiaysume jma muiioycenus npoesnt id
doeosop;

o [Honvanen Odpasey No5 - Jexaapanuse sa ¢pora na GaittOnocut id ogepmana;

° 3a oepupanume veowpuieru usoenus e npedcmacena ¢ saseper npecod 15C derrapayis 3a
coomeememenie i, CI5 swapruposka ¢ covomeememaite ¢ ushexeanusma e 44, 14 vy 135 om 3IMH;

o [pedemagenu ca uzneryesume Kamanosn u uncImpyKyu 3a yrompeoa:

o [llpedcmasen e Qoxymemm a4 OMOPUCHUS/OMOPUIRUONNO  HUCNO O RPOU3EOOUMEN,
YOOCIMOGEPAGAUIO NPAGA 30 APEOCIMUGHINCACINGO U IIBP2OGUS. 1A IMEePUMOPUSING 1 Penybaura
bvuzapus om Infra special catheters, 1'epyanus;

o [Ipeocmaseni ca H3UCKYeMIINe MOCIHpPL N0 U0 1 KOIUCCHBO,

e [lo ceoe yeatompenue yaacmuukvin e npedemasun Oexnapayus no wi. 39, ar. 3, m. 1, oyred ,, 0 “‘om
THI3011
CleJl, KOCTO HAMpaBH MPOBEPKA Ha ChjIbPKAIIHETO HA TEXHHYCCKOTO NpejuioiKelie chLoOpazHo

H3HCKBAHHATA HA 1IPOLEAYPATA H YCTAHOBY, e JOKYMEHTHTC Ha YUACTIIHKA OTroBapsaT Ha H3HCKBAlMATA
a MPoLE/lypatra H 3aKoHa,

YHaCTHHKLT € NPCIIOKMI CPOK 32 H3NLIIICHHE Ha JIOCTABKHTE, CPOK 34 pascpoueno mnamaie u
OCTATRUCIL CPOK Ha TOUHOCT A OPCPHPANHIC MEAVLIHIICKM M3JENNS OTroBAPAUN [d MITHUMATHHIC
H3UCKBAHA Ha BB3JIOKHTCIII

Odepupanure  MCAHUHHCKH — H3IEJHS  CLOTBETCTBAT HA  WIMCKBAMMSTA 1a  TCXHHYECKara
CHEUHPHKAINS KhM JIOKYMEHTALMATA 33 YYACTHE B IPOLE/yPATa, TIOAPOSHO OLHCANH 110 HOMEIIKIATYPHU B
obocobenara no3uis, :

Ouenkara Ha TEXHHUECKOTO TPEMLIOKEHHE ¢ M3BHPIICHA M OTPa3ena B Ipunoxenue No2 kbM
HACTOSNIMS TIPOTOKOJI.

Ha 6a3a ropenssiomxenoro KoMICHITA HAMIPA TCXIHYECKOTO MPELI0MKEHTIC 1A YUACTHIIKA 32
OTroBapsiio B NBJIIA CTCHCH A H3IHCKBANUATA HA BBL3JIOKHTCHL, 3UI0KCHH B TeXHIUECKATA
CrRCLIMpIKALHS 1A JoKYMenTamisra, C orjie/1 Ha TOBA, KOMHECHSITA eIIOAY IO PENIH, e AOIYCKA
yracrnnga "Mepnumieka Texnuxa Wmkenepunr” OOJI o cheasany eran s npoiegypara —
OTBAPSIEC HA NENOBOTO APEAIOKeHNce Ne 0docodenara mo3nins.

OIINe 12 Puragunu 3a ednoxpaniig ynompeoa
Komucnsara ycranonu, We yuacTHHKBT B IPOLEAYPATA € TPCACTABHA BCHUKH H3HUCKYCMH OT
BBL3MTOMHTCIS IOKYMEHTH, 8 HMEHHO!
o [lomvanen Obpasey Ne 3 — Hpedaoncenue 30 usnviaiene na nopouramad,
o [lpunomcenue Nel xom mexnuseckama odepma — na Xapmuen u enekmponen Hocumen;
 Homapuaino sasepeno xonue na oxymenm sa ynvanosowasane iia Hede Cacosa cvenacio wr. 39,
ar 3, m. I, 6yrea ,a" om HIT30!T;
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o Monvuien Odpasely N - Jewaapaun 3a cveracie ¢ KIay3mine ua npuiosceni HpoeKn Ha
docasop,

o Honvinen Qopazey No3 - Jeraapanust 3c cpora e 6andnoent i agepmcma;

o Jua ogepupainiime vieduyiiery wsdeaus ¢ upedemasena 6 sasepen npecod EC deriapayus 3o
cvomeemenisie i, CE" wapruposra ¢ cvomesememeue ¢ usnekeanmisina e w1 14 wun 15 om 3ME;

o [Ipedcemaseni ca usneKyeMume Kamatosn u unempyRyni sa yrompea;

o llpedviacen ¢ QoKYMenm  3a omopusas/omopuzaionio  aicio  on HPOU3C0OUINE,

VOOCIOGEPIGAO IPAGA 3¢ IPCOCIIAGUINCACIIG 1 IILPAORUS 11d HCpUnIopusmia ia Penyoinuna

b weapus om Borowed Gl Hospital Products, epsianus;

o peacmacenn Ca usneRyeA e Mocimpi 1o 610 1 KOiecHico;
o Mo ceoe yenompenue yaacniiukom ¢ npedcnasiy derapatpist no v 3Y v 300 1 dyrea 0 om

H301;

CHC), KOCTO HANPABRH 1POBCPKA M CHALPIKANNCTO Ha TEXHITUCCKOTO MPCUIOKCHIIC ¢LOOPA3I0
HBICKBANIITA I HPOUCHYPATE 1 YCTRHOBY, UC IOKYMCUTHTE 11 YUACTHHKA OTORapst na 1I3HCKRAINTA
IIQ HPOLCAYPATa H 3aK0lIa.

YUacTIKsT ¢ Upe)RokKI CPOK 32 HLHIIICHHC Ha JOCTABKHIC, CPOK 33 PA3CPOUCIIO THIAILAIC H
OCTATHYCH CPOK 1A FOUIOCT Ha OQCPHPAIHTE MEJMIHHCKH M3 O1IORAPHNIA 112 MUIHMANHHTe
H3HCKBAIIHSL HA BH3JIOMHTCIA. '

Odepupanure  MCAHLMHCKHE  H3JEIHA  CHLOTRCTCTBAT  HA  H3HCKBAIANTA [ TCXHHUCCKATA
CICHH (PHKALIN KDM JOKYMEIITAIHSTA 32 YIACTHE B 1POICIYPATH, HONPOSHO OMHCAIN 110 HOMCHKIATYPY B
obocobenara uosHIs,

Onerkara na TeXniccKoTo HPCUIOKEIHE ¢ M3BLPIena 1 oTpazeua o [Ipwiosxenue No2 KoM
HACTOSIIHS ITPOTOKOJ.

Ha 6aza ropensiomenioTo KOMIICISITA HAMHDA TCXHITICCKOTO NPEASOAKCIIC 1A YUACTHHKA 32
OTTOBAPHNIG B HLJIIA CUCHCH IIA JBHCKBANITA 1A BHITMKHTCIS, 3AJ0KCHH B TCEXIHICCKATA
cnenuRanIs Ha jgoryMeirramsra. C ories ga Tos23, KOMICHSTA CARNOAYIIIO PEil, e Ao11ycKa
yuactmka "Mepumera Texnnka Hizkenepre” QOJI o caeasamy ervan B ppouciypara —
OTBADSILC HA HCHOBOTO HPCAT0Kente mo ofocofenaTa moznms.,

"bymrap MU OO0

OITNe Ducimynnn venu

KoMucHs1a ycTanosn, Y€ yUacTHMKBHT B IIPOLEUYPATd ¢ MPEACTABHI BCHUKHM H3HCKYEMH OT
BD3JIOIKHTCIS JIOKYMEHTH, & HMCHIIO!

o lonvanen Obpasey Mo 3 — Hpeonoowcenuie 3a wuznvinenue na Ropvuxania;

o [lpunoowcerue Nel Kbt meXuueckama ogepnd — 1ua xapmen 1 eAexmponei HoCHmen;

o Honvanen Obpasey Ned - Jlexaapayus 3a coeaacue ¢ KIQYIUME 1A RPIIONICEHUS NPOCKIN 1 02060,

o [onvanen Obpasey NoS - [lernapayus 3ua cpoka 1a 6anidnocm na oepmeaia;

° 3a oghepupanume seduyuncku usdenus ¢ npeccimagena ¢ susepen npeeod EC dexnapayus 3a
cwomeememeiie i, CE" svaprkupoera ¢ cvomeemcemeie ¢ usiersanusnia na ua, 14 w i 15 om 3MH:

o [llpedcmagen ca ysucKyeMme Kamanosu 1 wicmpyKyuu 3a ynompeba,

o lpedemasen e Ookymenm  3a  ONMOPUIQUUA/OMOPUSGULUONNO  TUCMO OBl HPOUICOOUMEN,
YOOCIOGEPABAN0 NPAsA 30 NPEOCMAGUINEACNISO 1 MbP206Us na mepwmopuanta na PenyOnukc
bvazapus om Buonux Meouyuninexuu 1 m6X;

e [lpeocmaseint ca usucKyeMumne AMochpu 1o 6UO U KOIUNECMBO,

s [lo ceoe yexompenue yuacnnukont e npedcinasun  dexaapatius no wi. 39, ar 3, m. 1, 6yxea ,, 0 “‘om
113011 _

CJIEM, KOCTO HANpParH IIPOBEPKA HA CHALPKAUHCTO Ha TEXHHYCCKOTO IPCATONKENHe ¢hLobGpasio
U3UCKBAHUATA HA MPOlEypaTa U yCTAlIOBH, Y€ JIOKYMCHTHTE Ha YYacTHHKA OTrOBAPIT HA H3UCKBAHHATA

Ha NPoLeAypaTa i 3aKola.
YUaCeTHHKDT C HPCIJIOKHIT CPOK 3& H3NLJHICHHC I1a JTOCTAaBKHTL, CpOK 3a pas3CpodcHOo 1oramale u

OCTAaTLYUCH CPOK Ha roAnocT Ha O(l)CpHpElHHTe MCIHITHHCKH H3OCNI OoTropapsid Ha MHHHMAJIHUTE
H3IHCKBAIIHS HA BB3JICMHTCIIA.
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Odepipaioro MeWIHICKO  H3ICHHe HC¢  ChoTherersa  Ha M3HCKBATIHATA 118 TCXITHYCCKATA
CHCIUHUKAITIS KRM JJOKYMCHTAIHSTA 33 YUACTHE B HpoIeypara,

BrLpxy omaxonkara na HPCACTABCIIMTC  MOCTPH € LOCOUCHO, UC MCARINHCKOTO H3CIHE €
creprimsipano ¢ ermien okengt. Ha caip. 1l or oxymenraiisira sa yuacrie i mporieaypara, B 1opobnata
TCXHHUCCKA CHCTMOUKAIRS Ha MCJIHIHICKITE W3ICHHS € TTOCOUCIIo sMemod iwa ecmepionsayus — ecuawi
GUOCCE CIICIITUEANIST Ge3 CHiIen orelo ™.

Ia Ga3a ropeusiiomennoro KOMUCIIIT: HAMHPA TCXHHUCCKOTO NDCUHGKRCITHE Ha YUACTHIRA
"bymyap MU' OO0JT o odocobenara HOZUIHSL 33 H¢ OTrOBAPSINGG N3 HIHCKBANISITA Ui
BEIMORITTCMS, 3ATOMCNN B TEXHITTCCKATR CHEIUIPIKAIIIN (A JJoRyMenranusra. C orde ma roua,
KOMIICISITR CHOAYTINID. DB YIaeTHIRET i3 OLje oTerpanen wo odocobenara nodus na
ocnosanne w07, 2, Gyxsa a) or 30il - UpEICTaBIr ¢ odepra, Kosro e orroaps ma
HPCABAPDITCRO0 0DIBCIIITE YEI0BIBE HA HOPLYKRAT,

"Hurepragennka™ QON

OIINe2 Pasmeopu 3a xeModuaiusto aeveiie

Koaucusiia yeranosn, ue yuacTRHKLT B IPONEAYpaTa ¢ NPCHCTABIIT BCHMKIH H3HCKYCMH OT
BLATOKITCI JIOKYMCITH,  HMCIITO!

o [onvanen Oopasey No 3 — Hpedaoocenue sa usnmanenue na ROPLYRQIA;

e Hpuioxcene Nel kot mexmiveexama ogepma - 1 Xapimuen u CIeRmMponen nocunen;

o [flonvunen Qopasey Nod - Jlexnapayist sa cvenacue ¢ RAUYIUINE 11 HPUIOJCCINS RPOCKIT Hidt JO2060D,;

o [lonvanen Opasey Ne5 - Jexuapayus sa CPORA 1A Giiidnocm na ogrepinama;

o Ja odgepupanume veouyuncku uzdenns e npedcmasena ¢ 3asepen npecod LC deridpais 3a
cvomasencmeue u ., CE" napruposka ¢ coomeememsne ¢ usneksansima ne i, 14 1 w1 15 om 3IMHU;

o [lpeocmagenu ca usuckyestume kamanosi u unHCmpyKnuY 3a ynompeb,

o [lpedcmagen ¢ Qdoxyamenm  za OMOPUIAUA/OMOPUIAYUONNO  HUCHO 0T IPOU3C0OUMEn,
Yoocmosepasao npasa sa npedcmasumencingo i mopeosud wa mepumopusing na Penyiatka
bvreapus om | KA-HMITEKC™  OOJ,  Oupexmen  eiocumen i CCOJHHO Homga  3a
noxiensaamypa 20007 Con sa pecenapayus.  3a  ocmarcnime noSlenKAaypiy ey 6
abocobendama nosuyus npedemassieno na OMCPUIONUOMIO RUCMO HE € HPUTONCUMO, U0
VHGCRIIURDIN ¢ RPOUSCOOUMEH 11Q OGEPUPILIME PAzMEOPU 34 XEMODUAIUIIO Jeuene, |

* [lo ceoe yextompenie yuacminunvin e npedemasiii Qernapaius no wi. 39, an. 3, m. 1, 6yrea ., 0 “om
HI30IT;

» [lo cooe yexompenue yuacmuuxum e npedeniacia OCRAAPUA 30 OCUSYPASUIE N KOJHNCCIISE 30
nepuoda na 002080pd.

CICH, KOCTO HampaBH IPOBCPKA HA CBIBLPKAHMCTO HA TCXHHYECKOTO NPEIOKEHHE ChOGpA3HO
MSHCKBAIIIATA Ha IPOIeAypaTa 0 yCTaloBH, Y¢ OKYMEHTHTC Ha YUACTIIHKA OTroBapsT Ha H3HCKBANHSTA
HA [IPOLEAYPATA U 3AKO1IA.

YUacTHHKBT ¢ HPeIoNKuI cpok 3a H3UDIHEHUS 1A JOCTABKUTE, CPOK 3a PazCcpodcHo ILIallaHe U
OCTATRYCH CPOK MA TOMIOCT Ha OYEPHPAHHTC MEJMIHHCKH H3ACTHS OTTOBAPAUIA 1A MUIHMAIHUTC
H3HCKBALHS Ha BB3JIOKUTCIA.

Odepupanure pasTBOpH  3a  XEMOJHATH3HO JICYCHHE CHOTBETCTBAT HA H3HCKBAHHATA Ha
TEXHHYCCKAaTa cnenpuKalus KbM JOKYMEHTALHATA 34 YYACTHE B nporenypara, nojpoGHo OmHcany 1o
HOMeIIKIarypu B obocobenata nosuunsa B [punoxerne No3 KbM HacTOSIMS NPOTOKOJL.

Ha 6a3a ropensaoxkennoTo KOMHCHATA HAMIPA TCXIHUCCKOTO NPCATOKENE 1A YyIACTHIKA 32
OTCOBAPSINO B HBJANA CTCHCH IR H3UCKBARHATA HA BB3JOKITCAS, 3AJ0KCHH B TCXHIUCCKATA
enennpurauns na gokymentaunara. C oriies Ha Topa, KOMICHSTA CIHHO Y0 PELIH, Ye J0NYCKA
ydactaura "Hurepranzenuxa" OO0/ no cncasam eran B NpPOUEAYpaTa -- OTBAPHIC HA ICHOBOTO
Npe/utozRcHie Mo 0docodeaTa o3,

C ropa Ha 29.03.2018 r., HazuaueHara oT BBIIOKHTCIA KOMUCHS IPHKIIIOYH cBOsITa padoTa 110
Pasriaexlane na TeXUMUCCKHTe IPCANOKCIHS Ha NOMYCHATHTE YUACTHHUH B NPONLCAYPATA ¥ CHCTABH
IMporoxom No2.
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