IMMPOTOKOJI Ne 1

Ha 31.01.2020 r. ot 11:00 yaca ce mpoBene Iy0IMYHO 3aCeaHHE HA KOMHMCHs Ha3Ha4deHa
cbe 3amosen Ne PJ1-11-48/31.01.2020 r. Ha MMHHCTBpa Ha 3/[paBeOla3sBaHETO, ChC 3aaa4ara 1a
U3BBPIIM [OAOOP Ha YYaCTHHLMTE, pasriiefa, OUSHH H KIachpa IIOJa/ICHUTE obepTH 10
ofIecTBEHa MOPHYKa C IpeAMeT: ,/Jocmaska Ha paouoakmuGHU JleKapcmeeHu npooykmu,
paduogapmanesmuy, paOUOHYKIUOHU 2EHEPAMOPH, KUMO6e U PAOUOHYKNUOHU RPEKYPCOPU 30
2020 2., omnyckanu no peda na Hapeoba Ne34/25.11.20052. 3a peda 3a 3annaujane om
OvpocasHuAa G1002cem Ha NeueHuemo Ha Gba2aPCKU 2PANCOAHY 30 3a001A6AHUA U3EBH 00X6ama
Ha 3a0BANHCUMETHOMO 30pasHo ocuzypaesane”. OOIIeCTBEHATA IOPBIKA € OTKpHTa C Pemenue Ne
PJ1-11-525/23.12.2019 r. Ha BBE3I0XKUTES.

CeriacHo pasnopenbara va § 131, an. 2 ot [IpexoasuTe U 3aKIFOYATEIHH paznopendu KbM
3aKoHA 33 W3MEHEHHE M JOTBIHCHHE Ha 3aKoHa 3a obmecTBenute nopbuku (06H. JIB, 6p. 86 ot
2018 r., u3MeHeH ¥ JonbaHeH - JIB, 6p. 83 or 2019 r.), 3a HacTosmara O0IIECTBEHA NIOPBUIKa Ce
IIpHJIara pexbT 3a Bhanarase, aeiicraam 1o 1 Hoemspu 2019 r. [lopanu T0Ba, BCHIKH IIOCOYEHH I10-
JI0Ny pasmopeabu ca choOpasHO perakiusTa Ha 3aKkoHa 32 OOLICCTBEHHTE IOPHYKA /301l n
I[IpaBuiHuKa 3a OpHIaraHe Ha 3aKoHa 3a OOMIECTBEHHWTE MOPHYKH /TITI30I1/ ne#ictBamia mo 1
HoemBpH 2019 .

I. ChcTaB HA KOMHCHATA:

IIpencenaren:

a-p Hemn Tapuucka, HayalHMK Ha OTHEN ,JlekapcTBeHM TNPOAYKTU™, IUPEKIMS
,,JJekapcTBeHa IOJIUTHKA";

Yneunose:

Vckpa VBaHoBa, IJaBeH eKCIEpPT B OTAEN ,,JIekapCTBEHH MPOAYKTH®, IUPEKIHUS
,,JJekapcTBeHa MOIUTHKA";

Jlanuena Biaiosa, riaBeH eKCIepT B OTHEN ,,BrommkeT™, TupeKIys ,,BIOJDKET ¥ (pUHAHCU;

Ilenait EMUHOBA, IIaBeH IOPUCKOHCYIT B TUPEKIHs ,,OOIIECTBEHH TOPHUKU

KoncraaTiuroC SIriuc, IbpiKaBeH eKCIEPT B QUPEKIus ,,OOEeCTBEHH MTOPBUKH;

PezepBeH mpeaceaare:

mar. apm. Opiue Henes, 1bpkaBeH eKCNEPT B OTAEN ,,J][eKapCTBEHH MPOAYKTH, TUPEKIIHU
,,JIekapcTBeHa MTOJIMTHKA;

PesepBHH 4iicHOBE:

mar. ¢dapm. I{peremuna [lomoBa, crapiid eKCIepT B OTAEN ,JlekapcTBeHH TIPOJYKTH,
JMpEKIHs ,,JIekapCTBeHa IOJIUTHKA';

Januena Unpuiicka, TIaBeH eKCIIepT B OTAEN ,,BIoKeT™, IUpeKus ,,BIOKET U QUHAHCH ',

Bunsua Kpinesa, riiaBed eKCrept B QUpeKIys ,,O01eCTBEHA MOPBHUKU .

Ha OTKPHTOTO 3aCe/laHue B3eXa yYacThe BCHUYKM PEJOBHH WIEHOBE Ha Komucusra. [Tpesn
HAYATOTO HA 3aCEJaHMETO HAa OCHOBaHHe WI. 48, an. 6 or [IpaBHiIHIKA 32 IpHiaraHe Ha 3aKoHa 3a
obmecteenute nopeuku (I1II30I1), npexacemarensT Ha KOMHCHATA IOJNYy4YH OT CIYXHTCIT B
JIEJIOBOJICTBOTO TOCTHIIMIIATE MPEIIOKEHNS 32 ydacTHEe B OOIIECTBEHATa NOPBIKA, 38 KOCTO €€
CHCTABH U IIOJIITHCA IBYCTPAHEH IIPOTOKOIL.

Ilpeny HAYaNOTO HA 3aCENAHHETO M CIEJ IOJydyaBaHE Ha CIHCHKA C yJaCTHHIMTC B
obIecTBeHaTa MOPBHYUKa, MPECeAaTeNIIT U BCUUYKM PEIOBHU YICHOBE HA KOMHCHATA MOAIMCAXd
nexnaparum o @i 103, an. 2 oT 3akoHa 3a OOIIECTBEHUTE NOPHIKH (30IT) u un. 51, an. 13 ot
[ITI30I1. Ilpemu oTBapsHE Ha ONAKOBKHTE, CHIBPXKAIIM IPEUIOKCHHUATA Ha YHaCTHHIHTC,



KOMHCHSITA CE 3alI03HA C YTBBPACHATA OT BH3JIOKHUTEIS JOKYMEHTALMS 32 y4acTHe B IpoLeypaTa
3a Bb3JlaraHe Ha o0IecTBeHaTa IOPhUKa.

II. CnuchbK HA MpEIOKEHUATA HA YYACTHHIMTE B NpoleAypaTa 3a Bb3jlaraHe Ha
00IecTBEHA MOPHLYKA, [10 Pela HA TAXHOTO I0aABaHe B AEJI0BOACTBOTO HA MUHHCTEPCTBOTO
HA 3]paBeoNa3BaHeTo:

Koncratupano Oe, Y€ B ONpPEETCHHS CPOK Ca MOCTHIMIM 5 (IIET) MPEITOXCHHUS, KaKTO
cienBa:

1. TIpennoxenue ¢ BX. No 26-01-81/30.01.2020 r., mozmaznero B 10:19 waca ot »JAAHC
®APMA“ EOOJI, no o6ocobenn mosumuu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28,30, 31, 32, 33, 34, 35, 36, 37, 38. 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49,

2. Ilpennoxenue ¢ BX. Ne 26-01-85/30.01.2020 r., monaneHo B 13:27 ygaca ot ,,BET'A
MEJIUKAJI“ EOOJ, no o6ocoberu mozumuu NeNe 7, 8,9, 11 1 12;

3. Tlpemnoxenme ¢ Bx. Ne 26-01-86/30.01.2020 r., momameno B 16:23:19 waca or
,CODPAPMA TPEMIUHI“ AJl, o o6ocobenu nosumuu NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22,
23,24, 25,26,27,28,29,32,33,34,37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49;

4. TIpemmoxenme ¢ BX. Ne 26-01-87/30.01.2020 r., momaneno B 16:23:36 waca oT
»CODAPMA TPEMJIUHI“ AJl, o o6ocobenu mosummu NeNe 5, 6, 8,9, 10, 11 1 12;

5. Ilpemroxenme c Bx. Ne 26-01-88/30.01.2020 r., momameno B 16:53 waca OT
L, TAMAKOHCYJIT* EOOJ, no o6ocobenn mozuruu NeNe 23, 24, 31, 34, 35, 39, 44 u 47.

INomaneHuTe NpPEAJIOKEHHS Ca MPEACTaBCHHW B 3alledyaTaHy, HAAMHCAHM, HEIPO3padHu
OIIAKOBKHM C HEHApylleHa 1su1ocT. [Ipeoske us, HOCTBIMIM ClIe]l KpaUHUs CPOK HAMA.

III. OTBapsiHe Ha perucTPUPAHUTE B [EJIOBOACTBOTO 3aNe4aTaHH, HENPO3pavuHH
ONIAKOBKH, ChIbPKAINH NPeII0KeHUATA Ha yJaCTHUIHTE B poUeypara.

Ha ocuoBanme wi. 54, an. 2 ot IIII30Il, npu myOnu4sure ACHCTBHS HAa KOMHCHATA,
NPUCHCTBAXA CIIETHUTE IPECTABUTENH HA yIACTHUIIATE:

1. EBa Bonennaaposa — ymsiHoMonleH npezncrasuten Ha ,,BETA MEJIMKAJT* EOOJ;

2. Bnagumup Hukosos — ymsiHoMonieH npeacrasuten Ha ,,COOAPMA TPEAJIMHT AT

3. Jlerenuna MBanoBa — ymsiaoMomnieH npezacrasuren Ha ,, JAHC ®APMA® EOOL;

4. Jluana Xpucroa — ymeasomornes npeacrasutel Ha ,,[AMAKOHCYJIT* EOO/.

Ha ny6au4HOTO 3aceanue Ha KOMUCHATA HE IPHCHCTBaXa IPEICTaBUTEIM Ha CPEACTBATA
3a MacOBO OCBEIOMSBAHE.

KoMucusTa OTBOpH 110 pefia Ha TSAXHOTO IOCTHIBAHE NPEUIOKCHUATA HA YYaCTHMIMUTE,
CBIBPKAIM Ce B 3alle4aTaHWTe, HENpPO3payHH OIAKOBKH, OMOBECTH TIXHOTO CHABPIKAHHC U
M3BBPIIM IPOBEPKA 32 HATMYMETO Ha OTZENCH/HH 3aledaTan/H IUIHK/OBE ¢ Haanuc ,.JIpeanarany
IICHOBHU IapaMeTpu .

B n3nmbaHeHue Ha pasnopendure Ha wi. 54, an. 4 u an. 5 ot IIII30I1, TpumMa ot 4ieHOBeTE
Ha KOMHUCHATA ¥ 10 €IUH IPEICTaBUTET HA APYrHTe YJaCTHHIM, IOANUCAXa ChAbPKAIIUTE CE B
NpEIOKEHUATA Ha YJaCTHHIMTE, TEXHAYECKU IIPEATIOKEHHSA, KAKTO U OTACIHMUTE 3aledaTaHu
IUIMKOBE C HaMHKC ,, [ [penmarany LIeHOBY apaMeTpu .

Cren U3BBpIIBAHE HA TOPHUTE ACHCTBUS IIPUKITIOYH IMyOIMYHATA YACT OT 3aCeaHUETO Ha
KOMHUCHSITA.

[IpencenaTensT Ha KOMHCHATA OOsSBH, 9€ BCHYKH TOKYMEHTH CBBP3aHM C OOIIecTBeHaTa
IOpBYKa, BKIFOYUTEITHO U [IPEJICTABCHUTE IPETI0KEHHUS 3 YUaCTHE, Ie Ce ChXpaHABaT B Crpajaara
Ha MHHHCTEPCTBOTO Ha 31paBeonassanero Ha 1. ,,Cs. Hemens“ Ne 5, mankara 3ana (CyTepes) 10
NPUKJIIOYBaHE paboTaTa Ha KOMHCHUSATA.



IlpencenarensT Ha KOMHCHSATAa M3TOTBH Ipaduk 3a paboTara Ha KOMHCHATA, CBIJIACHO
U3MCcKBaHeTo Ha Wwi. 51, an. 4, T. 1, mpemoxenwue ropo ot ITTT30I1.

IV. KoBcTaTaluu OTHOCHO JIHIICATA HA NOCTHIHIIH ohepTH 110 000C00eHH MO3HIHH HA
NpOBEIEHOTO 3aKPUTO 3acenanne Ha 31.01.2020 r.

KomucHsiTa H3BBPIIH IPOBEpKa 3a 060C06EHH MO3HUINH, 10 KOHTO HAMA IIOCTBIAIA 0hepTH
¥ YCTAHOBH, 4e B IIOCOYEHHSA B OOSBICHHETO CPOK, HE Ca IOCTHIWIA O(EepTH IO CIETHUTE

000CcO0EHH ITO3UITHH:

JlexapcTBeHH NPOAYKTH

Ne | HaumMeHoBanHe, eIHHAYHA AKTHBHOCT

I TexHenneBu reHepaTopu

1 Mo sodium molybdate; Technetium (99mTc) pertechnetate 7,5 GBq

2 Mo sodium molybdate; Technetium (99mTc) pertechnetate 12,5 GBq

11 TexuenueBu KHTOBE

3 Technetium (99m Tc) macrosalb

4 Technetium (99m Tc) nanocolloid

PaanodapmaneBTHIH 32 Tepanus

13 | Strontium (89 Sr) chloride

V. Pasrnexnane Ha mokymentH mo wi 39, an. 2 ot IIMNI3OII 32 choTBeTcTBHE C
H3UCKBAHHUATA KbM JIMYHOTO ChCTOSIHUE H KPHTEPHHTE 32 M0A00P.

B usnbidenue Ha @I 54, an. 7 ot [TI130I1, xomucus, HasHadeHa cbe 3anosen Ne PJI-11-
48/31.01.2020 r. Ha BB3IOKHUTENSA MPOIBIDKH CBOSATA paboTa B 3aKPHUTH 3ace/laHMs, IIPOBE/ICHH B
nepuoaa ot 03.02.2020 r. o 07.02.2020 r., B peIOBHUS ¥ CHCTAB:

IIpencenaren:

n-p Hemm Tapuucka, Ha4aiHMK Ha OTAEN ,JIeKapcTBEHM MPOLYKTH ', JUPEKIHS
,,JJeKapcTBeHa MOJIMTHKA";

Ynenose:

WUckpa VIBaHOBa, TJIaBeH €KCHEPT B OTAEN ,JlexkapcTBEHH IPOAYKTH, JHMPEKIHs
,,JIekapcTBeHa IOJTUTHKA";

Iaxuerna Branopa, rmaBeH eKcriept B OT/eN ,,bromkeT™, nupexuus ,,broker u ¢buraHCH";

[llenait EMHHOBA, I'IaBEH IOPHCKOHCYJIT B IUPEKINs ,,O0IIeCTBEHN TIOPBHIKH

KoucranTrHOC STIHC, XEPKABEH eKCIIEPT B AUPEKLHs ,,OOmEeCTBEHH MOPHUKH .

KoMucusTa U3BBPILIH MPOBEPKa 32 CHOTBETCTBUE C M3UCKBAHKUATA KBM JIMYHOTO CHCTOSHHC
W KpHTEPHHTE 3a MOAOOp, NOCTABEHH OT Bb3noxurens d MOCOYCHH B OOSBICHHETO H
JIOKYMEHTAI[UsTa Ha OOIIECTBEHATA IIOPBYKA ¥ YCTAHOBH CJIETHOTO:

1. PasraexaaHe AoKymenTute npeacrasenu or ,JAHC ®APMA“ EOOJ, mo
o6ocobenu mosmmun NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34,
35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49, 32 cHOTBETCTBHE C HF3UCKBAHUSATA KbM
JIMYHOTO CHCTOSIHHE M KPUTEpHHTE 3a moadop.



IIpemtoxenrero Ha ,,JJAHC ®APMA“ EOO/L, csaspxa onuc, 1 (equH) Opoii 3asBieHne
33 ygacTHE — OPUTHHAN, CHABPXKAINO CIMCHK HA BCHYKK 3aIb/DKCHU JIMIA II0 CMHUCh/IA HA 1. 54,
an. 2 u 3 or 30Il, He3aBHCHMO OT HAWUMECHOBAHUETO HaA OPraHMTE, B KOWTO Yy4acTBaT, HJIH
JUTBKHOCTHTE, KOUTO 3aeMar 1 2 (1Ba) 6pos eEEJIOI1-u na ontuyen Hocuren (CD) -2 (usa) Gpos,
KakTo ¥ odepra, chabpxkama 34 (TpumeceT M YeTHpH) Opos TEXHHYECKH MPEIOKEHHS IO
o6ocobenu mosumu NeNe 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 30, 31, 32, 33, 34,
35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47, 48 u 49 u 34 (TpHzeceT U 4eTHPH) OPOs LICHOBH
NPEJIOKEHHS TI0 TOPEONHCaHITe 000COOEHY TTO3UIIUH.

Cp0o0pasHo HampaBeHaTa CIIpaBKa upe3 caiita Ha TBProBCKHS DPErHMCTBD 32 aKTyalHOTO
coerosuue Ha ,,JJAHC ®APMA“ EOO/], xoMucHsTa yCTaHOBH, Y€ APYKECTBOTO CE€ YIPaBJIiBa 1
npencrasisipa o Jlanuena Crnacosa — yIpaBUTell.

Cnel Taka HAlpaBEHHTE KOHCTATAIlMW, KOMHCHATA YCTAHOBU, Y€ IPEACTABEHHUAT B
npeToxenreTo Ha ydactauka ,,JJAHC ®APMA® EOOJI 1 6poi eEEJIOIL, cporBercTBa Ha
M3MCKBaHUATA Ha WI. 67, ar. 1 ot 3OIT u wi. 54, an. 2 u 3 ot 30I1. IIpencrasenust eEEJOII ¢ B
eJIeKTPOHEH BUJL, [E(POBO HOJNHICAH U IIPUIIOKEH Ha EJIEKTPOHEH HOCUTE] KbM ITaKeTa IOKYMCHTH
3a yuacTue B npouexypara. PDF ¢popMarsT, B KOHTO € IpeocTaBeH NOKYMEHTHT, HE II03BOJIIBA
pelaKTHpaHe Ha HETOBOTO CHABPXKAHKE M CBHIIUAT € HA/UIEKHO MOAIMUCAH OT Jlanuerna Cnacoga.
VYacTHUKET € JeKIapupall, ye Ie U3I0J3Ba KaTo MOJAA3IBIHATE] , TUTA-KOHCVYJIT* OO0 n e
MOCOYMJI BHJA M Jeja OT MOophuKaTa, KOWTO TOM e M3IBIHABA, & MIMEHHO — OCHUTYpsSBaHE Ha
JMIEH3MPaH TPAHCIOPT Ha PaJMOaKTUBHH BEILIECTBA, B TOBA YHUCIO M MEIMLMHCKA H3NCTHS —
pamodapManeBTHIM 32 HHBUTPO AMarHocTuka. Jlema, KOWTO ,TUTA-KOHCVIJIT* OOJI 1me
W3IBJIHABA, € 3% OT CTOMHOCTTA Ha TOPBYKATA.

ChIIIacHO HalpaBeHaTa CrpaBKa upe3 caiita Ha THpProBCKHsS PETHCTED 32 aKTyalHOTO
coerostaue Ha ,, TUTA-KOHCYIIT OO/1, komucHsTa yCTaHOBH, 9€ JPYXECTBOTO C€ yIpaBIIsiBa U
npencrasissa ot Llsetan MBaHoB AHzpees U SIBop LBeTanoB AHIPEEB - YIPABUTEIIM. Komucusra
YCTaHOBH, Y€ HPEICTABEHUST B IPEIOKEHUETO Ha yyacTHuKa ,,JJAHC OAPMA“ EOO/J] 1 6poit
eEEJIOIl na nomusmeiautens ,,TUTA-KOHCVIJIT® OOJ[ e B €neKTPOHEH BHI, ¢ poBo
HOANMCAH M IPHIOKEH Ha eNeKTPOHEH HOCHTEI KbM IIaKeTa IOKYMEHTH 33 y4acTHE B [IPOLCAYpaTa.
PDF ¢opmarsT, B KOHTO € IPEeNoCTaBeH NOKYMEHTHT, HE II03BOJISIBA PEJAKTHPaHE HA HErOBOTO
ChIBPIKAHME H CHIIUST € HAIIEXHO [ozmucan oT L[Betan AHnpees 1 SBop AHIpEEB.

1.1. Cpobpa3Ho mena OT IOpbUYKaTa, KOWTO Ie H3MBIHSABA , TUTA-KOHCVIJIT* OO/, B
gact IV , Kpurepuu 3a mon6op“, pasaen A: ,Jomsoct™ or eEEJIOIl chimuar € mocodmn, 4e
[IpUTeaBa JIMIEH3HMs 32 IPEeBO3 Ha pajMOaKTHBHM BemecTBa cepusi T-211, permcrpalnuoHeH
Ne04521, uznazeH ot AreHnuaTa 3a sapeHo peryympane (ASIP), Bammana 1o 22.08.2024 roxuua.
[ToAM3IIBIHUTEST € IOCOYHII CHIIO TAKa, Ue Ta3d HHPOPMALIKS € JOCTHIIHA OE3IIIATHO 32 OpTraHuTe
oT 6a3a JaHHHM B JbpKaBa—wienka Ha EC, a iMeHHO - HHTepHeT caiita Ha ASIP. Komucusra Hanpasu
CIIpaBKa B MHTEpHET cTpaHunara Ha ASIP, kbpaeTo € oThensa3aHo, 4e Ha L TUTA-KOHCYIJIT“ OO/
e W3Ia/eHa JIMIEH3:s 3a NPeBO3 Ha paamMoakTuBHU Bernecta cepus T, NeSS06, Bamunna 10
23.07.2024 ropuHa.

3a oTcTpaHsBAaHE HA KOHCTaTHpAHATA HETOYHOCT y4aCTHHKBT TPAOBa, NPH yCIOBUATA HA
anTepHaTUBHOCT, 1a npeacrasu HOB eEEJIOII oT moAU3IBIHUTEIL C OIBIHEH HOMED M BaJIHJHOCT
Ha JIUIEH3HSTA CHIIACHO MH(OPMAIHMATA B TyOIuuHUs perucThp Ha ASP, umm Ha ocHOBaHue WI.67
an.5 ot 3011 1a mpecTaBH 3aBepeHo KOMue Ha Bamana munensus Ha ,, TUTA-KOHCYJIT* OO
3a TpEeBO3 HAa pAJHOAKTHBHH BEIIECTBA C HOMEP M BAIMWAHOCT, CBHIVIACHO I'BPBOHAYAIIHO
JIEKJTApUPAHUTE.



Ha ocuopanue wi. 54, an. 8 u ar. 9 ot IMTI30I1, yyactruksT ,,JJAHC ®APMA* EOO/ B
Cpok 10 5 (meT) paGoTHM JHM OT NOJYYaBAHETO Ha HACTOSIIHA MPOTOKOI ClieaBa [a OTCTPaHH
KoHcTarupanaTa oT KomucusTa IMIca, HENBJIHOTA HIM HECBOTBETCTBMC Ha uH(pOPMALHATA,
BKJIFOUMTENIHO HEPEIOBHOCT MK (paKTHUECKa IPEIKa, KaTO IPEeICTaBH HAa KOMUCHATA HOB eEEJIOI1
W/WITH JOPYTH JOKYMEHTH, KOMTO CBIBP)KAT IIPOMEHEHATa W/MIH JOIBIHEHATA uHpOpMaLH.
JIOIBIIHATETHO PeIoCcTaBeRaTa HHpOpMALHs MOXe fa 00xBara i GaKTH i 00CTOATENICTBA, KOUTO
ca HACTBIIMIIM Clie]] KpaiHus CPOK 3a [OJIyJaBaHe Ha O(EPTH WIK 3asBICHUA 32 yJacTHe.

2. Pasraexnane QoKymMenTuTe mpeacrasenn ot ,BEI'A MEJIUKAJI“ EOOX, mo
000co0enn mo3zunmy NeNe 7, 8,9, 11 m 12, 3a chOTBETCTBHE ¢ H3HCKBAHUATA KbM JHIHOTO
ChCTOSIHUE M KPUTEPUHTE 3a noa00p.

IIpentoxenuero Ha ,,BEI'A MEJTUKAJI“ EOO/I, chaspxka omuc, 1 (emwH) OpoH 3asBIEHHUE
3a y4acTHE — OpPHIHHAJ, ChABPXKAINO CIMCHK Ha BCHYKH 3abJDKEHH JIMIA 0 CMUCH/IA Ha L. 54,
an. 2 u 3 or 30II, He3aBHCHMO OT HAWMEHOBAaHHWETO HA OpraHMTE, B KOMTO y4acTBatT, HJIH
JUTBKHOCTHTE, KOHTO 3aeMar i 1 (exun) 6poit eEEJIOI] Ha ontuder Hocuten (CD) — 1 (emwH) Opoi,
KaKTo 1 ohepTa, CHIBPKAIIA 5 (1eT) 6post TeXHHYECKH IPE/IOKEHHS 10 000COOCHHU MO3UINA NoNe
7.8,9, 11 1 12 u 5 (mer) 6post LEHOBH TIPeUIOKEHHUS 10 060COOEHH ITO3UIMH NeNe 7,8,9,11 1 12.

OrrocHo fokymentute Ha ,,BEI'A MEJIMKAJI* EOO/I, xomucusTa yCTaHOBHU CIEAHOTO:

Cpo6pasHO HarpaBeHaTa CIpaBKa upe3 caiita Ha THPrOBCKUS PETHCTBP 32 aKTYaHOTO
cberosiaue Ha ,,BETA MEJIMKAJI“ EOO/, xomucusaTa yCTAaHOBH, Y€ JPYKECTBOTO C€ YIpaBIIiBa
u npezcrasisgBa oT JlumuTep ViBaHOB — yrpaBuUTelL.

Creq Taka HampaBeHWTe KOHCTAaTallMd, KOMMCHATA YCTAQHOBM, 4Y€ MPEJCTABCHUAT B
nmpe/ioxkenneTo Ha yyactauka ,,BEI'A MEJIUKAJI“ EOOX 1 opoit eEEJIOII, cpoTBETCTBA Ha
M3MCKBAHMSTA HA wi. 67, an. 1 or 3011 u wr. 54, an. 2 u 3 ot 3011 Ilpexncrasenust eEEJIOII e B
eJTeKTPOHEH BUJI, IU(POBO MOIIKCAH U IPUIIOKEH HA EIEKTPOHCH HOCHTEI KbM I1aKeTa IOKyMEHTH
3a yuyactue B nporexaypara. PDF ¢gopmarst, B KOUTO € IPeoCTaBeH NOKYMEHTHT, HE II03BOJIABA
penaKTHpaHe Ha HErOBOTO ChIbPIKAHUE U CHLIMAT € HAJUIC)KHO MOJNUCAH OT JumuTsp VBaHOB.

Bb3 ocHoBa Ha neknapupanute B eEEJIOIT obcrosTencTBa ¥ NPUITOKEHATE NOKYMCHTH,
KOMHCHSTA KOHCTATUPA, Y€ YYACTHHUKBT OTrOBaps Ha W3MCKBAHMATA 32 JIAYHO CHCTOSHUE M Ha
KpUTEpMHUTE 3a [OAOOP M CHIIMAT € JONyCHAT IO eTall pasMIekJaHe Ha TCXHHYCCKHTE
npeaoxenus no obocobenu mosumuu NeNe 7, 8,9, 11 u 12.

3. PasriexxaaHe J0KyMeHTHTe npeacraBeHd ot ,,COPAPMA TPEMAUHI“ AN, no
o6ocobenn mosumun NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34,
37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49, 3a CLOTBETCTBHE ¢ H3HCKBAHUATA KM JIHTHOTO
CHCTOSIHHE M KPHTEPUHTE 32 NMoadop.

INpemmoxenuero Ha ,,COOAPMA TPEUJIMHI AJl, chabpka OIHC Ha IIPEJCTaBEHUTE
JIOKYMEHTH, 3asBJICHHE 32 y9aCTHE - OPUTHHAI, ChIBPXKAIIO CIUCHK Ha BCHYKY 3aBIDKCHH JIMIA
1o cMuCHIa Ha Wi 54, an. 2 u 3 ot 30I1, He3aBUCUMO OT HAUMEHOBAHUETO HA OPraHMTE, B KOUTO
yyacTBaT WK JUIBXHOCTUTE, KouTo 3aemar u eEEJIOII - onTudyeH HOCUTEN (CD) - 1 6p., KaKkro #
oepra, cvappxama 31 (TpuleceT u €auH) Oposi TEXHHYECKH NPEIIOKCHHS II0 obocobenu
nosmmn NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 32, 33, 34, 37, 38, 39,
40, 41, 42, 43, 44, 45, 46, 48 u 49 u 31 (tpunmeceT u enuH) OO LECHOBH IMPEIIOKCHHA IO
ropeomcanuTe 000COOEHH IO3UIIMH.

OrtHocHo pmokymenture Ha ,,CODAPMA TPEIZ}IHHF “ AJl, xomMucuATa YCTaHOBU

CJICOHOTO!:



Cp0o6pa3HO HAlNpaBeHaTa CIpaBKa dpe3 calita Ha THProBCKHS PETUCTBP 32 AKTYATHOTO
cperosue Ha ,,CODAPMA TPEVIVIHT® AJl, KOMHCHATA YCTaHOBH, Y€ IPYXKECTBOTO C€
yIpaBIsBa U IPEACTaBIABA OT CIEIHUTE JIULA, 8 HIMEHHO:

- Jlumutsp JJUMHTPOB — U3IBIHATEIHE AUPEKTOD;

- OrusiH [lones — npezncenaren Ha ChBeTa Ha TUPEKTOPHTE;

- Anren Mopnanos — wiex Ha CbBeTa Ha JUPEKTOPHTE.

Crenl Taka HAIpaBEHWTE KOHCTATAllMM, KOMHCHsTA YCTaHOBM, Y€ IPEICTaBECHUAT B
NpeuIoKeHHeTo Ha ydacTHuKa ,, COOAPMA TPEVJIUHI“ AJl, 1 6poit eEEJIOII, choTBETCTBA Ha
wauckBaHusaTa Ha wi. 67, ain. 1 ot 3011, wi. 54, an. 2 u 3 ot 3011, BB BpB3Ka € 4L 40, an. 1, 1.4 o1
TII130I1, BHB Bpb3ka ¢ wi. 241, am. 1, wi. 242, an. | 1 9. 244, an. 1 or TBproBCKHUs 3aKOH.
IIpencrasernusar eEEJIOII e B enexTpoHEH BHI, muQpoBO MOINMCAH U TPUIOKEH Ha ONTHYCH
mocuren (CD) kbM MakeTa JOKYMEHTH 3a ydacTHe B IIpoUeaypara. dopMaThT, B KOHTO €
IIPeOCTaBEH JOKYMEHTHT He TI03BOJISIBA PE/IAKTUPAHE Ha HErOBOTO ChABPKAHHUE, NPEICTABCH € B
PDF opMar # CHINUAT € HAJIEXKHO OJIUCAH OT BCHYKM FOPCIUTHPaHH JIHIA.

Bs3 ocrosa Ha aeknapupanure B eEEJIOIT ob6cTosATencTBa ¥ NPUIOKEHATE JTOKYMEHTH,
KOMHMCHATA KOHCTATHpA, Y€ YYaCTHHKBT OTrOBapsl Ha M3MCKBAHMSTA 32 JIMYHO CBCTOSHMC M Ha
KPUTEPUUTE 3a IOAOCOp M CHIIMAT € JOIYCHAaT JO €Tal pasIIexkJaHe Ha TEXHUYECKUTE
npennoxenns 1o 06ocobenn nosuimu NeNe 14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27,
28,29, 32, 33, 34, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 48 u 49.

4. Pasraexnane JOKYMeHTHTE NpeICcTaBeHH OT ,CODAPMA TPEUIUHI“ AJl, no
oGocoGernn mozmmuu NeNe 5, 6, 8, 9, 10, 11 u 12, 32 ¢HOTBETCTBHE ¢ M3UCKBAHUATA KbM
JHYHOTO CHCTOSIHHE M KPUTEPHHTE 32 moaAbop.

IIpennoxenuero Ha ,,COPAPMA TPEUJIVHI AJl, cbappika ONUC HA TPEICTaBEHUTE
JOKYMEHTH, 3asBJIEHHE 3a Y4aCTHE - OPHIMHAI, ChABPXKAIIO CIHMCHK HA BCHYIKM 3a/IB/DKCHH JIHIA
o cMuchia Ha wi. 54, an. 2 u 3 ot 3011, He3aBUCUMO OT HAUMEHOBAHUMETO HA OPTaHHUTE, B KOUTO
y4acTBaT WM JIBKHOCTHTE, KOUTO 3aeMaT 1 eEEJIOII - ontauen Hocuren (CD) - 1 6p., kKakTo U
odepra, chappkama 7 (cenem) Opost TEXHHIECKH MPEJIOKECHA 11O 060cobenu mosumun NeNe 5, 6,
8,9,10,11 u 12 u 7 (cenem) Opost IEHOBM NPEUIOXKCHHS 110 FOPEOTIHCAHUTE 000c00eHH MTO3UIIH.

Otuocuo pokymenture Ha ,,CODAPMA TPEVMIUHI® AJl, KOMHCHATA YCTAHOBH
CJIEHOTO:

Cpo6pa3sHo HalpaBeHaTa CIpaBKa 4pe3 caiita Ha THPrOBCKHA PETHCTBP 32 aKTYallHOTO
ceerosnue Ha ,,CODPAPMA TPEVMHI AJl, KOMHCHSTa YCTaHOBH, Y€ IPYKECTBOTO €€
YIIpaBJIsAiBa ¥ IPEJCTaBIABA OT CIEJAHUTE JIMIIA, 3 HMEHHO:

- Jumutbp JJUMHTPOB — U3IIBIHUTEIIHU AUPEKTOD;

- Orusia Jlones — npexncenaren Ha ChBeTa Ha TUPEKTOPUTE;

- Auren Mopnasos — wien Ha ChBeTa Ha IUPEKTOPHTE.

Crex Taka HanmpaBeHHWTe KOHCTATAlMM, KOMHCHSTA YCTaHOBHM, Y€ IPEACTaBCHHAT B
npeoxerneTo Ha ygactauka ,, COPAPMA TPEUJIMHI™“ AJI, 1 6poit eEEJIOII, choTBeTCTBA Ha
H3McKBaHUATa Ha WI. 67, a1, 1 ot 3011, wi. 54, an. 2 u 3 ot 3011, BBB BpB3Ka € 4L 40, an. 1, .4 0t
[I[13011, BB BpB3ka ¢ wi 241, anm. 1, um. 242, an. 1 u 4L 244, ai. 1 ot THproBCcKHs 3aKOH.
Ipencrasenust eEEJIOII e B eneKTpoHeH BHMA, NM(POBO MOAMMCAH W IPHIIONKEH HA OUTHICH
sHocuren (CD) KbM IakeTa JOKYMEHTH 3a y4acTHe B IIpOLEAypaTa. dopmaTeT, B KOWTO €
Ipe0CTaBeH JIOKYMEHTHT He [03BOJABA PEJaKTHPaHe Ha HErOBOTO ChABPXKAHME, IPE/CTABECH € B
PDF ¢opMar u CHIIUSAT € HaUIEXKHO IIOANKUCAH OT BCHYKM FOPENUTHPaHY JIMLIA.

Bb3 ocuoBa Ha jaeknapupanute B eEEJIOIl obcTosTencTBa ¥ MPUIOKEHATE NOKYMCHTH,
KOMUCHSATA KOHCTATHpa, Y€ yYaCTHUKBT OTroBaps HA M3UCKBAHMATA 32 JHMYHO CBCTOSHHEC M Ha



KpUTEpMHTE 3a TONOOP M CHIMAT € IOIyCHAT JO CTall pasrieXJaHe HA TEXHUYECKUTE
NpeUI0KEHHS IO o60ocoberu mosumun NeNe 5, 6, 8,9, 10, 11 1 12.

5. PasriexnaHe JOKYMEHTHTE NPeICTABEHH OT ,TAMAKOHCYJT“ EOOJ, mo
o6ocoGenn mosmman NeNe 23, 24, 31, 34, 35, 39, 44 u 47, 32 CHOTBETCTBHE € U3NCKBAHUATA KbM
JAMYHOTO CHCTOSIHHE M KpUTEPHHTE 32 moAbop.

[TpennoxXeHueTo Ha L, TAMAKOHCYJIT* EOO/I, cpanpia OIHC, 1 (emvn) Gpoi 3asiBICHAE
32 yyacTHe — OPUTHHAI, CHIBPXKALIO CIMCHK HA BCHYKH 32](b/DKCHH JMIA [0 CMHUCHJIA Ha 9L 54,
am. 2 u 3 or 30Il, He3aBUCHMO OT Ha¥MMEHOBAHMETO HA OPTaHMTE, B KOWTO yd4acTBaT, HIII
JUTKHOCTHTE, KOMTO 3aeMaT 1 1 (e/uH) 6poi eEEJIOI1 na ontryer Hocuten (CD) — 1 (emun) 6poH,
xakTo 1 odepTa, chabpKama § (ocem) Opost TEXHUUCCKH IPEIIOKCHIA 10 000cOOEeHH MO3UIIUH
NoNe 23, 24, 31, 34, 35, 39, 44 u 47 u 8 (ocem) Opos EHOBH IPEIIOKCHIL 10 TOPEONHCAHHUTE
060c00eHY TTO3UITHH.

OTHOCHO JJOKYMEHTHTE Ha L, TAMAKOHCVIJIT* EOOJI, xomucHATa yCTAaHOBH CJIEHOTO:

Cpo6pasHO HarpaBeHaTa CIIpaBKa 4pe3 caiiTa Ha THProOBCKHsL PETHCTBP 3a aKTYaJHOTO
cncrostaue Ha ,LAMAKOHCYJIT* EOO/I, xoMHCHsTa yCTAaHOBH, € APYKECTBOTO CC yIpaBJisiBa
u peacrasiisisa oT [lersp Togopos — ylpaBuTeL.

Ciel Taka HaIpaBeHWTe KOHCTATAIlWM, KOMHCHATA YCTAaHOBH, €€ Ipe/ICTABCHUAT B
TPEUIOKCHAETO HA YJaCTHHKA L, TAMAKOHCVYJIT* EOO/I 1 6poit eEEJIOII, cpoTBETCTBA HA
J3HCKBaHusTa Ha wi. 67, an. 1 or 3011  wi. 54, an. 2 1 3 ot 30I1. Ipencrasenust eEEJIOII ¢ B
eJIeKTPOHEH BHJ, LAhPOBO MOAIUCAH H IIPATIOKEH Ha CIICKTPOHCH HOCHTEJI KEM ITaKeTa JOKyMCHTH
3a ygactue B nporenypara. PDF dopMaThT, B KOUTO € HPEIOCTaBeH JOKYMCHTBT, HE [103BOJISIBA
peJaKTUpaHe Ha HETOBOTO ChABPKAHUE U CHIIMAT € HAIUIEKHO noxmucan ot [Tlersp Tonopos.

5.1. 3a ymocToBepsBaHe Ha CHOTBETCTBHETO CH C KPHUTCPUHUTE 34 nonbop, B dact IV
. Kputepuu 3a monoop™, paszen A, Tomocts ot eEEJJOIT y4acTHUKBT € IOCOYMIL, Ye NPUTEKABA
JMIEH3HS 332 OPEBO3 Ha PaIMOAKTUBHHU BEIICCTBA CCPHA T-14001, perucTpalliOHEH Ne03697 ot
13.04.2011 r., u3nafeH oT AreHIHMATa 32 SAPCHO PEryaMpaHe (ASP), pamuana no 26.05.2021
rommHa. TI0COUMT € CHIIO TaKa, 4e Tasu HHpopMarys € J0CTHIHA Ge3maTHO 3a OpraHuTe oT 6asa
JaHHM B IbpkaBa—wieHka Ha EC, a MIMEHHO - HHTCPHET caiita Ha ASIP. Komucusara HalpaBH
crpaBKa B MHTEpHET CTpaHuIaTa Ha ASIP ¥ He OTKpH BaIM/HA JTUICH3KA HA LJTAMAKOHCVIJIT*
EOO/] 3a mpeBo3 Ha paJiiOaKTUBHY BEIIECTBA. B Ta3u BpB3Ka U Ha OCHOBAHHE L. 67 all. 5 ot 3011,
3a IOKa3BaHe Ha MH(OpMALHUsTA, TIOCOUEHA B eEEJIOIT, KomucusTra H3UCKBa OT yJaCTHHKA B CPOK
10 5 (mer) paGoOTHH IHM OT TONy4YaBaHETO Ha HACTOSIIMA NPOTOKOT Ad [pEJICTAaBH 3aBEPEHO OT
y4JacTHHKA KOIIME Ha MIOCOYCHATA JIMIEH3HS 38 PEBO3 Ha pa/MOAaKTHBHHM BEIIECTBA.

Ha ocuopanue wi. 54, an. 8 u an. 9 ot [TII30I1, y4acTHUKBT L, JAMAKOHCYJIT* EOO/l B
cpok 10 5 (meT) paGOTHH JHA OT IOTYHaBAHETO Ha HACTOAUIMA IPOTOKOJ CIE/BA 1a OTCTPaHH
KOHCTATHpaHata OT KOMHCHSTa JMICA, HEIBIHOTA MM HECHOTBETCIBHC Ha wWHpOpMaLUAT,
BKJIFOUHMTENIHO HEPETOBHOCT HITH (paKkTHIeCKa IpeliKa, KaTo MpeICTaBy Ha xomucusta HoB eEEJIOI]
W/UIM APYTH JOKYMEHTH, KOHMTO CBIBPXKAT NPOMCHEHATa W/Wid JONbIHEHaTa HHGPOpMALHs.
JIOIIBIIHATEITHO TIPE0CTaBeRaTa HHPOopMania MOXKe 1a ob6xBama ¥ (akTé ¥ 00CTOATEIICTBA, KOUTO
ca HACTBIMITH CJIef KPaHus CPOK 3a [OTyYaBaHe Ha OhepTH UIlH 3asBIICHHS 38 y4aCTHC.

JIOIBIHATETHUTE TOKYMEHTH CE IIPENCTABAT B 3alledaTaH, HeMpospaticH IUTMK C HaJIHUC:
,,JJOI'bTHUTEIHA JTOKYMEHTH 32 OTKPHTA NPOUEAYPa 32 Bh3JIarane Ha ob0mecTBeHa NOpbYKa
¢ mpeamer: ,,Jl0CTaBKa HA PaIHOAKTHBHH JIEKAPCTBEHH NPOXYKTH, paauodapmaneBTHIH,
PAXMOHYKJIM/IHA T€HEPATOPH, KHTOBE M PA/HOHYKIH/IHH TPEKYpPCOPH 3a 2020 r., OTIIyCKaHH
mo pena Ha Hapen6a Ne34/25.11.2005r. 3a pexa 3a 3amjiaiade ot Abp:KABHHSA OIO/KET HA



JedeHHeTo Ha OBJIrapcKu IPaKIaHy 32 3a00/IABAHHS H3BBH 00XBaTa HA 3aABJUKHTEJIHOTO
3ApaBHO OCHTYpPSIBAHE®, KBM TPEITIOKEHHE No.......ooiiiiiiiiiiinnne (u3mmcBa ce HOMEpa Ha
o(eprara Ha y4aCTHHKA).

HacTosmyst IpOTOKOII ce ¢heTasu ¥ moanuca Ha 07.02.2020 .

IlpencenaTen:

n-p Hemu Taan?:Ka, HAYaTHMK Ha OTHen ,,JIekapCTBEeHH MpPOAYKTH®, JUPEKIHA
A

,,JIeKapCTBEHA MTOJINTHKA
YneHose:
Hckpa HBanosa

»JIexapcTBeHa MOMMTHKA 3anuyeHo Ha ocHoBaHue 4. 36a, an. 3 ot 30I1
Jlanuena Brnanosg
ITlenait EMunoBa/

Koncrantusoc Si




