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IPOTOKOA

Huec, 06.06.2019r. B rp. Byprac, B usnmbaHenue  Pemenne Ne VI - P -
487/05.11.2018r. Ha UsmbaruTeAHHa AHpekTop Ha ,YMBAA - Byprac” A, BBB
BpB3KA C MIPOBEXKIAHETO HA OTKpUTA IMNpoLeaypa 3a u3bop Ha M3ITBAHWUTEA [I0
JOTOBOD, ¢ npeameT: ,JocTaBKa Ha ACKAPCTBEHM MPOAYKTH 3a JHAAM3HO A€HEHME 3a
HyxauTe Ha ,YMBAA — Byprac” Al, rp. Byprac rio o6ocobeHun nosuuyy, rocodeHu B
KOHKypCHaTa IOKyMEHTauud , KOMHCHdA oIlpelescHa c¢bc 3amosen Ne VI - P -
556/14.12.2018r. va Uan. aupexrop Ha ,YMBAA - Byprac” AZl, B ¢bCTaB:

IIpencenarea: 'eprana PoeBa - 1opuckoHncyar B ,YMBAA — Byprac” AZl;

YaeHose:

1. 'muka KoaeBa ~ 3aM. ra. cueT-A Ha ,,YMBAA - Byprac” Afl;

2. Mapus MBanoBa — mar. chapm. p-a anreka B ,YMBAA - Byprac” All,
B 11:00 B ApgMuHMCTPaTHBHHE Kopryc Ha “YMBAA - Byprac” A nposene
3acefaHue, Ha KoeTo DOdxa pasraeaHKM BHECEHHUTE IIPEIAOKEHHS 3a ydacThe B
ropHara npoueaypa.

B HagasHHS 4Yac Ha IIPOBEXK/AAHETO Ha 3acefaHHeTo Ha KOMHCHUATA Ha

“YMBAA - DByprac” All OT Z[€AOBOACTBOTO Ha ae4debHOTO 3aBeneHue Osixa
IpeacTaBeH 4 AHKa ¢ 0PEePTH OT CACHHTE yJaCTHHIIH:

Ne rio

per dupma Bxopsii HoMmep, JaTa H 4ac

,,JIpo ®apmanyg“ EOO/],
1. || TlpomuizaeHa 30Ha ,,Bepuaa“, c. 15506/11.12.2018r,; 11.20 4.
PaBno 1oae, n.x. 2129

,,Menekc” OO/1, rp. Codus, I1.K.
1138, kB. 'opybagHe, VA.
,,CamokoBcko 1oce” No 24,
TBProBCcKH HEHTHD ,,Bouaad, et. 5

15507/11.12.2018r.; 11.20 .

~ProHUKC Papma“ EOO/]
3. | rp.Codna, ya. ,,OKOAOBPBCTEH 15584/13.12.2018 r.; 09,20 u.
T Ne199A

~Codpapma Tpeiiaunar” AL
4. | rp.Codms, ya. ,Abuesap CraHueB” 15612/13.12.2018 r.; 12,00 u.
Ne5
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KoMucudaTa U3BBPUIH IIPOBEPKA OTHOCHO CIIa3BaHE Ha Cpoka Io 4A.54, aa.9
or [IITI3OII, caen KoeTo TIPUCTBHIIM KBM  pas’rAeXjaHe Ha  JIOITbAHUTEAHO
npencrtaBeHuTe ot y4dactHuimre EEOIT u  uspbpuid  ripelieHKa OTHOCHO
CBOTBETCTBHE HA TPEACTABEHHUTE CBC CBHIIHTE JOITBAHEHHE C YKA3aHUSTA, ChTAACHO
MIPOTOKOAHO pelueHue ot 14.12.2018r.

1. ,,CODPAPMA TPEMAMHI AJl e ipencrasuac EEJIOI, B xoiiro B pa3sznea I,
6ykpa ,,B“ € moco4eHo, Y€ 110 OTHOLIEHHUE Ha yYaCTHHKA HE Ca HAaAWLEe OCHOBaHHSA 3a
3aTBAZKUTEAHO OTCTPaHABAaHE, CBBP3aHH C I10/[aBaHE Ha HEBEPHU JAaHHH U YKPHBAHE
Ha nHQOpMalHsd, Ha OCHOBaHue 4a. 54, aa. 1, 1. 5, 6. ,A“ ot 30I1.

IIpu u3BeplLICcHATA NPOBEPKA Ha NIPEACTABEHUTE OT YYAaCTHHKA AOITBAHCHUS U
CBOTBETCTBUETO HM C YyCAOBHUATA Ha DBB3A0KUTEAs, KOMHCHATA YCTAHOBH, Y€
CBIIUTE OTIOBApPAT Ha OOSIBEHUTE W3MCKBAHHA, KAaTO BHIAHO OT HHGOpMAaLUATA,
craBbpKaIa ce B npeacragedud EEAOI] y9acTHHUKET OTrOBaps HA OINPEAEACHHTE OT
Br3aoxkuTeAs KBaAH(PUKAIIMOHHY U3UCKBaHUA. [IpeBul U3A0KEHOTO YACHOBETE Ha
KOMUCHSITA B3eXa pellleHHe, TpeacTaBeHoro oT “CO®APMA TPEMIMHT AJl
[IPENAOKEHUE (A OBJIe IOITYyCHATO A0 PA3TACKIAAHE U OLIEHKA.

Ha caepBalnvs eTan OT CBOSATA pa60’ra KoMHUCHATAa pal3racda NpPeACTAaRCHUTE
OT YHaCTHHLIHUTEC TEXHHYCCKH IIPCAAOKEHHA H H3IBBPUIM IIPEIICHKAa OTHOCHO
CBOTBETCTBUE HA CHIMUTE C M3HUCKBAHUATA Ha BB3a0oKuUTEAd.

1. TexHu4eckotro npepasoxeHue Ha LlIpo Papmanua“ EOO no obocobena
rmo3unma Ne 6 BRarousa:
1. TlpenaoxeHHE 3a H3NBbAHCHHE Ha IopbhYKaTa II0 OTHOUIEHHEe Ha 0060cobeHa
nmozunus No 6 - O6pasew 9, Bearo ¢ llpuaoxkenue 9a;
2. [exkaapauusi 3a KOAMYECTBa OT ydYacTHHKA B ofmecTBeHaTa IIOppYKa -
IIpuaoxenue 96;
3. [eraapaimsi 3a KOAMYECTBA OT IPUTEKATEA HA paspelleHUeTo 3a yroTpeda
IIPOU3BOOUTEA MAHM O(hHUIIMaAEH TTpejcTaBuTea - [Ipraoxenne 9s;
4. [TeAHOMOIIIHH, 3aBepeHH ¢ AmocTra HoMmep V-20170221-53847 u ¢ ymocroBepeH
MIOITHC Ha NpeBofadya B MUH-BO Ha BBHIIHMTE paboTH C HOTAPHAAHO YIIOCTOBEPEH
TIPErrc — 3aBePEHO OT MPEACTABAABAILINSA YIaCTHUKA KOITHE;
5. Pemenue 3a H3ITBAHEHHE Ha KomucuHara oT 15.11.2012r. 3a mogHoBsiBaHe HA
paspeuIeHHeTo 3a IIyCKaHe Ha Iiasapa Ha ACKapCTBEHHH MPOJAYKT 3a XyMaHHa
yriorpeba ,Retacrit-Entoctun 3era“, nzpaneHo ¢ Pemenne C(2007)6737- saBepeHo oT
IIpEeACTaBAABALMSA YYaCTHHKA KOITHE;
6. PeureHHe 3a H3ITBAHEHUE Ha KoMHcHuATa oT 28.09.2018r. 3a mnpexBbpasHE Ha
paspemieHHeTO 3a I[IyCKaHe Ha naszapa, usfnazeHo ¢ Pemenuwe C(2007)6737 na
,Retacrit-EmoctiiH 3eTa“, A6eKapCcTBEH NPOJIYKT 3a XyMaHHa yroTpeba - 3aBepeHo oT
peAcTaBAdBalMY YyYACTHUKA KOIIHE;
7. deraapalus 3a rpHUeMaHe Ha YCAOBUSITA B IIPOEKTA Ha AoroBop — Obpa3zer No§;
8. [deraapaliyg 3a CPOK Ha BaAMHOCT Ha npepaoxeHuero — Obpaser; Ned;
9. Neraaparyst — Obpaszerr No5.

2. TexuuueckoTo npensoxenne Ha ,Menexkc” OO/ o obocobena rozuums No
1 BrAWOUBa:
1. TeXxHU4YECKO NPENAOKEHHE 3a M3ITBbAHEHHE Ha [IOphYKaTa 1o obocobeHa Nno3uLus
Nel - ObGpasern 9;
2. Pazpeurenue 3a ynorpeda Ha AeKapcTBeH HpoaykT Nell — 17302/27.03.2012r.,
nzn. ot UAA Ha PB 3aBepeHO OT npecTaBAgBalNS YHaCTHHKA KOITHE;
3. [deraapauyd 1o 4a. 59, aa. 6 ot 3AIIXM;
4. [deraapalyad 3a KOAMHYECTBA OT INPHTEXATEA Ha pa3pelueHHeTo 3a yrioTpeba
[TPOU3BOAUTEA UAH OPUIHAAEH TTpEACTABUTEA - [IpHAOKeHHE 9B;



5. IlbaAHOMOIIHO € HOTapHuasHO yaocToBepeHu noxanucu per. Nel2527/2015 Ha
HoTapuyc SHnHa KaexaHOBCKH — 3aBepPeHO OT YHAaCTHHUKA KOTIHE;

6. [exaapaliusg 3a KOAMYECTBa OT ydacTHUKa B olllecrBeHaTa II0OpBYKa -
IIpuaoxkenue 96;

7. [lexaapauys 3a IpUeMaHe HA YCAOBUSITA B IIPOCKTA HA JoTroBop — Obpaselr Nod;

8. [lekaapalus 3a CPOK Ha BaAMJHOCT Ha IipegaoxenueTo — Obpaszery Ned;

9. [lekaapauys 3a Clia3dBaHe 3abAXKECHUATA, CBBP3AHU C JaHBLH H OCHIYPOBKH,
ola3BaHe Ha OKOAHATA Cpeja, 3aKpHaa Ha 3a€TOCTTAa U YCAOBHHATA HA TPYA IO YA.
39,aa. 1, 1. 1, 6. .0 ot TITI3O0II - He € 3aABAKUTEAHO TIPEACTABAHETO H;

10. Oexraapanus — Obpasen; NoS.

TexHU4eCcKOTO Inpenaoxkenue Ha ,Megexkc” OO/ no obocobena nozuima Ne 3
BRAIOMBA:
1. TeXxHHYECKO TNIPEAAOKEHHE 3a UBITBAHEHME Ha Nopbhukarta 1o obocobeHa nozuiyst
Ne3 - Obpasen 9;
2. Pazpemenue 3a yrorpeba Ha aekapcTBeH IponykT Nell — 18645/06.07.2012r.,
nza. ot MAA na PB 3aBepeno or npeacraBasiBaiiys y4acTHHKA KOITHE;
3. [deraapaiys 110 ga. 55, aa. 6 ot 3ATIXM;
4. [ekaapauusi 3a KOAMYECTBA OT IIPHUTEXKATEA Ha pa3pelIeHHEeTO 3a yroTpeba
TIPOU3BOJUTEA HAH ObUIlaseH TIpeZcTaBuTeA - [Ipuaoxkenuve 9B;
5. ITBAHOMOIIIHO — 3aBEPEHO OT yYacTHHMKa KOINME Ha HOTapHaAHO YHOCTOBEPEH
ripenivc per. Ne580/10.01.2017 #a HoT. per. No617 na HK;
6. [exkaapalums 3a KOAMYECTBA OT y4YacTHHKa B of0mecTBeHaTra IopbYykKa -
Tpuaoxenue 96;
7. Hexaapaliys 3a ripueMaHe Ha YCAOBHMSATA B INpoeKTa Ha norosop — Obpaser Ne8;
8. Jleraapaliysl 3a CPOK Ha BAaAMJIHOCT Ha ITpeaoxkeHneTo — Obpasert Ned;
9. [lekaapanuda 3a Cla3BaHE 3a3bAXKCHHATA, CBBP3AHU C JAHBLIM U OCHTYPOBKH,
Ona3zBaHe Ha OKOAHATA Cpeja, 3aKpHaa Ha 32€TOCTTa M YCAOBUATA HA TPYA M0 HYA.
39,aa. 1, 1. 1, 6. ,0° or TITI30II ~ He € 3aABANKUTEAHO IIPEACTABAHETO I
10. Hegaapanusa -~ Obpasely No5.,

TexHHU4YeCKOTO npensoxkeHue Ha ,Menere” OO/ rno obocoberna mosurmst Ne 4
BKAIOUBA:
1. TeXHHYECKO IIPENAOKEHNE 3a M3ITbAHEHHE Ha TMOpBYKaTa 1o 060cobeHa no3uius
No4 - Obpazen 9;
2. Pemenvie 3a HU3IThbAHEHME Ha Romucusita or 18.06.2012r. za riopHoBsaBaHe u
H3MEHEHHE Ha Pa3pelUIcHUETO 3a THProBUsS C ACKAPCTBEHUSA TNPOAYKT 3a XyMaHHAa
ynoTpeba ,Binocrit - enoctuH aada“, uspageno ¢ Pemenue C(2007)4113, Pemenue
338 UBITbAHEHUE Ha KoMucuara ot 31.03.2016r. 3a NoaHORABAHE W HM3MEHEHHE Ha
paspelieHueTo 3a THPrOBHUsSl ¢ ACKAPCTBEHUS IIPOAYKT 3a XymaHHa ynorpeba
LBinocrit — emnoctuH aada“, uzganeHo ¢ Pemenne C(2007)4113, Pemuenue 3a
HBITBAHEHHE Ha KomMHcHusaTa oT 31.08.2018r. 3a uaMeHeHME Ha Pa3pelieHMEeTO 3a
THPTOBUS C ACKAPCTBEHMsI TIPOAYKT 3a XyMaHHa ynorpeba ,Binocrit - enocTuH
aaca“, umsgameHo ¢ Pemenue C(2007})4113 - zaBepeHH OT IIpeACTABAABAILUSA
YYACTHHUKA KOTIHS;
3. derkaapaumsd 110 4a. 55, aa. 6 ot 3AIIXM;
4. Tlucmo 3a TOTBBpXKACHUE — u3d. oT CaHpo3 hapMalleBTHYHO LAPYHKECTBO I.1.°
SAex (hapmaneBTUuyHO ApyxkecTBo a.4.° ,Canmoz I'mMoX“, ,Xexcas AI'“ u EBEBE
DPAPMA le3.m.6.X. Hopr. KT
3. ITeanomorgso ot 20.12.2016r. or npeacrapaaBamms ,Canmos 'mo6X“, AscTpus -
3aBEPEHO OT IMPEACTABASIBAILIMSE YUaCTHUKA KOTIUE;
6. [eraapanusi 3a KOAWYECTBaA OT y4YacTHUKa B obmecTBeHaTa IIOpBYKa -
[puaoxenue 96;
7. [eraapauys 3a ITpHeMaHe Ha YCAOBHATA B IIPOEKTa Ha JAorosop — Obpaserr No§;
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8. [ekaapaluyd 3a CPOK Ha BaAHQHOCT Ha NpeasoxeHueTo — Obpasery No4;

9. Hexaapauus 3a Cla3BaHE 3aQbAXKEHHATA, CBBbP3aHU C AaHBUH U OCHUTYPOBKH,
ornas3BaHe HaA OKOAHATa Cpelia, 3akpHaa Ha 3ae€TOCTTa U YCAOBHUSITA Ha TPYA IO YA.
39, aa. 1, 1. 1, 6. ,,4° or TITI30OII - He € 3aAHLAKHATEAHO [IPEACTABIHETO H;

10. Jexaapaius — O0paszen; No5.

TexunueckoTo npenaoxkenue Ha ,Menerc” OO/ no obocobena mozurmsa No 7
BKAIOYBA!
1. TexHUYECKO ITPEeAOKEHHE 32 H3ITBAHEHUE Ha TIophYKAara 1o obocobeHa Iro3unus
Ne7 - Obpasen 9;
2. PeimieHue 3a HUI3MBAHEHHE Ha KomucusaTa or 24.08.2017r. 3a M3MEHEHHE HaA
Pa3penIeHHETO 3a THProBUd ¢ ,Aranesp — aapbernocTuH aada“, AEKapCcTBEH MPOAYKT
3a XyMaHHa yrnorpeba, M3nagcHo ¢ Pemenne C(2001)1281, Peurenne Ha KOMHCHSTA
oT 19.05.2006r. 3a n3MEHEHHE Ha pa3pelleHHE 3a MyCKaHe Ha rasapa Ha ,Aranesp -
napbenocTvH aada“, MEAMIMHCKH IPOAYKT 3a XyMaHHa yriorpeba H34a/IeHO C
Penrenue C(2001)1281 - 3aBepeHH OT NpEACTABASBAIIMS yIACTHUKA KOITHS;
3. Jeraapauysd 1o ya. 55, aa. 6 ot 3AIIXM;
4. [lexaapanusi 3a KOAHYECTBA OT IIPHTEXKATEA Ha pa3pelleHHeTo 3a yrorpeba
TIPOU3BOANTEA HAH o(bHUIIHaAEH TIpeAcTaBuTeA - IIpHaoxkeHue 9B;
5. ITva”omorro ot 31.12.2019r. ot [AxbeTuH lapu Kaefic - aupekrop Ha ,Amgen
Eurcpe B.V.“, Hunepaannus ¢ odmunmasHa aserasvzaliysi, 3aBepka ¢ AIIOCTHA U
MunucrepcTBe Ha BbhHUIHUTE pabory, Aduperkuus ,KOHCYACKH OTHOUIEHHA® -
3aBEPEHO OT NIPEACTaBASBAILMSA YIACTHHKA KOITHE;
6. IIbanomomno ot 01.01.2018r. oT npeacraBasiBaiys ,AMIxeH Bwarapus“ EQOO
3a 1mpencraBuTeacTBO Inpen ,Menekc’ OO - pguctpubyTop - 3aBEPEHO  OT
npeAcTaBadBallid yIACTHHKA KOIIHE;
7. [Hexaapalud 3a KOAHYECTBa OT yd4YaCTHHMKa B oOIIecTBeHaTa TIOpBYKA -
ITpuaoxenue 96;
8. [lexaapalus 3a IIpHeMaHe Ha yCAOBHATA B TIpoeKTa Ha Jorosop ~ Obpazer; No8;
9. [lekaapallusi 3a CpOK Ha BaAHIHOCT Ha MpensoxeHHeTo — Obpaser; Ned;
10. Jexkaapanisi 3a criazBaHe 3abAKCHUSATA, CBBP3AaHU ¢ KAaHBLH U OCHTYPOBKH,
orla3BaHe Ha OKOAHATa cpefla, 3aKpHaa Ha 3aeTOCTTa M YCAOBHMATA HA TPYA IO HA.
39, aa. 1, 1. 1, 6. .8 or IIII30IT ~ He € 3aABAKUTEAHO [IPEACTABIHETO H;
11. Heraapanus — O6paszer No5.

TexHHYECKOTO MpefaokeHue Ha ,Meneke” OO/ 1o obocobeHa mozuuus Ne 9
BRAIOYBA!
1. TexHHYECKO TIPEAAOKEHHE 3a H3ITbAHCHHE Ha IIopbhbYKaTta Iio obocobeHa IMo3HuLus
Ne9 - Ob6pasen 9;
2. Pazpemenune z2a npomadHa NeBG/MAMP-40338/06.02.2018 usn. or MAA Ha Pb u
Pazpeurenue 3a ynorpeba Ha aekapcTseeH npoaykT Nell - 32 308/25.01. 2016r. u3ga.
ot HAA Ha PB;
3. dekaapanud 110 9a. 55, aa. 6 ot 3AIIXM;
4. Jlexaapaliiysi 3a KOAHYECTBA OT IIPHTEXATEA Ha paspelieHHeTo 3a yroTpebda
[IPOHU3BOHTEA HAM O(DHIIHAACH ITpeAcTaBHTEA - [IpHAOKeHHE 9B;
5. II'sanomoinrHo ot 08.08.20167. or Spomup $puy - aupexkrop Ha XuHTeH ['pyn
a.c.“, 3aBepKa ¢ AITOCTHA U AE€TAAM3HMpaH NIPEBOJ - 3aBEPEHO OT IIPEACTaBASIBAILUS
y4aCTHHKA KOITHE;
6. [exkasapalys 3a KOAMYECTBA OT YydYacTHHKaA B oOO0lecTBeHaTa IOpBYKa -
ITprnaoxeHue 96;
7. [exkaapanus 3a NpHeMaHe Ha YCAOBHsTA B IIPOEKTa Ha Aorosop — Obpazern, Ne8;
8. [dekaapaliud 3a CPOK Ha BAAHAHOCT Ha Npenaoxenuero —~ Obpaszer Ned,
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9. [leraapauusa 3a CrasBaHe 3abAXKEHHATA, CBBP3aHM C OaHBLHM M OCHTYDPOBKH,
ornasBaHe Ha OKOAHATAa CpPeAa, 3aKpHaa Ha 3aeTOCTTa M YCAOBUATA HA TPYZA 0 YA,
39, aa. 1, 1. 1, 6. ,0° or TITI3OII ~ He € 3aABAXKUTEAHO TIPEICTABAHETO H;

10. lderaapanug — O6paszent NeS.

TexHu4YeCcKoTO MpeaasokeHue Ha ,Meaekce” OO/ 1o obocobena mosuumdg Ne 10
BKAIOYBA:
1. TexHHYECKO IPEIAOKEHUE 3a U3IThAHEHHE Ha MoppuKarta 1o obocobeHa Mo3uilvs
NelO - Obpasen 9;
2. Paspeienue 3a yriorpeba Ha aekapcTBeH InpoaykT Ne II - 36 417 /07.02.2017 uzz.
ot HAA ua Pb;
3. lexaapanus 1o 9A. 55, aa. 6 ot 3ATIXM;
4. [ernapaiis 3a KOAMYECTBA OT IIpUTEXRATEeA Ha pas3pellleHHeTo 3a yrorpeba
IIPOU3BOAHTEA HAaW OHLIMAaseH npeacTraBuTea - IIpuaoxkerue 9s;
S. MIeasomomuo ot 31.08.2018r. or daeupn Bpxoseu u [Ixon Tladbe HefichbH -~
U3ITBAHUTEAHH yIipaBuTeAH Ha ,TeBa B. B.“, Hunepaanauda, 3aBepka ¢ ATIOCTHA U
ACTAaAHM3UpPaH TMPEBOJ - 3aBEPEHO OT TIPEACTaBAABAlMA V4YaCTHHKA KOMUe Ha
HOTapHaAHO yAOCTOBEPEH Mpenuc per. Ne3242/2018r. na HOT. per. Ne706 na HK;
6. [leknapaumMsa 3a KOAHYECTBa OT y4YacTHUKa B o0UlecTBeHaTa IiopbYKa -
IIpuaoxenue 96;
7. Heraapanusd 3a NIpHeMaHe Ha YCAOBHMATA B IIPOEKTA Ha Aoroeop — O6pasen No8;
8. [Jexkaapanus 3a CPOK Ha BAAMJHOCT Ha IpeAAoKeHHeTo — Obpaser Nod;
9. [dexkaapalnusa 3a Cla3BaHE 3abAXKECHHATA, CRBP3AHU C JAHBLUU U OCHUTYPOBKH,
OrasdpaHe Ha OKOAHATa CPeJa, 3aKpHaa Ha 3aeTOCTTa U YCAOBUATA HA TPY TIO 4A.
39, aa. 1, 1. 1, 6. ,a° ot TITI3OII —~ He € 33TBAKHUTEAHO ITPEACTABAHETO i
10. dexaapanuda ~ O0paszery NeS.

TexHUYeCKOTO NpesiaokeHue Ha ,Meznere” OO/ o oBbocobena rozunus No 11
BKAIOYBA:
1. TexHH4YECKO TIPEAAOKEHME 3a U3TBAHCHHE Ha IToppyUKaTa 110 obocobeHa rosuuus
Noll - Obpa3zen 9;
2. Paspewenue 3a yrorpeba na aekapcersen ripoaykr Ne I - 26 456/18.07.2014 uza.
ot UAA usa PB;
3. dexkaapanusd 1o 4a. 55, aa. 6 ot SAIIXM;
4. [exaapallisi 3a KOAWUECTBA OT TIpUTEXKATeA Ha paspelueHHeTo 3a yriorpeba
TIPOU3BOAUTEA HAH ODUIHAAEH NIpesicTaByuTeA - [IpuaokeHue 9B;
5. II'manoMonHo ot 19.08.2015r. or llersp Boxuaapos Muxaiiaos — yrnpaBHTeA Ha
JJAHoBamMen® OO/l - 3aBepeHO OT MNpeAcTaBadBalllMdA y4YacTHHKA KOIIME Ha
HOTAPHAaAHO YOO0CTOBEPEH Ipernuc per. Ne6108/2015r. Ha HoT. per. Ne633 Ha HK;
6. [dexkaapanusi 3a KOAMYECTBA OT y4YacTHHKa B ol0uiecTBeHaTa IIOpBYKA -
ITpuaoxkenue 96;
7. Hderaapauug 3a NpHeMaHe Ha YCAOBHATA B IIPOEKTa Ha Jorosop — Obpaszen Ne8;
8. [lexaapanus 3a CPOK Ha BaAMIHOCT Ha IIpenaoxeHueTo — Obpasernt No4;
9. [ekaapanysi 3a criasBaHe 3aJbAXKEHHATA, CBBP3aHH C JaHBUHU U OCHIYPOBKH,
oras3BaHe Ha OKOAHATA Cpejia, 3aKpHAd Ha 3aeTOCTTa M YCAOBHMATA Ha TPYA IIO HA.
39, aa. 1, 1. 1, 6. ,a° ot TITI30II — He € 3aABATKUTEAHO TIPEACTABAHETO H;
10. eraapanusa — Obpazern NoS.

TexHHUUECKOTO IpeasoxeHue Ha ,Meaekc” OO/l no obocobena nosuuyg Ne 12
BRAIOUBA:
1. TeXHHYECKO MPENAOKEHHE 3a U3IIBAHEHHE Ha ropbukara ro obocobena rozunud
Nel2 - Obpaszern 9;
2. Pemenue 3a u3lbAHEHHE Ha Komucugra ot 24.08.2017r. 3a u3MeHeHHE HA
pa3pelIeHHETO 3a ThPrOBHA C ,Aranesp — Aap0ernocTuH asda“, AeKapCcTBEH NPOAYKT



3a XymaHHa ynorpeba, usgageHo ¢ Pemenue C(2001)1281, Pemienye Ha KoMucusaTa
oT 19.05.2006r. 3a U3MEHEHHE Ha pa3pelleHHe 3a [IyCKaHe Ha Iasapa Ha ,Aranesp —
pgapbenoctun aada“, MEAMLMHCKU IPOAYKT 3a XyMaHHa ynorpeba wu3gageHo C
Pemenne C(2001)1281 - 3asBepeHH OT NPEACTABASBAIINA YyIACTHUKA KOMUH;

3. Heraapaiuda no 9a. 55, aa. 6 ot 3AIIXM;

4. Herasapalusg 3a KOAHYECTBA OT IIPUTERKATEA Ha paspelueHueTo 3a yrorpedba
IPOU3BOANTEA HAH O0(OHIINAACH IIpeAcTaBrTes - [IpraoxkeHue 9B;

5. II'eanomomHoO ot 19.08.2015r. ot Ilersp BoxunapoB MuXaiiaoB ~ yrpaBHUTEA Ha
~AHosamen® OO - 3aBepeHO OT TIMpPeACTABASBAalllUg YYacTHHUKA KOIIME Ha
HOTApHAaAHO y/I0CTOBEPEH ripenuc per. Ne6 108 /20151, Ha HOT. per. No633 Ha HK;

6. exaapaumsd 3a KOAHMYECTBa OT y4YacTHHKa B oblIlecTBeHaTa IIOpBYKA -
[TpusoxkeHue 96;

7. Heraapauud 3a NNPUEMaHE Ha yCAOBHATA B IIpOEKTa Ha norosop — Obpazen Ne8;

8. [lekaapalivsa 3a CPOK Ha BAAH/HOCT Ha IpelaoKeHHeTo — Obpasery No4;

9. [eraapaliyig 3a CHa3BaHe 33QbAXKEHHATA, CBBP3aHU C JaHBUM H OCHUTYPOBKH,
oriasBaHe Ha OKOAHATa CpeJa, 3aKpuaa Ha 3aeTOCTTa U YCAOBUATA HA TPYA 0 YA,
39,aa. 1, 1. 1, 6. ,a° or [ITI30I1 - He € 3ATBAKUTEAHO IIPEACTABIHETO i;

10. Heraapanus - Obpaseny Nob.

Texuuueckoro npeasoxkeive Ha ,Menere” OO/ no obocobena mno3unmd Ne 13
BKAIOYBA:
1. TeXHHYECKO IPENAOKEHUE 3a UIIIbAHEHME Ha IIOpBYKara 1o obocobeHa ro3uumg
No13 - Obpaszern 9;
2. Pazpemenne 3a npomsHa Ne31761 ot 04.12.2015r. Ha MAA Ha PII, Pazpenienue
3a yriorpeba Ha aekapcTBeH 11poAayKT Nell — 27 459/30.10.2014r. na AA nipu PB;
3. Heraapanys 110 9a. 55, aa. 6 ot 3ATIXM;
4. TI'eanomomtHo ot 08.08.2016r. or HApomup dpuy — aupexkrop Ha Xulrtu [py
a.c.”, Yexust ¢ HOTapuaaHo ypocroBepsiBaHe NeO1812/2016r. or 11.08.2016r. u
Artoctua Ne9619/2016 or 15.08.2016r. - 3aBepPEHO OT IIPEACTABAABAILIMSA YIACTHHKA
KOTIHE;
5. Jleraapauud 3a KOAWYECTBA OT MIPUTERATEA Ha paspelueHueTo 3a yroTrpeba
TIPOU3BOANUTEA HAH O(PULIMAACH NIpeAcTaBUTeA - [IpHaoxkeHHe 9B;
6. Jeraapanma 3a KOAHWYECTBa OT YYacTHHKa B o0liecTBeHaTa NOPBUKA -
IMpuaoxenue 96;
7. Jeraapaums 3a IIPHEMAaHE Ha YCAOBHATA B IIPOEKTA Ha A0roBop — Obpaszent No§;
8. [lekaapaiyg 3a CPOK Ha BAAMJHOCT Ha IIpensoxeHueTo — Obpaszen Ned;
9. HdekaapauMsl 3a CrasBaHe 3aIbAXKEHUATA, CBBP3aHU C AaHBUH U OCUTYPOBKH,
ora3zBaHe Ha OKOAHATa Cpe/a, 3aKpHAa Ha 3aeTOCTTAa H YCAOBHSATA HA TPYA I10 4YA.
39, aa. 1, 1. 1, 6. ,0° or [ITI30II - He € 3aIBAKUTEAHO ITPEACTABAHETO iH;
10. Heraapaiina ~ Obpaszen Nob.

TexHHU4YeCKOTO TIpenaoKeHue Ha ,Menekc” OO/ o obocobeHa rnozunusa Ne 14
BKAIYBA:
1. TeXHHUYECKO TIPEOAOKEHUE 3a U3ITbAHEHHE Ha IIophuYKaTa o obocobeHa ro3uuusa
Nel4d - O6pazern 9;
2. Pazpeuzenue 3a ynorpeba Ha seKapcTBeH rTpoAykT Nell — 16 209/20.12.2011r. Ha
HUAA nipu PB — 3aBepeHO OT IIPEICTABAIBAIINSA YIACTHHKA KOITHE;
3. Hderkaapauud 110 9a. 55, aa. 6 ot 3ATIXM;
4. Jlegaapauusi 3a KOAHMYECTBA OT IIPUTEXKATEA Ha paspelleHHeTo 3a yroTrpeba
MPOM3BOAHUTEA MAH OPHIIHAAEH ITpeAcTaBuTes - [IpHaoxkenue 9s;
5. II'sagomono or 30.08.2018r. or Hasun Bpxosen u Jxxon Ilaitbe Heficpa -
UBITBAHUTEAHU AHPERTOPH Ha ,Tepa $apmacroruursHe IOpen B.B.“, karo yrnpasurea
Ha ,Tea B. B.“, Hugepaanaus ¢ HoTapuasHo yaocToBepsaBaHe Ha B. E. II. T'epbepc,
HOoTapuyc B AMcTepaam U Aroctra Ne0O42830/2016 B AMmcTepaaMm OT CEeKpeTapst Ha
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cpaa 6/31.08.2016r.,, BeaHO ¢ AerasM3upaH IIPeBOXA -  3aBEPEHO  OT
IIpe/icTaBAsIBallMA yY9aCTHHKA KOIIHE;

6. [erkaapanus 3a KOAHWYECTBa OT YHacTHMKa B ofliecTBeHara IopbYKa -
ITpuaoxxeHue 96;

7. Heraapauius 3a pHEMaHe Ha YCAOBHATA B NPOoeKTa Ha Aoroeop — Obpaszer; Ne&;
8. [lekaapaliud 3a CPOK Ha BasMIHOCT Ha NIpeasoKeHueTo — Obpazer Nod;

9. ,D;eKAapaupm 3a Cnia3sBaH€ 3abAXKCHMATA, CBBP3IAHHN C HJaHBIM K OCHUI'YPOBKH,
onasBaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeTOCTTa M yCAOBUATa Ha TPV IO YA.
39, aa. 1, 1. 1, 6. .0 or TITI3OIT ~ He € 3abAKUTEAHO NPEACTaBAHETO H;

10. Hexasapanus - Obpazern, Ned.

3. TexnwdyecroTo npepaoxkeHue Ha ,Pronurc Papma“ EOOL mno obocobena
rio3unya Ne 1 BKaroYBa:
1. TexHuyecko npeasoxeHHe 3a obocobeHa nosuuusa Nel - Obpaszer; No7;
2. II'baHoMoIIHO 3a npencraBuTeacTBo 110 3011 — HOTapHAaAHO YAOCTOBEPEH TIPEITHC
per. Noe2790/19.11.2018r. Ha Hotapuyc per. Ne049 na HK;
3. Paspemenue 3a yrotrpeba Ha aekapcTBeH rnponayKT Nell — 17 302/27.03.2012r. Ha
AN nipu PB ~ 3aBepeHO 0T NpeAcTaBAsIBalllMg YHaCTHHKA KOIHeE;
4. [exkaapanuus 3a KOAMYECTBAa OT Yy4YacTHHMKa B O0lIIecTBeHaTa MHOpPbLYKA -
ITpuaoxerue 96;
5. [lekaapalya 3a OpHEMaHe Ha YCAOBHSATA B [IPOEKTa Ha Jorosop ~ Obpaser; No§;
6. Jlekaapaliya 3a CpOK Ha BAAMHOCT Ha npejasoxkeHueTo — Obpaser] Nod;
7. Heraapanys 3a 3adBsiBaHe, 4e€ 3a CpoOKa Ha JAEMICTBHE Ha AOTOBOpA CKAIOYEH Ha
OCHOBaHHE IpoBeAcHa npoueaypa o 3011, npeaBapUTeAHO 3agBEHUTE KOAMYECTBA
M LEHHU TI0 TPBXKHA JOKyMEHTauuda IIe ObaaT AOCTaBeHH IIPe3 IEAHS CPOK Ha
[IOTOBOPA;
8. Jexaapanus — Obpaser No5.

TexHuwecKOTO TpepaoxeHue Ha ,ProHukc Papma“ EOO no oGocobena
mosuimg Ne 2 BRAOUBA!
1. TexHH4YeCKO NpeaaozKeHne 3a obocobena nosunua Ne2 - Obpaszery Ne7;
2. IT'eaHOMOIUHO 3a npeacTaBuTeacTBo 110 3011 — HOTApPHAAHO YIOCTOBEPEH IIPEITUC
per. Ne217/29.01.2018r. Ha HoTapuyc per. Ne049 ma HK - 3aBepenH or
[IpeACTaBASBAIMS YYACTHUKA KOIIHE;
3. [lerkaapaliys 3a MpUeMaHe Ha YCAOBHSITA B IIPOEKTA Ha AoroBop — Obpaser Ne&;
4. [lekaapanus 3a CPOK Ha BAAMIHOCT Ha IIpenaoxeHuneTo — Obpasern Nod;
5. Neraapanusa - Obpazery NeS.
6. PaspeuieHue 3a yriorpeda Ha aeKapCcTBEH NpoayKT Nell ~ 16 927/29.02.2012r. Ha
HAA nipu PB — 3aBepeHO OT MIPEACTABAABALIHS YYaCTHHKA KOIIHe;
7. Heraapanus 3a KOAMYECTBa OT yYacTHHKa B ollecTBeHara IOphYKa -
Ipuaoxenue 96;
8. [lekaapanys 3a KOAHYECTBA OT IPHUTEXAaTeA Ha pPaspelIeHHeTo 3a ynorpeba
IIPOM3BOANTEA MAM OUIIMAAECH NPEACTABUTEA - IIpHAOIKeHHE 9B.

TeXHU4YECKOTO IpeasoxkeHue Ha ,Poornkc Papma“ EOO/ no obocobeHa
noszurma Ne 5 BraouBa:
1. TeXHUYECKO IIPEeAAOKeHHE 3a 000co0eHa rosums NeS - Obpasern Ne7;
2. II'baHOMOIUHO 32 IpeACTaBHUTEACTBO 1o 30I1 — HOTapUaAHO yAOCTOBEPEH IIPEIIHC
per. Ne217/29.01.2018r. nHa HoTapuyc per. Ne049 mna HK - 3amepen or
TIpPeACTaBASBAILHS YYACTHUKA KOIIHE;
3. [lekaapanus 3a rpueMaHe Ha YCAOBUSTA B ITPOEKTA Ha Aorosop — Obpasert No§;
4. [lexaapanus 3a CPOK Ha BAAMJIHOCT Ha TipefaoxkeHueTo — Obpaser; Nod;
5. Heraaparys — Obpaszery No5.



6. PemeHue 3a usmebaHeHHe Ha Komucuara or 15.03.2018r. za mnpexpopasine u
U3MEHEHUE Ha uspazacHoro ¢ Pemenune C(97)2181(okoHYaTeACH) paspelieHHe 3a
TeproBusi ¢ ,NeoRecormon - Enoctun Oera“, aexkapcTBeH INpPOOYyKT 3a XyMaHHa
ynorpeba, wusmageHo ¢ Pemenne C(2001)1281, Pemenue 3a HIITIbAHEHHE HA
komucugara or 15.07.2016r. 3a u3MeHeHMe HaA pa3peUIeHUETO 3a THProBUA C
ysNeoRecormon - emocruH 6era”“, AeKapCTBeH INPOAYKT 3a XyMaHHa yriorpe6a
uanajgeHo ¢ Pemenue C(97)2181(okoHuyareaeH), PeuleHue 3a H3IBAHEHHE Ha
komucusara ot 06.10.2011r. 3a m3MeHeHMe Ha pa3pelIeHUETO 3a THProBUs C
,NeoRecormon - Enocrun 6era“, aAeKapcTBEH IpPOAYKT 3a XyMaHHa yroTpeba,
usnagerHo ¢ Pemenue C(97)2181(okonuareascH), Pemenwme na ©goMucuaTa OT
29.04.2010r. 3a H3MEHEHHUE Ha paspelleHHe 3a IyCKaHe Ha [asapa Ha
NeoRecormon - Eroctun 0Oera“, MeAMIMHCKH IIPOAYKT 3a XyMaHHAa yriorpeda,
n3gaaeHo ¢ Pewenue C{97)2181(okoHuaTeaeH), PemieHue Ha KoMHCcHATA OT
20.01.2010r. 3a uysMeHeHMEe Ha pazpenieHde 3a IIyCKaHe Ha riasapa  Ha
,NeoRecormon - Enocrun 6era“, MeOUIMHCKHM IIPOAYKT 3a XyMaHHa yriorpeba,
uzgazneHo ¢ Pemenue C(97)2181(okoHuaTeascH), PemieHue ®Ha XoMUCHUETA OT
20.11.2009r. 3a wu3MeHeHME Ha paspelmeHde 3a I[IyCKaHe Ha Illazapa Ha
sNeoRecormon - ErocTtuH 0erta“, MeAMLIMHCKM IIPOAYKT 3a XyMaHHa yriorpeba,
nsnaneHo ¢ Pemenne C(97)2181(okoHuareaeHn), Pemenue Ha &goMmMucusaTa OT
23.10.2008r. - 3a u3MeHEHME Ha pa3pelleHUe 3a IIyCKaHe Ha [asapa  Ha
~NeoRecormon - Emocrun 0Oera“, MeOULMHCKU TPOAYVKT 3a XyMaHHa yroTpeba,
n3naneHo ¢ Pemenue C(97)2181(okonHuareaeH), Pemenne Ha KoMucusita ot 26-II-
2008r. 3a U3MEHEHHE Ha pa3pelleHHe 3a MyCKaHe Ha Iaszapa Ha ,NeoRecormon -
Enocrun Gera“, MeAUIIMHCKY TIPOAYKT 3a XyMaHHa yriorpeba, usnageHo ¢ Peruenue
C(97)2181{okoHuaTteaeH), Penienne Ha KoMucusaTa ot 26-11-2008r. 3a nu3MeHeHUEe Ha
paspellleHre 3a TIyCKaHe Ha rasapa Ha ,NeoRecormon -~ Enocrun 06Gera“,
MEOUIIMHCKH  IIPOAYKT 3a XyMaHHa yrorpeba, u3gaacHo ¢ Pemenwue
C(97)2181(orkoHuareaseH), Penlenre Ha Komucusra ot 25-VI-2007r. 3a rmoaHoBgBate
Ha pa3pelleHMeTO 3a IyCKaHe Ha Ilas’apa Ha A€KapCTBEHHUHA TNPOAYKT 3a XyMaHHa
yriorpeba ,NeoRecormon -~ Emocrun 6era“, MeAMUMHCKM NPOAYKT 33 XyMaHHA
yriorpefa, wusmazeHo c¢ Pemenune C(97)2181(okoHuaTea€H] - 3aBEPEHH  OT
[IpeACTaBASIBAILMS YYaCTHUKA KOIIHS,;

7. Jerkaapaiya 3a KOAMYECTBA OT YydacTHMKA B ODlleCcTBeHATaA IIOPBYKA -
ITpuaoxkenue 99;

8. [exaapanusi 3a KOAMYECTBA OT IIPUTEXRATEA Ha paspelleHHeTo 3a yrnorpeba
ITPOU3BOAMTEA UAK ObHIHAACH NTpeAcTaBuTeA - [Ipraoxkenue 98.

TexHuueckoTo npeasoxenne Ha ,dPoounnkc Papma“ EOO no obocobena
no3nuuus Ne 8 BraKYBA:
1. TexHuuecko rpeaaoxkesue 3a obocobeHa rosurnsa No8 - Ob6paszery No7;
2. [l aHOMOIIHO 3a TIpeacraBuTeacTBo o 3011 — HoTapHaaHO YAOCTOBEPEH IIPEIIHC
per. Ne217/29.01.2018r. na Horapuyc per. Ne049 na HK - 3aBepen or
MIPEACTABASIBALINS YHACTHUKA KOITHE;
3. [lekaapaliys 3a [pHeMaHe Ha YCAOBHSITA B MPOEKTa Ha AoroBop — Obpasen Ne8;
4. [lexaapaliys 3a CPOK Ha BAAHUAHOCT HA ITpenaokeHuero — Ob6paser Ned;
5. HNeraapanusi — Obpazer; Ned.
6. Pemenue 3a u3mrbaHeHHe Ha kKomucuaTa ot 16.03.2018r. 3a rpexpopasiHE U
H3MeHeHHE Ha usganeHoro ¢ Pemenue C{2007)3630 paspenieHue 3a THPTroOBHS C
sMircera - METOKCHUITOAMETHMAEH TAMKOA — €ITOCTHH 0Oera“, AeKapCcTBEH IIPOAYKT 3a
xyMmaHHa yriorpeba, PeuleHue 3a HM3MbaAHEHHE Ha KoMmucuara or 06.07.2016r. 3a
M3MeHeHHe Ha pa3pelieHHeTo 3a ThProeus ¢ ,Mircera — MeTOKCHITIOAHETHUACH TAMKOA
- erocTUH Bera“, AeKapCTBeH IIPOAYKT 3a XymaHHa yriorpeba namancHo ¢ Pemenne
C(2007)3630, Peiuenwe 3a wu3mbaAHeHHE Ha Komucusita or 15.12.2014r. 3za
H3MEHEeHHe Ha PaspellieHHeTo 3a ThProeuda ¢ Mircera — METOKCHIIOAHMETHAEH IMAHKOA
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- ertocTuH Oera“, A6KapCTBEH MNPOAYKT 3a XyMaHHa yrnorpeda, uznazeHo ¢ Peurenue
C(2007)3630, Pemrenne 3a H3rrbAHEHHE Ha Komucusara ot 20.09.2012r. 3a 3anazsaue
cpraacHo yaeH 20 ot PeraameHT (EO) Ne726 /2004 na EBporelickus rapaaMeHnT U Ha
CwBeTa, Ha paspelIeHMETO 3a TBProBUd, AazcHO ¢ Pemrenne C(2007)3630 3a
ySMircera — METOKCHTIOAMETHAEH TAMKOA — €IOCTHH 6eTa“, AeKapCTBEH IPOAYKT 3a
xymanHa yrnorpeba, PeineHne 3a uanbaHeHHMe Ha KoMmucusaTa or 15.05.2012r. 3a
MOHOBABAHE Ha paspelICHHETO 3a IIyCcKaHe Ha asapa Ha ACKaPCTBEHHS IPOAYKT
3a xyMmaHHa yriorpeba ,Mircera — METOKCHUIIOAMETHAEH TAMKOA —~ €IIOCTMH Oera“,
uznageno ¢ Pemenne C{2007)3630 - zapepeHU OT NPEACTABASBAILNS VYACTHHKA
KOTTHS;

7. [ekaapalysa 3a KOAMYECTBa OT ydyacTHHKa B ofmecTBeHara IOpBYKa -
IIpuaoxeHue 96;

8. [ekaapaliys 3a KOaAHYECTBA OT I[IPHTEXKATEA Ha paspeliecHHeTo 3a yrnorpeda
TIPOMU3BOIUTEA HAH O(PHIIMAAEH IPEACTaBUTEA - [IpHaoxkeHMe 9B.

TexHU4eCcKOoTO IpesoxeHue Ha ,Prormnkc Papma“ EOO mo obocobena
nozunug Ne 9 BkaroyBa:
1. TexHHYECKO ITpenaokeHMe 3a obocobeHa rosunus Ne9 - Obpaszen No7;
2. ITeaHOMOIIHO 3a npeacraButreacTsBo 1o 30I1 — HOTAapMasHO YAOCTOBEPEH IIPEITHC
per. Ne217/29.01.2018r. ua HoTapuyc per. Ne049 nHa HK -~ 3aBepe” ot
MIpe/CTaBASIBAIIMS YUACTHHKA KOITHE;
3. Jekaapanusda 3a NpHUeMaHe Ha yCAOBHATA B IPOEKTa Ha Jorosop — Obpaszert No8;
4. [lekaapauud 3a CPOK Ha BAAHJHOCT Ha IpeasokeuneTo — Odpaszert No4;
5. Heraapanus — Ob6paszen Nod.
6. Paspewmenne 3a yrotpeba Ha aekapcerBeH npoaykr Nell — 31 637/20.11.2015r. na
HAA nipu PB - 3aBepeHO 0T NPEACTABASIBALIHS] YIACTHUKA KOITHE;
7. exksapaumda 3a KoAHYeCTBa OT y4YacTHHKa B ofmecrBeHaTta IopbYKa -
Ipuaoxkenue 96;
8. Jeraapalmsa 3a KOAWYECTBa OT IIPHUTEXATEA Ha pa3pelleHHEeTo 3a yrorpeba
TIPOM3BOAMTEA NAM O(PULIMAAEH NIPEACTaBUTEA - [IpHAOKeHHE 9B;
9. ITeAHOMOIIHO 3a IIpeAcTaBUTEACTBO OT Puann CuMeHC — AMPEKTOP Ha ,,AKOpPA
Xeapresp AuMHUTER, AHTAUSI — HOTapHAAHO YJAOCTOBEPEH IMOATIMC HA HOTApPHYyC
Mapaybasa Koayna ot Xapoy, AHrausi, cbc 3aBepka ¢ Artoctua NeAPO - 513566/6. Ha
30.08.2017r. 1 AcraaM3upaH IIPEeBO/ — IABEPEHO OT IIPEACTABASBAIINS VYaCTHHKA
KOITME Ha HOTapHasHO YAOCTOBEPEH MpenHc per. Ne2105/29.09.2017r. Ha HOT. per.
Ne0O51 nHa HK.

TexHHUYeCcKOTO TpemaoxeHHe Ha ,Pronnkce Papma“ EOO/ mno obocobena
rnozuuud Ne 10 BraouBa:
1. Texuuyecko nperaoxeHue 3a obocobena rosumsa NelO - Obpazeny No7;
2. II'baHoMoOIIHO 3a IpeacTaBUTeAcTBO 1o 30I1 — HOTapHasHO YIOCTOBEPEH IIPEITNUC
per. Ne217/29.01.2018r. na BoTapuyc per. Ne049 nHa HK - 3asepen ot
IpeAcCTaBAABAIlMA YIaCTHHKA KOITHE;
3. [lekaapanysi 3a NNpHeMaHe Ha YCAOBHATA B IIPOEKTa Ha Aorosop — Obpazert Ne8;
4. Ilekaapanus 3a CPOK HA BAAMIHOCT Ha rnpenaoxenueto — Obpa3zery Ned;
5. Hexaapanusi — Obpasery No5.
6. PaspeureHue 3a ynorpeba Ha ackapcTBeH NPoAyKT Nell - 36 437/07.02.2015r. Ha
VAA nipu PB — 3aBepeHO OT NIpeACTaBASBAlllMS YIACTHHKA KOIIHE;
7. Heraapaumsd 3a KOAWYECTBA OT ydYacTHHKA B ofbIoiecTBeHara IIOPBYKA -
IMTpuasoxenue 96;
8. [ekaapaluusi 3a KOAMYECTBa OT IIPUTEXKATEA HaA paspelleHueTo 3a ynorpeba
TTPOH3BOAHTEA AU O(PUITHAAEH TIpeAcTaBUTeA - IIpuaoxkeHue 9B.
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TexHudeckoTo IpeiaoxkeHHe Ha ,PvoHurc Papma“ EOO/ no obocobena
rosmmust Noe 13 Brarousa:
1. TexHMYECKO MTpeaaoKeHMe 3a obocobena rmosunust Nel3 - Obpaseny No7,
2. ITeaHOMOIIHO 3a 1ipeacTaBUTEACTBO 110 3011 — HOTApHAaAHO YAOCTOBEPEH TIPEITUC
per. Ne217/29.01.2018r. ma noTrapuyc per. Ne049 mna HK -~ 3aBepeH or
MpeAcTaBAsABallUA YYaCTHHKA KOIIUE;
3. Jeraapaluus 3a NPpHEMaHe Ha YCAOBHATA B ITPoeKTa Ha Aoroop — Obpaszeu No8;
4. [lekaapauMsl 3a CPOK Ha BAAHHOCT Ha NIpeAso)keHneTo — Obpasely Ned;
5. deraapanys - Obpaszer; NeS.
6. PemenMe 3a HIITBAHEHHE Ha KOMHMcHaTa oT 17.02.2015r. 3a nameHeHue Ha
paspelieHUETO 3a THProBud, U3nageHoTo ¢ Pemenne C(2000)119 za ,Renagel -
ceBeaaMep (sevelamer)“, AeKapcTBEH IPOAYKT 3a XyMaHHA yrnoTpeba, cael OLleHKa Ha
IePHOANYEH aKTYaAH3UpaH A0KAa[ 3a 0e30I1acHOCT ChrAaCHO Ha€H 28 oT PeraaMeHT
(EO} No726/2004, PemeHue 3a U3MBAHEHHE Ha Komucusara ot 19.11.2014r. za
ITOAHOBABAHE M M3MEHEHHE Ha Pa3PELICHHETO 3a ThPTOBHUE C ACKAPCTBEHHH ITPOAYKT
3a xymanHa yrorpeda ,Renagel - ceBeaamep (sevelamer)“, mzmangeno ¢ Pemenue
C{2000)119;
7. [erkaapauus 3a KOAHMYECTBA OT y4YacTHHMKA B oOOlLuecTBeHara IophyKa -
IMpnaoxkenue 96;
8. Hekaapamnga ot CaBa 3eacHCKHU, mMbaHOMOIGHUK Ha Kpucrod Kypcea — yrpasurea
Ha ,CaHodu Brearapus® EOO/ cbC chraacue aeKapCTBEHUs IPOAYKT ,Renagel” na ce
othepupa ot ,ProHuKkc Papma“ EOOL;
9. ITeaHOMOINHO 3a IpezncraBureacTBo oT Kpucrod Kypcea - ympasBuTea Ha
»Canodu Bearapua“ EOO/], - HoTapHaaHO yAoCTOBepeH mnoaruc per. Ne8186 wna
Horapuyc Ne609 ~ 3aBepeHO OT NpeAcTaBASBAlIHS YIACTHUKA KOIIHE;
10. Yonocropepenue No20161007113031/07.10.2016r. Ha AreHuust 110 BITUCBaHHUATA
— 3aBEPEHO OT IIpEAcTaBAABALIME yYaCTHHKA KOIIHE;
11. [TbAHOMOIIHO 3a IIPEACTABHTEACTBO OT Mepon Xumme Baiirec — ynpaeuTtea Ha
sCaHopu Brearapua“ EOO/ - "HoTapHasHO YAOCTOBEPEH IOANIHUC per. Ned496 wHa
HoTapuyc Ne609 — 3aBepeHO OT NPEACTABAABAIIHE YIACTHHUKA KOIHE;
12. ITwsanoMomiHo 3a npeacrasureacTBo oT Jkensaiim Open B.B.“, kpaactsBo
Hunepaanaus, Ha HOTApMyC IO T'PaxKJaHCKO IpaBo B AMmcrepaaMm, Huzepaanaug,
CcBC 3aBepra ¢ Aroctra Ne52289 Ha 15.11.2016r. 1 aAerasu3UpaH IIPEeBO/ —~ 3aBEPEHO
OT ITpeACTaBaSBalllds y4acTHHKA KOIME Ha HOTAPHMAaAHO YAOCTOBEPEH IIPEIUC PET.
Nel11925/21.11.2016r. Ha HoT. per. Ne065 Ha HK;
13. Pasrnedatka oOT caiTa Ha THPrOBCKHA PErHcTbp M perucTsp Ha FHOAHIL no
napruxara Ha ,Canodpu brarapna® EOOL - 3aBepeHO OT TIpecTaBagBalUMd
y4aCTHHKA KOIIHE.

TexHUYeCKOTO IIpeiaoxkeHHe Ha ,Prpornkc ®apma“ EOO no obocobeHa
rtozuLug Ne 14 BRaroyga:
1. TexHnyecko npegaoxkeHue 3a obocobeHa rmozuuusa Nel4 - O6pazew No7;
2. II'vanoMmollHo 3a npeacrasuTeacTtso o 3011 - HOTaPHaaHO YAOCTOBEPEH IIPEITHC
per. Ne217/29.01.2018r. na Horapuyc per. Ne049 mna HK - 3aBepen or
pescTaBaaBalUKs y9acTHUKA KOIIHeE;
3. Jeraapanus 3a [IpHEMaHe Ha YCAOBHSITA B [TPOEKTA Ha JOroBop — Obpazert Ne8;
4. Jeraapanusi 3a CPOK Ha BaAMIHOCT Ha nipenaoxkeHuero — Obpaszery Nod;
5. Hexaapauus ~ O6pa3zelr NoS.
6. Paspeinenue 3a yrorpeba Ha aekapcrBeH NpoaykT Nell - 16 209/20.12.2011r. Ha
HAA 11ipu PB — 3aBepeHO 0T NPEACTABAIBAIMS VUACTHHKA KOIIUE;
7. Heraapanusi 3a KOAMYECTBA OT YyYacTHMKA B olliecTBeHara I[IOPBYKA -
IMpuaoxkenme 96;
8. [eraapaiys 3a KOAUYECTRBA OT INIPHTEXKATEA HA PaspelleHHeTO 3a ynorpeba
ITPOM3BOANUTEA HAH O(PUIIMIAAECH ITPEeACTaBHUTeA - IIpHAOKeHMEe 9B.
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4. TexHU4YeCKOTO NpenaoxkeHue Ha ,Codapma Tpeiiaunr’ A mno obocobena
rniosuuus Ne 1 BrarouBa:
1. TexHuuecko nipeaasoxkeHue 3a obocobena nosuums Nel - O6pazers No7;
2. [Jdexaapanus 3a KOAHYECTBA OT YydYacTHHKa B OOUIECTBEHATa TMIOPBYKaA -
IpuaoxkeHue 96;
3. [eraapalMsa 3a KOAHHECTBA OT IIPUTEXATEA Ha paspelleHHeTo 3a yrorpeba
TIPOU3BOANTEA MAM ODHIIHAaAEH ITpeacraBuTes - [IpHaocxenue 98;
4. ITHAHOMOIIHG 32 MIPEeACTABUTEACTRBO, BRA. 1o 30I1 - "ortapuasHo ynocropepeHu
nognucH per. Nel2 527/2018r. Ha Horapuyc HAuHumHa YuxaHoBcka u [Ipamucaan
YHXaHOBCKM —~ 3aBEPEHO OT IPeACTABAABAIIMSA YIaCTHUKA KOTIHE;
5. TI'eaHOMOLIHO 3a HOpeacTaBUTEACTBO BKa. 1o 30I1 - HOoTapmasHO YAOCTOBEPEH
nperuc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 va HK
6. [eraapanys 3a [IPHEMaHE Ha YCAOBHATA B MTPOEKTa Ha AoToBop — Obpaszery No8;
7. lexaapalys 3a CPOK Ha BAAHJHOCT Ha NpensoxkeHueTo — Obpaaery Ned;
8. Hexaapanus - Obpazery Nob;
9. lexaapauus o da. 55, aa. 6 ot 3AIIXM;
10. Pasperuenue 3a yrorpeba Ha aekapcTBeH rnpoaykrt Nell — 17 302/27.03.2012r.
Ha HAA nipu Pb - 3aBepeHO OT NIpeAcTaBAABaIIHS YIaCTHUKA KOTIHE.

TexHu4deckoTo ITpenaoxkeHue Ha ,Codapma Tpediaunr” AL mno obocobeHa
rmo3uia Ne 2 BKAIOUBA:
1. TexHHU9ECKO NpeaaoKeHUe 3a 0b6ocobena mo3uiua Ne2 - Obpasels No7;
2. [exaapauma 3a KOAHYECTBa OT ydYacTHHKa B ofmecTBeHaTa IOphYKa -
[TpuaoxkeHune 96;
3. [Hersapanys 3a KOAHYECTBA OT IIPUTEXATEA HA paspelleHHeTo 3a yrorpeba
IIPOU3BOAHUTEA HAH OHIIMAAEH TIPEACTABHTEA - [IPHAOKEHUE 9B,
4. VYpocroBepeHHe u3x. Ne20160518104524/18.05.2016r. Ha AreHuus 10
BIHMCBAHUATA — 3aBEPEHO OT IPEICTABAABAIIMSA YyIaCcTHHKA KOITHE;
5. ITpaHOMOILIHO 3a MPEOCTaBUTEACTBO BrA. o 30I1 - HoTapHasHO YAOCTOBEpPEH
npenuc per. Ne6422/01.11.2018r. Ha Horapuyc per. Ne400 na HK -~ 3asepeno or
rpeCTaBAgBallMg yIaCcTHUKA KOIHE;
6. Jeraapaniyg 3a IpUEMaHe Ha YCAOBHSATA B MPOeKTa Ha gorosop — Obpaszerr Ne8;
7. [lekaapallvsi 3a CPOK Ha BAAHIHOCT Ha TIpefaoKeHueTo — Obpaszerr Ne4;
8. Hexaapanusa — O6pazeiy Ne5;
9. [lekaapanmda 110 9A. 55, aa. 6 ot 3AIIXM;
10. Pagpeluenue 3a yrnorpeba Ha aerkapcersBeH npoaykT Nell — 16 927/29.02.2012r.
Ha VMAA ripu PB — 3aBepeHo OT IpeAcTaBagBallllis yIaCcTHHKA KOTIve.

TexuudeckoTo npenasoxkenwe Ha ,Codapma Tpeitguar” Al no obocoGena
rmo3uims Ne 5 BRAIOUBA:
1. TexHUYECKO MIpeaoKeHHE 3a 06ocobena nosunus NeS - Obpaserr Ne7;
2. [eraapauus 3a KOAMYECTBA OT ydYacTHHKa B of0llecTBeHara IIOpBYKa -
TIpusoxenue 96; '
3. Ceraacue nu3sx. Ne987/06.12.2018r. or ,Poin Brwarapus® EQO/ 3a yuacTue Ha
sCobapma Tpefimuur® Al B oTKpuTa Ipoueaypa 3a obluecTBeHa IIopbYKa 3a
OTIpeaeAeHH ITPOAYKTH;
4. [dersapauys 3a KOAHUYECTBa OT IIpUTEXRATeA Ha pa3pelleHHeTo 3a yrorpeGa
IIPOU3BOAUTEA HAH OPHIIMAACH TIpeAcTaBHTeA - [IpHaoxkenue 9B;
5. VYgpocroBepenue wm3x. Ne20160518104524/18.05.2016r. Ha AreHuus 110
BITHCBaHHUATA — 3aBEPEHO OT IPEACTABAABAIINS YYACTHHUKA KOIIHE;
6. ITpbAHOMOIIHO 3a TPEACTaBHUTEACTBO — HOTAPHAAHO YIOCTOBEPEH IIOAITHC PET.
Ne894/2018r. 1 Ne950/2018 na HOoTapuyc A-p AaekcaHabp [opH, ¢bC 3aBepra ¢
Arioctua NoE 910 —- 510/ 18 u aeraansupat MpeBoJ — 3aBEPEHO OT [PeACTaBAABAIIHSA



V4acTHUKa KOIIME Ha HOTAPHUAAHO yhAocTeBepoH npciiuc per. Ne2226/28.05.2018r.
Ha HOT. per. Ne343;

7. TTbAHOMOIIIHO 3a TIPENCTaBHTEACTBO BKA. 1o 30I1 - HoTapHasHO yaOCTOBEpEH
riperiic per. Ne6422/01.11.2018r. Ha HoTapuyc per. NedO0 na HK - 3aBepeHo or
Ipe/icTaBAgBAlIMS YYACTHHKA KOIUE,

8. [Jekaapauys 3a IIpHEMAaHe Ha YCAOBHATA B IIPOEKTa Ha porosop — Obpaszery Ne8;

9. Iekaapauyst 3a CPOK Ha BasWHOCT Ha IripeasoxkeHueTo — Obpaszely Nod;

10. [deraapanusi — O6pazer Ne5;

11. [leraapauus 0o 4a, 55, aa. 6 ot SAIIXM;

12. Pewrenne va komucusta oT 04.01.2007r. 3a n3MeHeHHe Ha paspellleHHe 3a
nycKaHe Ha rnasapa Ha ,NeoRecormon - enocTHH 6eTa’“, MEAHLIMHCKH NIPOAYKT 3a
XyMaHHa yrorpeda, usfazaeHo ¢ Penrenne C{97)2181(final), Pemenue Ha xoMucusita
or 25.06.2007r. 3a rnoJHOBSABaHE Ha paspelleHHETO 3a IIyCKaHE Ha Iasapa Ha
AEKApPCTBEHHS TIPOAYKT 3a xyMmaHHa yrnorpeba ,NeoRecormon - eroctun fera“,
uznaneHo ¢ Pemenne C(97)2181(okonuyarteaeH), PeiueHue 3a UHIITBAHEHHE HA
gomucusaTa oT 15.03.2018r. 3a npexBppasiHE M H3MCHEHHE Ha WM3AJICHOTO C
Pemenne C(97)2181(okonyaTteacH) paspenieHue 3a Teproeusi ¢ ,NeoRecormon -
errocTHH 6eTa”, AeKapCTBEH NMPOAYKT 3a XyMaHHa yriotpeba.

TexnnueckoTo npeasoxeHme Ha ,Codapma Tpehimuar’ Al ro obocobena
osyms No 6 BRAXOYBA!
1. TexHHYECKO IIPEeIAOKEHHE 3a 000cobeHa rosuuus Nob6 - O6paszer; Ne7,;
2. [exaapanusi 3a KOAHYECTBa OT Yyd4YacTHHMKa B ofLiecTBEHaTa IIOPHYKA -
Ipusoxkenue 96;
3. [eraapaumsa usx. Ne0/3713/26.11.2018r. ot Ildaiizep Awkcembypr CAPIIY,
KAOH Brarapusa 3a yuactue Ha ,,Cocgapma Tpefiamur® Al B oTkpuTa mipoienypa 3a
obuiecTBeHa IIOPEIKa 3a npoAykra Retacrit 6 000 IU/0.6 m! Solution, 4e 3a cpoka
Ha AOroBOpa L€ Ce OCHI'YPH CHOTBETHHTE KOAMYECTBA OT ACKAPCTBEHHUSI NIPOJIYKT;
4. II'bAHOMOUIHO 3a NPEACTABHTEACTBO — HOTAPHAAHO YAOCTOBEPEH IIOMIIHC Ha
Hotapuyc Puaun [KoOyHC, ChC 3aBepka ¢ Anoctua NeJ804907/6.04.10.2013r. u
ACTAAM3HPAH IPEeBOJ, 3aBepKa Ha IoANMca Ha IpeBojada B MHH-BO Ha BBHLIHUTE
paboru - 3aBepeHO OT IpejAcTaBAfABalMA YYacTHHKA KOIME Ha HOTApHaAHO
yrocToBepeH npernuc per. Ne7516/16.10.2013r. Ha HoT. per. No358;
S. IIEAHOMOIIHO 3a OPEACTAaBHTEACTBO BKA. 1o 30I1 - HoTapHasHO yAOCTOBEPEH
npenuc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 Ha HK - 3aBepeHo OT
NPEACTABAIBAIIMA YIACTHUKA KOIIHE;
6. [lexaapaluys 3a IpUeMaHe Ha YyCAOBHSTA B IPOEKTa Ha Aorosop — O6pasert Ne8;
7. lexaapaliys 3a CPOK Ha BaAMJAHOCT Ha npezaoxenuero — Obpasen Nod;
8. Heraapanus — Obpazer; NoJ;
9. [lexaapauus o 4a. 55, aa. 6 ot 3AIIXM;
10. PerueHue Ha kKomucuaTa ot 18.12.2007r. 3a npHaaraHeTO Ha yCAOBHATA HAH
OrpaHHMYEeHUATA, MTOCOUEeHHU B 4A. 127a Ha Jupexruna 2001 /83/EO Ha EBponefickus
napsaaMeHT U Ha CbBeTa OTHOCHO H3JaBaHE Ha pa3pelliceHME 3a [IYyCKAHE Ha mnasapa
Ha ,Retacrit — erioCcTHH 3eTa“, AEKapCTBEH MPOAYKT 3a XyMaHHa ynorpeba, Pemrenue
3a M3rbAHEHME Ha RoMHcusTa oT 15.11.2012r. 3a nmogHoBaBaHe Ha pPa3pelLEHHETO
3a MyCKaHe Ha Ila3apa Ha ACKapCTBEHMA MPOAYKT 3a xyMaHHa ynorpeba ,Retacrit —
ericcTuH 3zerta’, mananeno ¢ Permuemue C(2007)6737, Pemenue 3a HM3MBAHCHHE Ha
xomucuaTa or 28.09.2018r. 3a NpexBbpAdHE H pPa3pelleHHEeTo 3a IIyCKaHE Ha
nazapa, uszganeHo ¢ Pemenwne C(2007)6737 na ,Retacrit - emoctuH 3eta”,
ACKAPCTBEH NPOAYKT 3a XyMaHHa yrioTpeba.

Texuuueckoro npegaoxenue Ha ,Cogapma Tpeimaunr” A/l o obocobeHa
rmo3uliFsa Ne 7 BKAIOYBA:
1. TexHmyecko npenaokerye 3a obocobena nosuuus No7 - OOpaszewn Ne7;
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2. [ekaapaliig 3a KOAMYECTBa OT yYacCTHMKa B O0OlecTBEeHATa IIOPBYKa -
Ipuaoxenue 96;

3. [leraapanmg 3a KOAMYECTBA OT IPUTEXRATEA HA paspelleHHeTo 3a yrorpeba
ITPOU3BOAHUTEA HAH O(DHLIMAAEH IIpeAcTaBUTeA - [IpHaoxkenue 9B;

4. IIBAHOMOIIHO 34 NPEICTABHTEACTBO — HOTApPHAAHO YAOCTOBEPEH TMIOAMUC HA
Horapuyc Kpucruan Ilagpyr, cbe 3aBepka ¢ Anoctua Nel2545/17 u aerasusmupan
MIpeBOi, C HOTAPHAAHO YAOCTOBEpPeH IIOAIIHCA HaA NpeBoAada — 3aBEPEHO OT
peAcTaBAdBalllag ydYacTHHKa KOIIME€ Ha HOTapHaAHO YAOCTOBEPEH IIPEIHC per.
No3077/2018r. Ha HOT. per. Ne328;

5. IleaHOMOIIHO 3a OPEeACTaBUTEACTBO BKa. no 30l — HoTapuasHo yAoCTOBEpEeH
npenuc per. Ne6422/01.11.2018r. Ha Hotapuyc per. Ne400 nma HK - 3asepeHo or
TIpeAcTaBAgBallHsg YYaCTHHKA KOIHE;

6. [lekaapaluuda 3a [IpHEMaHe Ha YCAOBUATA B NTPoekTa Ha AoroBop — Obpaszery No&;

7. Jeraapalius 3a CPOK Ha BaAMIHOCT Ha NpenaokeHueTo — Obpazern Ned;

8. Hexaapanus — Obpazern No3;

9. [dexaapalys 110 4A. 55, aa. 6 or 3AIIXM;

10. Pemenne Ha xkomucusta ot 02.05.2007r. 3a usMeHeHHe Ha paspelleHue 3a
IIyCKaHe Ha naszapa Ha ,Aranesp - aapberioctuH aada“, MEOMIMHCKH NPOAYKT 3a
XyMaHHa yrniorpeba, u3nageHo c Pemenme C{2001)1281, Peruenue 3a U3rbAHEHNE HA
xomucusaTa ot 23.08.2018r. 3a u3MeHEHHE HA Pa3pPeIUeHHETO 3a THPrOBHUS C
JAranesp - pgapbenocTHH aada“, AGKapCTBEH IPOAYKT 3a XyMaHHa ynorpeba,
usnageHo ¢ Pemenue C(2001)1281.

Texuuyeckoro npenasoxkeHune Ha ,Codapma Tperiauar” ALl rio obocobena
ro3uuud Ne 8 Bkarousa:
1. TexHUYECKO TIpeasoKeHHUe 3a 0bocobeHa nosunua Ne8 - O6paszery No7;
2. lexaapalidd 3a KOAMYECTBA OT y4acTHUKa B oOillecTBeHaTa I[OpPHYKE -
Mpusoxenue 96;
3. Cewraacue usx. Ne987/06.12.2018r. ot ,Poiu Brarapus“ EOO/ 3a ydacTtue Ha
~Coapma Tpefimuur® Al B orkpura npoueaypa 3a oOliecTBeHa NOphYKa 3a
OTIPEACACHH NPOAYKTH;
4. Jlexaapalds 3a KOAHYECTBA OT IIPUTEKATEA Ha paspelleHHeTo 3a yrnorpeba
IIPOHU3BOAUTEA HAH OhHUIIHAAEH TIPEACTaBHUTEA - [IpuAcKeHHE 9B;
5. Ypocromepenue usax. Ne20160302103244/02.03.2016r. Ha AreHuus 1o
BIIHCBaHHATA U YaocToBepeHHe U3x, Ne20160302103505/02.03.2016r. Ha AreHuiusa
IT0 BIIHCBAHUATA — 3aBEPEHO OT ITPeACTaBAABAIINA YIaCTHHKA KOITHE;
6. II'BbAHOMOIIHO 32 NPEJCTABHUTEACTBO — HOTApHAAHO YZIOCTOBEPEH IIOAIIHC PEr.
Ne894/2018r. 1 Ne950/2018 Ha HoTapuyc A-P AaegcaHabp opH, cBC 3aBepka C
Aroctua NeE 910 — 510/ 18 1 aerasu3upat IIpeBOJ — 3aBEPEHO OT IIPEACTaBAABALIINA
y4acTHHKa KOIHME Ha HOTapHAaAHO YIAOCTOBEPEH npenuc per. Ne2226/28.05.2018r.
Ha HOT. per. Ne343;
7. TIoAHOMOIIHO 324 NIPEACTABHTEACTBO BKa. 1o 3011 - HoTrapHasHO YAOCTOBEPEH
npenuc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 Ha HK - 3aBepeHo or
NpPeACTaBASBAIMA YIaCTHUKA KOITHE;
7. deraapalius 3a TpHeMaHe Ha YCAOBHATA B IIPOeKTa Ha foroBop — Obpasern Ne8;
8. [lexaapalnus 3a CPpOK Ha BAAHZIHOCT Ha NpenaokeHueTo — Obpaserr Nod;
9. [erasapaitus — Obpaszery, No5;
10. dexaapauws 110 9a. 53, aa. 6 or 3AIIXM;
11. Pemenne Ha romucugTra oT 20.07.2007r. 3a mpHaaraHeTo Ha YCAOBHATA HAH
OTPAHHYEHUATA, TOCOYEHU B YA, 127a Ha Jupektusa 2001/83/EO na EBponeiickusa
riapaaMeHT U Ha ChBeTa OTHOCHO H3ZlaBaHE Ha PaspelleHHE 3a IIyCKaHe Ha rasapa
Ha ,Mircera — METOKCHIIOAHETHACH MAHKOA — €TIOCTHH OeTa“, AeKapCTBEH ITPOAYKT 3a
XyMaHHa ynorpeba, PelieHue 3a HU3IIBbAHEHME Ha KomucuaTra oT 15.05.2012r. 3a
TIONHOBABAHE Ha Pa3pelICHHETO 3a IyCKaHe Ha fa3apa Ha ACKAapCTBEHHS TMPOAYKT
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3a xymaHHa ynorpeba ,Mircera - METOKCHUIIOAMETHAEH TAMKOA — €IOCTHH beTta“,
uznageHo ¢ Pemtenue C(2007)3630, PenreHue 3a HU3MTbAHEHHE Ha KOMHCHATA OT
16.03.2018r. 3a npexBBpASHE ¥ U3MEHEHHE Ha U3aaaeHoTo ¢ Pemenne C(2007)3630
paspelleHHe 3a ThbProBus ¢ ,Mircera — METOKCHIIOAMETHACH TAHUKOA — €II0CTHH beTa“,
AEKapPCTBEH IPOAYKT 3a XyMaHHa yIrioTpeta.

TexHudeckoro npemsoxenue Ha ,Codapma Tpefiauur® Al nio obocobeHa
nozunya Ne 9 BraOYBA:
1. TexHHUYECKO NpegaOKeHHE 3a 0bocobeHa no3unua Ne9 - Obpaszer; No7;
2. JHekaapauMa 3a KOAHYECTBaA OT ydJacTHHKA B o0IecTBeHara I[IOphYKa -
[MpuaoxkeHue 96;
3. [Hderaapanusa 3a KOAHYECTBa OT IIPHTEXKATEA HA PaspeuieHHeTo 3a yrorpeba
TIPOUBBOANTEA HAH OhULIMAAEH TIpe/ICTABUTEA - [IpHaoxerdne 98;
4. TIbAHOMOIIHO 32 TIPEACTABHUTEACTBO — HOTAPHAAHO YIAOCTOBEPEH TIOAIIHC HAa
Horapuyc Kpucruan Ilaapyr, ¢be 3aBepka ¢ Anoctda Nel2545/17 u aeraauzupax
IIPEBOM, C HOTAPHAAHO VAOCTOBEPEH IIoAIIHCA Ha IIpeBoJada — 3aBEPEHO OT
Ope/cTaBAaBalllUA yYacTHHKA KOIME Ha HOTAPHAAHO V/IOCTOBEPEH ITPEIMC per.
Ne3077 /2018r. Ha Hor. per. Ne328;
5. ITbaAHOMOIIHO 32 MNPEeACTaBHTEACTBO BKa. no 30I1 — HoTapHasHO yOOCTOBEpPEH
npenuc per. Ne6422/01.11.2018r. ma Horapuyc per. Ne400 Ha HK - zarepeHo or
TIpeICTaBAABAILMS YYACTHHKA KOTIHE;
6. dexaapanys 3a IpHeMaHEe Ha YCAOBHSATA B IIpOe€KTa Ha Aorosop — Obpasel; No&;
7. [dexaapanuys 3a CpoOK Ha BAAH/HOCT Ha IpegaoxeHueTo — Obpaszenr Nod;
8. Hexaapanuda — OOpaszei No5;
9. [Jeraapaipd 1o 1a. 35, aa. 6 ot 3ATIXM;
10. Pemenne nHa komucugara ot 31.08.2007r. 3a H3MEHEHHE Ha paspelleHHe 3a
IIyCKaHe Ha rnazapa Ha ,Mimpara - CHHakaaAueT", MEJULMHCKY MPOAYKT 3a XyMaHHa
yrnorpeba, H3NAOEHO ¢ Pemenue C(2004)4250, Pemenne Ha koMucusaTa or
23.09.2009r. 3a mMOAHOBHBAHE Ha pa3pelIeHHETo 3a IIyCcKaHe Ha Ilazapa Ha
AEKAPCTBEHUSA INPOAYKT 3a XyMaHHa yrorpeda ,Mimpara - cMHakaalueT, U31aJeHO0 C
Pemenue C{2004)4250, PenieHue 3a U3rTbaHEHYE Ha KOMHMcHaATa 0T 28.08.2017r. 3a
M3MEHEHHUA Ha paspelIeHHeTo 3a ThproBud ¢ ,Mimpara - CHHarRaaleT", AeKapcTrBeH
IIPOOYKT 3a XyMaHHa yrnorpeba, usaaneHo ¢ Pemenne C(2004)4250.

TexHu4deckoTo IrpenaoxeHue Ha ,Codapma Tpeitaunr’ Al no obocobeHa
rozuist NolQ BRAGHBA:
1. TexHuyecko npegaoxKeHue 3a obocobena roszuima NelO - Obpasery Ne7;
2. Ieraapanus 3a KOAHHMECTBA OT yYacTHUKA B of0liecrBeHara roppdka -
IMpuaoxeHue 96;
3. [eraapalyd 3a KOAMYECTBa OT IIpUTEXAaTeA Ha paspelieHHeTo 3a ynorpeba
TTPOU3BOANUTEA HAH OHIIUAAEH NpeAcTaBUTeA - [IpHaokKeHUe 9B,
4, TIbAHOMOIIHO 3a NPEJICTABUTEACTBO — HOTAPHAAHO YIAOCTOBEPEHH IOANIHCH pPeEr.

Ne7059/25.08.2016r. Ha Horapuyc per. N340 nwHa HK - 3asepeHo or
rIpeAcTaBAdBalg ydacTHHKA Konue, [ITbaHomomiuo ot 30.08.2018r. or [daBug
Bpxosen u [Ixon Ilafec HelicbH -~ U3ODBAHUTEAHH [JUpeKTOpH Ha ,TeBa

dapMmacroTuinsHe HOpen B.B.“, raro ynpasBurea Ha ,TeBa B. B.“, Hunepaangus c
HOTapHaAHO yaocrtoBepsiBaHe Ha B. E. II. T'epbepc, HoTapuyc B AMcrepiaM H
Anoctua Ne042830/2018 B AMcrepaaM oT cekperaps Ha cpaa 6/31.08.2018r.,
BEIHO C AETAAM3HPAH IIPEBO - 3aBEPEHO OT NPeICTaBAABALIMSA YYaCTHHKA KOIHE Ha
HOTaApHAaAHO YAOCTOBEPEH IpernHuc per. Ne3242 /2018 na #HoT. Nel06;

5. ITBbAHOMOILHO — 3a MPEACTaBUTEACTBO BKAa. 110 30I1 — HoOTapHasHO YOOCTOBEpPEH
nperuc per. Ne6422/01.11.2018r. Ha Horapuyc per. Ne400 na HK - 3asepeHo oT
IIpeACTaBAdBaLHS YIACTHHKE KOTHe;

6. [Jeraapaius 3a rpHUeMaHe Ha YCAOBHATA B IIpOeKTa Ha noroop — Obpasern; Ne8;



7. deraapalysa 3a CPOK Ha BaAHMJHOCT Ha IIpeaaoxkeHueTo — Obpasery No4;

8. deraapauus — Obpazelr Ne5;

9. Heraapauus 1o ya. 55, aa. 6 ot 3AIIXM;

10. PaspemeHue 3a yrnorpeda Ha aekapcTBeH npoaykT Nell — 36 417/07.02.2017r.
Ha UAA nipu PB - 3aBepeHo OT NIpeAcTaBASBAIINUSA YYACTHHKA KOIIHE.

TexnuueckoTo npenaoxeHue Ha ,Codapma Tperguur” AL ro obocobena
rioauinst No 12 Bxratousa:
1. Texnuuecko npezacxkeHue 3a obocobena roszuuusg Nol2 - O6pazern No7;
2. [Jexaapauds 3a KOAMYECTBA OT yYacTHHKA B o0luecTBeHaTa I[IOPBYKA -
INpuaoxenue 96;
3. Jeraapalysd 3a KOaAWYECTBA OT IIPHTEXATEA Ha pPaspelleHUETo 3a yIotpeba
IIPOM3BOANTEA HAU OQHLIMAACH TIpeAcTaBuTe - [IpHaoKeHue 98;
4. TI'BAHOMOIIHO 3a IIPEACTABHTEACTBO — HOTApPHAAHO YAOCTOBEPEH IOAMNKC HAa
HoTtapuyc Kpucruan [lagpyT, cec 3aBepka ¢ Anoctua Nel2545/17 u aerasuzupan
IIPEBOJ], C HOTAPHAAHO Vy/AOCTOBEPEH IIoJIIMCAa Ha M[OpeBoJada — 3aBEPEHO OT
MIpe/cTaBAgBallld y4YacTHHKA KOIIME Ha HOTAPHAAHO Y/AOCTOBEPEH IIPEITUC per.
Ne3077/2018r. 1a Hot. per. No328;
5. IIeaHoMoOLIHO 3a npeactaBuTeacTBo BKa. 1o 30I1 — HoTapuasHO yamocToBepeH
npenurc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 na HK - zaBepeno or
IIpEACTABAABAIINSA YIaCTHHKA KOITHE;
6. [deraapallid 3a [IpUeMaHe Ha YCAOBHSATA B IIPOEKTA Ha JOroBop — Obpaseir No§;
7. [Jexaapalius 3a CPOK HAa BAAHHOCT Ha TNipenasoxkeHueTo — Obpaszely Nod;
8. deraapanudg - Obpaszery No5;
9. Jexaapauys 1o 4a. 53, aa. 6 ot 3ATIXM;
10. Pemenne 3a u3IrbAHEHHE Ha KoMmHcudara oT 11.11.2016r. 3a uspasaHe Ha
paspelleHHe 3a IIYCKaHe Ha Iazapa ceraacHo Peraament (EO) No726/2004 Ha
Erpponelickust napaaMeHT U Ha CwBeTa Ha ,Parsabiv — eKaaleTHR®, A€KapCTBEH
MPOAYKT 3a XymaHHa yrorpeba, Pemienue 3a H3IBAHEHHE HA KOMHCHSTA OT
23.08.2018r. 3a u3MEHEHHE Ha paspelieHHeTo 3a THProBUd, u3ganecHo ¢ Pemenue
C(2016)7414(final) 3a ,Parsabiv — eTeakasueTH", ACKAPCTBEH NPOAYKT 34 XyMaHHA
ynoTpeba, cael OLIEHKA Ha TEPUOAHYEH AaKTYaAHM3HpaH [A0KAaZ 3a OeszornacHocT
ceraacHo yacH 28 or Peraament {EO) Ne726 /2004,

TexuuyeckoTo IpenaoxkeHue Ha ,Codapma Tpedanur” AL 1o obocobena
nosuLud Ne 13 Bralousa:
1. TexHHYECKO NpenaoKeHne 3a obocobena rnosunus Nel3 - Obpaszern Ne7;
2. J[eraapalysa 3a KOAMYECTBA OT yYacTHHKA B ofmecrBeHara IIOppYKa -
[Mpuaocxkenue 96;
3. ITbAHOMOIIIHO 3a IIPEACTABHTEACTBO BKA. 110 30Il ~ HOTapHaaHO yAOCTOBEPEH
npernuic per. Ne6422/01.11.2018r. Ha HOTapuyc per. Ne400 na HK - 3aBepeHo or
TIPEACTABAABALIMS VYACTHUKA KOIIUE;
6. [Jekaapauus 3a IIpHeMaHe Ha YCAOBUATA B IIPOEKTA Ha JoroBop — Obpazen Ne8;
7. [dersapanud 3a CPOK Ha BAAHJHOCT Ha IpeZiaokeHHEeTo — O6paszerr Nod;
8. Nexraapanusa — Obpazent No5;
9. [eraapaumd 110 4a. 55, aa. 6 ot 3AIIXM;
10. Pemenue Ha komucuara ot 01.06.2007r. 3a HM3MEHEHHE Ha paspelleHUe 3a
IycKaHe Ha nasapa Ha ,Renagel - Sevelamer®, MeguUMHCKH INPOAYKT 3a XyMaHHA
yrotpeba, wusganeHo c¢ Pemenne C(2000)119, Pemenne 3a H3MbAHEHUWE Ha
rkoMmucuaTa ot 19.11.2014r. 3a nogpoBaBaHE W H3MEHEHME Ha PAa3PELICHHETO 3a
THProOBHA C AEKApPCTBEHMSA IPOAYKT 3a XymaHHa yriorpeba ,Renagel - ceseaamep
(sevelamer)“, wuszmagenHo ¢ Pemenue C(2000)119, PemieHune 3a H3IITBAHEHHE Ha
goMmucusta o1t 31.08.2016r. 3a uU3MEHEHHE Ha pPa3pEUICHHETO 38 THLPLOBHA C
~Renagel - ceBeaamep (sevelamer)“, aekapcTBeH NPOAYKT 3a XyMaHHa ynorpeba,
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nzgagero ¢ Pemenme C(2000)119 - 3aBepeHu oOT npeAcTaBasABalliUA VIACTHUKA
KOTIHMS,

TexHU4eCKOTO IpenaoxeHue Ha ,Codapma Tpeiauar” Al no obocobeHa
nmozuumst Neld BrawouBa:
1. TexHH9eCKO IIpeaaoKeHHe 3a obocobeHa nozunuda Nel4 - O6pazer; No7;
2. [eraapalys 3a KOAMYECTBA OT YydacTHHKA B ofliecTBeHara II0pbYKaA -
TIpuaoxkenue 96;
3. [ersapalus 3a KOAMYECTBa OT IIpUTEXaTeAa HA paspelleHHeTo 3a yrorpeba
[IPOU3BOANTEA MAKM odHLIMaAeH NtpeacTaBuTes - [IpuaoxkeHue 9s;
4. ITEAHOMOLIIHO 3a MPEJACTaBHTEACTBO — HOTAPHAAHO YAOCTOBEPEHH ITOAINNCH peET.

No7059/25.08.2016r. Ha Hotapuyc per. Ne340 mHa HK - 3aBepeHo or
IpeAcTaBagBalHa ydacTHMKa kornue, IlsaHomonino or 30.08.2018r. or Hasup
BpxoBen u J[xox Ilatec HelickH - U3ITBAHMUTEAHH [OUPEKTOPH Ha ,TeBa

PapmacroTumrsHe IOpwn B.B.“, karo ynpasutea Ha ,TeBa B, B.“, Huaepaauausa ¢
HOoTapHaaHo yaocroBepapaHe Ha B. E. II. Tepbepc, HoTrapuyc B AMcTepaaM u
Antoctra NeQ42830/2018 B AmcrepaaM OT ceKperapsi Ha cbaa 6/31.08.2018r.,
BEIHO C ACTAAU3HUPAaH IIPEBOJ - 3aBEPEHO OT MIPEACTaBASBAINA YYACTHHKA KOIlHe Ha
HOTaPHAaAHO VOCTOBEPEH IIpenuc per. No3242/2018 Ha Hot. Nel06;

5. TTBAHOMOIIHO 3a TIPECACTABHTEACTRO BKA. ITo 3011 — HOTapHasHO yAOCTOBEPEH
npernmce per. Ne6422/01.11.2018r. Ha Horapuyc per. Ne400 na HK - 3amBepeno or
Npe/CTaBAsIBAIIMSA YIaCTHHKA KOITHE;

6. Heraapanuus 3a IIpHeMaHe Ha YCAOBHATA B IIpoeKTa Ha AorosBop — Obpazery No8;

7. Jeraapaliug 3a CpOK Ha BAAUAHOCT Ha NpenaoxeHHeTo — Obpasery Ne4;

8. Hekaapanusa — Ob6paszeir Ne5;

9. deraapauus ro 4a. 55, aa. 6 ot 3AIIXM;

10. Paspeiuenue 3a ynorpeba Ha aekapcerBeH IpoaykT Nell - 16 209/20.12.2011r.
Ha VAA nipu PB - 3aBepeHO OT NnpeacTaBagBalliia y4aCTHHKA KOITHE,

TexHudecKUTe oOpEpPTH Ha YYaCTHULIMTE C¢a OIMCaHHM TOAPOBHO CBC
croTBeTHHTE 3aberckKK B Tabaulla, KOATO € Hepa3jgeAHa 4YacT KBM HacTOAU
IIPOTOKOA.

C oraej obcrogareacTBOTO, e 3a obocoberHu no3unmu No, No 15 u 16 He ca
HAAULIE TIPEACTABEHH IIPEJAOKEHMSI 3a y4acTHe, KOMHUCHUSITa I[pejaara Ha
Usmreannresnuss aupekrop Ha L,YMBAA Byprac” A/ npouenypaTa IO TOpPHUTE
obocobenu nosuuuu ga Opae IpekpareHa Ha ocHoBaHKe 4a, 110, aa.1, 1.1 ot 30I1.

C oraea Ha TIOPEH3ADKEHOTO M Ha OCHOBaHuMe dHa. 57, aa.3 or IIMI30T1],
KOMHCHUATA IIPHE PEIIEHUE OTBAPAHETO M OMOBECTABAHETO Ha JOIyCHATUTE LICHOBH
IpenAoKeHus pna Obae wusppplieHo Ha 11.06.2019r. or 11:00 4., xaro Ha
3aceJaHHETO Ha KOMUCHSTa MOTaT Ja MPHCBCTBAT YYACTHULIUTE B IIpOLEAypaTa uau
TEeXHH YITBAHOMOIIEHH IIPEACTaBUTEAH, KAKT0 U IIPEACTABUTEAM Ha CpezcTBara 3a
MAacCOBO OCBEIOMABAHE.

IIpencenarea: 49a.2, aa.2, 7.5 33AL YaeHone: 1. 94.2, aa.2, 1.5 33A/0
(T. Poena) {T'. Koacra)

2. 4a.2, aa.2,7.5 33A1
{M. VranoBa)
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