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Aduec, 13.08.2019r. B rp. Byprac, B u3neaHeHue Ha Peiuenue Ne VI - P
- 487/05.11.2018r. va UsnmeaHuTeAHMS AupekTop Ha ,YMBAA - Byprac” A, BbB
Bpb3Ka C IIPOBEXJAHETO Ha OTKpHUTa Ipolleaypa 3a u300op Ha H3ITBAHUTEA IO
IIOTOBOP, C IIipeaMeT: JlocTaBKa Ha AEKAPCTBEHH IIPOAYKTH 3a AHUAAHU3HO A€YECHUE 3a
HyxauTe Ha ,YMBAA - Byprac” All, xomucus onpezaeaeHa cbvc 3aroBea No VI ~ P -
556/14.12.2018r. na Uzn. aupexrop Ha ,YMBAA ~ Byprac” A1, B cBeCTaB:

TIpencenarea: 'eprana PoeBa — 10pUCKOHCYAT Ha ,YMBAA - Byprac” All;

YaeHose:

1. 'mugra KoaeBa — 3aM. Ta. cuerToBoauTea Ha ,YMBAA - Byprac” AZL;

2. Mapusa MBaHoBa — Mar. (papm. p-a anreka B ,YMBAA — Byprac” A,
peAcTaByd 3a yTBBpxKAaBaHe Ha HMsn. aupekrop Ha L,YMBAA - Byprac” Al
HACTOAIMA A0KAaZ, obeKTHBHpal] AcHCTBHATA HAa KOMMCHATA [0 pasTAeXaHe U
OLIEHKa Ha IMPEeJAOKEHMATAa Ha yJacTHHMIMTE B ropHaTa ITpoleAypa, H3BBPLIEHU B
nepuoga 14.12.2018r. - 29.07.2019r., kowto pgelicTBHMa ca OOEKTHBHpPAHU B
IIporokoau ot 14.12.2018r., 06.06.2019r., 22.07.2019r. u 29.07.2019r

IIpenaokeHHs 3a yYacTHe B IpolleAypara 6gxa IpeAcTaBeHH OT CACAHHTE
YYaCTHULIU:

No 1o

PupMma Bxopngau Homep, AaTa U 9ac
pea

. Ipoapmanmua“ EOOZ,
1. ITpomuniaeHa 3oHa ,,Bepuaa“, c. 15506/11.12.2018r.; 11.20 y.
PapHo roae, .. 2129

»Megaerc“ OO/, rp. Codus, n.K.
1138, kB. I'opybasne, ya.
,,CamoxkoBcko 1oce” No 24,
THProBCKU LEHTED ,,Bonaad, er. 5

15507/11.12.2018r.; 11.20 4.
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»ProHuKC Papma“ EOO/] rp.Codus,

a. OxoAPEpECTEN LT Ne199A 15584/13.12.2018 r.; 09,20 u.

~Cocpapma Tpetinuur® A rp.Codus,

v, Awacanp Cramies® Noo 15612/13.12.2018 r.; 12,00 u.

Ha ITEPBOTO 3ac€aaHHEe Ha KOMuUCHUATa Berre H3BBPIIECHO OTBapdAHE Ha
MMOCTBITMANTE INPEIAOKEHNA, IIPH KOETO taxa Pas3lmiCaHu ITAUKOBETE C LICHOBH
MpeiAOXKCHUNA, KAKTO H TCXHHUYCCKHUTE INTPCIOAOIKECHHMA.,

Ha caeasamusa eram or paborata CH KOMHCHATA H3BBPIUIM NPOBEPKa Ha
npeacraseHure or ydacrHuuure EE/IOII. Baxa ycraHoBeHU HenbaHOTH B EEIOIT
HA €OMH OT YYacTHHLMTE, OTCTPaHABaHETO Ha KOUTO 0elle M3HUCKaHO B
crOTBETCTBHE 9A. 54, aa.l ot 3011 BB BpB3Ka ¢ 4a, 63, aa.8 or IITI30I1.

B paMKkHTe Ha oNpeleAcHHS CPOK TMOKAHEHUS VIaCTHHK npeacrasy EEIOII c
M3UCKaHUTE AOITbAHCHUS.

Bumgno ot npeacraseHure  EE/IOTI, yyacrHuumre, OTroBapar  Ha
KBarn(pUKAIHOHHUTE H3UCKBAaHUA.

Ha caengalnuda €Tar oT CBoSTAa pa60’ra KOMHCHATA U3BBPIIH Pa3TACKIaHEC Ha
OPpEACTABCHUTEC TCXHHYECKH IIPEAAOKCHHUA U MPEUCHKAa OTHOCHO TAXHATa IThAHOTA H
ChOTBCTCTBHC C H3HCKBaHHATA Ha B’I:SAO}KHT(?AH, IIPH KOLATO Oeitre YCTAaHOBCHO
CACIIHOTO!

1. Texnudeckoro npegasoxeHue Ha ,IIpo Papmanma“ EOOJ] no obocobena
niosuug No 6 BKAIOYBA!
1. IlpenaoxkeHune 3a H3ITBbAHEHHE Ha IMOPBHHYKATA I[I0 OTHOIIEHHe Ha obocobeHa
rniozunudg Ne 6 - Obpasent 9, segno ¢ Ilpuaoxkenue 9a;
2. [Jexaapauys 3a KOAMYECTBA OT Yy4YacTHHMKa B ofllecTBeHara IopbYKa -
ITpuaoxkenue 96;
3. Iexkaapauus 3a KOAHWYECTBA OT TIpHUTEXRATEA HA paspeuicHHETO 3a yrorpeda
ITPOH3BOANUTEA HAH OPHUIHMAACH TIpeACTaBUTEA - [IpnaoxkeHue 98;
4. TTbAHOMOIIHH, 3aBEepPeHHU ¢ AnocTtHa HoMmep V-20170221-53847 u ¢ yaocToBepeH
TIOAMKUC Ha npesojada B MUH-BO Ha BBHIIHHTE paboTH C HOTApPHaAHO YAOCTOBEPEH
MPEeTNC — 3aBEPEHO OT IpeAcTaBAgBalllld YYACTHHKA KOIIHE;
5. Pemenue 3a uM3MIBAHCHHE Ha KoMmucusita oT 15.11.2012r. 3a nopHoBaBaHe Ha
paspellieHHeTO 3a IyCKaHe Ha I1a3apa Ha ACKApCTBEHHd IPOAYKT 3a XyMaHHa
yrioTpeba ,Retacrit-EnocruH 3eta”, uzgageHo ¢ Pemenue C(2007)6737- 3aBepeHo OT
MpeACTaBAABallMA YYaCTHHUKA KOIIHE;
6. Peumlenme 3a U3MbAHEeHHe Ha KoMucugTra oT 28.09.2018r. 3a npexBbpadHe Ha
paspelieHyeTo 3a IIyCKaHe Ha asapa, usaaaecHo c¢ Pemenwme C(2007)6737 Ha
~Retacrit-Enmoctun 3eTa“, ACKApCTBEH MIPOAVKT 3a XyMaHHa yrnoTpeda - 3aBepeHo OT
npeAcTraBagBallids yIacTHHKA KOITHE,
7. lexaapalys 3a rp¥eMaHe Ha YCAOBUSTA B IMIpoeKTa Ha Aorosop — Obpasery Ne&;
8. [lekaapalyd 3a CPOK Ha BaAMAHOCT Ha IpenaoxkeHueTo — O6pazert Ne4;
9. Hexaapauusa — Ob6paszen; Neb.

2. TeXHUYECKOTO IpeasoxkeHHe Ha ,Meaekc” OO/ ro obocobeHa mosuumsa No
1 BrRarouBa:
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1. TexHu4aecko TIPEOAOKECHHE 3a H3IIbAHEHHE Ha Iophukata 110 0bocobeHa no3unusa
Nel - O6paszen 9;

2. PaspemeHue 3a yrnorpeba Ha aekapcTBeH IHpoxykt Noll - 17302/27.03.2012r.,
usx. or MAA wa PB 3aBepeHO OT MIpeAcTaBAgBallUs yIacTHUKA KOITHE;

3. Jeraapauus 1o 1a. 55, aa. 6 ot 3AIIXM;

4. [exkaapaliyisd 34 KOAWYECTBa OT IIPUTEXATEA HA paspeilieHHeTo 3a yrnorpeba
[IPOU3BOANUTEA HAH O(DHLIMAAEH TIpeACTaBUTEA - [IpHAOKEeHUE 9B;

S. II'BAHOMOUIHO C HOTAPHAAHO YAOCTOBEPEeHH roxrnucu per. Nel2527/2015 ua
HoTapHyc fHuHa KaeXxaHOBCKH — 3aBEPEHO 0T YYaCTHHKA KOIMHE;

6. [eksapanus 3a KOAHYECTBA OT YyYacTHHKa B o0lIecTBeHAaTa MNophr4ykKa -
IIpuaoxkenue 96;

7. [lexaapauus 3a rpHeMaHe Ha yCAOBHATA B IIPOEKTa Ha goroBop — Ob6paszery No8;

8. [ekaapaliys 3a CPOK Ha BAAM/JIHOCT Ha IpenaoxkeHuero — Ob6pazei; Ned;

9. [lekaapauus 3a Cra3BaHE 3abAXKEHHATA, CBBP3aHH C JaHBLHM U OCHIVDPOBKH,
ora3BaHe Ha OKOAHATa CPeAa, 3aKpHAa Ha 3a€TOCTTa M YCAOBHUSATA Ha TPYA IO HA.
39, aa. 1, 1. 1, 6. ,,0° ot [ITI30OT] — He e 3aXBANKUTEAHO IPEJACTABAHETO I

10. Jeraapauus - Ob6pa3zer; NeS.

TexHu4ueckoTO npenasoxeHue Ha ,Menerc” OO/ ro obocobeHa nozunusa Ne 3
BKAMOYBA!
1. TexHHYECKO ITPEAOKEHUE 3a U3ITbAHEHHE Ha IOopp4YKara 1o obocobeHa rmosuLyis
No3 - Ob6paseyn 9;
2. Paspemrenue 3a ynorpeba Ha aekapcrBeH InpoaykT Nell — 18645/06.07.2012r.,
uzn. ot MAA ma Pb 2aBepeHo oT NpeacTaBAdBallus y9acTHHKA KOTIHE;
3. Jexaapaiys 110 9A. 55, as. 6 ot 3ATIXM;
4. [ekasapalus 3a KOAMYECTBA OT IIPUTEKATEA Ha pal3pellieHHeTo 3a yrnorpebda
TIPOU3BOAHTEA HAH OOHLIMAAEH ITpeficTaBUTEA - [IpHaoxkeHMe 9B;
5. II'bAHOMOIIHO — 3aBEPEHO OT Y4YacTHHKA KOIME Ha HOTapHaAHO YAOCTOBEPEH
npenuc per. NeS580/10.01.2017 na HoTt. per. Ne617 Ha HK;
6. [exaapamusi 3a KOAHWYECTBa OT y4YacTHUKa B o0llecTBeHaTa IOpHYKaA -
ITpraoxkeHue 96;
7. [dexaapalusa 3a NIpHeMaHe Ha YCAOBHATA B ITPOEKTa Ha Joroeop — Obpaszery Nog;
8. [lerkAapalus 3a CPOK Ha BAAHIHOCT Ha IpenaoxkeHHeTo —~ O6pasernt Nod;
9. [exaapaums 3a CIa3BaHE 3abAXKECHMATA, CBBP3aHH C AaHBLUHM M OCHIYPOBKH,
oriazBaHe Ha OKOAHATa Cpela, 3aKpHaa Ha 3a€TOCTTa M YCAOBMATA HA TPYIH IO YA.
39, aa. 1, 1. 1, 6. ,,0° ot [ITI30TI1 — He € 3aTBANKHUTEAHO IIPEACTABAHETO H;
10. dexaapaius — ObOpasgery NoS.

TeXHHYECKOTO TIpefaaokenne Ha ,Menekc” OO/ no obocobena nmozmuums Ne 4
BKAIOYBA!
1. TexHUYECKO MpEeOAOKEHHE 3a H3ITBAHEHHE Ha IoppYKara no obocobeHa rmosuuusa
No4 - Obpazert 9;
2. PemeHve 3a USIIbAHEHUE Ha KomucusTa oT 18.06.2012r. 3a nogHOBaBaHE H
HM3MEHEHUE Ha Pa3pellleHHeTO 3a THPIOBHUs C ACKApPCTBEHHS ITPOAYKT 34 XyMaHHa
ynorpeba ,Binocrit - ernoctTun asa“, n3ganeHo ¢ Pemenune C(2007)4113, Pemenue
3a UBITBAHEHHe Ha Komucusira oT 31.03.2016r. 3a roaHoBsIBaHE W H3MEHEHHE Ha
paspeuleHHeTO 3a THBPrOBHS C ACKApCTBEHHs IIPOAYKT 3a XyMaHHa yrorpeda
s,Binocrit — emoctuH aada“, usganeHo ¢ Peumienne C(2007)4113, Pemuenue 3a
usmrbAHeHHe Ha gomucudra or 31.08.2018r. 3a nameHeHHe Ha PaspelleHHETo 3a
TBPIOBHSA C AGKAPCTBEHUSI MPOAYKT 3a XyMaHHa yriorpeba ,Binocrit — enocruH
aspa“, msmapeHo ¢ Pemernue C(2007)4113 - 3aBepeHH OT TIpeACTABAABALLMSA
Y4aCTHHKA KOIMUA,
3. deraapauyd 1o 4a. 55, aa. 6 ot 3ATIXM;
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4. TTucmo 3a NOTBBPXKACHHE — 3. oT CaHmo3 dhapMaleBTHYHO APYKRECTBO .4,
ek dapMalleBTHYHO apyxecTBo A.4.°, ,Canpos I'm6X“ ,Xekcaa AT u EBEBE
$PAPMA T'e3.m.6.X. Hor. KT

5. IlbanomouHo ot 20.12.2016r. ot npeacraBaaBammsa ,Canno3 'm6X“, ABcrpusa -
3aBEPEHO OT IIPEACTABASIBAINA YIACTHHKA KOITHE;

6. [exaapauma 3a KOAHYECTBA OT y4YacTHHMKa B ofmecrBeHara Mopbuka -
Tpuaoxeuue 90,

7. Heraapauus 3a IIPHEMAHE HA yCAOBHUATA B IIPOEKTa HA A0ToBOp ~ O6paszer; No8;
8. [lekaapanmsa 3a CPOK Ha BAaAMIHOCT Ha lIpeaaokeHueTo — Obpasely No4;

9. [leknapaliyig 3a Cla3BaHE 3aJbAXEHHATA, CBBP3aHH C JAHBIM H OCHIYPOBKH,
orasBaHE Ha OKOAHATA CpeJa, 3aKpHAa Ha 3a€TOCTTa M YCAOBHATA HA TPYH 10 HA.
39, aa. 1, . 1, 6. ,a° ot ITII30I1 — He € 3aABAKUTEAHO ITPEACTABAHETO I}

10. dersapauusa — Obpazern NeS.

TexHuueckoTo npemaoxeHue Ha ,Meaexkce” OO/ no obocobena ro3uumsa Ne 7
BRAIOYBA!
1. TeXxHHYECKO IIPEJAOKEHHE 3a HIITbAHCHHE Ha TMopbhYKaTa Mo 0060cobeHa ro3uims
No7 - Obpaszery 9;
2. PewieHue 3a H3MbAHEHHE Ha KoMucuara or 24.08.2017r. 3a u3MeHeHHE Ha
pa3pelIeHHETO 3a THProBUA C ,Aranesp — AapbenocTrH aada“, AeKapcTBEH MNPOLYKT
3a XyMaHHa yrnotpebda, uznaneHo ¢ Pemenne C{2001)1281, Pentenue Ha KoMHCHATA
or 19.05.2006r. 3a U3MEHEHHE Ha pa3pelIeHUe 3a MyCcKaHe Ha nazapa Ha ,Aranesp —
AapberoctuH aada“, MEAMUMHCKH MPOAYKT 3a XyMmanHa yrorpeba wuzzazeHo ¢
Pemenne C(2001)1281 - zaBepeHH OT NIPEACTABAABAILMA YHACTHHKA KOTIHA,
3. exaapauyd 1o 49a. 55, aa. 6 ot 3AIIXM;
4. [eraapanysi 3a KOAHWHYECTBa OT IMPHTEXATEA Ha paspelieHueTo 3a ynorpeba
TIPOU3BOANUTEA UAH O(PHULIHAAEH TIPEACTABUTEA - [IpraoKeHue 9B;
5. ITeanoMomHo ot 31.12.2019r. ot AxwncruH lapu Kaelic — gupekrop Ha ,Amgen
Europe B.V.*, Hunepaaunua ¢ oduLHasHa AeTAAM3ALMSA, 3aBEpPKa C AIOCTHA M
MuHHCTEPCTBO Ha BBHIUHHUTE pabotu, Aduperuus ,KoHcyacku oTHomreHusa“ -
3aBEPEHO OT NPEACTABAIBAIINA YIaCTHUKA KOITHE,
6. IIbanomomHo ot 01.01.2018r. or npeacraBagBauwsa ,AMaxeH Brarapua” EOO/
3a MnpeacraBuTeacTBo mpen ,Mepekct OO/ - guctpubyrop - 3aBEPEHO OT
[IpeICTaBAABALIMS YYaCTHHKA KOIHE;
7. [dexkaapauys 3a KOAWYECTBa OT yYacTHHMKa B obiiecTBeHara [OpbYKa -
[Ipuaoxkenue 90;
8. Mdexkaapauud 3a IpUEMaHe Ha YCAOBHATA B IIPOEKTA Ha AoroBop — Obpazer; No§;
9. [lekaapauys 3a CpOK Ha BaAHZIHOCT Ha MpefaoxkeHueTo — Obpazern Ned;
10. Hdexaapauusa 3a crniazBaHe 3abAKEHHUATA, CBBP3aHH € JIaHBLH H OCHIYPOBKH,
oriaszBaHe Ha OKOAHATA Cpe/a, 3aKpHaa Ha 3a€TOCTTAa M YCAOBHUATA Ha TPYH IO YA.
39,aa. 1,7. 1, 6. ,,0° or [TII30I1 ~ He € 3aBbAKUTEAHO TIPEACTABSAHETO H;
11. Jeraapauys — O6paser; Ne5.

TexHHUEeCKOTO TpeasoxeHue Ha ,Menexkc” OO/ no obocobeHa nosuuua Ne 9
BKAIOYBA:
1. TeXHHUYECKO TIPEIAOKEHHE 3a U3IThbAHEHHE Ha MoppHKara o obocobeHa rosuiws
NoG - Qbpasen 9;
2. Paspemenue 3a npomsaHa NeBG/MAMP-40338/06.02.2018 usa. or MAA va Pb u
Paspewenue 3a ynorpeba Ha aekapcrseH npoaykt Nell - 32 308/25.01. 2016r. usn.
ot UAA na Pb;
3. [deraapauus o 4a. S5, aa. 6 ot 3AIIXM;
4. [ersapauys 32 KOAWYECTBA OT IIPUTERATEA Ha paspelieHHeTo 3a yrnorpeba
TIPOU3BOJUTEA HAH ODULIMAACH TIPEACTABHTEA - [IpHAOKEHUE 9B;
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5. ITeanomowHo ot 08.08.2016r. ot fpomup Ppud - AUpPEeKTOp Ha XUHTHH [pym
a.c.“, 3aBepKa C AIIOCTHA H ACTAAH3HPAaH IPEBOJ - 3aBEPEHO OT NpeACTaBASBALIN
Y4aCTHHKA KOITHE;

6. [ersapauMa 3a KOAWYECTBAa OT YydacTHHKa B ofluecTBeHara IIOPBYKA -
IIpuaoxkenue 96;

7. Ilekaapalys 3a ITpUeMaHe Ha YCAOBHATA B IIPOEKTa Ha Aoropop — Obpaserr Neo8;
8. [lekaapallva 3a CPOK Ha BaAMAHOCT Ha NpeaackeHHeTo — Obpasery No4;

9. [ekaapalls 3a CrasBaHe 3aBAXKEHUSATA, CBBP3aHHU C JAHBIU H OCHIYPOBKH,
OoIa3BaHe Ha OKOAHATA Cpefa, 3aKpHAA HA 3AeTOCTTA U YCAOBHUATA HAa TPYXA IO HA.
39, aa. 1, 1. 1, 6. ,n° or III130I1 — He € 3arBANKUTEAHO IIPEACTABAHETO I}

10. Jekasapamus — O6pazerr No5.

TexHHUeCKOTO npemaoxkenme Ha ,Mezekc” OO/I o obocobena nmozmumda Ne 10
BKAIOYBA!
1. TexHUYECKO TPEJAOKEHHE 3a H3IMTBAHEHME Ha Mophukara rno obocobeHa rmo3uims
NelO - Obpaszent 9;
2. Paspemenue 3a yrorpeba Ha aekapcTBeH ripoaykT Ne II — 36 417/07.02.2017 usz.
ot AA Ha PB;
3. [dexaapanwmd 110 ua, 35, aa. 6 ot 3ATIXM;
4. [erasapallMs 3a KOAHYECTBa OT IIPHTENRKATEA Ha paspelucHHeTo 3a yrorpeba
IIPOU3BOAHUTEA UAH OHIHMAACH ITpeACTaBUTeA - [IpHAOKeHHE 9B;
5. IT'eanomomuo or 31.08.2018r. or [Jasun Bpxoseu u [Ixon Ilatizc HeficerH ~
U3ITBAHUTEAHH yrpaBuTean Ha ,Tesa B. B.“, Hunepaanngus, 3aBepra ¢ ANIOCTHA U
ACTAAUBHPAH IIPEBOJl - 3aBEPEHO OT TIpeACTaBAABallMsl YYaCTHHKA KOMHE Ha
HOTapHaAHO YAOCTOBEPEH Ipenuc per. Ne3242/2018r. Ha HoT. per. No706 Ha HK;
6. erkaapalus 3a KOAHYECTBa OT y4YacTHHKa B ofilecrBeHara ropeyka -
IIpuaoxkeHue 96;
7. Iekaapalys 3a IIpHEMaHe Ha YCAOBUATA B IIPOCKTa Ha JAoroBop — Obpasery No8;
8. [lekaapalusa 3a CPOK Ha BAAH/IHOCT Ha rpeasoxeHueTo — Obpasery No4;
9. erkaapanusa 3a CIa3BaHE 3abAXKEHHATA, CBBP3aHH C JaHBLUM H OCHIYPOBKH,
OrasBaHe Ha OKOAHATa cpeJa, 3aKpHAa Ha 3aE€TOCTTa H YCAOBHATA Ha TPYA IO dYA.
39,aa. 1, 1. 1, 6. 1% ot [II[I30I1 - He € 3aABAKUTEAHO [IPEACTABAHETO H;
10. dernaapauus — O6paszer; NoS.

TexHHUYUEeCKOTO TpeasoKeHHe Ha ,Menekc” OO/l o obocobera mosuiusa Ne 11
BKAIOYBA!
1. TexHUYECKO IIPEAAOKEHHE 3a HIITbAHEHHE Ha roppuKaTa ro obocobeHa rnosuimsa
Nell - Obpaser 9;
2. PagpemeHue 3a ynorpeba Ha aekapcTBeH npoaykt Ne II — 26 456/18.07.2014 usn.
ot UAA ua PB;
3. Ieraapaiud 1o 4a. 55, aa. 6 ot 3AIIXM;
4. [ersapallus 3a KOAHYECTBa OT TIPUTEXKAaTes Ha paspelleHHeTo 3a yriorpeda
IIPOU3BONTEA HAM ODHIHAAECH ITpeACTaBHTEA - [IpracxkeHne 9B;
5. ITeaomowHo ot 19.08.2015r. ot Iletsp boxupgapor MuxaliaoB — yrpaBuTea Ha
Juosamen® OOl - 3aBepeHO OT IIPEACTABAABAIIMS V4IacTHHKa KOINHe Ha
HOTaPHAaAHO YAOCTOBEpEH ripernuc per. Ne6108/2015r. Ha HoT. per. Ne633 na HK;
6. [lekaapanmsi 3a KOAHWYECTBa OT YYacTHHKa B ob0llecTBeHara TIOpBpYKa -
IMpuaoxeHue 96;
7. leraapaimga 3a IIpHeMaHe Ha YCAOBHATA B IMPOEKTa Ha Aoroeop — Ob6pasert No8;
8. [lekaapalys 3a CPOK Ha BAaAHJHOCT Ha NpegsoxkeHueTo — Obpasery No4;
9. [exkaapanus 3a Cras3BaHe 3abAXEHHMATA, CBBP3aHM C JAHBIM M OCHIYPOBKH,
orazpaHe Ha OKOAHATA Cpe/a, 3aKpHaa Ha 3ae€TOCTTa H YCAOBHATA HA TPYA I10 YA.
39, aa. 1, 1. 1, 6. 0% or [III30I1 — He € 3aBAKHTECAHO [IPEACTABAHETO i;
10. Jexaaparnus — O6pasert NeS.


http:HH,ll.epAaH,ll.HH

TexHUYECKOTO ITpegaoxkenue Ha ,Meznerc” OO/ o obocobena rozuung No 12
BKAKOYBA!
1. TeXHHUYECKO NPENAOKEHHE 3a H3ITBbAHECHME Ha IopbyKara 1o obocobeHa rmosuumsa
Nel2 - Obpaszen 9;
2. Pemenne za H3IbAHEHHE Ha kKoMucuarta o1 24.08.2017r. 3a uaMeHeHHE Ha
paspelIeHUeTo 3a THProBud ¢ ,Aranesp — JapbenocTuH aada“, AeKapCTBEH MPOAYKT
3a xymaHHa yrorpeba, uznaneHo ¢ Peaienne C(2001)1281, PemeHrie Ha KOMHCHATA
ot 19.05.2006r. 3a m3MeHeHNe HA paspelliceHHe 3a [IyCKAHEe Ha rasapa Ha ,Aranesp —
papberiocti aada“, MeAMLWHCKU MPOAYKT 3a XyMmaHHa yrorpeba uUzgafeHo c
Pemrenue C(2001)1281 - zaBepeHH OT NpeAcTaBAABAIIHSA YYaCTHHKA KOTTHS,
3. lderaapaiyg 110 4a. 53, aa. 6 or 3AIIXM;
4. [eraapanysa 3a KOAMYECTBa OT IIPHTEXKATEA Ha paspelleHHeTo 3a yrorpeba
MIpOHU3BOAUTEA HAH ODHLMAACH IpeACcTaBHUTEA - IIpraoKReHue 9B,
5. IIeaHoMmomHo ot 19.08.2015r. ot Ilersp BoxunapoB MuxaliaoB — yrrpaBuTeA Ha
SJAHoBamen® OO - 3aBepeHO OT TIPEACTABASBAILMS VYaCTHHKA KOIMUE Ha
HOTapHaAHO YAOCTOBepeH npenuc per. Ne6108/2015r. Ha Hot. per. Ne633 na HK;
6. [eraapallug 3a KOAHYECTBA OT YydYacTHHKA B o0liecTBeHara I[IOpbYKa -
Ipuasoxkenue 96;
7. [Jexkaapallyg 3a ITPHEMaHEe Ha YCAOBHATA B ITPOEKTa Ha morosop — Obpasern No&;
8. [lerkaapanus 3a CpOK Ha BaAWJHOCT Ha IIpefaoxkeHueTo — Obpagzer] Nod;
9. [exkaapalus 3a clla3BaHe 33bAXKCHUSTA, CBBP3aHH C JAHBLUH H OCUTYPOBKH,
ora3BaHe Ha OKOAHATa Cpeja, 3aKpHaa Ha 3a€TOCTTa H YCAOBHATA Ha TPYQ IO YA.
39, aa. 1, 1. 1, 6. ,,0° or TITI30OT] — He € 3aTBbAKHTEAHO NIPEACTABAHETO H;
10. deraapanusa —~ Ob6pasers NeS.

Texuu4ecKoTo MpensoKenue Ha ,Menekc” OO/ o obocobena mozuuwst Ne 13
BKAKYBA:
1. TexXHUYECKO MPEeOAOKEHHE 33 HU3ITBAHEHHE Ha ropsukara 1o obocobena rnosuims
Nol3 - Obpasen 9;
2. Pazpemenne 3a rpomsiga Ne31761 ot 04.12.2015r. va MAA nHa PII, Paspeniexnue
3a ynorpeba Ha AcKapcTBeH IpoayKT Noll ~ 27 459/30.10.2014r. Ha HAA 1ipu Pb;
3. deraapauys 1o 9a. 55, aa. 6 or SAIIXM;
4. ITeanoMmomuo ot 08.08.2016r. ot Spomup $puy — guperTop Ha XHNTHH [pyn
a.c.”, Yexusi ¢ HoTrapuasHo yxocroBepsiBane NeQ1812/2016r. or 11.08.2016r. u
Aroctra Noe9619/2016 ot 15.08.2016r. - 3aBEepeHO OT NpEAcTaBAABAlIMA YIaCTHHKA
KOTIHE;
5. Hexkaapauys 3a KOAHYECTBa OT IIPUTEXATEA HA pa3pelleHHeTo 3a yriorpeba
TIPOU3BOOHUTEA HAH ODHLIMAAEH TIPpEeACTaBUTeA - IIpraoxkeHHe 9B;
6. [exraapauysi 3a KOAHMYECTBA OT y4YacTHHKa B ofliecTBeHaTa IIOpBYKaA -
Ipuaoxkenue 96;
7. [Heraapauus 3a NMpHeMaHe Ha yCAOBHATA B IPOeKTa Ha norosop — O6paserny Ne8;
8. [erkagpauysd 3a CPOK Ha BaAHMJHOCT Ha IpenaokeHHeTo — Obpasen; Ned;
9. [eraapallid 3a CIa3BaHe 3abAXKEHHATa, CBBP3aHH C JaHbLUH H OCHIYPOBKH,
ora3BaHe Ha OKOAHATa Cpeda, 3aKpHAaa Ha 3aeTOCTTa M yCAOBHATA Ha TPYA IO 4A.
39, aa. 1, 1. 1, 6. ,,0° ot TIII30II — He € 33 TbAXKHTEAHO IIPEACTABIHETO H;
10. Jeraapauua — Ob6paszer; NeS.

TexHuueckoTo npeasoxeHue Ha ,Menerce” OO/ no obocoberna nmozunua Ne 14
BKAIOUBA:
1. TeXHUYECKO IMPEeAOKEHHEe 3a HM3IIbAHCHHE Ha IOpBYKaTa 1o obocobeHa Mmosunusa
Neld - Obpazewn 9;
2. Paspemrenue 3a ynorpeba Ha aekKapcTBeH ONpoaykT Nell — 16 209/20.12.2011r. Ha
HUAA nipu PB - 3aBepeHO OT NpeAcTaBASBAILMA YIaCTHHKA KOIIHE;



3. deraapaiuda no da. 55, aa. 6 ot 3ATIXM;

4. Jleknapaliid 3a KOAMYECTBa OT IIPMTEXATEA Ha paspellieHueTo 3a yrorpeba
MIPOU3BOAHTEA MAH ODHLIMAACH ITpeacTaBUTEA - [IpHAOKeHHE 9B;

S. IlwaromowHo ot 30.08.2018r. or [aBug Bpxoren u [xoH Ilaiiec HedicsH —
HU3ITBAHUTEAHU JHPEKTOPH Ha ,Tesa dapmacrorumreHe I0pen B.B., kaTo ynpasuTtea
Ha ,Tepa B. B.“, Huznepaanaus ¢ HOTapHaaHO yaocToBepsiBaHe Ha B. E. TI. T'epbepc,
HoTapuyc B AMmcrepaaM u AnoctHa Ne042830/2016 B AMcTepaaM OT CEKpeTapsi Ha
cpaa 6/31.08.2016r., BeAHO ¢ AeraaM3upaH TIPEBOL -  3aBEPEHO  OT
NIpefiCTaBASIBALIMS YIacTHHKA KOITHE;

6. [lekaapauys 3a KOAMHYECTBA OT VyYacTHHKa B of0liecTBeHATa TIOpBYKA -
IIpuaoxeHue 96;

7. Ilekaapauyd 3a npHeMaHe Ha YCAOBHMATA B IIPOEKTa Ha A0roBop — O6paszerr No8;

8. [lexaapalusa 3a CPOK Ha BAaAMAHOCT Ha IIpeaasoxkeHueTo — Obpasery No4;

9. [ekaapauys 3a ClasBaHE 3aBbAXKEHUATA, CBBP3aHHU C JaHBIH U OCHIYPOBKH,
oriasBaHe Ha OKOAHATa Cpeja, 3aKpHaa Ha 3a€TOCTTa M YCAOBHATA Ha TPYH 10 YA.
39, aa. 1, 1. 1, 6. ,a° or TINI30I1 — He € 3aTBAYKUTEAHO IMPEACTABAHETO H;

10. deraapauusa — Obpaszery No5.

3. TexunueckoTo mnpeAsoxeuue Ha ,Pronuxc Papma’ EOO no obocobera
rto3unud Ne 1 BRarouBa:
1. TexHuuecKo IpesiaoxkKeHHe 3a obocobena nosunmsa Nel - Obpazerr Ne7;
2. ITeaHoMoutHo 3a mpeacraBUTeacTBO 10 3011 — HOTapHaAHO YAOCTOBEPEH IIPEITHC
per. Ne2790/19.11.2018r. Ha HoTapuyc per. No049 na HK;
3. Pazpemenue 3a yriorpeba Ha aekapcTBeH Npoaykt Nell — 17 302/27.03.2012r. wa
HWAA npu PB - 3aBepeHO OT NpeAcTaBagBalllls YYaCTHHKA KOTIHE;
4. [eraapaums 3a KOAHYECTBa OT ydacTHUHKa B obmiecrBeHaTa IOpBYKA -
ITpraoxeHue 96;
5. [lexaapalus 3a rprieMaHe Ha YCAOBHATA B IIPOeKTa Ha Joropop — Obpazerr Ne8;
6. [lexaapalysa 3a CPOK Ha BaAMAHOCT Ha MpeasoxeHueTo ~ Obpasery Ned;
7. [lekaapauysa 3a 3asiBsBaHE, Y€ 3a CPOKa Ha AEHCTBHE Ha A0TOBOpPAa CKAIOUEH Ha
OCHOBaHHeE NpoBeAcHa rpoleaypa no 30II, npeaBapHUTeAHO 3a9BEHHUTE KOAHYECTBA
M LIEHH 0 TPBXKHA AOKYMEHTAaLMsa Lie ObAaT AOCTAaBEHH IIPE3 LIeAHs CPOK Ha
JOroBOPa;
8. deraapauusa — Obpazerr No5.

TeXHUHUECKOTO IpenaoxkeHue Ha ,ProHure Papma“ EOO mo obocobena
nosuLs Ne 2 Brarousa:
1. TexHuuecko npeaaokeHue 3a obocobena nmosuusa No2 - O6paszer; No7;
2. ITeaHOMOIIHO 3a OpeAcTaBUTeacTBO 110 3011 — HOTapHaAHO YAOCTOBEPEH IIPEITUC
per. No217/29.01.2018r. ma Horapuyc per. Ne049 wna HK - 3aBepen or
IpeAcTaBasiBaliMs yUYacTHHKA KOIIUE;
3. [leknaapaliys 3a MIpHeMaHe Ha YCAOBUSATA B MIPOEKTa Ha A0roBop — Obpasert No8;
4. [Jlerkaapallys 3a CPOK Ha BaAHJHOCT Ha IIpefaoxeHUeTo — Obpaser Ne4,;
5. exaapanusa — O6paser Ne5.
6. Paszperuenue 3a ynorpeba Ha aekapceTBeH NpoaykT Nell — 16 927/29.02.2012r. Ha
UAA mipu Pb — 3aBepeHO OT [IpEACTaBAaBamiueg V4acTHUKa KOTIHe;
7. eraapalsl 3a KOAHYECTBa OT y4YacTHHKaA B ofInecTBeHaTa IOpbYKa -
[Tpusoxenue 96;
8. [eraapamus 3a KOAHYECTBA OT TNPHTEXATEA Ha paspellleHHeTO 3a yrotpeba
IPOU3BOAHTEA HAH OHUIIHAACH TIPEACTaBHTEA - [IpHAOKeHME 9B.

TeXHUYECKOTO MpenaoxeHue Ha ,ProHnkc Papma“ EOOQ mno obocobena
niosuiys Ne 5 BRarouBa:
1. TexHH9ECKO MNpefaoxKeHHe 3a 06ocobena nosuiyg NeS5 - Obpasert Ne7;



2. II'eaHOoMOUIHO 3a TpeacTaBuTeACTBO Mo 3011 — HoTapHaAHO YAOCTOBEPEH IPEMHC
per. Ne217/29.01.2018r. na Horapuyc per. Ne049 wa HK - 3asepen ot
TpeACTaBASIBALLIMS YIaCTHHKA KOTTHE;

3. [eraapalys 3a [IpHEMaHEe Ha YCAOBHATA B IIPOCKTa Ha Aorosop — O6paser; No§;

4. [lekaapallys 3a CPOK Ha BAAHOHOCT Ha MNpenasoxkeHUeTo — Obpazern Nod;

5. Hexraapanua — O6paszeny No5.

6. Pemenne 3a H3IIbAHEHHE Ha KoMHcuaTa oT 15.03.2018r. 3a npexmbpasiHe u
H3MEHEHHE Ha uszgafeHoTo ¢ Pemenne C(97)2181(okoH4yaTeseH) paspellieHHE 3a
Thproeust ¢ ,NeoRecormon — Emnoctur 6era“, AeKapcTBeH MNPOAYKT 3a XyMaHHAa
yriorpeba, wmu3zaneHo ¢ Pemenwme C(2001)1281, Pemrenue 3a U3ITbAHEHHE HA
komucuara or 15.07.2016r. 3a HM3MEHEHHE Ha Pa3pelIeHHETO 3a THProOBHUS C
»sNeoRecormon - emnoctuH O6era“, AeKapCcTBEH INPOAYKT 3a XyMaHHa yroTpeba
uznaneHo ¢ Pewmenue C(97)2181(oxonuareased), PemeHue 3a U3IIbAHEHHE Ha
xomMucuara or 06.10.2011r. 3a HM3MEHEHHE Ha Pas3pelICHHETO 3a THProBHUA C
sNeoRecormon - EmnocruH 6era“, AGKapCTBEH IPOAYKT 3a XyMaHHa yroTpeba,
uznazeHo ¢ Pemenue C(97)2181{okoHuaresen), PelieHue Ha KOMHCHATA OT
29.04.2010r. 3a mH3MEHEHHE Ha paspelleHHe 3a [OyCKaHe Ha TIazapa Ha
sNeoRecormon - EmnoctuH 6eTa“, MEAULMHCKH NPOAYKT 3a XyMaHHa yriorpeba,
nzganeso ¢ Pemenne C(97)2181(oronyaresen), PemeHue Ha KoOMuHcHATA OT
20.01.2010r. 3a wu3MeHeHHe Ha paspelleHue 3a IIYCKaHe Ha Iagapa  Ha
sNeoRecormon - EnoctuH 6eTa“, MEAWLMHCKH IIPOAYKT 3a XyMaHHa yrioTpeba,
usnaneHo ¢ Peumrenuwe C(97)2181(okoHuareaseH), PemeHwe Ha KOMHCHUATA OT
20.11.2009r. 3a wuU3MEHEHHE Ha paspellleHHe 3a I[IyCKaHe Ha Ilazapa Ha
sNeoRecormon - EmoctmH 6Gera“, MeZMUIHMHCKH IPOAYKT 3a XyMaHHa yriorpeba,
uznaneHo ¢ Pemenume C(97)2181(okoHuarescH), PeleHne Ha KOMHCHATA OT
23.10.2008r. 3a wuU3MeHEHHE Ha paspelleHHe 3a IIyCcKaHe Ha Iasapa  Ha
<NeoRecormon - EmoctuH 06era“, MeAMIIMHCKHM IPOAYKT 3a XyMaHHa yroTpeba,
uznaneHo ¢ Pemenue C(97)2181(oxkoHuarteaeH), Peiienne Ha KoMmucuara or 26-II-
2008r. 3a U3MeHeHHe Ha pas3pelliceHUe 3a MyCcKaHe Ha rnasapa Ha ,NeoRecormon -
Emnocrun 6eta“, MeJULIMHCKH IPOAYKT 3a XyMaHHAa yriorpeba, uzgazeHo ¢ PerieHue
C(97)2181(okonuaTeascH), PemieHue Ha Komucusita oT 26-11-2008r. 3a usmeHeHHe Ha
paspellieHde 3a IycKaHe Ha mnasapa Ha ,NeoRecormon - Emoctun OGera“,
MEAULIMHCKH TMPOAYKT 3a XyMmaHHa  ynorpeba, wusgazeHo ¢ Pemenue
C(97)2181(okonuareaeH), Pemienre Ha KoMmucHATa oT 25-VI-2007r. 3a noaHOBsABaHE
Ha pas3pelIeHHEeTO 3a NyCKaHe Ha Jla3apa Ha A€KapCTBEHHS NPOAYKT 3a XyMaHHa
ynorpeba ,NeoRecormon - Emoctun 0Oera“, MeIHLMHCKM TIPOAYKT 3a XyMaHHa
yrnorpeba, wusmageHo ¢ Pemenue C(97)2181(okoH4aTeAeH) - 3aBEepPeHH OT
rnpeAcTaBAsBaIlMA yIaCTHUKA KOS,

7. Herkaapauysa 3a KOAMYECTBA OT YydacTHHKa B ofllecTBeHaTa MNopbYKa -
ITpuaoxkenue 90;

8. leraapauusi 3a KOAMYECTBA OT IIPUTEKATEA Ha Pa3pelleHHEeTo 3a yrorpeba
MIPOU3BOANUTEA HAH OOHIIMAACH TIPEACTaBHTEA - [IpHaoKeH e 9B.

TeXHUYECKOTO IMpeasoxeHue Ha ,PooHurce Papma“ EOO no obocobeHa
rnozuiusa Ne 8 BRAIOUBA:
1. TexHUYECKO MpenaoxeHue 3a obocobena nosuums Ne8 - Obpazert No7;
2. ITeaHOMONIIHO 3a mpelcTaByUTeacTBo 110 3011 — HOTapHaAHO YIAOCTOBEPEH MIPEITHC
per. Noe217/29.01.2018r. Ha HoTapuyc per. Ne0O49 mHa HK - 3aBepen or
MIPeCTaBASIBAIIINS YYACTHHKA KOIIHE;
3. Jeraapaiys 3a IIpHeMaHe Ha YCAOBHATA B ITPOEKTa Ha gorosop — O6paszen Ne8;
4. Jerkaapanysi 3a CPOK Ha BaAHJHOCT HA MpefaoxkeHneTo — Obpaszer No4;
5. Jexraapanusi — Obpaszery NoS.
6. Pemenne sa usIrbAHeHue HA koMucuaTa o1 16.03.2018r. 3a npexeepagHe U
usMeHeHnre Ha uznaueHoro ¢ Pemenwme C({2007)3630 paspelieHHe 3a ThRProBug C



,Mircera - METOKCHUIIOAMETHAEH TAMKOA — E€IIOCTHH 0era“, AexapcTBeH IIPOAYKT 3a
XyMaHHa yriorpeba, Pemrenne 3a H3mrbaHeHHe Ha KoMucusara or 06.07.2016r. 3a
M3MEHEHHE Ha paspelleHUeTo 3a THhProBus ¢ ,Mircera — METOKCHUITIOAHETHAEH TAHKOA
- enocTHH Oera“, A€KapCTBEH IPOAYKT 3a XyMaHHa ymnoTpeba uzmaneHo ¢ Penienne
C(2007)3630, Pemenne 3a usmrbaAHEHHE Ha KoMHcHuaTa orT 15.12.2014r. 3a
H3MEHEHHE Ha PaspelIeHHeTo 3a ThProBuda ¢ ,Mircera — MeTOKCHIIOAHETHAEH I'AHKOA
- enocTHH beTa“, AeKapCTBEH NPOAYKT 3a XyMaHHa ynortpeba, uzgameHo ¢ Peurenue
C{2007)3630, PeizeHue 3a U3TBAHEeHHE Ha KoMucusaTa oT 20.09.2012r. 3a 3anazpaHe
cwraacHo daeH 20 ot Peraament (EO) Ne726 /2004 na Esponeiickus napaaMeHT U Ha
CeBeTa, Ha pa3pelleHHEeTO 3a THProBusd, AaneHo ¢ Pemrenme C(2007)3630 3za
sMircera — METOKCHIIOAHETHAEH TAHKOA — €IocTUH GeTa“, A€KapCTBEH IIPOAYKT 3a
xymaHHa ynorpeba, Pelnenue 3a uanbaHeHHEe Ha Komucuara or 15.05.2012r. 3a
IOAHOBSIBAHE HA Pas3pelleHHETo 3a IyCKaHe Ha Ia3zapa Ha ACKapCTBEHH$ IIPOLAYKT
3a xyMmaHHa yrorpeba ,Mircera — METOKCHITOAHETHAEH TAHKOA — €IIOCTHH Gera“,
nsnaneHo c¢ Pemenne C(2007)3630 - 3aBepeHH OT IIPEACTABAfABAUIMSA y4YacTHHKA
KOTIHSI,

7. dexkaapauys 3a KOAHYECTBA OT y4YacTHHKa B o0lmecTBeHarta IIOpBYKa -
TIpuaoxenue 96;

8. [exksapauusa 3a KOAMYECTBA OT IIpUTEXKAaTeA Ha paspelleHueTo 3a yrorpeba
TIPOM3BOAMTEA UAH O(QHIIMAACH TIpencraBuTea - [IpHaokeHue 9B.

TexnuueckoTo mnpensoxeHue Ha ,ProHurc Papma“ EOO mno obocobena
rmozunys No 9 BKAOYBaA:
1. TexHUYECKO IpeAsoKeHHEe 3a obocobena mo3uuusa Ne9 - O6pazerr No7;
2. ITeaHOMOIIHO 3a npencraBUTeAcTBO o 3011 — HoOTapHasHO YAOCTOBEPEH IIPETIUC
per. Ne217/29.01.2018r. Ha Horapuyc per. Ne049 ma HK - 3zaBepen or
IIpeACTaBAdBAIUMSA yYacTHUKA KOIIHE;
3. Jeraapanug 3a IpHeMaHe Ha YCAOBHATA B ITPOEKTa Ha AoroBop — Obpaszery No8;
4. eraapallys 3a CPOK Ha BaAHAHOCT Ha IIpefiaoKeHUeTo — Obpaserny Nod;
5. Hexaapauwms — Obpazery No5.
6. PagpenieHue 3a yriorpedba Ha aekapcTBeH nponykT Nell — 31 637/20.11.2015r. Ha
HAA ripu PB — 3aBEPEHO OT IIPEACTABAABANINSA YIaCTHHUKA KOIIHE;
7. Iekaapauusi 3a KOAWYeCTBa OT YyYacTHHKa B oOLIecTBeHaTa IOpbYKa -
IIpunaoxxkeHue 96;
8. [lekaapalusi 3a KOAHYECTBa OT IIpHUTEXAaTeA Ha paspelleHHeTo 3a yrorpeba
IIPOHU3BOOMTEA HAH ODHILIMAACH ITpeAcTaBuTea - [Ipruaoxenne 9s;
9, TIeaHOMOUIHO 3a OpercTaBATeACTBO 0T Puann CUMeHC — AUPEKTOpP Ha ,AKopn
Xeathrerp AuMuTed”, AHrAMSE — HOTAPHAAHO VAOCTOBEPEH IIOAIHC HA HOTapHyc
Mazy6asa Koaymna ot Xapoy, AHraus, ¢bC 3aBepka ¢ Artocta NeAPO - 513566/6. Ha
30.08.2017r. 1 aeraaH3upaH OpPEBOJ — 3aBEPEHO OT IIPEACTABAABALIMS YHACTHHKA
KOIIHE Ha HOTapHaAHO yAOCTOBEPEH IIpernuc per. Ne2105/29.09.2017r. Ha HoT. per.
NoO51 na HK.

TexuuuyeckoTo npeasoxenne Ha ,Pronnrc Papma“ EOO/ mno obocobena
mmo3uiys Ne 10 Brawysa:
1. TexHU4YECKO IIpenaokeHue 3a 06ocobeHa no3unua NelO - Obpasern N7,
2. II'eAHOMOULIIHO 3a HpeAcTaBHTEeACTBO 10 30I1 — HOTApHaAHO YAOCTOBEPEH MPEITHC
per. No217/29.01.2018r. Ha HoTtapuyc per. Ne0O49 ma HK - 3asepen or
npeAcTaBAABalllls YIaCTHHKA Kollie,
3. Ilekaapauyisa 3a IIpUEMaHe Ha YCAOBUATA B IIPOEKTA Ha noropop — O6paser Ne8;
4. Jeraapauus 3a CPOK Ha BAAHJTHOCT Ha IpeaasoxeHueTo — Obpasern Nod;
5. Hexaapauus — Obpazer; NeS.
6. Paspewenue 3a yriorpeba Ha aegapcTrBeH NnMpoaykt Nell — 36 437/07.02.2015r. Ha
HAA mipu PB - 3aBepeHo OT npelcTaBagBaIlMsa yYaCTHUKA KOIIHE;



7. [eraapallusi 3a KOAMYECTBa OT y4YacTHHMKa B oOOIecTBeHara IIOpBYKa -
IIpuaoxeHue 96;

8. [ekaapalilsg 3a KOAHYECTRBA OT [IPHTEXaTeA Ha paspellieHHeTo 3a yroTpeba
TIPOU3BOAMUTEA UAN OQHIIHMAAEH TIPEACTaBUTEA - [IpHaoKeHHEe 9B.

TexnugeckoTo Ipenacxkesve Ha ,Proumkce Papma“ EOOMA mo obocobena
rozuiug Ne 13 BrawuBa:
1. TexHU4eCKO IipegaokeHue 3a obocobena rrozuimua Nel3 - Obpaszerr No7;
2. ITeaHOMOIHO 3a MpeacTaBUTEACTBO 110 30I1 — HOTAPHAAHO VAOCTOBEPEH IIPEriuc
per. Ne217/29.01.2018r. Ha Hotapuyc per. Ne049 na HK - 3aseped or
IIpeacCTaBAfABAIIMSA YyYaCTHHKA KOTIHE,
3. [lekaapaliya 3a OpHeMaHe Ha YCAOBHATA B ITPOEKTAa Ha JoroBop — O0pa3zery No8;
4. Jexkaapallld 3a CPOK Ha BaAMJHOCT Ha IpenaoxkeHHeTo — Obpagel Ne4;
5. deraapanua — Obpaszerr No5.
6. PemieHue 3a M3MTbaAHEHHE Ha KoMmMcHdTa oT 17.02.2015r. 3a u3MeHeHHEe Ha
pa3pelIeHHeTo 3a TBProBHUdA, HU3nadeHoTo ¢ Pemenme C(2000)119 za ,Renagel -
ceBeaamep (sevelamer)”, aekapcTBeH NPOAYKT 3a XyMaHHa yrnorpeba, caen olleHKa
Ha IIepUoJHYeH axTyaAHu3HupaH [oKaazn 3a Oe30TacHoOCT CBLAACHO dYAeH 28 ot
Peraament (EO) Ne726/2004, PeuieHne 3a UIMTBAHEHHE HA KOMHCHSATA OT
19.11.2014r. 3a roagHoOBABaHe M HW3MEHEHHE Ha pas3pelleHHeTO 3a THProBHS C
AGKapCTBEHHA TPOAYKT 3a XymaHHa yriorpeba ,Renagel — ceeaamep (sevelamer)”,
u3ganeHo ¢ Peurenune C(2000)119;
7. Hekaapauusa 3a KOAHYECTBa OT yYJacTHHKa B ofllecTBeHaTa TIOphYKa -
TIpuaoxenue 96;
8. dexaapanusa ot Casa 3eseHCKH, ITBAHOMOIHUK Ha Kpucrod Kypcea — ynipapuTea
Ha ,CaHodu Brwarapua“ EOO/] cbc chraacue A€KapCcTBeHHUdA MPOAYKT ,Renagel” na ce
ocepupa ot ,ProHuKkc Papma“ EOO;
9. IlwvanomomHo 3a npezgcraBuTeacTBo oT Kpucrod Kypcea - yrpaButea Ha
~Carodu Brearapus” EOO/, - HoTapnaaHo yaocTopepeH mnoxariuc per. Ne8186 mHa
HoTapuyc Ne609 — 3aBepeHO OT NPEICTABAABAIIMS YYaCTHHKA KOITHE;
10. Yoocroepenune Ne20161007113031/07.10.2016r. Ha AreHLIUs 10 BIIUCBAHUATA
~ 3aBEPEHO OT IpeACTaBAdBallMA yIYaCTHUKA KOIIHE;
11. ITBAHOMOIIHO 34 TPEACTABUTEACTBO OT Mepon Xupme Batitec - yIIpaBuTea Ha
,Canodu bBrarapua“ EOOI — HoTapuasHO yOocTorRepeH noanHc per. Ne5466 Ha
Horapuyc Neb609 — 3aRepeHO OT IpeacTaBAgBAlIlHs YyIaCTHHKA KOIIHE;
12. TIsAHOMOIITHO 3a MNpeAcTaBHTEACTBC oT JIkensalim IOpen B.B.%, kpaacrtso
Hugepaangusi, Ha HoTapHyc IO IpaxkAaHCKO IIpaBo B AmcTepaam, Hunepaanaud,
ChC 3aBepka ¢ Antoctra Ne52289 ga 15.11.2016r. M AeraausupaH IIPEBOL — 3aBEPEHO
OT MpPEeACTAaBASBAILMSA yYacTHUKA KOIHME Ha HOTAPHAaAHO YAOCTOBEPEH IIPEIHC PEr.
Nel11925/21.11.2016r. Ha HoT. per. Ne065 Ha HK;
13. PasrnieyaTka oT caiiTa Ha TBHPIOBCKHA perucrsp H perrHcrsp Ha HOAHIL mo
naprugara Ha ,Canobdu Brwarapus® EOOL - 3aBepeHO OT IpeacTaBaaBalllusd
y4acTHHKA KOITHE.

TexHHU4YeCKOTO IpenasoxkeHue Ha ,PpoHukc Papma“ EOO no obocoberna
no3urua Ne 14 sraouna:
1. TexHHUYECKO ITpeiaoKeHHe 3a obocobena mosunusa Nel4 - Obpasery Ne7;
2. ITeaHoMomHO 3a npeacraBuTeacTBo 110 3011 — HOTApHAAHO YAOCTOBEPEH ITPEIHC
per. Ne217/29.01.2018r. na Horapuyc per. Ne049 mna HK - 3asepeH ot
IpecTaBAgBalIHd yYaCTHHKA KOITHE;
3. [Jerkaapaliuda 3a IIpHeMaHe Ha YCAOBUSATA B IIPpoeKTa Ha gorosop — Obpaszerr Ne8;
4. [lekaapauus 3a CPOK Ha BaAUAHOCT Ha IIpelaoxkeHueTo — Obpaser; No4;
5. Nekaapanuga — Obpasers NeS.
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6. PaspelieHne 3a ynorpeba Ha ackapcTBeH rpoaykt Nell — 16 209/20.12.2011r. Ha
VIAA mipu PB ~ 3aBepeHO OT TIpe/ICTABAYBAINS VHACTHHKA KOTTHE,

7. [ekaapanus 3a KOAWYECTBAa OT YydYacTHHKa B o0IlecTBeHaTa IIOpBYKA -
[Tprnaoxkenue 96;

8. [lekaapanusa 3a KOAHMYECTBa OT IIPHTEXATEA HA pas3pelUICHHETO 3a yrorpeba
IIPOU3BOJUTEA HAH ODHIIMAACH NTPEACTaBHTEA - [IpHAOKReHUE 9B.

4. TexnudecKoTo npenaoxeHue Ha ,Codapma Tperiauur” A mo obocobena
mozuiya Ne 1 Brarousa:
1. TexHu4ecko npeasoxkeHue 3a obocobeHa nmosuriusa Nel - O6paser; No7;
2. [Jexkaapauyd 3a KOAMHYECTBA OT yYacTHHKa B OOIIEeCTBeHATa I[IOPBYKA -
ITpuaoxkeHue 96;
3. [ekaapanys 3a KoaMYeCTBa OT IIpUTEXAaTea Ha paspellleHHeTo 3a yrorpeba
IIPOMU3IBOOUTEA UAH OHIIHAAEH ITPEACTaBHTEA - [IpHAcKeHME 9B,
4. ITbAHOMOILHO 3a NPEACTABHUTEACTBO, BKA. 110 30IT — HOTapHaAHO YAOCTOBEPEHHU
moxarnucu per. Nel2 527/2018r. Ha HoTapuyc SHuHa YuxaHoBcka u [IpaMucaas
YHxaHOBCKH — 3aBEPEHO OT [IPEACTABASBAIIMA yIaCTHHUKA KOITHE;
5. II'bAHOMOIIHO 3a TIPEACTABHTEACTBO BKA. 1o 30Il ~ HoTapHasHO yAOCTOBEpPEH
npernuc per. Ne6422/01.11.2018r. Ha Horapuyc per. Ne400 Ba HK
6. Jeraapanys 3a IpHEeMaHe Ha YCAOBUSTA B [IPoeKTa Ha JoroBop — Obpaszerr No8;
7. [deraapanus 3a CpoK Ha BAAMAHOCT HA ItpezaoxkeHuero — Obpaserr No4;
8. Heraapanus — Obpazery NeS5;
9. [leraapaimd 110 49A. 53, aa. 6 ot 3ATIXM;
10. PazpemieHue 3a yrnorpeba Ha ackapcTBeH mpomyKr Nell — 17 302/27.03.2012r.
Ha MAA ripu PB ~ 3aBepeHO OT NpeAcTaBagBalllsa y4acTHHKA KOIIHE.

TexuudeckoTo npenaoxenue Ha ,Codapma Tpedinuur’ Al mo obocobena
no3uirsg Noe 2 BRAIOHBA!
1. TexHUYECKO TIPEIAOKEHHUE 3a 0bocobeHa rosuliusa Ne2 - Obpasert Ne7;
2. [exaapalysi 3a KOAMYECTBA OT YyYacTHHKA B o0IlecTBEeHara IIOpBYKA -
IMpuaoxkeHue 96;
3. [leraapalldss 3a KOAHMYECTBA OT IIPUTEXKATEA Ha paspelleHHeTo 3a yrorpeba
IIPOU3BOAUTEA HAH ODHIIHAACH ITpeAcTaBHTeA - [IpHaoxkeHe 9B;
4. VYpocroBepenne H3x. Ne20160518104524/18.05.2016r. Ha AreHuusa 10
BITUCBAHUATA ~ 3aBEPEHO OT IPEeACTaBASBAlINS YIACTHHKA KOIHE;
5. ITbAHOMONIIHO 3a MIPEACTABHTEACTBO BKa. Mo 30I1 — HOTapHasHO yAOCTOBEpEH
npenuc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 nHa HK - 3amepeHO ot
TIIpeACTaBASBALIHA yYaCTHHKA KOTIHE;
6. [lekaapalys 3a IIpHeMaHe Ha YCAOBHUATA B IIPOEKTa Ha AoroBop — Obpaszern; Ne8;
7. [leRkaapanys 3a CPOK Ha BAAMIHOCT Ha npeaaoxkeHueto — Obpazert Nod;
8. Heraapauua — Obpaser NeS;
9. [egaapalnys 1o 4a. 55, aa. 6 ot 3AIIXM;
10. PaspeuieHue 3a yrorpeba Ha ackapcTsBeH npoaykT Nell — 16 927/29.02.2012r,
ua UAA ripu PB — 3aBepeHO OT IIPEACTaBAgBaAllNSA YIaCTHHKA KOITHE,

TexHu4yeckoTo npepaoxkenue Ha ,Codapma Tpefimuar” A no obocobena
rozuiHsa Ne 5 BRawouBa:
1. TeXHUYECKO MpenaokReHue 3a ob6ocobena mosuuus NeS5 - Obpaszerr Ne7;
2. [exaapaums 3a KOAHYECTBA OT ydYacTHHKa B of0llecTBeHaTa IIOphYKa -
Ipuaoxkeuue 96;
3. Creraacue usx. Ne987/06.12.2018r. ot ,Pom Brarapus“ EOO/ 3a ydactue Ha
~Codpapma Tperiauur® Al B oTKpuUTa Ipolieaypa 3a obllecTBEHa IIOphYKa 3a
OIIPELAEACHH TIPOAYKTH;



4. Ileraapaumsi 3a KOAMYECTBa OT IIPUTEXATEA Ha pa3pelllcHHUETO 3a yrorpeba
ITPOU3BOOHUTEA HAH O(PULIMAAEH IIpeAcTaBuUTeA - [IpHaokeHue 98;

5. VYmocroBepeHue u3x. No20160518104524/18.05.2016r. mHa Are”Humst IIo
BIIHNCBAaHMATA — 3aBEPEHO OT IpeAcTaBadgBalllla yIacTHHKA KOITHE;

6. II'bAHOMOLIHO 3a NPEACTABUTEACTBO — HOTAPHAAHO YAOCTOBEPEH ITOAIIUC perT.
No894 /2018r. u Ne950/2018 nHa HoTapuyc a-p Aaekcaumasp [opH, CbC 3aBepKa ¢
Artoctua NeE 910 — 510/ 18 1 aerasusupaH NpeBoJ — 3aBEPEHO OT IpeACTaBAABALINA
y4acTHHKA KOIIHME Ha HOTAPHAAHO YAOCTOBEpPEH IIpertic per. Ne2226/28.05.2018r.
Ha HOT. per. Ne343;

7. II'bAHOMOIIHO 3a NpeAcTaBUTEACTBO BKa. no 30I1 — HoTapHasHO yAOCTOBEPEH
ripeniric per. Ne6422/01.11.2018r. va HOTapuyc per. Ne400 Ha HK - 3aBepeHo ot
IIpeACTaBASBalllUdg Y9acTHHKA KOTIHeE;

8. [lexaapanms 3a [IpUEMaHE Ha YCAOBUATA B ITPOEKTA Ha A0roBop — O6paszer; No8;

9. [lexkaapauys 3a CPOK HA BAAHZHOCT Ha IpefaoxeHueTo — Obpazerr Nod,

10. Hderaapauus — Obpaszer; Ne5;

11. Jegaapauud 1o 9a. 55, aa. 6 or 3AIIXM;

12. Peuienuvie Ha rommcudgra oT 04.01.2007r. 3a H3MEHEeHME Ha paspelieHue 3a
IIycKaHe Ha nasapa Ha ,NeoRecormon - enoctuH 6era’, MEOUUHHCKM TIPOAYKT 34
xyMmaHHa ynotpeba, usnaneHo ¢ Pemenne C(97)2181(final), Peienne Ha KOMHUCHATA
orT 25.06.2007r. 3a noaHOBABAHE Ha pa3pelieHHETO 3a IIyCKaHe Ha Iliasapa Ha
AEKapCTBEHUS NPOAYKT 3a XymaHHa ynorpeba ,NeoRecormon - emoctuH Gera“,
n3panerHo ¢ Pemenune C(97)2181(okoHuareaeH), PelleHue 3a H3IIbAHEHHE Ha
rkomucusaTa oT 15.03.2018r. 3a mnipexBBpAdHE W H3MEHEHHE Ha HIAAIEHOTO ¢
Pemenne C(97)2181(okoHuaTeaeH) pa3pelleHHe 3a ThproBud c¢ ,NeoRecormon -
errocTHH beTa“, AEKapCTBEH IIPOAYKT 34 XyMaHHa yriorpebda.

TexHU4eCKOTO TipesaokeHHe Ha ,Cocapma Tpeiiauar” Al ro obocobeHa
rtosuriud Ne 6 BRAIOUBA:
1. Texumaecko npenaoxkeHue 3a obocobeHa no3nuusa Neb - Obpaszery No7;
2. [eraapauus 3a KOAHYECTBa OT ydacTHHKA B ofliecTBeHaTa IophYKa -
[Tpuaoxenue 96;
3. Heraapamus usx. Ne0/3713/26.11.2018r. ot ,lldaiizep Atokcembypr CAPII“,
KaoH Brparapug 3a ydactue Ha ,Codapma Tpe#inuur® Al B orkpuTa npoueaypa 3a
obiiecTBeHa MIOPBYKA 3a IpoayKra Retacrit 6 000 1U/0.6 ml Solution, ge 3a cpoka
Ha JOTOBOPA IIE CE OCUTYPH CHOTBETHHUTE KOAMYECTBA OT ACKAPCTBEHHUS ITPOAYVKT;
4. IT'bAHOMOILUHO 3a IIPEACTABUTEACTBO — HOTAPHAAHO VAOCTOBEPEH TIIOATNHC Ha
Horapuyc Puaun [xoyHC, cbC 3aBepka ¢ Arnoctua NeJ804907/6.04.10.2013r. u
AETAAHU3UpaH IIPEBOA, 3aBepKa Ha IoArnuca Ha npeBogada B MHH-BO Ha BBHIIHHTE
paboTu - 3aBepeHO OT IIPEACTaBAABAIUMS yYacTHHKA KONHE Ha HOTApHAaAHO
yAocToBeEpeH npenuc per. Ne7516/16.10.2013r. Ha HoT. per. Ne358;
5. ITbAHOMOIHO 3a IIPEeACTAaBHTEACTBO BKA. no 30I1 — HoTapHasHO yIOCTOBEpPEH
nperuc per. Ne6422/01.11.2018r. Ha Hotapuyc per. Ne400 Ha HK - 3aBepeHo ot
[IpeACTaBAABALIHNS YyIACTHHKA KOIIUE;
6. [lekaapauys 3a IIpHeMaHe Ha YyCAOBHSATA B IPOEKTa Ha Aorosop — Obpaszen Ne8;
7. [lekaapaiust 3a CPOK Ha BaaMAHOCT Ha IpefiaoxkeHHueTo — O6pazerl Nod;
8. Neraaparnus — Ob6pasernt NeS;
9. Hexaapaimd 1o 9a. 55, aa. 6 ot SAIIXM,;
10. Pemenue Ha gomucusra ot 18.12.2007r. 3a IIPHAATAHETO HA YCAOBHMATA HAM
OTpaHHYEHHSATa, [IOCOYeHH B 9A. 127a Ha Jupextusa 2001 /83/EO Ha Esponeckus
napaamMeHT U Ha CepBeTa OTHOCHO M3JaBaHE Ha paspellleHHe 3a IIyCKaHe Ha rasapa
Ha ,Retacrit — emocTuH 3eTa“, AeKApPCTBEH IIPOAYKT 3a XyMaHHa yriorpeba, Peiexnue
38 HUAMTBbAHEHHE Ha KoMucHara oT 15.11.2012r. 3a roAHOBABAHE Ha Pa3peuIeHHETO
3a [yCKaHe Ha rasapa Ha A€KapCTBEHMs IIPOAYKT 3a XyMaHHa yrioTpeba ,Retacrit —
erocTHH 3eTa”“, usmazeHo ¢ PemreHue C(2007)6737, PelueHue 3a HIITbAHEHHE Ha
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komucuaTa or 28.09.2018r. 3a npexBBpASHE H Pa3pelUCHHETO 3a IyCKAaHE Ha
nasapa, uszgaacHo c¢ PemeHue C(2007)6737 Ha ,Retacrit - emoctun sera“,
AGKAapCTBEH NPOAYKT 3a XyMaHHa yrorpeda.

Texuugeckoro npenaoxeHue Ha ,Codpapma Tpelizuur” Al mo ofocobena
no3uLimsa Ne 7 BRAKOYBA:
1. TexHUY9ECKO NPeAAOKEHHE 3a 0060cobeHa nosuuua No7 - O6paser; No7;
2. [exaapauus 3a KOAHYEeCTBa OT ydYacTHUKa B oOllecTBeHaTa TMOpBYKa -
ITpuaoxkeune 96;
3. [exraapalys 3a KOAHYECTBA OT IIPUTEXKAaTeA Ha paspellieHHeTo 3a yrnoTpeba
IIPOU3BOAHUTEA MAN ODHULIMAAEH TTpeacTaBuTeA - [IpHaoKeHUe 9B;
4. ITBAHOMOIIHO 3a IPEACTABHTEACTBO — HOTApPHMaAHO YIOCTOBEPEH IIOAINHC Ha
Hotapuyc Kpucruau IlagpyT, ¢kc 3aBepka ¢ Amoctua Nel2545/17 u aerasusupas
[IPEBOJZ, C HOTApPHAaAHO YAOCTOBEPEH TIIOAIIHCa Ha IIpeBogada — 3aBEPEHO OT
NpEeACTaBAABAIIMA YYACTHHKA KOIMHE Ha HOTApHaAsHO YIOOCTOBEPEH IIPEITHC PET.
Ne3077 /2018r. Ha HoT. per. Ne328;
S. IIeaHOMOIIHO 3a NpeAcTaBUTEeACTBO BKA. Mo 30I1 — HoTapHasHO yAOCTOBEpPEH
nperkic per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 na HK - 3asepeno ot
TIpeAcTaBadBallUA YIaCTHHKA KOITHE;
6. [lekaapanud 3a MpHEeMaHe Ha YCAOBHATA B IIPOEKTa Ha Jorosop — Obpaser Ne8;
7. [Jexraapalusd 3a CpoK Ha BAAHIHOCT Ha npenaoxkeHueTo — Obpaszer No4;
8. Nexsapauus — O6pazery NeS5;
9. Jexaapauud 1o 4a. 55, aa. 6 ot 3AITXM;
10. Peinenue Ha xoMucuaTra ot 02.05.2007r. 3a M3MeHEHHE Ha paspelleHHe 3a
IIyCKaHe Ha fa3apa Ha ,Aranesp - gapberioctuH aada“, MEIULIMHCKU NPOAYKT 34
xXyMaHHa ynorpeba, uznageno ¢ Peiuenue C(2001)1281, Pemenne 3a U3IbAHEHHUE HA
koMHucHusTa oT 23.08.2018r. 3a u3MeHeHHE Ha pas3pelleHHeTO 3a TBPIOBUA C
JAranesp - papberniocTuH aada“, AeKapCTBEH IIPOAYKT 3a XyMaHHa yrorpeba,
usnaneHo ¢ Pemienune C(2001)1281.

TexHUYEeCKOTO ImpenaoxkeHue Ha ,Codapma Tpediguur’ Al no obocobena
oz No 8 BRarodBa:
1. TexHHU4eECKO IpeaoKeHHe 3a 06ocobeHa nosunusg Ne8 - Obpaszeny No7;
2. [Hexaapaups 3a KOAHMYECTBA OT Yy4YacTHHKa B o0liecTBeHarTa I[IOpBYKa -
IIpuaoxenue 96;
3. Ceraacue usx. Ne987/06.12.2018r. or ,Poiu Brarapus“ EOO]] 3a yyacTHe Ha
,Cobapma Tperiguuar® Al B oTKpuUTa Ipolexaypa 3a ofuecTBeHa TIOpBHYKa 3a
OIpeneAeHH MPOAYKTHU;
4. [exaapaliys 3a KOaHYECTBa OT NpUTexKaTes Ha pPa3pelucHHETo 3a yrnorpedba
ITPOU3BOAUTEA HAH ObULIMAAEH TTpeAcTaBuTea - [Ipuaoxenue 9B;
5. VYpocroBepeuue u3x. Ne20160302103244/02.03.2016r. Ha AreHUus IO
BHUCBaHUATa U YaocToBepeHue u3x. Noe20160302103505/02.03.2016r. Ha AreHLus
710 BITHCBaHHUATA — 3aBEPEHO OT ITpeacTaBAdBalllys YIaCTHHKA KOIIHE;
6. [IBeAHOMOWIHO 34 [IPEACTABUTEACTBO — HOTAPHAAHO VAOCTOBEPEH ITOAIIMC per.
No894 /2018r. u Ne950/2018 Ha HoTapuyc A-p Aaekcasuaep [lopH, CkC 3aBEpPKa C
Arnoctua NeE 910 - 510/ 18 1 aeraausupaH rpeBo — 3aBEPEHO OT IIPeACTaBadBallUg
y4YacTHUKA KOIHE Ha HOTapHaAHO YAOCTOBepeH Imperuc per. Ne2226/28.05.2018r.
Ha HOT. per. Ne343;
7. IIbAHOMOIHO 33 MPEUCTABUTEACTBO BKA. 110 30I1 — HOTApHasHO YAOCTOBEPEH
nperuc per. Ne6422/01.11.2018r. na sHotapuyc per. Ne40O na HK ~ 3aBepeHo ot
TIpeACTaBAABALINA YIacTHHKA KOIlHe;
7. deraapaliys 3a IpHEMaHe Ha YCAOBHATA B IIpoeKTa Ha gorosop — O6pasery Ne&;
8. [lexaapalys 3a CPOK Ha BAAMJHOCT Ha rnpenaokeHHeTo — Obpaser] No4;
9. Heraapauus ~ O6pasery Ne5;
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10. deraapauusda 110 4a. 55, aa. 6 ot 3ATIXM;

11. Pemenue na rRomucuara or 20.07.2007r. 3a nmpuaaraHeTo Ha YCAOBHSATA HAM
OTPaHHYEHHATA, [I0OCOYEHH B 4A. 127a Ha Juperktuna 2001/83/EO na Esponelickus
napaaMeHT U Ha ChbBeTa OTHOCHO H3AaBaHE Ha pa3pelleHHe 3a IycKaHe Ha Iasapa
Ha ,Mircera -~ METOKCHIIOAMETHAEH T'AHKOA — €IIOCTHH bera”“, AeKapCTBEH MPOAYKT 3a
xyMaHHa yrnorpeba, PelieHue 3a HM3nbAHEHHE Ha KoMucusaTa or 15.05.2012r. za
MOJHOBABaHE Ha PA3PEIIEHHETO 3a MyCKAHE Ha rasapa Ha AGKApPCTBEHMS TPOAYKT
3a xyMmMaHHa yriorpeba ,Mircera - METOKCHUIIOAMETHAEH TAHKOA — €MOCTHH bera’,
uzgageno ¢ Pemenue C(2007)3630, PeumieHue 3a u3ITbaAHEHHME HAa KOMMCHATA OT
16.03.2018r. 3a npexpepagHEe U H3MeHEHHe Ha usnazeHoto ¢ Pemenne C(2007)3630
paspelieHHe 3a THProBud ¢ ,Mircera — METOKCUITIOAMETHACH TAMKOA — ETIOCTHH beTa”,
ACKaPCTBEH NPOAYKT 3a XyMaHHa yriorpeda.

TexuudyeckoTo Tpegaokenue Ha ,Codapma Tpebdiguur” Al mo obocobena
nozuiiyusa Ne 9 BKAIOYRBRA!
1. TexHHYECKO NpenaoxkKeHHe 3a obocobena nosuiusa No9 - Obpaszerr Ne7;
2. [exaapauysa 3a KOAMYECTBA OT Y4YacTHHKa B of0lnecTBeHaTa TIopbpYka -
ITpuaoxeuue 96;
3. JeraapanHsa 3a KOAMHYECTBa OT MpPHTEKaTeA Ha paspelleHHeTo 3a yIroTpeba
IIPOU3BOANTEA HAH O(hHLIHAAEH TIPEACTaBUTeA - [IpHAOKEHHE 9B;
4. IILAHOMOIIHO 3a IPEOCTABHTEACTBO — HOTAPHAAHO YIAOCTOBEPEH IIOAITHC Ha
Horapuyc Kpucruan [agpyr, ¢sc 3aBepka ¢ Arnocrua Nel2545/17 u aeraansupax
IIpeBOZl, C HOTAapHaAHO YAOCTOBEPEH IMOAIIKHCa Ha IpeBoAada - 3aBEePeHO OT
ITPEICTABASIBAIIMA YYACTHHKA KOIHWe Ha HOTApHAAHO YIOOCTOBEPEH TIIPENnucC per.
No3077/2018r. Ha HoT. per. Ne328;
S. ITeaAHOMOIIIHO 3a MPEACTAaBHTEACTBO BKa. no 30I1 - HoTapHasHO yOOCTOBEpPEH
nperic per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne400 nHa HK - 3aBepeHO OT
MIpeACTaBAABAIIMA YYaCTHHKA KOIIHE;
6. [lekaapalus 3a NpHeMaHe Ha YCAOBHUATA B ITPoeKTa Ha aoropop —~ Obpaszerr Ne8;
7. deraapalys 3a CPOK Ha BAAHAHOCT Ha ITpenaoxeHueTo — Obpaszerr Nod;
8. Hexraapauusa — Oopazer Ne5;
9. [eraapamus 1o 49a. 53, aa. 6 ot 3AIIXM,;
10. Pemenne Ha KoMmucudgTa ot 31.08.2007r. 3a uM3MEHEHHE Ha pas3pelieHHEe 3a
IIyCKaHe Ha nasapa Ha ,Mimpara - cuHakaaleT“, MEAULIMHCKH ITPOJAYKT 34 XyMaHHAa
yrioTpeba, wusmageHo ¢ Pemrenne C(2004)4250, Pemrenne Ha KOMHCHATaA OT
23.09.2009r. 3a r1rioAHOBABAHE HAa pa3pellleHHeTO 3a IIyCcKaHe Ha I1azapa Ha
AEKApCTBEeHMS MPOAYKT 3a XyMaHHa yrnorpeba ,Mimpara - CHHakKaALeT", H3[aLeHO C
Peienue C(2004)4250, Pemenue 3a UsI'baAHEHHE Ha KoMucHdaTa oT 28.08.2017r. 3a
U3MEHEeHUd Ha Pa3pelICHHETO 3a THproBud ¢ ,Mimpara — CHHakKaalLET", AeKapCTBEH
IIPOAYKT 3a XyMaHHa yrorpeda, uzaazexo ¢ Pemenue C(2004)4250.

TexuuueckoTo npenaaoxkenue Ha ,Codapma Tpedaunr” A/l no obocobena
nosuiiua NelO BRarOYBa:
1. TexHUYECKO TIpeaAOKeHHe 3a 0bocobeHa mo3uuusa NelO - Obpasernt Ne7;
2. [deraapaums 3a KOAWYECTBa OT ydYacTHUMKa B ofIlecTBeHaTa IOpBYKaA -
TIpuaoxkeHue 96;
3. [deraapalysl 3a KOAHUYECTBA OT I[IPHUTEXKATeA Ha paspellleHHeTo 3a yrnorpeba
TIPOU3BOAMUTEA AU OOHILIMAACH TIPEeACTaBUTEA - IIpHAOKEHME 9B;
4. TI'bAHOMOIIIHO 3a TIPEACTABUTEACTBO — HOTAPHAAHO YAOCTOBEPEHM IMOATIHCH per.

Ne7059/25.08.2016r. Ha Horapuyc per. Ne340 wma HK - 3aBepeHo ot
rpefcTaBasBallds y9acTHHKA Korue, ITvaHoMomHo ot 30.08.2018r. ot [asua
BpxoBex u [xox Ilafisc He#HcbH - HSITBAHMTEAHHM [JHpekTopu Ha ,TeBa

PapmacoTuirsHe HOpen B.B.“, katro ynpasutea Ha ,TeBa b. B.“, Hunepaauaousa c
HOoTapHaaHo yaoctoBepsBaHe Ha B. E. II. Tepbepc, norapuyc B AMcTepAaM H
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AmocTua Ne042830/2018 B AMcrepnmam oT cekperapss Ha cpga 6/31.08.2018r.,
BeHO C AeTaAH3UpPaH IIPEBO/ - 3aBEPEHO OT IIPEACTABASIBAIINS YIaCTHHKA KOIIHE Ha
HOTapHUaAHO yaocToBepeH rpertuc per. Ne3242 /2018 na Hor. Nel06;

5. ITBAHOMOIIIHO  3a TIPEACTaBUTEACTBO BKA. 1o 30I1 - HOTapuasHO yIOOCTOBEpPEH
rnperrc per. Ne6422/01.11.2018r. Ha HoTtapuyc per. Ne40O na HK - zaBepeHo ot
IpeCTaBASIBAIIUA yIACTHHUKA KOTIHE;

6. [lekaapalud 3a [IpHeMaHe Ha YCAOBHUSTA B IIpoeKTa Ha AoroBop — O6pa3zery No8;

7. Jeraapalusa 3a CPOK Ha BaAMZHOCT Ha NpeaasoxkeHueTo — Obpasery No4;

8. deraapanms — Obpasery No5;

9. Jerksapaiud 1o 4a. 55, aa. 6 ot 3AIIXM;

10. Pazpeirenue 3a ynorpeba Ha aekapcrBeH npoaykT Nell — 36 417/07.02.2017r.
Ha MAA nipu PB - 3aBepeHO OT MIPeACcTaBAABAIIIMSA YIACTHHKA KOITHE.

Texuuueckoro ripeasoxxenue Ha ,Cocdapma Tpebfiguur” Al ro obGocobena
nosuuysa Ne 12 Brarousa:
1. Texum4ecko npenaokeHue 3a obocobena nosvuuug Nel2 - Obpaszew Ne7;
2. [eraapauys 3a KOAHYECTBa OT ydYacTHHKa B ofllecTBeHaTta TIIOpPBYRA -
IIpuaoxkenue 96;
3. Jeraapauus 3a KOAMYECTBa OT IIPUTEXAaTeA Ha paspelleHHeTo 3a yrnorpeba
ITPOU3BOAHTEA HAH ODHUIINAAEH TIpEACTaBUTeA - [IpHAOIKEeHHEe 9B;
4. [IBLAHOMOIIHO 3a IIPEACTAaBHTEACTBO — HOTapPHAaAHO VAOCTOBEPEH IIOAIIMC Ha
Hotapuyc Kpucruan Ilaapyr, cec 3aBepka ¢ Amoctua Nel2545/17 u aeraauzupan
IIpeBOA, C HOTAPHAAHO YAOCTOBEPEH IIOAIIMCcA Ha TIIpeBojdada — 3aBepPeHO OT
IIpeACTaBAABAIMA YYacTHHKa KOIIME Ha HOTApPHaAHO VYAOCTOBEPEH IIPEIIHC per.
Ne3077/2018r. Ha HoT. per. Noe328;
5. IIsaHOMOIIHO 3a HpeacTaBHTEACTBO BKa. 1o 30I1 — HOTapuaaHO yAOCTOBEpEH
rpertuc per. No6422/01.11.2018r. Ha HoTapuyc per. Ne400 ma HK - 3aBepeHOo oT
IIpeacTaBagBalHg yIacTHUKA KOIIHE;
6. lexkaapauud 3a MpUeMaHe Ha YCAOBUSATA B IIPOEKTA Ha noroBop — O6paszery No8;
7. [Jexkaapaiyd 3a CPOK Ha BAAUIHOCT Ha rnpenaoxkenueTo — Obpasern Ne4,
8. Hexaapauusa — Ob6pazer] Ne5;
9, [leraapanys 1o 4a. 53, aa. 6 or 3ATIXM;
10. Peruenue 3a H3bAHEHHE Ha KoMHcusta oT 11.11.2016r. 3a m3pmasaHe Ha
paspeleHue 3a IIyCKaHe Ha Ilazapa cbraacHo Peraament (EO) Ne726/2004 =nHa
EBpormnefickus napaaMentT U Ha CwBeta Ha ,Parsabiv - ekaaneTun”, A€KapCTBEH
IpoAyKT 3a XyMaHHa yrorpeba, PemieHue 3a H3ITbAHEHHE Ha KOMHCHSTA OT
23.08.2018r. 3a u3MEHEHHE Ha Pa3pelleHHeTo 3a THProBHd, H3AaleHo ¢ PemeHue
C(2016)7414(final) 3a ,Parsabiv - erteakasleTHn’, ACKAPCTBEH MNPOAYKT 3a XyMaHHa
yrorpeba, caen OLIEHKa Ha IIEPHOAMYEH aKTyaausHpaH AoKaal 3a 6esomacHoCT
cBpraacHo uaeH 28 ot Peraament (EQ) Ne726/2004.

TexuuueckoTo Ipenasoxenne Ha ,Cocdapma Tpelinuar” Al no obocobena
no3unumsa No 13 BRarOYBa:
1. TexHu4eCcKO Npeaasoxkenue 3a obocobena rnosunysa Nel3 - Obpasery No7;
2. [deraapaliyst 3a KoAMUecTBa OT YyHacTHHKa B ofbluecTBeHaTa IIophYKa -
IIpusoxenue 96;
3. IILAHOMOIIHO 34 IpeAcTaBHUTEeACTBO BKa. 110 30I1 — HOTapHasHO YAOCTOBEPEH
npertuc per. Ne6422/01.11.2018r. Ha HoTapuyc per. Ne40OO ma HK - 3aBepeHo orT
TIpeACTABASIBAIIMS YyIaCTHHUKA KOIIHE;
6. deraapanus 3a IpHEMaHe HA YCAOBHATA B IIpOeKTa Ha Joroeop — O6paszerr Ne8;
7. dekaapanuda 3a CPOK Ha BAAMIHOCT Ha rIpeaaoxkeHHeTo — O6pasen; No4;
8. Nexraapauusa — Ob6pasern Ne5;
9. [leraaparnys 1o 49a. 595, aa. 6 ot 3ATIXM;
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10. Pemenne nHa komucusaTa orT 01.06.2007r. 3a u3MEHEHHE Ha paspelieHHE 3a
IIyCKaHe Ha nasapa Ha ,Renagel - Sevelamer®, MEIUIIMHCKU IMPOAYKT 3a XyMaHHA
ynorpeba, wusmaneno c¢ Pemenune C(2000)119, PeureHue 3a H3MbAHEHHE Ha
KoMmucuara ot 19.11.2014r. 3a nmogHOBABaHE M U3MEHEHHE Ha Pa3pelleHHETO 3a
TBPTOBHA C ACKapCTBEHHUs MNPOAYKT 3a XyMaHHa yriorpeba ,Renagel - cemeaawmep
(sevelamer)®, usmameHo ¢ Pemenme C(2000)119, Peruenue 3a H3MbAHEHHE Ha
komucusra or 31.08.2016r. 3a n3MeHEHME Ha pa3pEIUEHHETO 3a TBPrOBHA C
»,Renagel - ceseaamep (sevelamer)“, aekapcTBEH MPOAYKT 3a XyMaHHa yriorpeba,
usnageHo ¢ Pemenne C(2000)119 - zaBepenn oT mnpeAcTaBagBalUHs yYacTHHKA
KOTIHA.

Texnudgeckoto npenaoxenHne Ha ,Codapma Tpediguuar® A mo obocobena
no3unyuda Nel4 BrarouBa:
1. TexHHU4eCcKO ripenaokeHue 3a obocobena ro3unmusa Nel4 - Obpazen No7;
2. Jlexaapauus 3a KOAMYECTBa OT VYYacTHHKA B o0llecTBeHaTa IOpPBHYKA -
Mpuasoxkenue 96;
3. [lexraapaius 3a KOAHMYEecTBa OT IIpHTEXaTeA Ha pa3pelleHHeTo 3a ynorpeba
ITPOU3BOAUTEA UAK OhHLMAAEH ITpeAcTaBUTeA - [IpHAOKEeHHE 9B;
4. [I'pAHOMOILIHO 3a& MPEACTABUTEACTBO — HOTAPHAAHO yAOCTOBEPEHM ITOAIINCH per.

Ne7059/25.08.2016r. Ha HoTapuyc per. Ne340 wBa HK - 3aBepeHo ot
IpelcTaBaaBalliMd ydacTHUKA KonMe, IIeaHomouiHo or 30.08.2018r. ot [aBujx
Bpxosen u J[Ixor Ilaftsc HeHcrH - HW3MBAHHTEAHH [UpPEKTOpHM Ha ,TeBa

dapmacworumsae HOpen B.B.“, kato ynpaButea Ha Tepa B. B.“, Humepaauausa c
HoTapuaaHo ypocroBepaBaHe Ha B. E. II. I'epbepc, HoTapuyc B AMcrepaaM H
Anoctua Ne042830/2018 B AmMcrepaaMm OT cekperapa Ha cpaa 6/31.08.2018r.,
BEIHO C AETAAHM3HPaH IPEeBOJ - 3ABEPEHO OT IIPEACTABASIBALIS YIACTHHKA KOITHE Ha
HOTapHaAHO yAOCTOBEepEH Ipernuc per. Ne3242 /2018 Ha Hot. No106;

5. IlmaHOMOILIIHO 3a ITpeacTaBHTeACTBO BKa. 1o 3011 - HoTapHasHO yOOCTOBEPEH
npernmc per. No6422/01.11.2018r. na Horapuyc per. Ne400O na HK - 3aBepeHo or
IIpeCTaBAsIBAINA Yy94aCTHHKA KOITHE;

6. Jlexaapaliys 3a MIpUeMaHe Ha YCAOBHUSITA B IIPOeKTa Ha AoroBop — Obpasely No§;

7. [lexaapalyd 3a CPOK Ha BaAM/IHOCT Ha NpenaokeHueTo — Obpasery Ned;

8. [leraapainsa — Obpazery No5;

9. [eraapauyd 1o 4a. 55, aa. 6 ot 3ATIXM;

10. Paspeluenue 3a yrorpeba Ha aerkapcTBeH rnponykr Nell — 16 209/20.12.2011r.
Ha VAA nipu PB — 3aBepeHo OT ripefcTaBagBailiid y4acTHHUKa KOITHE.

HpeZI,BI/IIL OGCTOHT@ACTBOTO, He NpeacTaBpeHUTE OT YIaCTHHIMTE TCXHHUYECKH
NPEeOAOKEHHNA CROTBETCTBAT Ha HIHMCKBaHHATA Ha Br3aoxureas, KoOMUCHATA
NPHUCTBIIM KBM CIIOBECTSABAHE Ha LEHOBHTE IIPCIAOKEHHA, IIPpH KOETO Beme
YCTaHOBEHO, [YWe VYYacTHHUIUTE IIpefsararT cCcacgHUTE I1I€HHM 34 H3ITbAHEHHE Ha
TIopBYKaTa;

Ne o ‘ o Tlpensarana nena za
pex Hpua DDD /TepaneptudeH kypc, ml ¢ AJC

1. sl1podapmauua” EOO/ OI1 Ne 6 — 8,350 AB.;




OIT Ne 1 -2,392 aB.;
OIT Ne 3 - 10,54 aB.;
OII Ne 4 - 6,98 aB.;
O Ne7-12,375 aB.;
2. ~Menexc” OO0 OIT Noe 9 - 7,07 aB.;
OIl Ne 10 — 2,585 asB.;
OITNe 11 —~ 5,09 aB.;
OIlNe 12- 11,52 aB.;
OIINe 13-6,177 aB.;
QIT Ne 14 ~ 0,688 aB.;

OIT Ne 1 — 2,4696 AB.;
OIT Ne 2 - 10,5000 aB.;
OII Ne 5 - 7,9680 aB.;
3. »PBOHHKC Papma“ EOO/L OIT Ne 8 - 12,472 aB.;
OII Ne 9 - 7,8000 aB.;
OIT Ne 10 - 2,64686 aB;
OIT Ne 13 - 6,5040 aB.;
OIT No 14 - 0,69280 aB.;

OIl Ne 1 - 2,4240 aB.;
OTI Ne 2 — 12,4800 aB.;
OII Ne S - 8,21537 aB.;
OIl Ne 6 — 6,35560 aB.;

4] _ .
o I B
OIT Ne 9 - 13,06666 aB.;
OTII Ne 10 -2,51285 aB.;
OITNe 12 - 12,19125 aB.;
OIT Ne 13 - 6,440009 aB.;
OITNe 14 - 0,71489 aB.;

C oraef o0CTOATEACTBOTO, Ye 110 06ocobenyt mozuia N, Noe 3.4 11 11
€ HaaHulle CaMo IO €QHO TIoAaAeHO/ JOTIYCHATO 0 V9acTHE IIpeJIAOKEHHEe, KOMHCHATa
OLIEHH CBIIOTO C MAakKCHMaaeH 6pol TOYKM 1o Kpurepud ,llena”, a UMeHHO!:

1. O6ocobena nosunus Ne 3 — ,Menexc” OO0 - 100 t.;
2. Obocobena nosuiusa Ne 4 —  Meaerce” OO0/ - 100 1
3. O6ocobena nozumys No 11 - ,Mezgekc“ OO/ ~ 100 t.;

OueHKAa Ha MPEAAOKEHUATA 10 000CcO6EHH TTO3ULIHH.
OueHKa Ha TIpeJAOKEHHATa 110 0bocobeHa mosuums Ne 1:
IIpenaoxkenue Ha ,ProHukc Papma“ EOO/I:
K: 2,392 x100=96,857791 1.
2,46960

Ipenaoxenue Ha ,Cocapma Tpedauur® AL
Ki: 2,392 x 100 =98,679868 .
2,42400

IIpenaoxkenue Ha ,Menexkc” OO/:
Ki: 2.392x100 = 100 T.
2,392

OlieHKa Ha TPEeAOKeHHATA IT0 0bocobena rosurma Ne 2:




[Mpenaoxenue Ha ,Cobapma Tpedgunr AL:
K; _10,500 x 100 =84,1346154 .
12,480
[Mpensoxkenne Ha ,ProHNKC Papma” EOO/:
K; 10,500 x 100 =100 .
10,500

O11eHKAa Ha INpefaoxkeHuara no obocobena noszuuma Ne 5:
IMpenaoxkenue Ha ,Codapma Tpefiguur AL
K; 7.96800 x 100 = 96,9889366 1.
8,21537

ITpenaoxkenue Ha ,ProHUKC Papma” EOO/I:
K: 7,96800x 100 = 100 7.
7,96800

OLeHKa Ha NpeaoXKeHHATa 1o obocobeHa nosuuyda Ne 6:
ITpenaoxenune Ha ,llpo ®apmanua”“ EOO/:
K; 6.,35560 x 100 =76,1149701 .
8,35000

[Ipenaoxkenue Ha ,CodapMma Tperdaunr” A:
K; _6.35560 x 100 =100 T.
6,35560

OreHKa Ha NPEeIAOKECHHATA 110 00ocobena nosunusa Ne 7:
IIpensoxenue na ,Mezgerc” OO/
K: _12,260 x 100 =99,070707 1.
12,375

IMpenaoxkenue Ha ,Codapma Tpedguur” AL
Ki: 12,260 x100=100T.
12,260

OueHKa Ha NPeIAOKEeHHATA 110 obocobeHa nosunysa Ne 8:
[Mpenaoxenue Ha ,Codapma Tpefiauur® AL
K, 12,472 x 100 =98 2588828 r.
12,693

Ipenaoxkenue xHa ,ProHnkc dapma” EOO:
K: 12,472 x 100 =100T.
12,472

OneHKa Ha IIpefaoxkeHHdaTa nno obocobeHa rmosuinsa Ne 9:
[Ipenasoxenue Ha ,,Cocdapma Tpedaunar” All:
Ki _7,80000 x 100 = 59,6939 T.
13,06666

IIpenaoxeHue Ha ,ProHUKC Papma“ EOO/:
K, _7,80000 x 100 =100T.
7,80000

OleHKa Ha IpefaokeHuaTa 1o obocobera nosunysa Ne 10:
IMpenaoxenne Ha ,ProHuKc Papma” EOOI:


http:n03Hu.HH
http:n03Hu.HH
http:n03Hu.HH
http:n03Hu.HH
http:cpapMau.HH
http:n03Hu.HH

K: _2,51285 x 100 =94,937122 .
2,64686

Ipensoxenue Ha ,Menekc” OO
Ki: 2.51285 x 100 = 97,208897 .
2,58500

Ilpenaoxkenue Ha ,,Codgapma Tpedpunr ” AL
K, 2,51285x 100 = 100 .
2,51285

OrueHKa Ha IpelaoKeHUsATa 110 obocobeHa nosunys Ne 12:
IIpenaoxkenue Ha ,,Codapma Tpetinuar® A:
K: 11,5200 x 100 = 94,4940018 .
12,19125

IMpenaoxkenue Ha ,Menexc” OO4:
K:; 11,5200x 100 = 100T.
11,5200

OueHKa Ha ripeaasoxkeHuaTa o obocobena riozuiius Ne 13:
[Ipenasoxkenure Ha ,ProHuKC Papma” EOO:
K: 6,177 x 100 = 94,972325 r.
6,50400

[Ipenasoxkenue Ha ,Cocapma Tpefiaunar® AL
Ki 6,177 x 100 = 95,9148086 T.
6,44009

IIpenaoxenue Ha ,Menekc” OO:
Ki 6,177 x 100 = 100 .
6,177

OleHKa Ha IpeaasoKeHUsTa o obocobeHa nosuuus Ne 14:
IIpenaoxxeHue Ha ,Cotapma Tpelauur® AI:
K; 0,688 x 100 = 96,2385822 .
0,71489

Ilpenaoxenue Ha ,Prourke Papma“ EOO:
K: 0,688 x100=99307159 T,
0,69280

IIpenaoxkenme Ha ,Menekc” OO:
K:; 0,688x100=100T.
0,688

C oraeg Ha TOPHOTO M BB3 OCHOBA Ha pE3YyATATHTE OT IIPOBEAEHOTO
pasraexaHe U OLIeHKa Ha NPEIAOKEHHATA, KOMHCHATA OIIPEINEAH CAEAHUS pel Ha
KAACHPAaHeE!



Anaromo-

Mexaynapogno

N Ouenka Ha
°ma |TepaneBTHYeH| HenaTteHTHo | JlekapcrBena
Msacto| Y4acTHHK | IpelIOKeHHETO
no3npma | kKox /ATC- HAHMEHOBaHME dopma
xon/ /INN/ (roric)
1 2 3 4 5 6 7
"Menexc"
1 B0O1ABO1 Heparin sol. Inj. 1100 100
"Codapma
2| Tpetnunr" Al] 98,679868
"MBOHHUKC
3| ®apma” EOO/] 96,8577907
Saccharated Iron | solution for "PLOHHKE
2| BO3ACO2 Oxid injection 1 | dapma” EOOJ] 100
“"Cogapma
2| Tpeitaunr" Al 84,1346154
Iron () -
hydroxide solution for "Megexc"
31 BO03ACO6 dextran complex injection 1100/ 100
"Menexc"
4| B0O3XA0l Epoetin alfa sol.inj. 11001 100
"QOLOHUKC
51 BO03XA01 Epoetin beta sol.inj. 1 | ®apma” EOOJ 100
"Coapma
2 | Tpeiipuur" AL 96,9889366
"Codapma
61 B03XA01 Epoetin zeta sol.inj. 1| Tpefiaunr” AJl 100
"Tipo
Dapmanus”
2 EOON 76,1149701
solution for
injection, pre- "Cothapma
7 BO3XA02 Darbepoetin alfa | filled syringe 1| Tpe#iaunr" AJ] 100
"Mepnexc"
2100/ 99,0707071
Methoxy
polyethylene solution for
glycol-epoetin | injection, pre- "DboHMKE
8| BO3XA03 beta filled syringe 1| ®apma” EOO 100
"Coapma
2 | Tpediaunr” A/ 98,2588828
"MLOHUKE
9| HO5BX01 Cinacalcet tablets 1| dapma" EOOJ] 100
"Cogapma
2| Tpedaunr™ AJl 59,6939
"Codapma
101 HOSBX02 Paricalcitol capsules soft 1| Tpeiaunr" AL 100
"Menexc"
21001 97,2088975
"(DBOHHKC
3 | dapma" EOOJ] 94,9371222




solution for "Menexe”

11| HO5BX02 Paricalcitol injection ool 100
Solution for "Menexc"

12 HO5BX04 Etelcalcetide injection oo 100
"Codapma

Tpeligunur" AJ{ 94,4940018
film-coated "Menexc"

13| VO3AEQ02 Sevelamer tablets 00/ 100
"Codapma

Tpeiiaunr" AL 95,9148086
"DrOHHUKC

Papma” EQOH 94,9723247

14 AlICC04 Calcitriol capsules, soft "Megexc" QO] 100
"PHoHMKE

dapma” EQOJL 99,3071594
"Codapma

Tpeitpuur" Al 96,2385822

IIpenBua TOPEUAOKEHOTO, KOMMUCHATA Iipemsara Ha Har. gupexrop Ha

~YMBAA - Byprac” All, ¢ y4aCTHHIIUTE KAACHPaHHU Ha ITBPBO MACTO 110 ChOTBETHHTE
obocobeHn TMO3MIMHM JAa OBaaT CKAIOYEHM J[JOTOBOPM 33 H3BBHIApPAHLMOHHA

MNoaAPBEEKKAE Ha MCAHMIIHMHCKAa ariaparypa, CA€4 HIITBAHCHHE Ha HM3MCKBaHHATA Ha
30I1.

Ilopaau d¢akra, 49e 3a 060cobenn mo3unmu Ne, NelS u 16 He ca Haaule
IIPEACTAaBEHH MPENACKEHUA 3a YYaCTHE, KOMHCHSATA Ipefasara Ha W3NbAHUTEAHUS
aupekTop Ha ,,YMBAA Byprac” Al nipolieayparta ga 1o ropEuTe 060co0eHH MO3UILIHH
na OBae nperpareHa Ha ocHoBaHUe 4a. 110, aa. 1, 1.1 ot 30II.

[pencenarea: 4a.2, aa.2, 1.5 33A
(T'. PoeBa)

YaeHose: 1. 9A.2, aa.2, 1.5 3370
(M. HBanoBa]

2. 9.2, an.2,17.5 33A0
(T'. Koaesa)

HacrosmmaT OOKAQ BeAHO C LigAaTa JOKYMEHTAIMS I10 TIPOBEXJaHe Ha
npoueaypara 0gxa nperaneHu Ha Man. gupekrop Ha ,YMBAA - Byprac” All Ha
13.08.2019r.

H3I1. AHPEKTOP HA ua.2, aa.2,17.5 33A0
“YMBAA - BYPTAC” AL
/A& - P. B. MHPA3B9YHHCKH/

13.08.2019r.



