IMPOTOKOJIL Ne 2

3a pasriexiane H OleHsBane Ha odepTHTE 3a y9acTHe B OTKPHUTA MPOLIEAYPA 32 Bb3Aarate Ha oBIIeCTBEHa NOPHYKA ©
npeamer: ,[TEPHO/THYHO TOBTAPANUH CE JJOCTABKH HA JTEKAPCTBEHH TPOIVKTH 34 HYXXIHTE HA
» CBAJT 11O OHKOJIONHA ™ EAJT*, orkpura ¢ Pemenne Ne 3-128 ot 12.04.2016 r., u3MeHeHo ¢ Pemenne Ne 3-
152/26.04.16r., cheTapeH Ha ocnosanmue naparpag 18 ot »lIpexoannTe H 3aKMIOUMTEN M pa3nopeaOH™ Ha 3aKkoHa 3a
obwectseHuTe MOpbUKH (06H. [IB, 6p.13 o1 16.02.2016 r.) mum. 68, an. 9, 10 u 11 or 3011 (oTM.)

Huec, 10.08.2016 r. B 10:00 waca B 3acemarenHara zana Ha VI-TH eTax B crpagara Ha ,,CBAJI no onkomnorusa®
EAZ, rp. Codus, yn. ,,JInosauscko none” Ne 6, B u3nnisenHne na 3anosen Ne 3-172/26.05.16r. #a W3irsIHuTe THHS
AUPEKTOP, BBE BpB3Ka ¢ Pemenuwe Ne 3-128 or 12.04.2016 r., usmeneno ¢ Pemenue Ne 3-152/26.04.16r., 3a
OTKpHBAHE HA TIPOINCAYPA 3d BB3AraHC Ha OOLIECTBEHA IOPRYKA € NPEAMET - U3BOp HA M3IIBIHWTEN/W Ha
ropenocoyueHus 00eKT, ce MPOBEIE 3aKPHTO 3aceaanue Ha KoMucHs B cheTap:

Ipeaceaaren:

Bans Jlobpomuposa Bacunesa-Kuicsosa - crapinn ropHcKoHCYAT »IIpaBeH H OBIUECTBEHH TOPLYKH;
YieHoBe:

1. Cuneua I'eopruesa MapuHOBa - 10pHCKOHCYIIT, OTHEI »11paBeH 1 obwecTBeHH NOpRYKH";

2. Kamuuka l'eopruena Cranesa - MarueTsp-(GapManerT, pEKoBoauTen Ha BolHu4na anTeka;

3. iumarprna Teopriesa XpHCTOBA - 3aMECTHHK TABEH CUETOBOMTEIL, Cekrop ,,(PHHAHCOBO CYETOBOJICH;
4. Anexcannawp lletkor Hemsukos - MarveTep-dapmanert, Bonunuda anrexa

PesepBun 1wicHOBe:

1. IIserontoba leopruesa Bacesa - opackoncyaT, otaen ,,[IpaBen H 0bImecTECHH NOPBUKH";

2. Hakonait Cuisectpor HHKOIOB - HKOHOMHCT, OTHEIN »1IpaBen u obluecTBeHH OPBUKH";

3. Cperocnas I"eoprrer Crnpos - cuetoroauren, otaen ®CO;

4. Eerenus Igeranosa Hosera - NOMOLIHHK-bapMaleBT, BonHMYHa anTeka;

5. Anexceli Auzpees Jlenancku - MarucTup-dapmaniest, bonuyna antexa;

6. 1-p Brometka MapuHosa Betkosa - Jlekap, MeTuLiMHCKa OHKONOTHs, OT/leneHye “JlaeBeH cTaluHOHAD”.

YuacTHe B 3aceaaHHETO B3eX2 RCHIYKH PECAOBHH WICHOBE HA KOMHACHHATA.

Ha ocuoeanue ui. 68, an. 8 or 3011 (oT™.) 10 BCHYKM YHACTHHIW B HACTOAIATA MPOTIEAYPa Ha eNeKTPOHHHTE
uM azipect 6eme usnpared INpotokon Ne 1 (¢ maemo mam u3x. Ne 10-00-332 ot 02.08.2016 I.}, B KOHTO 0g9xa onucaHu
YCTAHOBEHWTE JIMTICH HA JJOKYMEHTH M/H)IM HECHOTBETCTBHA C KPHTEPHHTE 3a LOAOOP W/HIH APYTH HEPENOBHOCTH,
BKITIOUHTEIHO (akTHYeCKH Tpetliky 1 Gellie MocoueH CPoK 3a TPEJICTABAHE Ha ROMBIHUTEIHHTE JOKYMEHTH 5 {mer)
PaGOTHH JHM OT TIONYHaBAHETO HA MPOTOKOna. BowdkM yuwactHMnm B mporenypata ca nomyuwinu Ilporokona Ha
02.08.2016r.

B ykazauus OT KOMHCHSTAa CpOK, ONpEeJENCH 3a MONYYaBAHE HA JOKYMEHTHTE C YCTAHOBEHHTES JIMIICH HA
NOKYMEHTH W/WIHM HECHOTBETCTBUS ¢ KPHTEPHHTE 3a MOAGOD W/HIIH APYTH HEPEAOBHOCTH, BRITFOUHTEIHO daxTHvecKu
TPELIKH, B AenoBoAcTBOTO Ha ,,CBAJI no onkonorus™ EAJT ca MOCTHITMIIH AOMBHUTENHO H3ACKAHATE JOKYMCHTH OT
YUACTHHIMTE, KAKTO CIeRa;

»[IPO @GAPMAIIAA“ EOOJT, Bx. Ne 10-00-574/03.08.2016 r.;
~CTHHI™ AJl, Bx.Ne 10-00-575/03.08.2016 .;

»COJIOMEL* EOOJl, Bx.Ne 10-00-577/04.08.2016 r.;
»PAPMHET* ALl, Bx.Ne 10-00-579/05.08.2016 r.;

»MEJIEKC* O0O]I, Bx.Ne 10-00-580/05.08.2016T.;
~CODAPMA TPEUJTAHT™ AJl, Bx.Ne 10-00-581/08.08.2016 r.;
»COJIOMEJT EOOJ, ex.Ne 10-00-582/08.08.2016 r.;
»OPbOHUKC PAPMA® EOOJ], sx.Ne 16-00-583/09.08.2016 r.;

Al S e

Crnex wsewspBane Ha TNPOBepKa, ¢ LeN YAOCTORCPABAHE CHOTBETCTBHETO HA CpOKa HAa MNOCTHIOBAHE Ha
AOIMBITHUTCIINTE AOKYMEHTH CBC CPOKa, nocoveH B IIpotokon Ne | u wi. 68, an. 9 or 3001 (oTM.), koMucusaTa
KOHCTATHPA, "€ CBIIWTE Ca IIPECTABCHH B YKA3AHUA CPOK, MOPa/l KOETO KOMHCHATA PElllH, Ye cIIe/Ba 2a OBaaT B3eTH
TIOZl BHUMarn#e [IPH MOC/IE/BAIIATA IPOBEPKA 32 CHOTBETCTBHE C KPUTSPHUTE 3a onbop, NocTaBeHH OT Branosurens.
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Cnen w3THYaHETO Ha cpoka M Ha OCHOBaHWe 4n. 68, anx. 10, u3peueHue obpeo oT 3011 (oT™M.) KOMHCHATA
NPHCTBIH KLM pasriexkJaHe Ha JOIBIHUTEIHO MPEACTABCHHTE JOKYMEHTH OTHOCHO ChOTBETCTEBMETO HA YHACTHHIINTE
¢ KPHTEPHHTE 3a MOAOOP, OCTaBEHH OT BL3JIOXKHTENs B JOKYMCHTALMATA 34 YIACTHC M M3HCKBAHMATA Ha 3aKOHA 33
OOTECTRERNTE NOPBUKH, MO PE/ia HA TAXHOTO MOCTHIBAHE, KAKTO CIIe/BA;

1. 3a yuactamk . JIPO ®APMAIMHA“ EOQOJ no ofocobena nosmmas Ne 31 or TexangeckarTa
cnenndHKanug:
C muemo ¢ ex. Ne 10-00-574/03.08.2016 T. yyaCTHMKBT € TIPEACTABHN CIIEXHHMTC JOKYMEHTH, H3WCKaHH OT
KOMHCHSATA HA BL3JIOKHTES:
- Odepra, nomeaHeHa cbraacHo ,,06pasen A« 3a OIT Ne 31;
- Mexnapanus no 4n.56, an.1, 1.12 or 30I1 3a npuemare Ha YCTOBHATA B NPOEKTa Ha JOroEOp, MOITBIHEHA
¢praacHo ,,O6pazern K 3a OIT Ne 31

-~ Oropusatmonno mHemo 3a OT1 Ne 31,

KomHCHATa TPHCTHIM KBM PAsTIeXaHC HA NONBJAHHMTENHO NPEICTABEHHTE JOKYMEHTH KOHCTATHpa, Ye
CBIIATE Ca W3rOTBEHH CBHITIACHO M3MCKBAHHATA HA BB3JIONKHTENS, 3amoxkeHn B OOsenenueto u B JIOKyMeHTAIHA 3a
y4acTue.

Komucnara H3BBPIIH TIpOBepka 3a CBOTBETCTBHE HAa YMACTHHKA ¢ KPHTEDHHTE 33 LOAGOP, TOCTABEHH OT
Bo3noxutens B IOKyMCHTALMATA 38 YUACTHE, M ¢ MMIIEPATHRHHTE M3HCKBAHWS HA Wi 57, al. 2, 1. 1 ot 3011 (ot™.),
BBB BpB3ka ¢ un. 56, an. 1 or 30II (oT™.), 38 YCTAHOBABAHE MEJIHOTATA M CHOTBETCTBHETO HA JOKYMEHTHTE ¢
M3MCKBaHUATA 32 IOAGOP, chabpKkamy c¢ B IDmk Ne 1 ot mepronayannara oepra Ha yUacTHHKA, H Ha TOKYMEHTHTE,
ChABpPKaLM Ce B nHcMO ¢ BX. Ne 10-00-574/03.08.2016 r. (TOMBAHHUTEIHO NpeACTABEHHTE NOKYMEHTH, H3HCKAHH ¢
Ipotoxom Ne 1 ot paGoraTa Ha KoMucHSTa) N0 06ocobena mozumms Ne 31, kosTo odepupa.

KoMmHicHATA KOHCTATHPA CNEIHOTO:

YUacTHUKBT € NPEACTABHN HeoOXONMMHTE JOKYMEHTH CBIVIGCHO YTBBDICHATA TPBKHA JOKYMEHTAUMA H
u3HCKBanuATa Ha OOsenenueto, pazaen I111.2.1. | JIHYHO CHCTOSHHME HA MKOHOMHUECKHTE OLIepaTOpH, BKIIFGUHTEIIHO
M3UCKBAHUA BBB BPB3KA C BIHCBAHETO B NMPO(ECHOHATHE MITH TLProBeKH perueTpu™ u pazaen I11.2.3., Texumuecku
BRIMONKHOCTH . C OrJIel TOPEHIIOKEHOTO KOMHCHSITA AOMYCKA YIACTHHKA 10 PA3MJIEKIAHETO HA JOKYMEHTHTE B
naHK Ne 2 or oepTaTa My ob6ocobena nozauua Ne 31 or TexauyeckaTa cnenpdpuranum.

2. 3a yuacrnuk .CTHHI AJl, no o6ocodena moznnmn Ne 17 or Texuuveckara crnenAPpHKANHA:

C macmo Bx. Ne 10-00-575/03.08.2016 r. yYacTHHKBT € MpPENCTABRI CIEIHHTE TOKYMEHTH, H3WCKAHH OT
KOMHCHSATA Ha BB3TI0KHTEN:

- 3aBepeHH KONMA HA JIOKYMEHTH, ¢ KOWTO YYAaCTHHKBT YTOWHSBA/IOKA3BA MPARATA HA [IPHTEKATENs Ha
PazpewenveTo 3a ynorpeba Ha JeKapcTEeHHA NPOAYKT Mo moanosuius Ne 17.17: Veegomnenue 3a onoGpenHne Ha
npoMana ¢ usx. Ne IAL 30906/22.07.2015 r.; Paspemncuue 3a npomsaa Ne 30325/27.07.15r.; Paspewenye 3a NpoMsHA
Ne 30324/27.07.15r.; Ofpazer] Ha mBpBHUYHATA Omakoeka Ha mipogykra ACICLOVIR ABR 50 ml/g cream; Kparka
XapakTePUCTHKA HA TIPOAYKTA.

KomucusaTa npueThiM KeM pasriexsiaHe Ha NONBIHHTENHO IPEICTABEHHTE NOKYMEHTH H KOHCTATHUpa, 4e
CBIITE €4 W3rOTBEHH CBINIACHO M3HCKBAHHATA HA BB3JNOKHTENH, 3amokeHd B OOsaBneHnero U B JIOKyMeHTAIHS 3a
yuactue. JOomWbTHATETHO NpeACTaBeHHTE NOKYMCHTH Ca OTHOCHMH KbM IIPeACTAaBeHHTe B odepTraTa OTOPH3ALHOHHO
nucMo U Hexnapanms.

Komucusta M3BBpIIM NpOBEpKa 3a CHOTBETCTBHE HA YYaCTHMKA C KPHTEPHMHTE 3a MOAGOP, MOCTABEHU OT
Branoxutens B 40KyMeHTaUMATA 32 y4acTHe, M ¢ MMIIEPATHBHUTE H3UCKBAHUA Ha wi. 57, ax. 2, T. | or 30Ii (oM.},
BbB Bpb3Ka ¢ wi. 56, an. 1 or 30II (0oTM.), 32 ycTaHOBsBaHE TBJIHOTATA H CBHOTBCTCTBHETO HA JOKYMCHTHTE,
ceabpixany ce B Ik Ne 1 or mbpeoHayannata odepra Ha y4acTHHKA, W H2 IOKYMCHTHTE, ChABPKAIIHM CE B THCMO C
Bx. Ne 10-00-575/03.08.2016 r. (10mbIHHTENHO IpeCTABEHHTe NOKYMEHTH, H3HckarH ¢ IIpotokon Ne 1 ot paborara
Ha KoMHCHATA) 110 06ocobena nozurms Ne 17, kosto odepupa.

KoMHcHATA KOHCTATHPA CASIHOTO:

YUACTHHKBT € Npe/iCTABAI HEOOXONMMHTE NOKYMEHTH CBIVIACHO YTBBPCHATA TPRKHA JOKYMCHTALMA M
H3HCKBanuara Ha O6senenuero, pazgen I11.2.1. |, JIM9HO CHCTOSHHE HA HKOHOMMYECKUTE OICPATOPH, BKIHOUYHMTETHO
W3HCKBAHWS BHB BPB3Ka ¢ BIMCBAHETO B MPOGECHOHATHN WM THPrOBCKH peructpu™ m pasgen I11.2.3., Texuuuecku
BB3MOKHOCTH . C OJIEA FOPEN3IKEHOTO KOMHCHSITA IONYCKA YIACTHHKA /10 PA3TICKIAHETO HA JOKYMEHTHTE B
mauk Ne 2 o1 opeprata My oGocobena nomunusa Ne 17 or Texnugeckara cnenudukanuu.

3. 3a yuacrnunk ,,COJOMEN“ EQOJI, no o6ocofena mozuunsa Ne 4 or TexmnueckaTa coenuHKANHA;
C muema ¢ Bx. Ne 10-00-577/04.08.2016 r. u ¢ Bx. Ne 10-00-582/08.08.2016 r. yuacTHHKET € NPeCTARUIT
C/ICAHHTE JOKYMEHTH, H3UCKAHH OT KOMHCHATA HA BL3JIONKHUTENA:
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- Paspemenne 3a ynotpeba Ha nexapcTBeHHs MPOYKT B ¢TpanaTa, M3a1eHo no peaa Ha 3JIIIXM wnu no pena
Ha Pernament /EQ/ Ne 726/2004r. - mpurexaren Ha PY e ,B.Bpayn Mensynren” Al (I'epMaHus), 32 NOAMO3HIHHA

NoNe 4.10.m4.11.;

- 3a noanozuunm Ne 4.25-4.29. - TliucMo 3a noTespcaenre ot ,,Hytpuxem auer+ ®apma I'mbx (Tepmanms)
KaTo MNPOHM3BOJHMTE] HA EHTEPAIHH XpaHWTeTHH TpoXykru “Nutricomp”, ¢ KoeTo ce moTBBpKAaBa, 4e ,b.bpayn
Mensynren® Al (I'epmanmsa) pasmpocTpaHssa BeHukk ppoaykti  “Nutricomp”, B T.u. HMa npago ja
NpeyILIHOMOIIABA TPETH JIMLA ¢ BCHYKH HAH 4acT OT CBOMTC [PABOMOIIMA, BKIOYHTENHO H ,b.bpayn Meaukan”
EOOQ/, brarapns;

- OTOpH3aLIMOHHO NMHCMO (OpHr#HAN) OT ,,b.bpayH Mensyuren“ AT (I'epMaHua) Ha WMETO HAa Y4acTHHKA
.,Comomen® EOOJ| 3a y4acTHe B HACTOSIIATA TIPOIICAYPA, B TOBA YHCIIO 34 TIOTRBPKIABAHE HA KOJIHUYECTRA W IIEHH 33
Henus nepron Ha noroeopa (Jekmapaiis 3a KOTHHECTBA W LCHH ),

- OtopusaumonHo mucMoe (opuruHan) ot ,,b.bpayH Mcenukan™ EQOJ] (Bwnrapus) 3a ygactuk ,,Conomen®
EOQ/I 3a yyacTHe B HACTOALIATA MPOLEAYPA;

- OTopu3alMOBHO MHCMO (HOTApPHANHO 3aBepeH mNpenHc) or ,.b.Bpayn Memsywren® AT (I'epmanus), 3a
MPEJICTABATENCTBO H Y4acTHe B Teproee - 3a ,.b.bpayn Meaukan™ EOOJ (Bwnrapus), 3a NpOAYKTH CHIVIACHO
npunoxeH CnachbK. B xoHkperHusa ciyyait yqactHAKET ,,Conomen EOOJI e ynmbiaHOMOLIEH KAKTO OT MpUTEKATENS
na PV, Taka ¥ oT ynbIHOMOIUEHHS Npe/CTABHTEN HA TNpHTeXKATens Ha PY W NMpPOH3BOOHMTEN HA JEKAPCTBEHHTE
MPOAYKTH, [TOPaJH KOETO TOH NpeacTaEs JOKYMEHTH, Upe3 KOHTO CC JOKA3Ba [IPABHATA BPH3KA MEXKIY CTPAHUTE.

KoMucusara TpHCTRIM KBM PA3rIICHKIAHe Ha JONBIHHTENTHO NPEACTABEHHTE NOKYMEHTH M KOHCTATHPa, 4€
CBINHTE Ca M3rOTBEHH CBHITIACHO M3HCKBAHWATA HA BE3JIONKHTCNSA, zanoikend B OOsenendero H B JoKyMeHTauus 3a
yuacThe. JIOMbIHATETHO NIPEICTABCHUTE JOKYMEHTH ¢4 OTHOCHMH KBM NPEACTaBEeHHTE B MBPBOHAYAITHATA odepTa.

Komucnara u3BppIIH NMpOBEpKA 2a CHLOTBETCTBHE HAa YYACTHHKA C KPUTEPHHMTE 3a TOA00p, MOCTABEHH OT
Branmoxkurens B OKyMEHTAUMATA 34 YJACTHE, H ¢ HMIEPATHBHUTE M3MCKBaHHA Ha wi. 57, am. 2, T. 1 ot 30II (otm.),
BbB BpB3Ka ¢ 4l 56, an. 1 or 3OIl (oTM.), 3a yCTAHORSBaHE¢ MBAHOTATA H CHOTBETCTBHETO HA JIOKYMEHTHTE,
cuaspskaitd ¢e B [likk Ne 1 or meppoHauannaTa odepra Ha YHaCTHHKA, H Ha JOKYMEHTHTE, CHIBKALIM CE B IIHCMA C
Bx. Ne 10-00-577/04.08.2016 r. u ¢ ex. Ne 10-00-582/08.08.2016 r. (a0mb/IHHTENHO MPENCTABEHHTE JOKYMEHTH,
mucKaed ¢ [Ipotokon Ne 1 ot paGoTara Ha koMHCHATA) 110 060codeHa Mo3uLksa No 4.

KomnacusiTa KOHCTATHpPA CJIEAHOTO:

VUacTHUKET € MpeicTaBhi HeoOXONMMHTE JOKYMEHTH CBITIACHO YTBBPASHATA TPHKHA JOKYMEHTAlMHA M
u3uckBaHuATa Ha ObgBnennero, paszen 111.2.1. JTHuHO CBCTOSHHE HA HKOHOMHYECKHTE ONEPATOPH, BKIHOYMTEIHO
H3MCKBAHKS BB BPB3KA ¢ BNHCBAHETO B IIPOYECHOHAIHH WIH ThProBCKH peructpu™ u pasmen I11.2.3, Texuuuecku
BB3MOKHOCTH . C Orie]l TOPeH3N0KeHOTO0 KOMHCHATA JONYCKA YUYACTHHKA A0 PA3IVIEKAAHETO HA JOKYMEHTHTE
B IIHK Ne 2 ot odepraTa my obocobeHa nosuuus Ne 4 ot TexumveckaTa cnenupukanum.

4.3a yuacrnug ., PAPMHET* AJl, no o6ocodena nosunusn Ne 21 ot Texunueckata cnenndpnaranus:
C nmucmo ¢ Bx.Ne 10-00-579/05.08.2016 r. y4acTHMKBT € NPEACTABHN ClIeAHHTE JOKYMEHTH, H3HCKAHH OT
KOMHCHATA HA BB3JI0MKUTEIA!

- OropazanmonHo micMo o1 ,,Mepk lappn K Joym Benrapus™ EOO;

- [Tennomowmno, uinageno ot ,Merck Sharp & Dohme Ltd.”, UK (ynearoMomwmTen U nputexaret Ha PY), Ha
»Mepk lappn YU Hoym Bearapua®™ EOO/], mETHOMOIHEK;

- Heknapauus ot ,,Mepk Illappn U loym brarapus™ EOO/] 3a ocurypsaBaHe Ha HEOOXOAMMUTE KOJIHYECTBA H
NOTRBPIKAABAHE HA NIPEAJIaraHaTa eHa.

Komucuara npucTenyM KbM pasrieikaaHe Ha JOMBIHUTENHO NPEACTABCHHTE AOKYMCHTH H KOHCTATHpA, ue
CBILHTE CA M3TOTBEHM CBIVIACHO M3WCKBAHMATA HA BER3TOKHTEN, 3ayoxend B O0ssnenneto W B JlokyMeHTalma 3a
yuactye. JOnbIHHTENHO NPEICTaBeHHTe JOKYMEHTH €4 OTHOCUMH KEM IIPe/ICTABEHUTS B MEPBOHAYANIHATA odepTa.

KoMmucuara u3pbpIIM IPOBEPKA 32 CHOTBETCTBHE Ha YWYACTHMKA ¢ KpPHTEPHHTE 3a MOAOOpP, MOCTABEHH OT
Bh3noskuTens B TOKYMEHTALMATA 33 YYacTHE, H ¢ HMIICPATUBHHTE M3HCKBaHUA Ha un. 57, an. 2, 1. 1 ot 3011 (o1tm.),
BBEB BpE3ka ¢ 4l 56, an. 1 or 30Il (o1M.), 3a ycTaHOBARAHE MBIHOTATA H CHOTBETCTBHETO HA JOKYMEHTHTE,
coabpekany ce B [Tnuk Ne | oT mbpeoHadainaTa odepra Ha y4acTHHKA, M Ha JOKYMEHTHTE, ChABDKANIM ¢E B MHCMO ¢
Bx.Ne 10-00-579/05.08.2016 r. (nonbIHUTENHO TIPENCTABEHHUTE IOKYMCHTH, M3KHCKanu ¢ [Iporokon Ne 1 or paGorara
Ha KOMHACHATA) 110 obocobena mozurms Ne 21.

KomucHATa KOHCTATHPA CJIETHOTO!

VYUacTHHKET € NpPEefCTaBHI HeOOXOAUMHTE AOKYMEHTH CBIVIACHO YTBbPIEHATA TPBKHA AOKYMEHTAIHA H
u3MckBaHuATa Ha OOsienuero, pasgen [11.2.1. , JIuuHO cheTOsiHME H2 HKOHOMHYECKHTE ONEPATOPH, BKIIOUMTETHO
H3HCKBAHHA BHEE BPB3KA C BIIMCBAHETO B NMpOod)CCHOHATHM WM THProBekH peructpu” u pasgen I11.2.3., TexHuuecku
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BB3MOMKHOCTR”. C OIJIC]l rOpPEH3I0KEHOTO KOMBCHATA JONMYCKA YYACTHHKA 0 PA3IJICKIAHETO HA TOKYMEHTHTE B
mauk Ne 2 or odepTaTa My obocobena noznnus Ne 21 or TexnndeckaTa cnennguKanmm.

3acenaHueTo Ha KomucuATa TpUKTIOUM B 16:00 4Yaca M IpefceaaTens Ha KOMMCHMATA OTPEICIH CIIEBALOTO

saceganue 1a Onme Ha 12.08.2016r.
3acenaHuATa HA KOMHCHATA NPOABIDKMXA A0 AATATA HA [IOAIIMCRAHE HA HACTOAIIHA NPOTOKO.

3. 3a vyacramk  MEJAEKC* OO/, mo oGocobenn mosummu NeNe 8 w24 or_TexHHueckara
crnenHpHKANNA:

C muemo ¢ Bx.Ne 10-00-580/05.08.2016 r. y4acTHMKBT € IPEACTABUN CNETHUTE NOKYMEHTH, H3MCKAHH OT
KOMHCHATA Ha Bh3JIOIKHTENIS;

5.1. 3a OIT Ne 8:

5.1.1. 3a noamoznman NeNe 8.31. m Ne 8.32.-8.36. BK/IIOUHTE/NHO - YYACTHAKDT NPEJCTABS H3HCKAHHTE
Paspewerins 3a ynotpeba Ha JICKapcTBEHHTE NPOIYKTH) ¢ npurexaten Ha PY | Amxenunn dapma brearapua® FOOJ
(mo 1.12.1.1. ot llpoTokon Ne 1);

5.1.2. 3a nopmoznmmn NeNe 8.13., 8.15., 8.16. n 8.25. yuacTHuksT npeactars “Iorosop 3a nponaxta” MKy
»-Cannos a4, Cnosenna u ,Meneke” OOJ] u ,,ITHcMo 33 TOTBBpKAEHHE™, OT KOETO ¢ BHIHO, 4e ,,.CaHnos b1 % Al
CroseHuss MMa NpaBo Ja TPoOfaBa MPOXYKTH HAa ApyKecTBara oT rpymata ,,Cammos®. C Taka NpeacTaBeHHTE
AOKYMCHTH ¢€ IIpOCrielsBa MpaBHATA BPL3KA Mexdy Manatend sa OTOPH3aUMOHHOTO TmeMO H Jlexmapauuara 3a
komuuecTBa H neHH ,,Cangos A.0.°, CiIoBeHMA OT effHA CTpaua, M NPHTEKATENHTe Ha PY/MpoM3BOmMTENHTE Ha
JIEKAPCTBCHAUTE NPOIYKTH OT JIPYTa CTPaHa, T.e JOKYMEHTHTS ¢a H3TOTBEHH CHIVIACHO H3HCKBAIHATA Ha BLIJIOMCHTEIA.
(moT.12.2.1. mT. 12.3.1.1. ot lpoTtokon Ne 1).

5.1.3. 3a voanmozuunn NeNe 8.29., 8.32., 8.37.-8.61. KoMHCHATA KOHCTATHpA JOTYCHATA TCXHMYECKA TPELIKA B
KOHCTaTarMure mo T. 12.2.2. m 1. 12.3.1.2. or Ilpotokon Nel ormocno nmnca Ha OTOPH3ALMOHHO NMHCMO H
Hexnaparus no noanosuups 8.32. B Inmk Nel yuacTHHKET € npeficTaBWi oTopH3alus H JeKTapatss or ,, AHKEIHHA
{apma Briarapus™ EOO/, HIPY 3a Ne 8.32. JIunceat Oropusanus u Jexnapanus no noxnosuuus 8.30. C mucmo ¢
Bx.Ne 10-00-580/05.08.2016 r. y9acTHHKBT NPeACTARS HHCKAHHTE JIOKYMEHTH, B T.4. K JOKYMGHTHTE 34 [I0AMIO3MLASN
8.30., (Oropu3annoHHO NHCMO M JleKmapariis), M3roTBEeHH CBITIACHO M3HCKBAHMATA HA BL3JIOKHTETA, (mo 1.1222. u
T.12.3.1.2. ot [Iporokon Ne 1).

5.2. 3a OIl Ne 24: 3a noxmosmoun NeNe 24.1.-24.3. m NeNe 24.6.-24.13. e mpeacrarena Jlexnapaums,
H3rOTBEHA CHISTACHO M3MCKBAHMATA HA BB3NOkKMTENA (110 T. 12.3.2. o1 [TpoTokon Ne 1).

Komucusra mpucThiu KeM pasriexnaHe Ha JONB/IHHTENHO NPEACTABCHUTE JOKYMEHTH M KOHCTATHpA, de
Aokymenture 3a OI1 NeNe 8 1 24 ¢ca W3roTBeHH CHINIACHO U3HCKBAHMATA HA BB3TOKHTENS, 3aI0KeHH B OOABICHHETO H
B JlokyMeHTauus 3a yuacTuc. JIOILITHUTEIHO NMPEICTABEHUTE JOKYMEHTH Ca OTHOCUMH KbM JOKYMEHTHTE B I LIMKOBE
Ne 1 ot nbpeonayannata opepra. KoMmucusara H3BEPIIM NpoBepKa 3a CHOTBETCTBHME Ha YUACTHHKA C KPHTEPHHUTE 3a
110A60p, NOCTaBeHH OT BhanokuTeNs B JOKYMEHTAIWATA 33 Y4aCTHE, M ¢ HMITEPATHBHITE W3MCKBAHWMS Ha Wi, 57, ai.
2, 1. 1 ot 3011 (o1M™.), BEB Bpb3Ka ¢ 4. 56, an. 1 ot 3011 (0TM.), 338 YCTAHOBABAHE ITBJIHOTATE M CHOTBETCTBHETO Ha
AOKYMEHTHTE 3a TI0f00p, chabpaaiy ce B [lmukore Ne 1 o1 mepBoHavanHata odepTa na yuacTHHKa o OIT NeNe 8 u
24, 1 Ha NOKymeHTUTe, CHABLPKAM ce B TMHeMO ¢ BX. Ne 10-00-580/05.08.2016 r. (HOMBITHHTENHO {IpeCTABEHHTE
AOKYMEHTH, H3MCKaHu ¢ [IpoTokon Ne 1 ot pabotaTa Ha KOMHCHATA).

KoMHCHATA KOHCTATHPA CIEAHOTO:

Y4acTHUKBT € TIpeficTaBMN HEOOXOAMMHTE NOKYMGHTH CBIVIACHO YTELPAEHATA TPLKHA NOKYMEHTAalus W
H3MCKBaHUATa Ha O0senenwero, pasmen 111,2.1. , JIM4HO CHCTOAHME HA HKOHOMHUECKHTE ONEPATOPH, BKIIOYHTENHO
M3HCKBAHKA BbB BPB3Ka € BIHCBAHCTO B NPOGhECHOHANTHU WIH TBPrOBCKH perucTpr™ u pasnen I111.2.3., TexHHUCCKH
BB3MOXKHOCTH. C OTJIC/ N'OPEU3NOKEHOTO KOMACHSITA JONYCKA YYACTHHKA 10 PA3INIEKIAHCTO HA JOKYMEHTHTE B
uxarx Ne 2 ot odepraTa My obocoGenn nosnimnn Ne 8 u 24 or TexmuaeckaTs cnenn(puKa A,

6. 3a yuactank ,,COPAPMA TPEM/IMHI“ AJl, no obocobenn mosmumn NeNe 11, 15, 18, 21, 29 1 32 or

TexHHTECKATA CHeNHHKATH:
C umxemo ¢ Bx Ne 10-00-581/08.08.16 r. yu4acTHHMKLT e TIPEACTABHN CNEAHMTE JOKYMCHTH, H3HCKAHH OT

KOMHCHATA Ha Bb3JIOXHTEIA:
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6.1.3a OIT Ne 11:

6.1.1. 32 noanosumust Ne 11.59. yuacTHHKLT IpeACTaEs YBeJOMIEHHE 3a IyCKAHE Ha [1a3apa HA KO3MCTHUCH
NpPOAYKT MECTHO TPOW3BOACTBO, HOE 33 mpomsBoautens Bx. Ne 92-@0K-181/29.03.2011 r. wa P3U Codun
{AOIbIHATETHATE NOKYMEHTH ca MpefiocTaBetu o Kouctatauuute 1o T. 8.1.1. or Ipotokon Ne 1);

6.1.2. 3a moamosanum NeNe 11.42.-11.52.BKNI0OYHTENHO YUACTHUKLT NPEACTaBA ITHIHOMOIIHO 0T ,,Roche
Registration Limited”, UK, B kawecTBoT0 My Ha npuTesxaten Ha PY 1 IpoH3BOAMTEN HA NIEeKapCTBEHHTE MPOIYKTH, 34
»Pow buarapus® EOO/, mennomomauk; dewnapauns ot ,,Pom Bearapus® EOOJl; THProBcko MBIHOMOLLHO OT
»Pow bearapus® EOOJl 3a Iepranma 3apepa; [Jexnapaunu or ,Poinr Bearapus® EQOJ] 3a koaMuecTsa W leHA.
OpurusansT Ha OTOPHZAUMOHHOTO NHCMO, M37afieHo OT ,,Pom Brarapus® EOOJ, e npeacraren B odeprara na
ygactuuka. C taka npeacraserute gokymenTd KomucusTa Moxe fa npocnenyd npaBHaTa BPB3Ka MeXY M3Iarel Ha
OropusauuonHo mucmo ¥ Jleknapaupure W OpuTexareas Ha PY/MpoH3Bogurens Ha JIeKApCTBEHHA TPOIYKT, T.€
JAOKYMEHTHTC Ca M3TOTBEHH CBIIIACHO H3UCKBAHMATa Ha BB3nokuTend. (o 1.8.2.1.1. u T. 8.3.1.1 ot [IpoTokon Ne 1).

6.1.3. 32 noamosnuus Ne 11.54.: y4acTHHKLT OPEACTaBA TBITHOMOIIHO OT ,,Jansesen — Cilag Internatione] NV,
benrus, B xadecTBoTO MY Ha npuTexkaren Ha PY - ynmbaHomomuren, 3a . JbxkonceH & JKOHCHH bearapug™ EOOJ u
lanuna Ilerkosa-Tonoposa, neaHoMomuuuy. OpuruHansT Ha OTOPUSATIMOHHOTO THCMO, U3AAAEHO OT , JIKOHCHH &
Hoxoncsn boiarapus® EOO/, e npenctapen B oeprata Ha yuacTHuka. C Taka IpeACTaBeHHTe AOKYMeHTH KoMucusra
MOXE J1a MPOCHIe/IH MpaBHATa BPb3Ka MexkNy u3paren Ha OTopmsamvoHHO THemo U Jleknapauus OT €AHa CTpaHa, H
nputexarel na PY/npowseonwren Ha NekapcTBEHHS IPOAYKT OT APYra CTpaHa, T.e AOKYMEHTHTE ca H3TOTBCHH
CBINIACHO H3MCKBaHUATA Ha Bb3NokuTenA. (Mo 7.8.2.1.2. u 1. 8.3.1.2 ot [Tpotoxon Ne 1).

6.1.4. 32 noamosuuua Ne 11.68.: yyacTHuk®sT mpecTaBd NMBIHOMOIIHO oT ,Eisai Europe Ltd.“, UK, B
KauecTBOTO My Ha nputexaren Ha PY - ymhiaHomowwmren, 3a ,Dapmacymc EOOJ] u Ceerozap B. JecnoTos,
OBITHOMOMHHIM. C TaKa NpeCTaBeHHTE JOKYMEHTH MOMKE Ja Ce NMPOCIENH NMpaBHATA BPb3Ka MEXAY H3iaTeml Ha
Oropuzanporso nuemo u Jleknapauus oT eflHa CTPaHa, H NPHTeXarTen Ha PY/UPOM3BOMMTEN HA NEKAPCTBEHHS
OpOAYKT OT JpyTa CTPaHa, T.€ JOKYMEHTHTE Cca M3TOTECHH CBITIACHO M3MCKBAaHHATA HA Bh3noxkHremd. (no 1.8.2.1.3. u
T. 8.3.1.3. ot IIpoToxon Ne 1).

6.2.3a OII Ne 15;

6.2.1.3a mogmozunum NeNe 15.6.-15.7. yuacTHHKBT MpeicTaBs mpaHoMmomuo ot ,.Glaxo Group Ltd.“ UK, B
Ka49eCTBOTO My Ha npHTexkatTen Ha PY - ynenaomowmuren, 3a ,,I' makcoCmurKiaiin EOO/], Benrapus, MhIHOMOIIHHK;
Opurunan Ha ITeasomomao Ne 179/04.08.2016 r. (Oropuzaumonuo mucMo), uspaneHo ot ,,InakcoCwmurKnain®
EOO/L, buarapus; [lexnapanus 3a konudecTsa u ngHa ot ,,[makcoCmurkKnaiin® EOO/I, Benrapus; VaocroBepenue ot
Toprosekus peructep kpM AB 3a ,nakcoCmutKnaiin® EOQOJI, Btarapus. C Taka npeacTaBeHHTE JMOKYMCHTH
Komycnsita MOXe n1a npocieu TpagHaTa Bpb3Ka MeXIY M3faTess Ha OTOPH3AUMOHHOTO MHeMO W Jlekmapalinara ot
CAla CTpama, M NpUTexarens Ha PY/mpoussoauren Ha jekapcTBeHHs IPOYKT OT Apyra cTpaHa, T.e HOKYMEHTHTE ca
M3TOTBEHU CBHIIIACHO M3HCKBAHMATA Ha BB3/I0KHMTENA. (110 T.8.2.2. u T. 8.3.2. ot [porokon Ne 1).

6.2.2. Y4aCTHUKBT NPEACTaBA TUIATENHO HAPEKAAHE, C KOSTO € NOBHECEHA CYMATa 10 TapaHUMsTa 33 YIacTHe
no OIT Ne 15. C nosonpeacTaBeHHs ZOKYMEHT rapaHuMsTa € B pasmepa, mocoucH B OOsBIeHHeTo W B wacT 4
»YKa3aHW KBM Y4aCTHMLMTE 32 yHacTHE B OTKPHTA NMpoleaypa”, pasaen V ,M3uckBaHusg U ycI0Bus 3a rapaHUMHTe”
oT AoKkyMeHTaluATa (1o T. 8.4. ot [IpoTokon Ne 1)

6.3. 3a OII Ne 18:

6.3.1. 32 noamosAnHa Ne 18.9. yuyacTHMKBT nmpeacTaes mhnHOMowHO ot ,,OM ®apma C.A.*, Tlopryrams, B
KayecTBOTO My Ha IpuTexaten Ha PY H NpoM3BoMTEN Ha NEKApCTRCHHA MPOAYKT — YIBIHOMOIIHTEN, 3a Pocen X.
CumeoHoB, ynennomowen npesactasuren na OM Pharma, Vifor France, u ynpasuren na ,,®apmakonor” EOO]T -
nbIHOMOWHMK, C  Taka TPEACTABEHMS JIOKYMEHT Ce HpoCielsBa TpaBHATZ BPB3KA MeXIy W3JaTelns Ha
OroprsaurorHoTo NucMO 1 JleKnapanuaTa 3a KOIHYeCTBA M LUEHH OT CIHA CTPaHa, M TIIPUTEXATens Ha
PY/mponspoauTens Ha JeKapcTBeHWS NpPOAYKT OT JApYra CTpPaHa, T.e JIOKYMGHTHTE ca H3TOTBEHHM ChHIVIACHO
M3WCKBAHUATA Ha Bp3noxkurens. (no 1. 8.2.3.1. u 1. 8.3.3.1. or [Ipotokon Ne 1).
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6.3.2.: nognozumus Ne 18.11. yyacTHHKbT npeacTass Peluenre 3a BNHCEAHE B eauHHUs pervceThp Ha BT
Ha THPTOBCKOTO TIPE/ICTABUTENCTRO Ha ,, Takena® I'MBX, I'epmanns. YuacTHHKET npeacrass PaspelieHue 3a npoMsHa
na Paspeliicnnero 3a ynotpeda (PY), cerimacHo koeto HoBHs npurexaren Ha PY e ,, Takeda Austria GmbH®, Apcrpus.
Crensa pa ce uma mpeasui, uy¢ B Ilnuk Ne 1 ydqacTHHKBT e npencTaBun opHrHuan Ha OTOPH3aHHOHHO [THCMO OT
THPrOBCKOTO NPEACTaBHTENCTBO Ha ,, Takena® I'MBX, Brarapus, (B kauecTBOTO My Ha MpeCcTABHTEN 3a Briarapus na
»Takema” ITMBX, I'epmanus). ITpu nposepka Ha ., Takeda Group” ce yeTaHOBM npaBHa Bpb3ka Mexay ,,Takeda Austria
GmbH* u ,, Takena“I'MBX, I'epmanus, peclickTusHO Mexay ,,Takeda Austria GmbH* u ,,Takena® ITMBX, Bbarapus.
YUacTHHKBT npeactasd Jeknapanps 3a KOJTHYECTBA M 1IEHH, T.¢ JIOKYMEHTHTE ¢4 M3TOTBEHH CBIVIACHO M3HCKBAHHATA
Ha BB3NOKUTeNA. (o 8.2.3.2. u T. 8.3.3.2. o1 [Iporokon Ne 1);

6.3.3.: 3a noamosanHn NeNe 18.15-18.16. yuacTHUKST npeacTaes Paspemenns 3a ynorpefia Ha JIeKapCTBEHHTE
NPOAYKTH, OT KOUTO € BHaHa npomsaHa Ha IIPY — or ,,A60at, I'M6X", ['epmManus Ha ,,Maiinan Xenrkenp™ ['epmanns;
YHACTHHKET NMPEACTABA ITBIHOMOIHO 0T ,,Makinan Xenrkewp® ['epmanus, B KauecTBOTO My Ha IpurexKaTea Ha PY u
MPOH3BOJUTEN HA NIEKAPCTBEHHA MPOAYKT — YNBIHOMOLIMTEN, 3a ,Maiinan® EQOQ/I, brarapus u 3a Asop Koctos -
nbaHOMOWHHUM. C Taka TPEACTABCHMIC JOKYMEHTH C€ TMpOCIeNsBa MpaBHATA BPb3KAa MeKIy M3faTens Ha
OtopusauuorHoTo mHcMO U Jleknmapaluara 3a KOJAHMYECTBA W UEHH OT €/[HA CTPaHa, W IIPUTEXKATENd Ha
PY/npouzsonuTens Ha JeKapcTBeHWS MPOAYKT OT Apyra CTpaHa, T.e JIOKYMEHTHTE €4 M3TOTBEHH CBITIACHO
H3HCKBAHHATA Ha BB3J10x&HTeN. (1o T. 8.2.3.3. n 1. 8.3.3.3. ot lIpoTokon Ne 1).

6.3.4. 3a noanozuuus Ne 18.17. yuacTHHKDBT HpeACTABH CjeqHUTE JOKYMeHTH: OTOPH3AHOHHO [IHCMO OT
»Mepk [lappn M Joym bwarapus® EOO/, ITeanomowHo oT npurexarens Ha Paspewenuero sa ynorpeba,
Hexnapauus. C Taka mnpeicTapeHHTe JIOKYMCHTH C€ [pociefsBa [PaBHATA BPh3Ka MKy H3JaTeNs Ha
OtopusauponHoto nucMo u JleknapalpaTa 3a KOJIMYECTBA M 1IEHH OT eQHa CTpaHa, M NpHICKATEId Ha
PY/upouzsopurens Ha nexapcTBeHUS MPOTYKT OT Apyra CTpaHa, T.e JOKYMEHTHTE ¢a H3TOTBEHH CBIVIACHO
H3HCKBaUMATa Ha BE3NokHTENs (o T. 8.2.3.4. u 1. 8.3.3.4. or [Iporokon Ne 1).

6.4. 3a OII Ne 29: 3a noagno3nman Ne29.1.-29.2.: yUaCTHHKBT IIPEACTaBA TBIHOMONIHO OT ,,AstraZeneca UK
Ltd.” - ynbanomomuten, 3a 3. IlayHoBa, menHOMOIHEK; JleKTapauus 3a OTOpH3alLMs, KONHUYECTBA H IleHa oT 3.
IlayHoBa, mbianomownuk. C Taka npeacTaBeHuTe JoKyMeHTH KoMuicnaTa MojKe ja TpOCTIEaH NPABHATA BPB3KA MEKITY
uzaatens Ha OTOpH3alMOHHOTO NHCMO M JleknapauuaTa oT eHa CTpaHa, M [IpUTeKaTeNns Ha PY/npomssomwten Ha
TeKapcTReHUA MPOMYKT OT APYyra cTpaHa, T.e JOKYMEHTHTE Ca M3TOTBCHH CHIVIACHO HM3HMCKBAHHATA Ha BhL3TCKHTEI.
(mo 1.8.2.5. n1. 8.3.5. or [Iporokon Ne 1),

6.5. 3a OIl Ne 21: c mucMo ¢ BX.Ne 10-00-581/08.08.2016 r. y4acTHMKBT He TIPCACTARI M3HCKYEMHTE
JAOKyMeHTH. Clie/lBa /1a ¢¢ MMa LIPEIBU, Ye YUACTHHKBT € npeactarun PY ¢ npurexaren ,Merck Sharp & Dohme
Lid., UK. (o 1.8.2.4. u 7.8.3 4. ot [Iporokon Ne 1}.

6.6. 3a OIT Ne 32: ¢ nucmo ¢ Bx.Ne 10-00-581/08.08.2016 r. 3a noamozauun Ne 32.1.- 32.2. y9aCTHHKET He ¢
Mpe/ICTaBa u3MCKyemuTe aoxKyemuTd no OII Ne 32. Crespa fia ce MMa Iipensui, 4e mpeactaBeHoTo Paspemenue 3a
ynorpeba (PY) e na ,AstraZeneca AB”, lllBeuns, NMpOH3BOJMTEN HA JIEKAPCTBEHHMA MpPOAYKT € ,,AstraZeneca”,
BemukoOpuranusa. (o 1.8.2.6. 1 1. 8.3.6. ot [IpoTokoa 1).

Komucuara MpUCTBIN KbM pasriiexkjane Ha AONBIHMTENHO MPEACTABCHUTC NOKYMEHTH M KOHCTATHpA, 1€
Joxymenture 3a OI NeNe 11, 15, 18 1 29 ca W3TOTBCHH CbLIVIACHO H3MCKBAHHATA Ha BB3MOKHTENS, 3al03KEHH B
Obsenennero u B JlokyMeHTauMs 3a y4acrtHe. JIOMBIHHTENHO TNPEACTABEHHTE JOKYMEHTH Ca OTHOCHMH KbM
IJokymenture B ILmuk Ne 1 or mbpponauannata odepra. KOMHCHSTA H3BBPIIM TPOBEPKA 3a CHOTBETCTRHE HA
YYACTHHKA ¢ KPHTEPHHTE 3a TIOADOP, 10CTABeHH OT BB310KHUTeN B JOKYMEHTAITHATA 34 YYACTHE, H ¢ MMIIEPATHBHHTE
H3UCKBanMa Ha wr 57, ax 2, T. 1 or 30II (otm.), BB BpB3Ka ¢ wi. 56, an. 1 or 3011 (0oTM.), 3a ycTaHORSBaHC
NBIHOTATA M ChOTBETCTBHETO Ha JOKYMCHTHTE, ChAbpKalM ce B Ilmuk Ne 1 oT mepponauanuara odepra Ha
yuactHuka o OIT NeNe 11, 15, 18 u 29, 1 Ha nokyMeHTHTe, ChbpKALIM C¢ B nucMo ¢ BX.Ne 10-00-581/08.08.2016 r.
(AoMBAHHUTENHO NpEACTaBEHHTE JOKYMEHTH, nauckanu ¢ [Ipotokon Ne 1 ot pabortarta Ha KOMUCHATA).
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KoMHCHATA KOHCTATHDA CNETHOTO:

VUACTHHKBT € MNpeicTaBHil HEOOXOAMMHTE HNOKYMEHTH CLIJIACHO YTBLPJEHATA TPBKHA AOKYMEHTAUMH H
u3uckBaHusATa Ha Obsenenuero, pasnen I11.2.1. ,,JIM4HO CHCTOAHME HA MKOHOMHUECKHTE OTIEPATOPH, BEIIOUHTEIHO
M3HCKBAHHUA BLB BPB3KA C BIHCBAHETO B NPO(ECHOHAIHH HIH THPIOBCKH PETHCTPH® M pazaen lI.2.3., TexHHuecku
BL3MOXKHOCTH . C Orliell TOPeH3IOKEHOTO KOMUCHSATA JONYCKA YI2CTHHKA 10 pasriexaaHeTo Ha JOKYMEHTHTE B
niauk Ne 2 or opepraTa my oGocodenn nozuumn NeNe 11, 15, 18 1 29 ot Texuugeckara creqHPpHKANHHA.

KommHcuaTa npHeTRIIM KBM pasriiexiaHe HA JONbLIHHTETHO NPEACTABEHUTE JIOKYMEHTH H KOHCTATHpa, 4e
noxkymentute 3a OIT Ne 21 He ca W3rOTBEHH CHIVIACHO W3IMCKBAHMATA HA BB3JIOXKHTEN, 3a)100keHH B ODgRIICHHETO U B
JoKyMeHTallus 33 y9acTHe, IOPAaU CICLHUTE cbobpakenna: B [Tk Ne 1 3a OTT Ne 21 yuacTHHKBT He € PE/ICTaBHII
Oropuzamonno mucMo H Jlexnapauus. C Ilporoxon Ne 1 Komucnata e YKa3ana Ha YYaCTHHKA Ja NPEACTABH
AOKYMEHTH W/HIH Ja [iafe YTOMHEHMS [O MPERCTABCHHUTE MOKYMEHTH, C KOM1O CMAT4, Ye Ie YAORIETBOPH
TIOCTABEHHTE OT BL3/IOMKHTENS KPUTEPHH 3a MopGop.

C nucmo ¢ Bx. Ne 10-00-581/08.08.2016 r. y4acTHUKBT He NpeIcTaBA M3HCKaHHTe MOKyMeHTH 3a OIT Ne 21,
ChbrnacHo W3HCKBAHHATA HA BBAIOKHTENA, IOCOYeHH B OGABICHHETO: paszgen IIL2.3 , TexHuueckH BL3MOXKHOCTH”,
T.10.5. n 1. 10.6., u 8 JlokyMeHTanmara 3a yuactue, yact 4 ,,Ykaszanus 3a YUacTue B OTKpHTA fponenypa“, pasnen IV.
«logroroBka na odeprara®, Iliuk Ne 1: “MlokymenTH 3a noabop”, 1.10.5. u T.10.6. y4acTHHKET € WThkeH 1a
npesicraBu:  ,,OMopusayuoHHe RUCMO (OpUUHAT Wi HOMAPUAAHO 3Q8ePEHO Konue) ce uzdasa om Qupmama-
RPOU3EOOUIMEN HA UMemo Ra y4acTHUKA.  JleknapauysaTa o T. 10.6. ce uzmara om HPUMENCAENA HA PA3PEHICHUENMO
30 ynompeba Ha NeKApPCMBEHUA HPOOYKM.... JCKIADAYUAMA ce RPeOCmAacR 6 OPUSUHAT Ui HOMAPUATHO 3A8EPEHO
xonue. “... ,, Yuacmnuxvm moxce da npedcmasu doxymenmume, nocovenu é m.10.5 u m.10.6 (m.e. omopuzayuonHo
HUCMO U OEKAaPAYUs 3G KOTUNECTGO U WeHd), KAKMO OM HPOUG0OUMENUME Ha AEKAPCMEEHUmE HPOCYKIY, maka u
OM  YRUAHOMOWEHUNE NPeOCTRasument Ha QupMume npouseoOUment, npumedcament Ha paspewerHuemo 3a
ynompeba wa Rexapcmeenume npodykmu. B cayuaii, e yuacmmuxem e VHBIHOMOUEH OM  VIBAHOMOWEH
npedcmagumen Ha gupmama npoussodumen, RpuUmMeNcamen Ha paspeuieriuemo 3a ynompeba HA ReKAPCMEEHUS
HPOOYKM, Mo Mmoti credea 0a npedcmasy OOXYMeHI, Om KOimo e euoHo, ye YROAHOMOUUINETAN € VABIHOMOUEH
npedcmasumen Ha QupmMama npouzeodumen, nNPUMENCamen Ha paspeutenuemo 3a ynompeba Ha JNexQpCMEenus

npooyrm®.

Komucusita w3pbpiid npoBepka 3a CbOTBETCTBHE HA YYACTHHKA C KpHTepuHTe 3a MOAGOP, MOCTABEHH OT
Branoxute)s B AOKyMEHTaLMATA 32 YUaCTHe, U C HMIICPATHBHUTE W3WCKBAHMA Ha wi. 57, an. 2, 1. 1 ot 3011 (o1™.),
BBB BPB3Ka ¢ 4I. 56, air. 1 ot 3011 (0TM.), 32 yCTaHOBABAaHE IBAHOTATA H CHOTRETCTBHETO HA IIOKYMEHTHTE 3a noabop,
ChAbpKaiK ce B Llnkk Ne | or mepBonavannarta odepra Ha yuyacrHuka o OIT Ne 21 » H Ha TOKYMEHTHTE, ChAbPKALLIM
ce B IHCMO ¢ BX. Ne 10-00-581/08.08.2016 r. (IOMLIHKHTENHO TpeCTABEHHTE DOKYMEHTH, H3uCcKaHH ¢ TTpoTokon Ne 1
oT paboTaTa Ha KOMHCHATA),

KoMucHAT2 KOHCTATAPA CIEIHOTO:

Ha ocnopanme un. 68, asn. 10, uspeuchue 2-po ot 3011 (0TM™.) KoMucusaTa He MOske J1a pasriienia JOKYMEHTHTE B
miHk Ne 2 ga ydacThuka no obocoGena nosmims Ne 21, Tl kaTo ToH He OTroBaps Ha KpuUTEpHUTE 3a moubop. B
CLOTBETCTBHC C H3HCKBAHMATA Ha Wi1. 69, an. 1, 1. 1 ot 301I (0TM™.), yKa3aHOTO B JOKyMEHTALMATE HA BLaIokuTens i
Hpotokon Ne 1 ot paborara Ha Komucusara, B cyvati ue YYACTHHK HE e H3IMBITHWI yKasaHuaTa Ha KoMmucuata u e e
TIPEACTABHIT OMCAHHTE H JOTLIHNTENHO M3UCKAHH JOKYMEHTH B CPOK M B CHOTBETCTBHE ¢ KPHTEPHHTIE 3a nonbop,
CBIMHMAT C& Mpejlara 3a OTCTPAHSABAHE OT yqacTHe B MPpoueRypata. YuacTHuksT ,,CODAPMA TPEUIMHT Alluee
IIPE/ICTABHI  HEOOXOAUMHTE JOKYMCHTH CBIJIACHO YTBBpAEHATA TPEKHA JAOKYMCHTAUMA W HINCKBAHHATA Ha
O6sBrenueTo 3a 060coGeHa nozumyst Ne 21, Mopajy KoeTo KOMACHATA He JOMYCKA YYACTHHKA A0 PALIEKTAHETO
HA JOKYMeHTHTe B ILTHK Ne 2 o1 odepTara My 32 060cobena nozanusa Ne 21 or TexanueckaTa crHenH(pHKAN.

Komucusara NpHCTBIH KbM pasInexaHe Ha NOIbIHMTETHO LPEJCTABEHUTE JOKYMEHTH M KOHCTATHDA, 4e
AokymenTure 3a OII Ne 32 33 BeM4KH DOAMOSHIMH HE CA M3rOTBEHH CHIIACHO MIMCKBAHMATA HA BB3I0IKHTE]IA,
sanoxenn B O0apienneTo u B JoKyMeHTaLMA 33 ydacTue, nopagu ciuegHure cLobpaskenna: 3a OIT Ne 32 me ca
TNPEACTABEHH OTOPU3ALMOHHO/M MHCMO/a W JIeKTapauus/v, W3TOTBEHH CBITACHO W3MCKBAHMATA HA BbATOWMTens. B
Il Ne | y9acTHMKBT mpeacTaBs OpHTMHAI HA Oropusammonno nucmo or 3. Ilaysora (B KauecrBoTo #f Ha
TBITHOMOIIHKK Ha , AstraZeneca UK Ltd.). Crnespa na ce uma mpeasup, ue npeacraBeHoTo Paspemenue 3a ynorpeGa
(PY) e na ,,AstraZeneca AB”, Jllseuus, mpoussoguTen Ha TICKapCTBEHNA NIPOAYKT e ,,AstraZeneca”, Benrkobpuranus.
C Hporoxon Ne 1 KomucuaTa e ykaszana Ha yMaCTHMKA 12 3aMCHH NPEACTARCHATE AOKYMEHTH HWIH 04 TIPCACTABH

HOBH, KaKTC U aa AaA¢ YTOUHCHMS 110 IPEJICTABEHHTE JOKYMCHTH, ¢ KOWTQ CMATA, ue e YAOBNETBOPH IIOCTABCHHUTE
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OT BB3NOXKHTENA KpHUTCPHH 3a moabop. C mucmo ¢ Bx. Ne 10-00-581/08.08.2016 r. yuacTHHKBLT He npegcTABs
H3UCKanuTe AokymeHTH 3a OIl Ne 32. Oceen ToBa, BHAHO OT ZOKyMEHTH HA JIPYT VYACTHHK B HACTOSINATA
obwecTeeHa MOPbUKA, UIKIIOUMTENHHTS HPaBa 3a PasTpOCTPAHEHWE HA TEKAPCTBEHHS nponykt 3a Brarapus ca
npexebpiienn Ha ,,CaHopu Asentuc Benrapus” EOOJ, mopamy K0eTo H3MCKYEMHTC ZOKYMEHTH CIIEABA 7@ Ce
n3janat or Hero. OCEEH TOBA CBHIIACHO W3UCKBAHMATA HA BB3JOMKHTENSA, ONWCAHH BbB BIA3IATa B CHIA TPBKHA
HOKYMEHTAIlA, odeprarta cie/Ba [a €hIbPIA BCHUKH TTOANO3UINH, BKTIOUCHH B ChOTBETHATA 060coBeHa mosuums. B
TPBHAKHUTE YCIIOBHA HE € JOTYCHATO O(¢PHPAHe HA €4HA WM HA 44CT OT MOJMO3HLKEHTE B 060cOBeHaTa TO3HINS.
BE3T0MKUTENAT H3PHHHO € TIOCOYMN, Ye OLUCHABAHETO HA O(EpPTHTE W KIACHPAHETO Ha YYaCTHULHTE Ce H3BLPIIRA B
PaMKHTE Ha BCAKA OTACAHA 060co6eHa TIO3HUMA 10 KPUTEPHH HaH-HHCKA NpeIToxkena Lena. ...Ha onenka noniexu
npejlokeHara Kpaiina o0ima kpaiina croiiHoct (tieHa) ¢ Bxmouen JIJIC Ha croTBeTHaTa 06ocobena mosumus. He e
JOMYCHATO OlEHABALE Ha OTAETHH/OTIPeIe/IeHH NOANOIMITAM B PAMKHTE Ha eaHa 060co6eHa mosuLms.

Komucnsara M3BBPIUM NpoOBEpKA 32 CHOTBCICTBHE Ha YYACTHHKA C KPHTEPHHTE 34 noaop, MOCTABEHW OT
Bhanoxutens B 1OKyMEHTALHATA 338 YUACTHE, H C HMIIEPATHBHUTE M2HCKBAHUSA HA w1, 57, an. 2, 1. 1 ot 3011 (oM.},
EbB Bpb3Kka ¢ wi. 56, am. 1 or 3011 (oTM.), 33 ycTaHOBSBAaHE ITBITHOTATA M CHOTBETCTBHCTO HA JOKYMEHTHTE 33
nondop, chabpkaiy ce B [lnuak Ne 1 or nepeonavanHata odepra Ha yuacTHHKa no OIT Ne 32, H Ha JOKYMEHTHTE,
ChAbpKauK ce B cMo ¢ Bx.Ne 10-00-581/08.08.2016 r. (zomBIHHIENHO MPEICTABEHWTE JOKYMEHTH, H2HCKAHM C
IIporokon Ne 1 or paborarta Ha KoMUCHATA).

KomucHsaTa KOHCTATHpA CIIEAHOTO:

Ha ocropanue un. 68, an. 10, uspeuenne 2-po ot 3011 (orm.) Komucusta ne moxke 1a pasriefia JIOKYMEHTHTE B
ik Ne 2 Ha yuacTHUKa no o6ocobena mosuuus Ne 32, Twif KaTo Toif He OTTORaps Ha KpuTepuuTe 3a moadop. B
ChOTBETCTBHMC ¢ H3HCKBaHMATA HA Wi1. 69, an. 1, T. 1 ot 30I1 (oT™.), yKazaHOTO B OOKYMEHTaUMATa Ha BrLanoxurens u
[Ipotokon Ne 1 ot paGorara Ha KomucusTa, B cllydaii ye YUacTHHK He € W3IIBIHHT ykazanuaTa Ha KoMucHaTa 1 He €
TIPENCTABH OIHCAHATE M JOMBIHUTEIHO M3HCKAHH JOKYMEHTH B CPOK H B CHOTBETCTBHE C KPUTEPUUTE 3a 060D,
CLUIUAT C& TIpeJTara 3a OTCTpaHsBaHe OT Y4acTHe B HpoleaypaTa. YaacTHukeT ,,COPAPMA TPEMIUHT Allue e
TIpe/icTABWI HeOOXONMMMTE JOKYMEHTH ChbITTACHO YIBbpPAEHATA TPHKHA JOKYMEHTALMS § W3IMCKBAHHATA Ha
osBaenueTo 3a 06ocobena mosnipa Ne 32, Nopagy KOETO KOMHCHATA He JOIYCKA YYACTHHKA A0 Pa3riexAaHeTo
HA JIOKYMEHTHTE B IUIMK Ne 2 oT odepTaTa My 3a oGocobena nmosumus Ne 32 or TexuHueckaTa cneundHKANHS,

7.3a yuacrunk ,,PbOHHUKC ®APMAY EQOO/L, no o6ocobenn mozunua NeNe 1, 5,12, 13, 14, 15, 16, 18.

22,24,27,29 u 32 or TexungeckaTa cnennpHKaAnAN:
C muemo ¢ Bx. Ne 10-00-583/09.08.16 r. y4acTHMKBT ¢ mpefCTABHI CIEIHUTE JOKYMEHTH, W3MCKAHH OT

KOMHCHSTA HA PHITOMKUTEIS:
7.1. Hexnapanus no wi. 56, an.1, 1.8 or 3011 3a #3non3Bane/HeM3noN3Bage Ha [IOAM3IBIIHUTENH, C TTIOCOUBAaHE
Ha BHJA Ha paGOTHTE, KOMTO 1€ M3BBPLIBAT M JIENA HA TAXHOTO VYACTHE, [OMBIHEHA CHIIACHO Obpasen; B or

JOKYMEHTaLUHATA,

7.2. Hexnapamms no wi3, T.8 oT 3aKOHA 32 MKOHOMHYECKWTC H (PHHAHCOBHTE OTHOLICHHA C ApyaecTBara,
PETHCTPUPAHH B FOPHCAMKUMH ¢ DpedepeniManeH AaHLUCH PEXKHM, CBBP3aHUTE ¢ TAX JIMLA H TEXHUTE JeHCTBUTENHH
coOCTBEHULM, TIOMBITHEHA chriacHo O6pazert U;

7.3. llexnapanus 3a siurca Ha obcrosTenctara no 4.8, an.8, 1.2 or 3011, noirsIHeHa ¢hIIacHO O0pazen E;

7.4. Iluemo ot “Xnmake @apma“ EOOJ 3a mpogykrute o OTT Ne 5 - 3a noanozummn NeNe 5.1., 5.2., 5.3, 5.5.,
3.6., 5.7, 5.8, 5.9, 5.11,, 5.12,, 5.13., 5.14. u 5.15., KOMTO He MOMIENKAT HA perucTpaums o 4a. 7 v 4un. 23 or
3JHIXM, Tbi KaTo CHLIMTE €4 ,AKTHMBHM BElIECTBA™, OTIOBAPSINH Ha (apMUKOLEHHHTE U3HCKBAHWS. YUYACTHHKBT
npencraed 13 Gpos ,,CepTudukaTi 0T H3NHTBAHE Ha MPOAYKLMA™ 33 BCAKO OT AKTHBHUTE BEINECTEA, TPOH3BOAMUTEN
“Xumaxc @apma® EOOL;

7.5. 3a OBocobGena nosumuss Ne 12, moanosunus Ne 12.11., yyactHuksT npeacrasn Paspewuenye 3a yiorpeba ¢
IpUTEXATEN H MPOU3BOJUTEN HA HeKapCTBEeH npoaykT ,,I".Ilox bomkamn® I'm6X, TepManms;

7.6. 32 O6ocobeHa nozmuua Ne 13:
7.6.1. 3a mommoznmmm NeNe 13.1.-13.9. BKIKOUYMTENHO YYACTHHKBT [Pe/CTaBA pasacHeHMa. CEwriacto
Pa3jgcHeHusTa POAYKTHTE HE NOANEKAT HA PEXHM HA PErMCTPALKS, TOPaIH KOSTO He MpHTeKaBar Paspewenns 3a
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ynorpeba. (1.7.4.3. ot IIporokon Ne 1).;

7.6.2. 3a noanosuunu NeNe 13.10.-13.15. 1 13.17-13.27. BKIFOUATE/IHO YY4ACTHHKBT npeacraea PY u kpatku
NEKapCTBEHH XapakTepUCTHKH, (1.7.4.3. ot [IpoTokon Ne 1);

7.6.3. Tipeactasena e Jleknapauus ot ,,Opezenuyc Kabu Brmrapus” EOO/] 3a nofHopspane Ha Pazpemennsara
3a ynotpeba - 3a noanosuimH 13.16., 13.26. 1 13.27. ¢ npunosxerus;

7.6.4. Oropuzaunonto nicmo (OII) or ,}O Cu Bu Bwarapus® EOOJI 3a noanozarnus 13.28.; mbaHoMoIIHO OT
“UCB Pharma SA®, benrms, B Ka4ecTEOTO My Ha npurexaren wa PV, 3a 1O Cu Bu Bwarapus™ EQOQO/,
TBAHOMOMIHUK; [Jleknapamuss 3a nammume Ha Ceprudmuxar 3a no6pa OPOHIBOICTEEHA npaktika ot O Cu bu
brarapus® EOQO/ sa nognosunua 13.28.; Jexmaparusa 3a cnassare Ha cpokosere mo wi.30a, ar. 1 or 3JHIXM 3a
nperocTassre na HAJI Ha nepuonuden noxnaj 3a GesonacHoct cwrnacho HapeaGa Ne 17/19.04.2001 r.; Pazpemenne
3a ynotpeba m Ilepnoguwen nowiaa 3a GesomacHocT ¢ Bx. Ne TAL-27041/25.06.2012 r. C taka NpeICTaBeHHTE
AOKyMEHTH KoMHCHATA MOKE fa TpOCTeNd MpaBHATA BPb3Ka MEXTY H3jaTed Ha OTOPM3ALHOHHO MHCMO M
mpuTexaTenn Ha PY/mpousoaurel Ha 1eKApCTBCHMS TPOAYKT, 1.6 JOKYMEHTHTE €4 M3TFOTBEHH CHINACHO
M3UCKBAHVATA Ha BB3NOKHTES. Y4aCTHUKBT HpescTass Jlewiaparya 3a xomudecTsa W Nenu (o T. 7.5.3.2. W T.
7.6.3.2. ot IIporokon Ne 1).

7.6.5. Oropusauponno nuemo (OIT) ot ,,@pesernyc Kabu Buarapus® EOOJ| 32 yuacTHHKA, CHIIACHO KOETO
YHacTHUKET MOXC Aa oiepupa W auctpuGyTupa ,,mpoaykru Ha Fresenius Kabi”, cernacko mprnosxen Crucek ¢ 27
Opos mpomyxtn (13.1.-13.27. BkmouurenHo). Chaema ga ce wMa MpeaBua, Ye CBIIAaCHO W3HCKBAHHATA HA
BB3NIOKHTENS, TocoueHd B Obsenennero: pasgen 111.2.3 | Texanuecku BE3MOKHOCTH”, T.10.5., 1 B JJoxymeHTanmaTa
38 y4acTHe, 4acT 4 ,, Y ka3aHMA 3a y9acTue B OTKpHUTa mporieaypa®, pasgen IV. «Iloarotoeka Ha oteprara®, [Inuk Ne |:
“Hoxymentn 3a noaSop”, 1.10.5 yuacTHukbT cnensa aa npeacraen Ol or MPOU3BOANTENS/IpHTEKaTeia Ha PV Ha
JIEKApCTBEHUA MPORyKT. 3a noanosumman 13.13., 13.14., 13.17., 13.18,, 13.19., 13.20., 13.21., 13.22., 13.23.,13.27. ca
npeacTaBeHn PY, umiito nputexaren e ,,@pesennyc Kabu bearapus™ EOO]T.

C ormen cnaspade M3HCKBAHMATA HA4 BB3JIOKHTENS 110 OCTAHATHTE MOMNOSHUHA YIACTHUKBT NpecTaBs
AOKYMEHTH, ¢ KOHTO CC IPOCTIEAABA NIPABHATA BPB3KA MEXK/Y APyKeCTBaTa-MpHTeKateau Ha PY: “Fresenius Kabi® ot
UIsenms, “Fresenius Kabi® Apctpus, “Fresenius Kabi® I'epmanus, or efiHa cTpana, u usgarens ua OTOopH3alMOHHOTO
HCMO, OT Aipyra cTpada. 3a nogmosuuun NeNe 13.10., 1311, 13.12., 13.15., 13.24. u 13.25. ca npeacrageHu TpH Gpos
eagoMomuy: meaHoMomuo ot ,Opesennyc Kabu OOJ, Illeuns — ymbaHoMommresn, 3a ~PpeseHnyc Kabu
Brarapia® EOOJ| — MBITHOMOIIHMK; IBIHOMOIIHO oT ,.Dpezennye Kabu I'epmanus® QO] - yneaHoMommren, 3a
»Opesenuyc Kabu Benrapus® EOOJ — MhiuHOMOIMHMK, ThaHOMOmHO oT “Fresenius Kabic Apcrpusa  —
ymbiaHoMOwHTeN, 3a ,,Ppesennyc Kabu brarapua® EOOJ] — neiaoMowmuuk; C JOKYMEHTUTE ce I0Ka3Ba 0OXBara Ha
YILITHOMOLLABAHE OT TE3H JPYHKCCTBa 3a ,,DPpesennyc Kabu brarapus* EOO/] — nbIHOMOIINKK, B KauecTBaTa My Ha
uzaaren Ha OTopu3alHOHHOTO MHeMO. (T. 7.5.3.1. ot [porokoa Ne 1 ).

7.6.6. 3a moamrozuimu NeNe 13,1-13.27 BRIIOUYHTETHO YYACTHHKDBT OpeAcTaBs .. Jlexaapaltis OoT npHTexKaTens Ha
Da3peieHHeTo 3a ynoTpeba Ha JEKAPCTBEHMA TNPOAYKT 34 OCHTVPSBAHE HMA HEODXOMMMMTC KONUYECTRA M
IOTEBKAABAHE HA Npenaranara ieHa /u” ot .. Dpezenmyc Kabu Brarapus“ EOOJI B ka4eCTBOTO My Ha IIPHTEKATE
(ymBIHOMOMIEH TipencTaBUTeN Ha TpuTetkaTens) Ha PV, ¢ kosto ce NOTRBPKAABAT KOMHYECTRA W LUSHH ChINIACHO
npuioxken Cruebk ¢ 27 Gpoa mpoaykra (13.1.-13.27. prounrenno). (. 7.6.3.1, om Hpomoxon 1).

7.7. 3a o6ocobena wosnonsa Ne 15:

7.7.1. 3a nommoszviu NeNe 15.1-15.2. BRIIOUMTENHO YYaCTHUKET HpeacTasst PV sa JCKAPCIBEH NPOUYKT - €
npuTexkaren Ha PY , Glaxo Group Ltd.”, UK, u npomssoaurens ,,GlaxoSmithKline Pharmaceuticals SA, Tloama u
~Glaxo Welkome Production”, @parums. 3a noanosuims Ne 15.3. ¢ npeacraseHo HEMBAHO PY, uznaneno no pexa na
Permamenr /EO/ Ne 726/2004r. TIpu nposepka B Perncrbpa Ha Esponetickara areHuus no JIEKapCTBaTa € YCTAHOBH,
de npurexaren Ha PY e ,,Aspen Pharma Trading Ltd.“, Hpnanaus, a npomssoauren e ,,Aspen Notre Dame de
Bondeville®, ®panmpms.



7.8. 32 o6ocobena no3mung Ne 18:

7.8.1. 3a nognosunuu NeNe 18.1., 18.2., 18.4., 18.6., 18.7. u 18.14. yuacruuksT npeactaes PY ¢ npuTexkaren
»Pharmaceutical Works Polpharma SA*, Iomua (110 1.7.4.5. ot [Ipotokon Ne 1);

7.8.2. 3a noamosuuns NeNe 18.8. yuactauksT npeacraes PY ¢ npuresxaren ,,Lek Pharmaceuticals®, Cnosenms
(no 1.7.4.5. ot IIpotoxon Ne 1);

7.8.3. 3a moamosumms NeNe 18.11. yuacrauker npeactass PY ¢ npurexaren ,Takeda Austria GmbH?”,
Ascrpus, (ro 1.7.4.5. ot Iportokon Ne 1);

7.8.4. 32 nognozunma NeNe 18.3. u 18.5(=13.6.) BKILIOYMTENHO YYACTHHKDT He € MpeacTaBua PY (o 1.7.4.5.
ot [potokon Ne 1);

7.5. 3a obocodena mosummst Ne 24: 3a monmosuunn NeNe 24.4. Ne 24.6 u Ne 24,13, BKTIOUHTENHO YUACTHHKBT
npenacrags PY 3a fekapcTBeHUTe TIPOTYKTH ChIVIACHO H3HCKBAHHMATA HA BBHAIOKMTENA - C NpHTexaren Ha PY Pfizer
Ltd”, UK. (mo 1.7.4.6. ot IIpotoxon Na 1);

7.10. 3a obocobena mosmmma Ne 29: 3a nogmosuuuu NeNe 29.1. w1 Ne 29.2. BKIKOYMTENHO YYACTHMKDHT
npencrass PY 3a nexapcTBeHHTe TIPOJYKTH CBIVIACHO H3UCKBAHMSTA HA BH3JIOMKHTENA - ¢ pHTexaten Ha PY , Astra
Zeneca AB”, Isenus. (o 1.7.4.7. ot Ipotokon Ne 1);

7.11. 3a o6ocobena nosmums Ne 32: 3a noxamosuipu NeNe 32.1, m Ne 32.2. BKIIOUHTENHO YYACTHUKDLT
npeactars PY 3a nekapcTBeHUTE IIPOAYKTH CHITIACHO H3MCKBAHHMATA HA BB3NOKHICIA - ¢ IpHTeXaTed Ha PY Astra
Zeneca AB”, IlIreuus. (110 1.7.4.7. ot [Ipotokon Ne 1);

7.12.3a2 OII Ne 1:

7.12.1. za nopmosumun NeNe 1.1. m 1.2. y9acTHHKDBT [IPEACTaBA [BIHOMOINHO OT ,Bropunrep Murenxaiiv
Nureprewrsien I'mMOX*, T'epmanus, B kauecTBOTO My Ha npurexaten Ha PY sza n-p 5. Xapnuuek, ynpaeuten Ha
»bbopunrep Hurenxaiiv PIIB I'm6X u Ko KI' — wximon Bwarapus® KUT, OBITHOMOIIHMK, KAKTO M KOMHE Ha
OTopusalMOHHO TMHEMO, U3gageHo oT ,bropurrep Hurenxaiim PLB I'mM6X u Ko KT — kiou Bearapus” KYT, 3a
HYXIWTE Ha YMACTHHKA B HACTOSILATA NOpbyKa. OpHriHaneT Ha OTOPH3aMOHHOTO MHCMO, H34AAEHO OT ,,BhOpHHTep
WMurenxaiim PLIB I'm6X w Ko KI' — xmon bearapus KUT, ¢ npeacrasen B odeprata Ba yuacrumka. C Taka
NpPEACTABEHUTE AOKyMEHTH KoMucHara Moxe Ja Tpocniefd NMpaBHaTa BPb3Ka MexAy H3zateN Ha QTOPH3alMOHHO
[HCMO W npuTexaren Ha PY/mpoussoiauren Ha NeKapcTBEHHS MPOUYKT, T.€ AOKYMEHTHTE Ca M3TOTBCHH CBIIACHO
H3ACKBAHUATA Ha BL3NOKHTENS. YUACTHUKET NIpencraes Jlexnaparus 3a konnuectsa v uenw (o 1.7.5.1. n 1.7.6.1. ot
IIporokon Ne 1).

7.13. 3a O1I Ne 12:

7.13.1. 3a mopanosuumun Ne 12.1 m 12.2. yyacTHHKBT npencraes ,JIkamomomno ot ,beprud - Xemn AT“ 3a
yoeaHOMOWwaBane Ha B. Jlymanop - npesicrasuTen 3a PermyOGnuka Buirapus, M3roTBeHO ¢hI1aCHO W3MCKBAHWMATA HA
BRINOKUTENA. C  Taka nNpeacTaBeHHA [JOKYMEHT ce [pOCHeAdBA [PaBHATA BPb3Ka MeXay H3OaTens Ha
Oropusaimonnoro mucmMo W Jlexnapanuara 3a KONHYeCTBa W LEHH OT CHHA CTpaHa, M TPUTEXaTelqs Ha
PV/npowssoaurens na JIeKapcTBEHHS NPOAYKT OT APYra CTpaHa, T.e JOKYMCHTUTE Ca HM3TOTEEHH CBITACHO
H3HUCKBAHHATA HA BB3j10MuMTeNs. (o 1.7.5.2.1. u 1. 7.6.2.1. or Ilporokon Ne 1).

7.13.2. 3a mopmo3unAg 12.3. y4aCTHHKBLT NPeIcTaBsd METHOMOIIHO oT ,,Lex Pharmaceuticals, d.d.“, Cnoeenus,
B Ka4eCTBOTO My Ha MpHTexaren wa PY W npouzsoanTen Ha JICKApCTBEHHA NPOLYKT — YITBIHOMOIUMUTEN, 34
J.Jlakoecku, ymenromomeH npencrapuren W ynpaemsieam ,Canpos JIJL“ TI 3a Bearapus, u I1L.CIlerkos,
YILIHOMOLIEH npeacTaguten. C Taka NPEACTaBEHs NOKYMEHT ce NPOC/ICAIBa MpaBHATA BPB3KA MEKY M37aTend Ha
OropuzanonHoTo nucmo u Jleknapanuara 3a KONHYECTBA H ICHM OT €/HA CTpaHa, M TIPUTCKATENT HA
PY/tipouzsofuTens Ha NEKapcTBEHHA TIPOLYKT OT Apyra CTpaHa, T.€ AOKYMEHTHTE CA M3TOTBEHH CRIVIACHO
UBUCKBAHMATA HA BBEIMTONKHTENA. (o T.7.5.2.2. u 1. 7.6.2.2. ot lipoToxon Ne 1),
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7.13.3. 3a moanosmmus Ne 12.4.(=18.9.) y4acTHUKBT npeaciasa ibinomoinHo oi ,,OM ®apma CA“,
Iopryranug, B Ka4eCTBOTO My Ha IipuTexkarell Ha PY 1 npousBoauTen Ha JeKapcTBEHHMS MPOAYKT — YITBITHOMOITIHTEN,
3a Pocer X. CuMeoHO0B, yIrbaHOMoILeH npeacraguten Ha OM Pharma, Vifor France, u ynparuren na ,@apmaxomors
EOOJ - mpaHomomnuk. C Taka [IpeACTaBeHWA JOKYMEHT ce Npociensea NMpaBHATZ BPH3KA MEXIY H3JaTels Ha
OTOpH3aUMOHHOTO IMCMO M Jleknapanuara 3a KONMTMYECTBAa M LEHM OT eJHa CTpaHa, W TPHTEkKATeNd Ha
PY/nponsBoanTens Ha JieKapCTBEHHS NPOAYKT OT JApyra cTpaHa, T.6 OOKYMEHTHTE ca H3TOTBEHH ChHIVIACHO
HM3MCKBAHUATA Ha BB3nokuTend. (no 1.7.5.2.3. u 1. 7.6.2.3. ot lIpoTokoa Ne 1).

7.13.4. 32 moanosunus Ne 12.7. (=18.11.) yuacTHUKET npencraes PazpelueHue 3a mpoMaHa Ha Pa3pelneHHeTo
3a ynorpeba (PY), ceriacHo koero HoBua nputexaten Ha PY e ,,Takeda Austria GmbH®, Asctpus. Crenpa na ce uMa
npenshz, 4¢ B IlmMk Ne 1 ydacTHHKBT € NpeAacTaBHI opuruHan Ha OTOPH3AIMOHHO TIHCMO OT TBPTOBCKOTO
npencTaBuTencTso na . Takena™ I'MbBX, bwearapua, (B kadecTBOTO My Ha MpeACTABMTEN 3a bLBarapuda Ha
»lakena“I MbX, I'epmanma). Ilpu npoeepka Ha ,,Takeda Group” ce ycraHoBm npaBHa BpB3ka Mexkay ,,Takeda Austria
GmbH" u ,,Takena“I'MBX, I'epmanus, pecneKTUBHO MeXAy ,,]akeda Austria GmbH* u ,, Takega® TMBX, brirapus.
YuacTHUKET DpeacTas dewtapauus 3a KOJMYECTBA H IEHH, T.€ TOKYMEHTHTE Ca M3TOTBEHH CHIVIACHO MAMCKBAHMATA
Ha BB3IOEHUTENs, (110 1.7.5.2.4. u no 1.7.6.2.4.0t1 IlpoTokon Ne 1).

7.13.5. 3a OIL Ne 12, 32 noano3umasg Ne 12.8. y9acTHHKBT NpeaCTaB ITHIHOMOINHO OT ,,Admeda Azneimittel
GmbH, I'epManus, B kKauecTBOTO My Ha NpHTexKarel Ha PY- ynmbiaHomouuTen, 3a a-p Acd [Tonoea, ynpaguten Ha ET
»Penuke meavka — Acg Ilomosa® - mbanomompuk. B Ilmmk Ne 1 yuyacTHHKBT € NpeAcTaBW OpHIHMHAN Ha
OropmsanuoHHO nHeMo OT ,DeHnke meauka — Acd [lonosa® (kato ,,odHIHaNEH TIPEACTABMTEN HA TMPOH3BOIUTENLA
»Admeda” GmbH, I'epManna™) n Jeriapanus 3a konudecTea H leHH. C HOBONIPEACTABEHHS JOKYMEHT Ce TIPOCTIeIRa
IIpaBHaTa Bpb3ka Mesky M3aaTens Ha OTopu3alMoHHOTO MACMO W Ha Jlekmapalpiara 3a KOMHYEeCTBa M LIEHH OT elHa
CTpaHa, M TIpUTeskaTend Ha PY/pousBoauTeia Ha JI€KapCTBeHUA NPOAYKT OT Apyra cTpaHa. (o 1.7.5.2.5. uT. 7.6.2.5.
ot IIporokon Ne 1).

7.13.6. 3a noanosunums Ne 12.9. (=18.12.) yuacTHHUKET NpeACTaBs NBIHOMOLIHO OT ,,Hexal AG“, I'epManus, B
KauecTBOTO My Ha mpuTexaren Ha PY Ha nexkapcTBeHuA NpoaykT — yiobaHoMomyren, 3a JI.JIakoBCKH, YITBJIHOMOIIEH
npejcTaBuTeN H ynpaenssail ,,Cannoz J1.J1.“ TII 3a bearapud, u ILC.Ilerkos, ynsanomonien npeactaeuten. C Taka
TpeACTaBeHs MOKYMEHT ce MpociefsBa IpaBHATA BpB3ka MekAy H3parens Ha OTOPH3ALMOHHOTO IHCMO M
Jexnapauuara 3a KOJHYECTBA M LIEHH OT €Ha CTpaHa, W TNpUTexarens Ha PY/mpousBomuTels Ha JieKapCTBeHHS
NMPOAYKT OT Jipyra cTpaHa, T.e JOKYMEHTHTE ca W3TOTBEHH ChITTACHO M3UCKRAHUATA Ha Rb3jIkuTend. (0o 1.7.5.2.2. 1
T. 7.6.2.2. ot IlpoTokon Ne 1).

7.13.7. 3a OII Ne 12, 3a mommozmmus Ne 12.10. (=18.13.) yuacTHMKBT TIPSACTABA MBHIHOMOINHO OT
,»Chephasaar” Xumuko-papMmanepTuyHn 3aposay, l'epMaHus”, B KauecTBOTO My Ha mpuTexated Ha PY u
IIPOM3BOMTEN HA JIEKAPCTBEHHA NPOJYKT — ynbeaHoMolnuresn, 3a ,,MHII Gapma™ EOQO/, brarapis - METHOMOIIHUK,
C TaKa NpeACTABCHUA JOKYMEHT CC IIPOC/EABa IpaBHATAa BPB3KA Mexay W3jatens Ha OTOpH3aLHOHHOTO MHCMO H
Jewnapanpara 3a KOJMYECTBA M LICHM OT €1Ha CTpaHa, M IpuTexarena Ha PY/mpousomuTesns Ha nexapCTBeHHS
OPOSYKT OT APYra ¢TPaHa, T.¢ A0KYMCHTHTE Ca W3TOTBEHH CBITIACHO M3UCKBAHHATa Ha BBINOKUTENd. (1o 1.7.5.2.6. 1
T. 7.6.2.6. or [IpoTokon Ne 1).

7.13.8. 3a Ol Ne 12, 3a mogmosmmma Ne 12.11. (=13.30.;=18.18.): Ilpu nperien Ha AOMBIHUTEIHHTE
JOKYMEHTH H Ha JoKyMeHTHTe B IInmuk Ne 1 mo OIT Ne 13 Kommensta ycranoeu, ue B Ilnuk Ne 1 e mpeacraseHo
OtopuzauMoHHO THMCMO 3a noanosuuus Ne 13.30. (HoTapuanmHO 3aBepeHO KOMHE), KOETO € OTHOCHMO KbM
JIEKApCTBeHHA TPOAYKT no neanoszduusa Ne 12.11. C HacToamoTo MUCMO 3a TOTBIHUTEIHM JoKyMeHTH BX. Ne 10-00-
583/09.08.16 r. yuacTHMKBLT npeacTaBs 3a noamozuums Ne 12.11. Pazpemenue 3a ynorpeba ¢ npurexkaren H
[IPOU3BOJMTEN Ha JiekapcTBeH npoaykT 0 .Ilon bomkamn“TmM6X, Tepmanus, kakto W OTOPHIAIIMOHHO IHMCMO OT
L -Tlox Bomkamn™ TMOX, ['epmanug- ynenHoMonuTen, 3a ,,OHonuke ®apma“ EQOJ — nenaoMorank. KomMucusata
CUHTA, 4¢ JOKYMEHTHTS C& M3MOTBCHH CBITIACHO H3WCKBAHMATA Ha BB3noxMTend. (mo 1.7.5.2.7. ot Ilpotokonm Ne 1).
VyacTHuKET npeacTass Jleknapalips 3a konuvecTsa | ueHd (rmo T.7.6.2.7. n 1. 7.6.3 4. ot lIpotokoa Ne 1).
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7.14. 3a 06ocobena nozanus Ne 14;

Y4acTHHKBT OPEACTAB MBIHOMOIIHO 0T ,, XuMHYecKuTe 3aBoaH ,,I efeon Puxrep™ AJl, VYHrapus, B KAUeCTBOTO
My Ha nputexaren Ha PY W NpowsBOAMTEN HA JIEKapCTBEHHTE NMPOYKTH - YIBIHOMOWIKTEN, 3a ,,['eneon Puxtep“AJl,
Bwarapus, Tproecku npeacrasutes, peructpupas B 5T - meanomorank. B Tlnuk Ne | yqacTHHKDT € npeicTaBmn
opuruHan Ha Otopuzaumonno TwmeMo ot leneon Puxtep“AJl, Bhiarapus (B Ka4ecTROTO My Ha ThPTOBCKH
npejctaguren Ha ,Jl'epeon Puxtep™ AJl B Penybnuka bwarapus, peructpupan B BTIIIL, u pmefictBam karto
I'LTHOMOLIHHAK HAa XUMHYECKHUTe 3aB01H ,.J'encon Puxtep™ AJl) ¢ mexkmapipaH anraxumeHT 3a UeHH u Jexmapaiys
3a Konu4ecrBa. C HOBONPEJCTABEHHS [OKYMEHT ce TpOClelsBa TNPABHATA BpL3KA MEXAY M3jaTens Ha
Otopu3altiOHHOTO THCMO H Ha JlekiapauuaTa 3a KONUYECTBA M TCHM OT €AHa CTpaHa, M IIPUTEXKATeNns Ha
PVY/nponspoauTens Ha JTekapcTBEHHs NPOLYKT OT Apyra crpana. KOMHCHATA cumta, 9e JOKYMEHTHTE Ca H3TOTBCHH
CBITIACHO H3UCKBAHUATA HA BR3NOKUTENA. (110 T.7.5.4. M 1. 7.6.4. ot [TpoTokon Ne 1).

7.15. 3a OII Ne 15:
7.15.1. 3a moamozummu NeNe 15.1-15.3 BKIIOUHTEIHO YUACTHUKBT HE € npenactapwi OTOPH3ALHOHHO/H

NHCMo/a M Jekapauua/d. (no 1.7.5.5 u 1. 7.6.5.1. ot IIporoxon Ne 1);

7.15.2, 3a nognosunnn Ne 15.4. m Ne 15.5. yuacTHUKBT LpejcTaBs ClEAHMTE AOKYMEHTH: IILIHOMOINHO OT
»Horapric @apma I'm6X*, T'epmannsa - ymearOMomHTeN, 33 Xpiero. B, TpyH4er — ymBIHOMOINEH NPEACTBUTE,
lvaHoMomHo o1 Hopapruc IOpodapm Jlumurea, AHrmus - yosiaHomowwrten, 3a Xpucto, B. TpyHueB —
YOBITHOMOICH npeacTsurell; [IenHomomuo ot Xp. TpyhueB - yoenHomommuten, 3a Cramen M. Ilomos —
YITBITHOMOIIEH TIpecTBUTe; OTopH3anuoHHe mucMo (Jleknapauns), ot Ct. [Tonos - ynsIHOMOWATE, 3a ,,PHOHHKC
@apma® EOO/I - 3a yyacte B HacTosmara OOIIECTBCHA IIOPBYKA C JIGKAPCTBEHHM MPOYKTH, TIOCOYEHH B
Hexnapauusita. € HOBONPEACTABEHHTE MNOKYMEHTH Ce€ TIPOCTCIsBA LpaBHATA BPb3Ka MexXITy W3AaTENd Ha
OropuzauioHHOTO THCMO H Ha [leKnapanuara 3a KONHYeCTBA W LEHM OT €IHa CTpaHa, M TIpUTEXaTeldd Ha
PVY/mpousBonuTens Ha nekapcTBEHIA IPOAYKT OT Apyra crpaHa. (o T.7.5.5.2. uT. 7.6.5.1. ot [IpoTtokon Ne 1),

7.15.3. 32 moamo3umMu Ne 15.6. m Ne 15.7. yuacTHHKBT MpECTaBs IBAHOMOIIHO OT ,,Glaxo Group Ltd.“ UK, B
Ka4eCTBOTO My Ha mpurekarea na PY - yneanomomuren, 3a ,InakcoCmutKnaiin“ EOOM, Bearapus -
neIHOMOWHKK. B Tlmmk Ne 1 yyactHukeT e mpeacraBun opvrunan Ha OTOpM3ALMOHHO THHCMO  OT
»1 nakcoCmurKnaiin® EOO/L, benrapus u Jexnapanus 3a konadectea U 1eHd. C HOBOMPeACTABEHMS JOKYMEHT CC
[pocieasBa MPABHATA BPB3Ka MeX[y H3Jaread Ha OTOPH3aLHMOHHOTO THCMO M Ha Jeknaparuara 3a KONMYECTBa U
LeHH OT e/IHA CTPaHa, U nputexarens Ha PY/npoussoaurens Ha qekapcTBeHHA TIPOAYKT OT Apyra cTpaHa. KoMucusTa
CUHTA, Y€ JIOKYMEHTHTE Ca WRTOTRCHHW CHIVIACHO H3HCKBAHWATA HA BBRINOKWTENH. (o T.7.5.5.3. m T. 7.6.5.2. or
Iporoxon Ne 1).

7.16. 3a OII Ne 16:

3a noanosnunn NeNe 16.5-16.9. yuacTHHKBT Mpe/icTaks NLIHOMOMHO oT ,Mundipharma GmbH“Agcrpus, B
KauecTBOTO My Ha Hpurexcaten Ha PY - ynbaHomomures, 3a Mapko Martiia, menumpxsp va TI , ,Myugudapma
Meauksa* OO/, bearapua - mbnaoMomHuk. B IMnuk Ne | yyacTHuksT € npepcTapun opuruRan Ha OTopu3amHOHHO
micMo ot ,Mynmmdapma Memuken OO/, benrapus u Jleknapanys 3a KoimudecTBa M LeHH. C HOBOTIPECTABEHH S
AOKYMEHT ce TIpocTe/siBa MpaBHATa Bpb3Ka MeXy usjartens Ha OTOPH3aLMOHHOTO MHCMO M Ha Jleknaparuara 3a
KO/IM4ECTBA M LIEHH OT lHA CTPaHa, M IpuTexaTens Ha PY/mpomsBosuTens Ha JieKapcTBEHHs MPOAYKT OT Apyra
cTpaHa. KoMHCHATA CYMTa, Ye TOKYMEHTHTEC ¢a H3OTBEHH CBIVIACHO H3HCKBAHHMATA HA BLAAOKMTENA. (110 T.7.5.6. U T.
7.6.6. or [Ipotoxon Ne 1).

7.17. 3a O6ocodena nozuaas Nel8:

7.17.1. 3a moamosunun 18.8. (=12.3.): yyacTHMKBT MPeACTABA MLIHOMOIIHO OT ,.Lex Pharmaceuticals, d.d.“,
CroBenus, B Ka4eCTBOTO My Ha NpUTexaTen Ha PY H IPOU3BOIHTEN HA NICKAPCTBEHHS MPOAYKT — YITBIHOMOIIHTE, 34
M. Jlakopcku, yneaHOMOmEH mnpeacrasuren M ympaenseawt ,,.Canpos JIJI“ TII 3a bwarapusa, u T1.C.IMetkog,

YIIBJIHOMOUICH NIpCACTABHUTE. C Taka npPCeACTAaBCHHA NJOKYMEHT C€ NPOCHENABa NMPaBHATA BPBb3KA MEKAY M3JaTend Ha
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Oropusanuonoro mucmo K [leknapauuarta 3a KoaMdecTBa M [EHH OT €[HA CTPaHa, W TPUTEKATENs HAa
PY/npoussoaurens Ha NeKapcTBeHMA NPOAYKT OT Apyra CTpaHa, T.¢ NOKYMEHTHTE Ca HM3TOTBEHH CBIACHO
H3UCKBAHHMATA Ha BB3NOXKHUTEN. (0 1.7.5.7.5. u 1. 7.6.7.5. or Ilporokon Ne 1),

7.17.2. 3a noanmosumua Ne 18.9.(=12.4.) yyacTHHKLT MpefCcTaBs IBIHOMOWHO OT ,.OM Mdapma CA,
Ilopryranus, B Ka4ecTBOTO My Ha TIpHTeKaTe 1 Ha PY 1 NPOM3BOLUTEN HA NEKAPCTBCHHS [IPOIYKT — YIIBIHOMOINUTEIL,
3a Pocen X. CumeoH0B, ynbiHoMomeH npeactasuresn na OM Pharma, Vifor France, u yrpasuren Ha ,,Papmaxonors
EOOJT - meaxoMownmk. C Taka OpeAcTaBeHHs DOKYMEHT e NPOCIEnsBa MPaBHATA BPB3Ka MEXAY H3AATe/d HA
OropuzauMOHHOTO nMcMO W JleknapaluaTa 3a KOMMYECTBA W LEHH OT €HA CTPAaHA, M LPHTEXATens Ha
PY/mponssonurens na nekapcTBeHMs NPOAYKT OT JPYra CTpaHa, T.€ JAOKYMEHTHTE Ca H3TOTBEHH ChHIVIACHO
W3MCKBAHHATA Ha BR3NOKHTeNs. (10 1.7.5.7.1. u 1. 7.6.7.1. ot INporokon Ne 1),

7.17.3. 3a OIL N\ 18, 3a noanosunus Ne 18.10. (=12.5.) Ilpu npernena Ha AOMBIHUTEIHATE JOKYMEHTH H Ha
nokymenTHTe B Ilnuk Ne 1 mo OIT NeNe 12 u Ne 18 Komwmcuara yeranord, 4e B Ik Ne 1 mo OIT Ne 12 ca
npencrapeHy Paspomnenue 3a ynorpeGa, OTOpH3aHOHHO mMCMO (HOTAPHMATHO 3aBepeHo Komue) n Jewnaparms 3a
KONMHMYECTBO H IICHA, KOMTO Ca OTHOCHMH KbM JIEKapPCTBEHHS MPOAyKT 110 moano3uis Ne 18.10. Komucuara cumra, ue
AOKYMCHTHTE CA HM3[OTBEHH CBITIACHO W3HMCKBAHMATA Ha BRANOkurends. (mo 1. 7.4.5, 1.7.575. u . 7.6.7.5. or
IIpoTokon Ne 1).

7.17.4. 3a OTI Nt 18, 3a moamozanma Ne 18.11. (=12.7.) yuacTHuKST npeactaes PY ¢ npureskaren ., Takeda
Austria GmbH”, AscTpus (1o 1.7.4.5. ot [Ipotokon Ne 1); YuacTHUKBT mpesicrass 3a noanosumms Ne 12.7. {chuus
JeKapCTBEH NpOAYKT) PaspemieHne 3a mpomsua na Paspewenncto 3a ymotpeGa (PY), CLINIACHO KOETO HOBHS
nputekaren Ha PV e, Takeda Austria GmbH®, Asctpus. Crenpa ma ce uMa npeasun, ue B [k Ne 1 o OIT Ne 12 3a
noanozuuus Nel2.7. yyaCTHWKBT € TpencraBwl OpurHHAaN Ha OTOPH3ALHOHHO IMCMO OT TBPTOBCKOTO
npencrapurencTso Ha ,,Takena™ I'MbBX, Bearapus, (B KauecTBOTO My HAa NOpeAcTaBuTen 3a Bpirapus Ha
-, Takena“I'MBX, T'epmanus). IIpy nposepka na ,,Takeda Group” ce ycTaHOBH npaBHa BPB3Kka Mexay ,,Takeda Austria
GmbH* u ,,Takena“I'MBX, I'epmanust, pecriekTueHO Mexy ,,Takeda Austria GmbH“ u ,, Takena™ I'MEX, Boirapus.
Y4acTHUKBT mpefcTaps Jlexknapauys 3a KOJMYeCTBA M UEHH, T.¢ IOKYMEHTHTE ¢4 H3TOTBCHH CHIVIACHO H3HCKRAHUITA
Ha BB3IOKUTENA (N0 T.7.5.7.5. U T. 7.6.7.5. ot [IpoTokon Ne 1).

7.17.5. 32 OIl Ne 18, 3a noanosunma Ne 18.12. ca OTHOCHMH BCHYKH JOKYMEHTH, HpeCTABEHH 3a
JeKapcTBeHHs NPoAYKT mo moanosuuns Ne 12.9. e [Tmuk Ne 1 mo OIT Ne 12 u B nucmo Bx. Ne 10-00-583/09.08.16 r.
YYacTHUKET MPEACTaRA MBIHOMOIMHO oT ,Hexal AG“ Tepmanusa, B KauecTBOTO My Ha npurexarten Ha PY Ha
JIEKAPCTBEHHA LIPOAYKT — YIBAHOMOIIuTEN, 38 J|.JIAKOBCKH, YIBIHOMOINEH TpeficTaBureN H ynpasassamn ,,Canmos
A TII 3a Bearapus, u H.C.Iletkor, ynbanomoleH npeacrasuren. C Taka npeacTaBeHus JOKYMEHT ce Npoc/eaiBa
npaBHaTa BPB3Ka Mexly u3gatens Ha OTOpH3ALMOHHOTO MHeMO M Jleknapanmara 3a KOJIMYECTBA M LEHH OT €IHa
CTpaHa, M MpUTexKarTensd Ha PY/IpowssonuTeNns Ha JeKapcTBEHMs LPOAYKT OT APYra CTpaHa, T.6 JOKYMEHTHTE ca
H3TOTBECHH CBIVIACHO H3MCKBAHMATA HA BE3NOKMTEN. (Mo T. 7.4.5., 1.7.5.7.5. n 7. 7.6.7.5. ot [Iporokoa Ne 1).

7.17.6. 3a nopnoskeuua Ne 18.13.(=12.10.) yuaCTHHKET HpeAcTaBs nbiaHoMomuo oT ,,Chephasaar” Xummuko-
(papManeBTHHE 3aBOAM, I'epManua™, B KAUECTBOTO My Ha mpuTexaten Ha PY u npouseoantesn Ha JIEKAPCTBEHHA
OpOAYKT — ymeaHOMowuTeN, 3a ,,MUII ®apma™ EOO]l, bearapus - nenumomombuk. B Tlnuk Ne 1 yyacTHHKET e
npeacTaBul opuriaHan Ha OropusauuonHo nuemo or ,MHIT ®apma™ EOOJ, Bearapus ¢ aHrakKHAMEHT 33 LEHH H
Jlexnapanus 3a konudecTBa. C TaKa NpeACTABEHUS JOKYMEHT Ce NPOCITE/TBA NPABHATA BPB3KA MEXY M3AaTeNs Ha
OropusaupsoHHOTO MeMo ¥ JlekapalisTa OT €1Ha CTPaHa, U LpHTeskaTens Ha PY/npoussonuTens Ha fekapeTBeHHs
HOPOAYKT OT Apyra CTpaHa, T.€ TOKYMCHTHTE Ca W3rOTBEHW CHITIACHO M3HCKBAHMSATA HA BBII0KUTENA. (10 T.7.5.7.2. 1
1. 7.6.7.2. or [Ipotokon Ne 1).

7.17.7. 3a mogmosnuun NeNe 18.15-18.16. BRAIOMHTEHO YUACTHHKET TPE/ICTaBs Ba Opos Paspemenus 3a
ynorpeba ¢ npurexkaren Ha PY  Maiinan Xenrkesp ['mM6X“, Xanosep, I'epmanmsa. B ILmak Ne 1 YYACTHHUKBT €
IpeACTABHI OpHTHHAN Ha OTOPH3AUMOHHO NMcMO U Jleknapauus oT Maiinan” EOOJ], Brirapus. Y4acTHHKBT He
IPEACTaBs JIOKyMEHT, OT KOHTO € BHJHO YNbIHOMOM@aBaHe/yupenssane Ha KYJl/perumcrpamms ma Twuproecko
[peCTaBUTENCTBO MR APYr JOKYMEHT, OT KOWTO Ja ce yCTAaHOBHM TpaBHATa BPb3KA MEKAY M3JATENAT HA
OtropusatmorroTo mHecMo ® JlekmapargiaTa OT eQHa CTpaHa, M TPHTGKATENST Ha PY/npomssogurenar #a
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JICKAPCTBCHHUA TpOAYKT OT JApyra. Kommcuara Ha BBL3JIOKHTENS YCTaHOBHM, Ye (TOPH3aIMOHHOTO IHCMC [0

noanosuuy NeNe 18.15-18.16. He e HIrOTBEHO CHLIIACHO M3UCKBAHMATA HA BL3TOXMTE. (110 T.7.5.7.3. OT TlpoTokon

Ne 1). YuacTHuKbBT npeacTass Jlekiapams 3a kou4ectsa u uenn (no T. 7.6.7.3. ot Tporoxon Ne 1).

7.17.8. 3a moamosumust Ne 18.17. yqacTHHKBT HpencTaBs NMbAHOMOIMHO or ,,NV Organon”, Xonanaus, B
Ka4eCTBOTO My Ha HpHTexatesn Ha PY W NpoMsBoswTen Ha JeKapcTBEHWS NPOMYKT - yIBIHOMOLUHTEN, 3a ,,Mepk
lappn M Joym Bwarapus™ EOOJ - mbanomomuwk. B Ilnuk Ne 1 yuacTHHKLT € npemcTaBmi OpUTHHAI Ha
Oropursanuonso nuemo ® Jlexnapamms ot ,Mepk Hlappn U loym Bearapus® EQOJI ¢ moanucH cbe 3ameTas, T.e.
AOKYMEHTUTE HE HM3pasdBaT MPAaBHO BaTHAHH BONeW3sBIcHuA. C Taka TIpesIcTABEHHS JOKYMEHT CE TpOC/elsiBa
lpaBHaTa Bpb3ka Mexy ,,Mepk Hlappn M Hoym brnrapua EOOJL ot enna ctpana, u ,NV Organon”, XonaHaus ot
Apyra CTpaHa, HO He ¢ HajMue BaIMfeH NOKYMCHT, uspaneH or ,Mepk Ilappn M [loym Bearapus® EOQO]I.
Komucuara Ha BE3NOKHTENS YCTAHOBH, Ye OTOPH3AIMOAHOTO MHCMO M JleKnapallksTa no noanosvuns Ne 18.17. He
€24 M3rOTBEHH CBITIACHO H3UCKBAHMATA HA BB3NOXHTENd, (110 T.7.5.7.4. 1 T. 7.6.7.4. or [Ipotokon Ne 1).

7.17.9. 3a O Ne 18, 3a mopmosmums Ne 18.18.(=13.30.;=12.11.): TIpu mperiieqa Ha AOMBIHHTENBHTE
AOKYMEHTH M Ha JOKyMEHTHTC B [Link Ne 1 no OIT NeNe 12, 13 1 18 Komucusita yeranosy, ge B Ik Ne 1 mo OIT 13
¢ npezcrapeHo OTOPH3AIMOHHO NMHCMO 3a Moanosuius Ne 13.30. (HoTapuanHo 3aBEpeHO KOMHE), KOETO € OTHOCHMO
KbM JICKAPCTBEHUA MPOMYKT Mo momrmo3unddg Ne 12.11. u no Nel8.18. C HacToqmoro MUCMO 3a AOTMBIHHTEIHM
nokymenrn BX. Ne 10-00-583/09.08.16 r. y4acTHMKBT MpeacraBs 3a mogmosumus Ne 12.11./13.30/Ne 18.18.
Paspemrerine 3a ynmotpeba ¢ mpUTeKaTen M MPOM3BOAMTEN Ha snexapcTeed mpojykr ,..TIon Bomkamn® I'v6X,
Iepmanns, kaxro 1 OtopH3armoHHO nuemo ot .1 Ilon Bomkavn®™ T'm6X, I'epmanns- ymenaomomuren, 3a ,,DHOHAKS
Dapma“ EOOJ] — nenHoMomHKK. KomucuaTa cumra, de JOKyMEHTHUTE €4 H3TOTBCHU CBLIVIACHO M3UCKBAHUATA HA
BB3NIOKMTENA. (Mo T. 7.4.5.,1.7.5.7.5. u . 7.6.7.5. ot IIporokon Ne 1).

7.17.10. 3a moanosnuum NeNe 18.1., 18.2., 18.3., 18.4., 18.5., 18.6., 18.7 n 18.14. BRIIIOYMTENHO YIACTHHKET
He e npescrasun OtopusauuonHo nuemo. Crienpa 1a ce MMa TIPE/BIA, € C JOMBIHUTENHHTE JJOKYMEHTH YHaCTHAKET
¢ mpenctasui PY ¢ npurtexaren ,,Pharmaceutical Works Polpharma SA“, Tlonma - 3a noamosaunu NeNe 18.1., 18.2.,
18.4.,18.6., 18.7. u 18.14., Ho He npe/icTaBs OTHOCHMH OTOPHALMOHNM McMa U Jlerutapanmm,

OceeH ToBa 32 moamozuuye NeNe 18.3, u 18.5 ywactuuksT He ¢ npencrasun PY. (o 1. 7.4.5., 1.7.5.7.5. u 1.
7.6.7.5. ot Ilporokon Ne 1),

7.18. 3a OII Ne 22: 33 BcemuxH moamozamuu ot OIT Ne 22: V4acTHHKET npeactaea Jexnaparpa or
»Pharmacosmos A/S”, [lanus u ITharomoitHo ot ,,Dr.Falk Pharma GmbH?, I'epmanns 3a ,.EBodapma, Tsproscko
TpeICTABUTENCTRBO™, bhirapis - meiHomomuuK. OT Taka NpesicTABCHUTE AOMBIHHTENHY JOKYMEHTH C8 YCTAHOBSBA
IpaBHATa BPB3Ka (YIIBIIHOMOWABaHe) Mexay ,,EBodapma“, Thproeeko mpeactasutencTso, Buirapus - u3gaten Ha
OropuzanionnoTo nueMo U Jlek1apanysTa 32 KOHIecTBa 1 LIeHH OT ¢lIHa CTPaHa, W IpaTexareure Ha PV, ot apyra
crpaHa. JJoKyMeHTHTe ca OTHOCHMH KBM NpeicraseHHTe B ILTaK Ne 1 o OT1 Ne 22, T.e OKYMEHTHTE ca H3TOTBEHH
CBITIACHO H3UCKBAHUATA HA BBIJIOKMTENS. (10 T.7.5.8. 1 T. 7.6.8. ot [Tporokon Ne 1),

7.19. 3a OII Ne 24:

7.19.1. 3a moamosnuan Ne 24.3. yuacTHHKBT npefgcrards Ceprudukar ot BTTI 3a pmucBane Ha TLProecko
TPE/ICTBUTENCTBO HA ,,Meaokemu Jlmutua®. B [Invk Ne 1 yuacTHHKET e npeacTaBwi opurunan ita OTOPH3ALHOHHO
mHcMo oT I'eopru biaaxes KatnHoOB (B ka4uecTBOTO My Ha TBPTOBCKH NpencTaBuTen Ha ,,Menokemy Jlamutan®, TII,
BHTHO H OT JonbiHUTeNHO npencTabeHus Ceptudukar) m Jlexknapaums. C Taka OpefcTaBeHUs JOKYMEHT ce
NpOCTe/IABa NPABHATA BPB3Ka MEXIY H3faTels Ha OTOPH3ALUMOHHOTO IMCMO U JIEeKiapalusTa OT €1na cTpaHa, u
npuTexkarens Ha PY/npoussonnTens Ha NMekapCTBEHHMs MPOAYKT OT APYTa CTpana, T.e AOKYMEHTHTC €A M3rOTBEHH
CBITNACHO H3HUCKBAHMATA HA BB3TOXKHATERS. (M0 T.7.5.9.1. u T. 7.6.9.1. ot [TpoTokon Ne 1).

7.19.2. 3a mogmozunuu NeNe 24.1-24.2. u NeNe 24.4.-24.13. yuacTHHKBT NpeucTaBs ABA GPOS IIBIHOMOINHH OT
~Plizer”, UK, u or ,Pfizer”, JiokcemMGypr B KauecTBOTO MM Ha NpHTexaTeny Ha PY Wi npowssofdTenu Ha
NICKAPCTBEHUTE TIPOAYKTH — YNBIHOMOWMTENH, 32 [eprana HukonoBa — OBTHOMOWMEK 33 BCHHYKH JE€KAPCTBEHH
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TPOYKTH, 38 KOUTO ApyxkecTeata ca ITPY win npomspogureny. B ITnuk Ne 1 yqacTHMKBT e Ipe/ICTABHIT OPUIHHAN Ha
OropusanioHHo ruemo ot 'eprana Hukonopa (B ka4ecTBOTO i Ha yrbaHOMOWen npeacTaeuten Ha [1PY) 3a m3pauHo
NocoueHH MO CHHCHK JIEKAPCTBEHM TMpPOAYKTH 1o nopnosuimm NeNe 24.1.-24.2., 24.5.-24.13). B ILmak Ne 1
YHacTHHKBT € npeAcTaun Jeknapara ot ['eprana Huxonosa (B kauecTBoTO i Ha YIBJIHOMOINEH MPEICTABHTEN HA
1TIPY) 3a m3puuso mocouenu no CHHUCEK JIEKAPCTBEHH HPOAYKTH no mogmosauuk NeNe 24.1.-24.2. 24.5.-24.13).
Creapa ia ce uMa npeagus, 4e B Crinckka kbM OTOPH3ALMOHHOTO HCMO M KbM JlekmaparmsTa, npeacrasend B 1lnuxk
Ne | or I'eprana Huxonora, He € BKITIOYEH U3DHYHO JIEKAPCTBEHMS TIPOLYKT 1o noanozuums Ne 24.4. Crenosatenno ¢
Taka TpeNCTABCHUTE NONBIHHTENHH [OKYMEHTH C€ TpOCTE/iABA I[IPABHATA BPb3KA MEXIy H3JATend Ha
OTopH3alHOHHOTO NHCMO W JleknapalusTa oT ¢Ha CTpaHa, H MPUTEeKATes Ha PY/MpousBomTeNns Ha ICKApCTBEHHH
NPOAYKT OT ApYra CTpaHa 3a JICKAPCTBEHHTE MPOAYKTH Ho Romuozumum NeNe 24.1.-24.2,, 24.5.-24.13., T.e
AOKYMEHTHTE €1 HITOTBCHH CBII2CHO M3HCKBAHHATA HA BLINOKHTEId. (10 1.7.5.93. u 1. 7.6.9.2. or ITpoTokon
Ne 1).

7.19.3. 3a noamosnums Ne 24.4.: VyacTHHKET He e mpencTaBi OTopH3auMoHHO THeMo M Jlekiapauus oT
npuTexatens Ha PY/npoussoautens Ha nekapcTBeHMs OPOLYKT WM TEXEH YIIBIHOMOLIEH Tpeacraputen. Crensa na
CC HMMa TIPCABHI, Y€ C JOMBIHHTETHUTC NOKYMEHTH YYaCTHHMKBT ¢ mpeictauwn PY ¢ mpurexaren ,,Pfizer”,
JlrokcemOypr u npoussoauren ., Mpeseriyc Kabu“, Hopeerus; nga 6poa nmenmomomun ot ,, Pfizer”, UK, u or ,,Pfizer”,
JlrokceMOYpr B Ka4eCTBOTO MM Ha MpHTeXaTe M Ha PY WHIHM NpOM3BOAMTENH Ha JEKAPCTREHHTE NPOLYKTH —
YIBITHOMOIIMTENH, 33 'eprana Hukonosa — IMbIHOMOIIHMK, KATO IBIHOMOIHWTE 06XBAIAT BCHYKH JICKAPCTBEHH
OpOJYKTH, 33 KOUTO ApyxecTaTa ca [IPY wan npomspogureny. B ITnwk Ne | yqacTHUKBT € peacTaBuil OpHrHHaI Ha
Oropuzaiionno macmo o1 I'eprana Hukonmora 3a _M3puUyHO nocoueHH no CHHCHK JIGKAPCTBEHH TPOAVKTH IO
mopmosviy NoNe 24.1.-24.2., 24.5.-24.13. B Ilmk Ne 1 ywactHuxsT ¢ npencrasun Jexnapamms or Iepraa
Hwxkomora oTHOBO 3a m3puuHO nocoyeHH no CHHCBK NeKkapcTReHA NpoaykTH. Thii kato B CIHCLKZ KbM
OropizatmoHHoTO ueMo U kbM  Jlekmapanuata, npencrasenu B [lmmk Ne | or Feprana Hukonopa, He ¢ BKnOYeH
W3PWYHC JEKApPCTBCHMA IIPOAYKT MO Moamo3uiHs Ne 24.4., KoMHCHATA HA BB3NOMNKWTENA YCTAHORH, Ue JIMIICBAT

Otopu3alHoHHO nMuemo u Jeknaparys no noxamosutms Ne 24.4. (mo 1.7.5.9.2. u 1. 7.6.9.2. ot IpoTtokon Ne 1).

7.20. 3a ObGocoGena nozanusa Ne 27. yuacTHHKBT npeacTaBs mbaHoMomHO oT “Ebewe Pharma GmbH?”
ABCTpHA B KauecTBOTO My Ha HPOM3BOJMTEN HA JIEKAPCTBEHHS OPOAYKT - ymeIHomowmten, 3a ,,Canpos JIJT*
TBPrOBCKO TPEACTABMTICJCTBO - ObAHOMOWHHK. B Ik Ne 1 y4yacTHHKBT ¢ NpeAcTaBul OpPHIMHAN HA
Oropusaumonno mucmo or ,,Canyoz JIJIL“ Teproeeko wpeacraButencto u Jleknapawus. C Taxa npeacTaBeHHA
AOKYMEHT C€ NpOCTIeAdBa NpaBHaTa Bpb3ka MEXIy H3aTens Ha OTOPH3aLMOHHOTO MHCMO W Jlexiapaiuara oT eHa
CTpaHa, H npurexarens Ha PY/IpousBoguTens Ha NEKapcTBCHMA NPORYKT OT APYra CTPaHa, T.¢ JOKYMEHTHTe ca
H3FOTBEHH CHINACHO H3NCKBAHHATA Ha Bb3JI0KHTENA. (0 T.7.5.10. u 1. 7.6.10. ot [IpoTokon Ne 1),

7.21. 3a obocobena mozmmus Ne 29: VuacTHHKBT He mpencrass OropusauuonHo mHeMo U Jleiapaius or
NpUTEKATENAT Ha PY/NpoMsBOOMTENAT Ha JIEKAPCTBEHHA NPOXYKT HIM OT TEXEH YITBIHOMOIIEH NpPCACTABHTEIN.
Cnensa na ce WMa NPelBHA, Y€ C JIONBIHHTEIHHTE NOKYMEHTH YUACTHHKBT MpeAcTaBH PY 3a JEKapCTBEHHMTE
MpOYKTH ¢ nputexarten ,Astra Zeneca AB”, Illpermsa. KoMucHaTa Ha Bb3IOKHTENS YCTAHOBH, e YVUACTHHKET HE
npeactasd OropusauuonHo nueMo U Jlekmapatng no OIT Ne 29, KOWTO ¢a M3TOTBEHH CBHIJIACHO M3HCKBAHMATA HA
BB3N0kHTeNs. (110 1.7.5.11. 1 . 7.6.11. ot ITporokon Ne 1),

7.22. 3a obocobena nozanus Ne 32: VyacTHHKbT He npencTaBs OTOPH3ALUMOHHO NHcMO M [lexnapanms ot
NPUTEKATENAT HA PY/NPONU3BOAMTENAT Ha NEKAPCTREHHd NPOJYKT HIE OT TeXeH VIIBJIHOMOLIEH NpPeICTABHTEN.
CnenBa fa ce WMa TIpENIBHI, UC € JONMBIHUTENHHTE JOKYMCHTM YYACTHHKLT TIpeficTabd PY 3a jlekapcTBeHHTE
IPOAYKTH ¢ MPHTeXkaTel ,.Astra Zeneca AB”, IlIeeuus. KoMucHaTa Ha BB3I0XKUTENS VCTAHOBW, Y€ YUACTHHUKET He

npeacraps OTopusauuMoHHe mHeMo M Jewinapanus oo OIT Ne 32.. KOMTO ca H3TOTBEHH CBIIACHO H3MCKBAHUATA HA

BB3IOKkHTeNs. (1o T.7.5.12. u 1. 7.6.12. ot [Iporokon Ne 1);
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Komucuata npucrbiu  KbM  pasrmexnaHe Ha  JOMBIHHTEIIHO IIPEACTABCHUTE NOKYMEHTH  OTHOCHO
CHOTRCTCTBMCTO HA YYACTHMKA C© KPHTepMMTe 3a 10700p, [OCTRBEHH OT BB3NOXKHTENA, W KOHCTATHPA, e
AONBIHHTEIHNTE NoKkyMeHTH mo OIT NeNe 1, 5, 12, 13, 14, 16, 22 n 27 ca HroTBeHH CLIIACHO HAWCKBALMSTA HA
BB3NOKATENA, 3a0keHn B Ofasnenuero i B JIokyMeHTauws 3a ydacTue. JIOMBIHUTENHO NIPeICTABEHHTE NOKYMCHTH
¢a OTHOCHMH KEBM iIpefcTaBenuTe B oeprara B Imuk Ne 1 no nocouenure OI1.

Komucnsara m3BEpiM IIpoBepKa 3a CLOTBETCTRHME HA YYACTHHKA C KpHTepHHUTE 3a noadop, MOCTABEHU OT
BB3moKuTeNs B JOKYMEHTAIIHSTA 32 YUaCTHe, M ¢ HMIICPATHRHHTC U3UCKBAHMS HA 4l 57, an. 2, 1. 1 ot 3011 (ot™,),
BRB BPb3Ka ¢ wWi. 56, an. 1 ot 3001 (orM.), 32 ycTaHOBABaHe MBIHOTATA M CHOTBETCTEHETO HA JOKYMCHTHTE 33
noabop, chbpikaum ce B Ilmak Ne 1 oT mbpBoHananHata odepra na YHYacTHUKA, ¥ HA JOKYMEHTHTE, CbAbPIKALIK Ce B
nuemo ¢ BX. Ne 10-00-583/09.08.16 r. (1ONBIHHTENHO NpeACTaBEHHTE JOKYMEHTH, H3UCKAHH C IIpotokon Ne 1 or
pabotara Ha komucuata) o OIT NeNe 1, 5, 12, 13, 14, 16, 22 1 27, kouTo odepupa.

KoMucHATA KOHCTATHPA CAEIHOTO!

VYacTHUKBT € MpPEACTABUN HeoOXOAMMHIC AOKYMEHTH CBITIACHO YTEbpAEHATA TPEKHA JOKYMEHTAIHA M
usHcKBanuaTa Ha O6asnenuero, pasaen I11.2.1. | JIHYHO cHCTOSHHE HA MKOHOMUUECKHUTE ONIepaTOPH, BKMOYHTENHO
H3HMCKBAHUA BLB BPB3Ka € BIMCBAHETO B MPOGECHOHATHY WM THPTOBCKH peructpu® u paznen I1.2.3., Texunuccku
BE3MOKHOCTH. C OLIE/] FOPEH3NOKEHOTO KOMHCHSTA JAOMYCKA YYACTHHKA A0 PA3rIeKIAHETO HA AOKYMEHTHTE B
miHK Ne 2 ot odeprara my OII NeNe 1, 5, 12, 13, 14, 16, 22 1 27 ot TexunueckaTa cnennpHKALHN.

Komucyara NpuCTBNH KbM pasriekIaHe HA JONBIHHTENHO IPe/CTABEHHTE JOKYMEHTH H KOHCTATHpa, ue
Aokymenrure 3a OIT NeNe 15, 18, 24, 29 u 32 He ca H3TOTBSHH CBINIACHO W3UCKBAHUATA HA BB3JIOKUTENA, 3a/T0XKEHH
B ObsEnenneTo U B JlokyMeHTALWMA 3a yHaCTHe, TIOPAIH CISTHHATE cbOOpaKeHHS:

3a OI1 Ne 15:

Komucusra e ycrasoruna B Ilpotokon Nel, ue yqacTHHKET He € npeactaBun PY wnu apyr nokymenr, ot xoiito
Ma € BHIHO KO# ¢ mnpurexatenar Ha PY w/mnm kolf e npomBoamtensr Ha NPOAYKTUTE, HE € MpeACcTaBHI
OropuszanmonHo nueMo W Jleknapanus za mopmozumun NeNe 15 1.-15.3.; 3a nommosuuum NeNe 15.4.-15.7,
BIJLIOYHTE/HO YHACTHUKET HE € IIPENICTABAIL I0KYMEHT/H, 4Pe3 KOUTO MOXKE 11a ¢e NPOCIIE/H [PABHATA BPh3Ka MEXY
u3aTeaT Ha OTOPH3ALMOHHOTO MHCMO/IEKNAPAlMATa OT eHA CTPaHa, M NPHTEKATEIUTE Ha PV /mipoussoauTemmre
Ha JIeKAPCTBEHHA MPOAYKT OT Apyra crpana. C Ilpotokon Ne 1 Komuchata e ykasana Ha y4acTHHKA Ja NPEICTABU
JIOKYMEHTH /WK 14 3aMEHH MPEACTABEHNTE TOKYMEHTH W/HITH J1a NIPEACTABA AOTHIHHTETHH JOKYMEHTH, KaKTO H Ja
AAJC YTOUHECHHSA 110 MPCACTABEHUTE JOKYMCHTH, ¢ KOMTO CMATA, 4e LUe VIOBJIETBOPH MOCTABCHHUTE OT BBANOMKUTENT
KpUTEpHH 3a nogbop.

C nmHemo ¢ Bx. Ne 10-00-583/09.08.2016 r. yyacTHUKLT IIPECTABA 9ACT OT M3UCKAHHTC oxkymeHTH 3a OIT Ne
15. He ca mpeacTaBeHy 0TOPH3aUMOHHO/M MHeMO/a 1 Jeknaparus/u 3a NPOTYKTHTE 110 OOANOIMITHH NoNe 15.1.-15.3,
ChriacHo M3MCKBAHHATA HA BB3IOKHTENS, 10COUSHH B OGIBICHHETO: pasaen IIL2.3 | Texnuuecku BBIMOKHOCTH”,
T.10.5. n 1. 10.6., u B JlokymeHTanusTa 3a yyactre, yact 4, VkazaHug 3a Y4acTHe B OTKpPHTa Npouedypa”, pasmen IV.
«Ilogroroska mHa odeprara®, Imik Ne 1: “JloxymenTn 3a noa6op”, T.10.5. u 1.10.6. YYACTHHKBT € [IJIBXKEH Aa
NpeACTABH: ,, OMOPUIAYUOHHO NUCMO (OPUZUHANL UTH HOMADUARHO 3QBEPEHO Konue) ce usdded om Gupmama-
npousgooumen Ha wumemo na ywacmuuxa.“ |, Jexiapayusma no m. 10.6. ce wsdaea om HPUMESICAMENs Ha
paspewtenuemo 3q yrompeda na RexapcmeeHus npOoOyKm.... OCKIAPAyUsma ce npedcmasa & OPUSUHAT WU
HOMAPUARHO 3a8EPEHO KONue. ... ,, Yyacmuuxvm modce Oa npedcmasu Qoxymenmume, nocowenu 6 m.10.5 u m.10.6
(m.e. OMOPUIAYUOHHO NUCMO U DEKIAPAYUA 30 KOTUHECHGO U Yena), KaKmo om HPOUIGOOUMENUME HA AEKAPCIMEEHIUME
NPOOYKMY, MAKA U Om YWeIHOMOUjenume npedcmasument Ha gupmume HPOU3BOOUMENU, NPUMENCAMEN HA
paspewtenyemo 3a ynompeba na aexapcmeenume npodykmu. B cayuail, ve yuacmmuxem e YHOAHOMOUEH Om
YHOIHOMOWEH NPpeOCMAUmen Ha PUPMAMA HPOUSEOOUMEN, RPUMENCAMER HA DASPEUIEHUeno 3a yrompeba Ha
RERAPCHGEHUs. NPOOYKM, MO MOU €1ed8a 0a npedcmasu OOKyMenm, om Koo e 6uoHo, ue YHOIHOMOWURMERAm ¢
VAOAHOMOUEH NPpeOCMasumen HA (QUPMAmMA NpOUSEOOUMER, RPUMENCAMER HA DADEULENUeIO 3 yrompeba wa
aexapcmeenus npooyxm*. OCBEH TOBA CHIJACHO M3HCKBAHMATA HA BBLIOIKHTENS, ONHCAHH BHE BIS3JIATA B CHIA
TpBAkHA JOKyMeHTanws, Ogepmama cnedsa 0a cvObpoca 6CUYKY HOOROIULUY, GKIIOUEHY 8 CHOMBEMHAMA 060cobena
nozuyus. B TPBXKHUTE YCIOBHA HE ¢ JOIYCHATO odepHpane Ha €HA MMM HA 4acT OT MOATIO3HMIHHTE B 060cobeHaTa
no3uikA. Bbanoxurenst uspuuno e nocounn, ye Oyenssanemo Ha oepmume u KRQCUDGHEMO HO VYACTHHUYUME Cce
UBLPUIBA 6 PAMKUME HA 6CAKA OMOeana obocobena nosuyus RO Kpumepuy Haii-Hucka npediosxcena yena, Ha OlEeHKA
HoORexcU npedrodcenama obua Kpaiina cmoiinocm (yena) ¢ skmoven JUIC na cvomeemnama obocobena HOZUYUA.
He e nonycuaro onuchsasane Ha onpeseNeHy IOANIOIMIME B PAMKHTE Ha eAHa 060COBEHA MO3MIIAS.

3a OII Ne 18:
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Komucusra e ycrasosuna a Hporokon Mo 1, ye YHaCTHHKBT He € npefcrasun PY unu apyr nokyment, ot koiito
Dla ¢ BUIHO KOM € npurexarensT Ha PY w/mmm koif e NPOM3BOAHTCIIAT Ha TIPOAYKTHTE - 38 MOAMO3HIEM NeNe 18.1 -
18.8., 18.10.-18.12., 18.14. u 18.18. BITIOMHTCIHO; 33 Moano3uiyu NeNe 18.1.-18.8., 18.10.-18.12., 18.14. u 18.18.
BRILIOYHTETHO YYACTHUKET CBILO HE € npeicTasiil OTOPU3alMOHHO/M MHeMo/a 1 AEKIAPAUNH 38 KOIWYECTRA B LEHH,
3a nonnosHuuu NoNe 18.9,, 18,13, 18.15., 18.16. YHACTHUKBT OPEACTABA OTOPU3AUMOHHH IHCMA H JeKIIapalliH, HO He
MPCACTaBA MOKYMEHT/H, 4pe3 KOMTO Ce J0Ka3Ba MpaBHaTa BPE3KA/YIThIHOMOWIABAHETO MEkKIy H3NATCIUTE Ha
OTOPH3ALMOHHHTE THMCMa M JICKIAPallMTe OT CNHA CTpaHa, H NPOM3BOAMTENHTE Ha JIEKapTCTBEHHTE
NPOAYKTH/TIPHTEKATETHTE Ha Pa3pelleHHs 3a ynotpeba, ot apyra crpana. C Ipotokon Ne 1 Komucusita e yKkazana Ha
YHACTHHKA Jd MNPEACTaBd JAOKYMCHTH H/MIAHM Ja 3aMEHH TIPCICTABEHHTE AOKYMEHTH H/MIM 71a TIpejcTaBH
ACILAHUTENHE NOKYMEHTH, KaKTO M [a Aale YTOUHCHHA 10 MpPeICTABEHHTE JAOKYMEHTH, ¢ KOHTO CMATA, 4Ye Ime
YROBAETBOPH TIOCTABEHHTE OT BL3TOKUTENS KPHTEPHH 32 11060,

C ouemo ¢ x. Ne 10-00-583/09.08.2016 r-. YIaCTHHKBT MPCIACTARA HacT OT H3HUCKaHUTe JMOKyMeHTH 3a Ol Ne
18. He ca mpencraBenn cneanwte moKymeHTH: 32 noanosHuuy NoNe 18.3, u 18.5 yyacTHHKET ne e IIPEJICTABHT
Paspeinenns 3a ynorpe6a; 3a noamosuumu NeNe 18.15-18.16. BKIIOUHTENHO YHaCTHHKBT HE MpPE/ICTABA JOKYMEHT, OT
KOHTO € BHIHO YNEIHOMOLIABAHE/yupesBaHe Ha KHJl/pernctpanus Ha THProecko npeacTaBHTENCTBO MM ApyT
JIOKyMEHT, OT KOHTO fNa Ce YCTAHOBH MpaBHATA BPB3Ka MEKIY H3aTeT Ha OTOpUIAlMOHHOTO IMHCMO W
JleknapauusTta or enHa CIpaHa, M NPUTEKATE/IAT Ha Paspewtenns 3a ynotpe6a /mpomssopurenst na JIEKAPCTBEHHS
NPONYKT OT ApyTa; 3a moanosuuus Ne 18.17. y4acTHHKBT IPeACTaBs TBIHOMOIIHO OT »NV Organon”, Xonaunus, B
Ka9ecrBoTO My Ha NpuTexaren Ha Paspemenus 3a ymorpeba u npoussommuren Ha JAEeKapCTBEHUS TPOAYKT —
ynennomoumren, 3a ,,Mepk Hlappn K Jdoym Brarapus® EOO/ - nuaromoninuk. Cnepsa na ce aMa NpenBua 4e B
Hmnk Ne 1 yyacTHUKBT € npeacTaBmr oparusan na Oropusaumorno muemo u Jekapatps or »Mepxk Ulappn U Joym
Bwarapua® EOOJI ¢ noamuen cbe 3ameras, T.e. AOKYMCHTHTE HC H3pa3sdBaT [PABHO BANHAHHM BOJIEH3SBIcHHA. C
AOCTIBIHUTE/IHAA JOKYMEHT C& NPOCTC/sBA TIPaBHATa BPB3Ka MEXTY ,,Mepk Iilappn ¥ Hoym Bwarapus® EQOJ or
eaHa ctpaHa, W NV Organon”, Xonawmms ot Apyra cCTpaHa, HO HE ¢ HAJWIE JOKYMEHT, H3TaneH oOT
KOMITeTCHTHO/YIB/THOMOLISHO JIHIE, TIPEACTABIABALIO »Mepk Wappn U Joym Buarapus® EOOJ, Crenorarenso
OtopwusalponHoT0/Te_mucMo/a 1 Jleknapaius/n 1o noamosuiy_NeNel8.15., 18.16. m 18.17. He ca W3roTBeHH
CBITIACHO M3UCKBAHWATA HA BBIIOIMUTEN; 33 MOANO3HimMu NeNe 18.1., 18.2., 183, 18.4., 18.5., 18.6., 18.7 u 18.14.
BKIIIOUHTENIHO YYACTHUKLT BhoOIIE He npeacTaps OTOPH3ALHOHNO/A NHCMO/2 H Ackiaapamun. Crenea aa ce HMa
OpCABHI, HE C NOTIBJIHHTENHATE NOKYMEHTH YMaCTHHKBT € NpefcTasHl PY ¢ npurexaren ,,Pharmaceutical Works
Polpharma SA*, TMomua - 3a moanosummu NeNe 18.1.,18.2., 184, 186., 18.7. u 18.14., HO He NMPeACTAaRA OTHOCHMH
OTOPH3AIMOHHH IMCMa 1 Jeknapanuu,

CeprioacHo M3UCKBAHMATA HA EB3NOMHUTENR, TIOCO4eHH B OGsmienmero: pasgen 11123  Texauueckn
BE3MOXKHOCTH ™, T. 10.2.,, 1.10.5. u . 10.6., n B HokymenTaiusra sa ydactue, yacrt 4 ,, Viazauus 3a YYaCTHE B OTKPHTA
npoueaypa®, pasgen IV. «IloaroroBga Ha oeprara®, Ilmuk Ne 1: “JlokyMenTy 3a moxbop”, 1. 10.2., 7.10.5. u 1.10.6.
YHaCTHHKBT € NIBKEH 1a peacTasu. ,,10.2. 3asepeno om ynacmmnuxa kxonue na sanuono paspewenue 3a ynompeba na
AEKAPCIMGEHUs RPOOYKM 6 cmpanama, usdadeHo no peda wa 3JTIXM wim no peda ua Pezaamenm /EO/ Ne
726/20042..... ,, Omopusayuonno nucmo (opueunan unu womapuaino 3aeeperno KOnue) ce uzdasa om upmama-
HPOUIGOOUMER HA UMEHIO HA VYACHHUKA “ wHexnapayusma no m. 10.6. ce usoasa om npumexNcamens Ha
paspeutenuenio 3a ynompeda Ha 1eKapCmeenus npooykm.... Qernapayusma ce Hpedcmass 6 opucUNQn wiU
HOMAPUATHO 3a8epeno Konue. "... ., Yuacmuukvim modice da npedcmasu Ooxymenmume, nocouenu 8 m.10.5 u m.10.6
(m.e. OMOPU3AYUONIO NUCMO U DEKTAPAYUR 30 KOTUYECIIEO Y HEHQ), KAKIMO OM HPOUIBOOUMENUME HA ACKAPCIEEHUME
HPOOYKMu, Maxa u Om YRbAHOMOUJCHUME NpedCmasument Ha Qupmume npouseodumenu, npumexcameny Ha
paspetuenuemo 3a ynompeba wa nexapcmeenume npodykmy, B CAYYQU, Ye YYACHHUKbM € YRLIHOMOueH om
YHOAHOMOUEN npedchasumen Ha Qupmama RpoussoOumen, npumedcamen Ha paspewenuemo 3a ynompeba na
AEKAPCMEEHUA HPOOYKM, Mo Mol credéa da npedcmasu OOKYMEHM, OMt KOUMO € GUOHD, Ye YHbIHOMOWHIMEIAm ¢
YHOIHOMOWEH NPeOCcmasumen na Gupmama npouseooumen, npumexcamen Ha paspewenuemo 3a ynompeba ua
AEKAPCMBENUS HPOOYIn®,

CBIIEBpEeMEHHO CBITIACHO HW3HCKBAHMATA Ha BLIIOKHTENA, ONMHCAHM BBbB BIA3NATA B CHIA TPBKHA
RoxyMmeHTauus, Ogepmama credsa da cwovpoca ecuyxu HOORO3UYUY, BKIIOVEHU 6 CLOMEEntama 060cobena
no3uyus. B TPRKHUTE YCIORHS HE € JOIYCHATO o(epHpaHe Ha €IHA WM HA YacT OT NIOANO3HLMATE B 06ocobenara
mozvind. CHI0 Taka BBITOKMTEIAT M3PMYHO © IOCOYHJ, e Oyenssanemo na ogepmume u xracuparemo wa

17



yHacmuuyume ce usevpuisa 6 PaMKUINE HA 6CAKa omoeana 060COGeHa RO3UWUL NO KpUmepuu Hali — HUCKA
npednoocena yena. Ha oyenxa nodnexcu npednooxenama obwa xpaima cmoilHocm (yena) ¢ exmouen JIC na
cvomeemnama obocodena nozuyus. He e [OMyCHATO OlleHABaHe HA ONPENENeHH NOATIOZHLMH & pPaMKHTE HA €HA
obocolbeHa no3HLIKS.

3a OII Ne 24:

Komucuara e ycranosuna B IIpoTokon 1, de ydacTHHKBT HE € MpeCTABHI Paspemenne 3a ynorpeba/PV/,
Oropuzaimonno memo M JMexnapauns 3a nognozamus Ne 24.4.; 3a monnosunus Ne 24.6 u Ne 24.13. YYACTHHKLT €
npesncTaBun PaspenicHue 3a ynorpeba Ha aHrIMHCKM €3WK; 3a nognosuums Ne 24.3. yyacTHHKBT e IPC/ACTABKI
opuruHan Ha OTOPH3ALMOHHO MUCMO H feknaparms or [eopru braxes Karumo (B kauecTroTo My H&4 TBPrOBCKH
npeacraeuTena Ha ,Menokemu Jlumutua®, TII), a 3a moamosuumn NeNe 24.1-24.2. u NeNe 24.5.-24.13. YYACTHHKBT
TIPEICTaBe OpUrHHan Ha OTOPU3ALMOHHO MHMCMO W AeKiapauss oT [eprama Hukomora (B KayecTBOTO W Ha
yUbIHOMOMEH npencraputen Ha [IPY na u3bpoenn B THCMOTO J1€KApCTBEHW NPOAYKTH). YHACTHHKBT He €
TPEACTABHIL TOKYMEHT, ¢ KOMTO Ce [OKa3Ba YIbAHOMOIIABAHE HIH Apyra MpaBHA BPh3ka MEMIY H3NATE]IHTE Ha
OTOPM3ALMOHHUTE MUCMa W ACKIapalBiTe | IPUTExatenyTe Ha PY Ha nexapcTBeHHTe NpoaykTH 3a NeNe24.1.-24.3. 1
NeNe24.5.-24.13. C Mpotokon Ne 1 KomucHsTa ¢ ykaszana Ha y9acTHHKA [1a TPEACTABH JIOKyMEHTH W/UIK A2 3aMeHH
NPEACTABEHHTE NOKYMEHTH W/HIIH )a NpencTaBu AONMBITHUICNHH [OKYMEHTH, KAKTO M Ja Aafe YTOMHEHHA Mo
NPEACTABEHUTE AOKYMCHTH, C KOMTO CMATA, Y€ ILE Y/IOBIETBOPH NOCTABECHHTE OT BBANOKHTEIA KPUTEPHH 3 TIoAG0p.

C nucemo ¢ Bx. Ne 10-00-583/09.08.2016 r. yyacTHHKBT TIPECTABS HaCT OT H3HCKAHUTE AJokymeHnTH 3a OIT Ne
24. Cneppa fia ce MMa TPEaBH, Y€ ¢ TOMBTHHTENHATe IOKyMeHTH YYACTHHKBT € MPCHCTABMIL: Paspewnenne 3a
ymorpeba ¢ nputexaren ,,Pfizer”, JiokcemGypr i npoussoauten ,®pesennyc Kabu®, Hopserus 3a moanosuums Ne
24.4.; npeacraseHn ca Ba Opos IbIHOMOWHHA OT ,,Pfizer”, UK, u ot ,Pfizer”, JrokcemOypr B Ka4eCcTBOTO HM Ha
mputTexareny Ha Paspemienuwe 3a ynotpeGa /PY/ ®/WNHM NpOWSBOZMTENH HA TEKAPCTBEHHTE NPOLYKTH  —
YOBIHOMOLUTENH, 32 ['eprana Huxonoea — IMETHOMOUIHKK, KATO IHAHOMOUIHHTE OOXBANIAT BCHYKM JIEKADCTREHH
NIPOAYKTH, 38 KOMTO Apyxectrara ca [IPY nix npouspoureny. B TImuk Ne | yuacTHHKBT € MpeincTaBuil OpUrHHAT Ha
Oropusaimonno mucmo ot I'eprana Hukonopa 3a w3puuno nocouenn no CHHCBK JekapcTBEHM NPOIVKTH IO
monnosuumy NoNe 24.]1.-24.2., 24.5.-24.13. B TInuk Ne 1 yyacTHMKBT ¢ npencTaBmn Jlekmapaius oT I'eprana
Hukonora 0THOBO 32 H3pHYHO NocovenH Ho COHCHK JIEKAPCTREHH NPOAYKTH, B K0iTo He GArypupa HPOAYKTLT
no noanozamas Ne 24.4. Caenosarenno KomHemsra YCTAHOEM, 4e¢ JHNcBaT OTOpH3AMHOHHO OHCMO H

Aexnapanus no nognosnuns Ne 24.4,

CBIiIacHO HM3HCKBAHHATA HA BL3JOKHTEIA, MOCOYCHH B (OABIEHHETO: pazmen I1.2.3 , Texmuecku
Be3MOKHOCTH, T.10.5. w 1. 10.6., u B JlokyMeHraimara 3a yuactue, 4acT 4 , VkasaHus 3a YY4CTHE B OTKpHTA
npouedypa®, pasaen IV. «llogrotorka ma odeprara“, [k Ne 1: “JlokymeHTu 3a nondop”, T.10.5. u T.10.6.
YIACTHAKLT € MJILKCH 13 NpefcTaBu: ,, Omopusayuouno RUCMO (OPUSUHAL UAY HOMAPUATHO 3A6EPEHO KONME) ce
usoasa om (HupMAmMa-RPOUIBLOOUMEN Ha umemo Ha yuacmwuxa, |, Jexnapayuama no m. 10.6. ce uzdasa om
HPUMENCAMENS. HO PAPEULERUEMO 3d YROMpe6a HA NeKApCMmEeHusl RPOOYKm.... OeKiapawusma ce npedcmasi 6
OpUSUHAN Wil HOMADUATHO 3a8epeHo Konue. ... ,, Vuacmuuxvm modce 0a npedcmasu QOKYMEHMUME, ROCOYEHU 6
m.10.5 um.[0.6 (m.e. omopuzayuonno RUCMO 4 OEKIAPAYYUA 3a KOTUYECTIED U YEHTL), KAKING OM HPOUGOOUMERUME Ha
AEKAPCINGEHUME  NPOOYKIY, MaKa U Om  YHbAHOMOWEHUME HpedCmasument Ha Qupmume Bpouseooumeny,
RPUMesiCameny Ha paspeuientemo 3q ynompeba Ha Rexapcmeenume npodyxmu. B ciyuail, e yuacmmuxem e
YRBAROMOWEH OM YHBLIHOMOUEH NPEOCINasUmMen Ha (UPpMAama BPoue0dUmen, RPUMENCAMEN HA PA3PEUeHUeno 3a
ynompeba na jexapcmeenus npodykm, mo moil cledéd dua npedcmasu OOKYMEHMm, OM KOUMO e uowHo, ue
YRLIHOMOWUMERAM € YHOIHOMOUCH NPEOCINAsUNEe HA QupMama RPpOUEOOUMEN, HPUMENCAMEN HA PA3PEUICHUSTNO
sa ynompeta na sexapcmeenus, npooyim™. ChIIEeBPEMEHHO CHIACHO M3HCKBAHMATA HA BBIIOKHTENN, ONHCANH BbB
BIS37aTa B CHNA TPBXKHA NOKyMeHTauus, Oghepmama credsa 0a cvOopoica GCUNKU HOONOZUYUY, GKIOYCHU @
coomsemnama ofocobena nosuyua. B TphxHHTe YCIOBHA He ¢ JOIYCHATo oepHpaHe Ha eJHA WIH Ha 9acT OT
nommosHuuKTe B 0bocobeHara moszuuma. CBINO Taka BLIIOKHTENAT H3PHHHO € IOcoqHN, ue Oyenisanemo Ha
ohepmume U KIACUPANEMO HA YUACHHUYUME CE UIGLPUIEd 8 PaMKUME HA 6CAKA omdenna obocobena HOZUYUL RO
Kpumepuy  Hau-rucka npedroscena yena. Ha oyenxa nodnexcu npednodicenama obwa Kpauna cmotinocm {yeuna) ¢
exmoven JJIC na cvomeemnama obocobena nosuyus. He e IOTycHATO OleHABaHe HA ONpeJIeIeHH TIOAMOZAIMM B
paMKHTe Ha eqHa obocobeHa HO3UIMA.
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3a OII Ne 29:

Komucusta e yeranoeuna B Ipotokon Nel, ue YUACTHHKLT He ¢ NpeicTaBun Paspeineunue 3a ynorpeSa/PV/,
Oropusauponno nueMo v Jleknapariis, cbriacho H3HCKBAHHATA Ha BBINOKHTEILA, ocoueny B O0aBIeHHeTO: pasaen
IM1.2.3 ,,Texuuueckw pramoxHOCTH”, T.10.2. T.10.5. M T. 10.6. 3a BCHYKM MOAMOSULIEKM B 060co6eHaTa rmozuuus. C
Hporokon Ne | KomucHata e ykasaia Ha ydacThuka 1a HPECTABY JAOKYMEHTH, C KOMTO CMSTa, Y€ e YAORIETBOPH
HOCTAaBEHHTE OT BR3IOKHTEN KPHTEPHH 3a moabop.

C nucmo ¢ Bx. Ne 10-00-583/09.08.2016 . YHACTHHKDBT NMPE/CTaBA eAMHCTBEHO Paspemenye 3a ymotpe6a/PY/
3a npofykrture mo OIl Ne 29, T.e. He ca NMpeACTAaBEHH OTOPM3AIMMOHHOM THCMO/a M Hexnapaums/u 3a Beuugd
TOANO3HIMU B 06ocobenara mozuis. CEIIIACHO W3MCKBAHMATA HA BB3JIOKATEN, Hoco4eHH B OOaBIeHMeTO: pazaen
I1.2.3 |, Texamveckn BB3MOKHOCTH”, T.10.5. 1. 10.6., u B Hoxymenrauusara sa yuacrue, wact 4 » YKazaHug 3a
yHacthe B OTKpHTa Tipouedypa”, pazaen IV, «Iloaroroeka Ha oeprata®, Ik Ne 1: “JlokymeHTy 3a noabop”,
T.10.5. ¥ T.10.6. y4acTHUKBT e amEiken ma npencTaByu: , Omopuzayuonno nucmo (opucunan wiu HOMAPUATHO
3Q6epeno Konue) ce u30asa om GupMama-npouze0Oumen Ha UMEmMo Ha yuacmuura.” |, Hexnapayusma no m. 10.6. ce
U30ABQ OM NPUMENCAMENs: HA PASPEUEHUEIO 3a ynompeba Ha Aexapcmeenus npooykm.... OexAapayuIma ce
npeOCAass 6 OPUSUH WU HOMADUATHO sasepeno xonue. “... , Vuacmuuxom mooxce da npedcmasu OOKYMeEHIUME,
nocouenu 6 m.10.5 u m10.6 (m.e. omopuzayuonno nucmo u Oexnapayus 3a KoMuuecmeo U Yeua), KaKkmo om
RPOU3BOOUMENUINE 1A NEKAPCMOEHUINE RPOOYKIMY, makd u om YABAHOMOUWeHume npedcmasument na pupmume
NPOUIBOOUINENY, RPUIMENCATNENY HA DAIPEUECHUEMO 30 ynompe6a na nexapcmeenume npodykmu. B Cayyal, ue
YHACHIRUKLIN € YHBIHOMOWEH Om YNWLIHOMOWEH RpedCmasumen Ha Qupmama RpOU3EOOUMeEN, NpUmeNcamen Ha
paspeuienueno 3a ynompeba na rexapcmsenus npooykm, mo moi creded da npeocmasyu OOKYMeHm, om Koiimo e
GUOHO, e YRBIHOMOWUMENAM € YHbAHOMOUJEH npedcmasumen Ha gupmama npouseodumen, npUmeNcamen Ha
paspewenuemo 3a ynompeba na iexapcmeenus npodyxm . ChIEBPeMEHHO ChIVIACHO M3MCKBAHHSTA Ha BB3II0KHTES,
OIMCAHH BLB BIA3NATA B CHNA TPbLXKHa JOKyMeHraums, Ogdepmama ciedsa Oa CHOBPIICA BCUMKU ROONOIULUY,
6KrONeRY 6 Coomeemiama 0bocobena nozuyus. B TPHKHNTE YCIOBUS He ¢ HAOTYCHATO oepHpaHe Ha eHA WIH Ha
HACT OT NoAnosuiure B obocobenara mosurms. CHLIO TAKA BHIIOKHTELIT H3PHIHO € Mocouuil, ue Oyenseanemo na
OQEPIUIIE U KIACUPAHEMO HA YHACTHHUYHME Ce USELPULIGR 8 pAvMKUME HA écaKa omdenna obocobena nosuyus no
Kpumepu Hai — nucka npedaodxcena yena. Ha oyenxa nodnexcu NPeOROHCERAMA 00Ia KPATIHA CINOTHOCT (yena) ¢
sxmouen JIC na cvomsemnama obocobena nosuyus. He e AOTYCHATO OLCHABAHE Ha ONPEASTCHM MOAMNOSHINN B
PaMKHTE Ha eaHa 00ocobeHa no3HLus.

3a OIT Ne 32:;

Kommucusra ycrasosn s Ilpotokon Ne 1, ue He ca npencTaBeHu Pazpemurennn 3a ynorpe6a, oropusannonno/u
IHCMO/a U JIeapauys/v, U3roTBEHN CHINACHO H3HCKBAHHUATA Ha BB3IONKHTEILA, nocoucHn B O6ABIeHneTo: pasnen
[1.2.3 , Texautieckn BEIMOKHOCTH”, 1.10.2., 7.10.5. 1 7. 10.6. 32 BCHYKH MOANO3MLHEN B 0GOCOGEHATA nozauug. C
IpoTokon Ne 1 KomucusTa ¢ ykasana ua yyacTHuka aa TIPCACTaBH IOKYMEHTH, C KOMTO CMATa, e INE¢ yIOBIeTBOPH
MIOCTABCHATE OT BE3IOKHTENTA KPHTEPHH 3a HoaGop.

C nacmo ¢ Bx. Ne 10-00-583/09.08.2016 r. YUACTHHKBT NPEACTaRs eanHCTBeHo Paspewrenne 3a ynorpe6a (PV)
¢ nputexaten ,,AstraZeneca AB”, Hlseuus 3a npogykrute no noanosuuuute B Ol No 32, t.e. He ca npencrarpenu
OTOPH3AUHOHHO/H Temo/a M Hexnaparus/n. OCBGH TOBA, BHAHO OT JAOKYMEHTH Ha APYT YYaCTHHK B HACTOSIIATA
00IIeCTBCHA NOPBYKA, M3KITIOUUTENHHTE Hpasa 3a pasmpOCTPAHEHME Ha JICKAPCTBEHMS TPOLYKT 3a Bijrapus ca
npexebpicHH Ha ,,Canodu Asenruc Bearapma® EQOQ]L, NOPaau KOETO H3HCKYCMHTE NOKYMEHTH CICIBA Ag CC
usnanar ot ,,Canodu Apentuc brirapus™ EOQJL,

CbrnacHO HW3MCKBaHUATA HAa BLINOKHTCNA, mocodcun B OOssnenuero: pasmen 110.2.3 . [ EXHHYCCKH
BE3MOKHOCTH , T.10.5. u 1. 10.6., u B JlokymeHTarmsTa 3a ydyacTue, vact 4 ,,VkazaHus 3a yd4acTue B OTKpUTA
npouenypa®, pasaen 1V. «IlogroToeka Ha oteprara”, Iux Ne 1: “IMoxymentu 3a nonbop™, 1.10.5. u T.10.6.
YHACTHUKBT € IYBXKEH Aa OpeicTaBu: ,, Omopusayuonno nucmo (opueuian uiy HOMAPUQTHO 3a6epeHo Konue) ce
u30asa om GuUpMAmMa-npouzcoouUMen na uMemo Ha yuacmnuxa. |, Hexrapayusma no m. 10.6. ce uzdasa om
RPUMENCamens Ha paspeuwieHuemo 3a ynompeba Ha nexapcmeenusi npooyim.... Oexnapayuama ce npedcmags 6
OpUeUnQn UU HOMAPUATHO 3aeepero xonue."... ,, Vuacmuuxom moxce da npedcmasu OOKYMEHmUme, nocoveny
m.10.5 um.10.6 (m.e. omopusayuonno nucmo u OeKAapayus 30 KOTUNECEO U YeHa), KaKmo om RPOUIBOOUNERUME HA
AeKapCmeeHume APOOYKMY, MAKA 4 OM  YRBLAHOMOUJEHUmE npedcmasumeny Ha upmume npouseodumen,
RPUMENCAMERY HA paspewienuemo 3a ynompeba wa rexapemeenume npodyimu. B CYUAH, Ye VHACHIHUKBI €
VALIHOMOWEH OM YHOAHOMOWCH NPedcmasumen Ha gupmama npouzeodumer, RpUmescamen Ha paspeuientemo 3a
ynompeba na nexapcmeenun npodykm, mo moii credsa Oa npedcmasu  QoKyMenm, om Kolimo e euono, ue
YROTHOMOUWUINERIMN € YROIROMOUEH NPeOCmasumen Ha GupMama npouzeodumen, RPUMENCAMER HA PAIPEUIEHUED
3a ynompeba na nexapcmeenus npodyxm . CHIEBPEMEHHO CHIIACHO H3HCKBAHHATA HA BHIJIOMMTENS, ONUCAHH BLE
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BIA31aTa B cuna TPeXKHA Aokymentauus, Ogepmama credsa da cvowpica ecuuky ROOROZUYUY, BKAIOHEHU 6
cvomeemnama obocobena nozuyua. B TpLKHHTE yCTOBUA HE € NONYCHATO otepupae Ha €JlHA WIM Ha 4acT OT
NOAMO3HIHUTE B ob0ocobeHara mosuums. CBINO TAKA BB3MOSKUTENIT H3PUUHO € NOCOYMN, 4e (Oyenssanemo Ha
oepmume u Kracupanemo Ha yuacmHUyUME ce UFCLPUBA & pamrume Ha 6CAKA OmMOenHA 000COGEHA NozUYUA NO
Kpumepuy Hail — nucka npeonodcena yena. Ha oyenra nodrescu npeORONCEHama obua Kpatina cmoimocm (yena) ¢
sxmoven [UIC Ha cvomsemmnama o6ocobena nosuyus. He e nomycHaro oueHssane ma OIpeACIICHH MOAMO3HIMUA B
paMkuTe Ha en1Ha 00ocobeHa mosuLus.

Komucusita u3sspuim ranoctaa npoBepka 3a CHOTBETCTBHE HA yUACTHHKA C KPHTEPHHUTE 2a 0a00p, IOCTABEHA
OT BBanoskurens B JOKyMeHTALMATA 33 YUACTHE, H C HUMIICPaTHBHHUTE H3MCKBAHHA Ha 4. 57, an. 2, T. 1 ot 3011 (o1™.),
BRE BpB3Ka ¢ 4. 56, an. 1 or 30!l (oT™.), 3a ycTaHORSBaHe TLIHOTATA M CHOTBETCTEMETO Ha JOKYMEHTHTE 3a
noadop, chabpxkaiy ¢¢ B Ilnuk Ne | or mepeoHavannarta oepTa na yuactauka o OIl NeNe 13, 15, 18,24, 29 u32 u
Ha JOKyMEHTWTC, CBABDNKANM Cce B mucMO ¢ Bx.Ne [0-00-583/09.08.2016 r. (mombnHuTenso MPEACTABSHUTE
ROKYMEHTH, WsHckaHH ¢ [IpoTokon Ne 1 o paGotaTta na komucHsTa).

KomucuaTa xoHcTaTHpa CIeqROTO:

Ha ocxoeanwe . 68, an. 10, uspeyenne 2-po ot 3011 (orm.) KomucusaTa HAMa jla pasriefa AOKYMEHTHTE B
KK Ne 2 Ha y4acTHuUKa Tio o6ocobenn mosuumun NeNe 13, 15, 18, 24, 29 u 32, THI KaTo YYaCTHHUKET HE OTrOBapa Ha
KpHTepHHuTe 3a NoAGop. B CLOTBETCTBHE ¢ M3WCKBAHMATA Ha WL 69, an. 1, T. 1 or 30I (oT™.), ykasaHOTO B
NOKYMEHTalMATa Ha Besrokurens u lporokon Ne 1 or paborata ma Komucwsra, B Cilyyal Ye ydacTHHK HE e
H3TBJIHKIL YKa3aHIATA Ha KOMUCHATA M He € PEeACTARHI OTIHCAHUTE M AOTTHJHHTETHO H3HCKAHH JOKYMEHTH B CPOK H
B CHOTBETCTBUC C KPUTEPHUTE 3a MOAOOP, CHIUMAT C¢ IMpEAIara 3a OTCTPAHABAHE OT yYacTHE B IpoLeypaTa.
Yuactuuxst ,,OHOHHKC ®APMA“ EOOJT He e mpencTaBwi HeoGXommMure AOKYMEHTH CBIVIACHO YTBBPIcHATA
1pBAKRA AOKYMEHTAIMA W H3UCKBAHHATA HA 00sBIeHWeTo 3a obocobenm mosumnwmm NeNe 13, 15, 18, 24, 29 u 32,
HOpaAn KOETO KOMHCHSITA He [IOMYCKA YYACTHHKA 10 PasrIekIaHeTo HA JOKYMEHTHTEe B UMK Ne 2 or
otepraTa My 3a obocobenn nozamun NeNe 13, 15, 18, 24,29 u 32 ot Texunueckara cnenuHKAnHNA.

12. ,,®APKOJI” AN, 32 060cobena nozuuus Ne 13 or TeXxHHUeCKATa cnenupuKANHN:

C macvo m3x. Ne 10-00-332 or 02.08.2016 r. Ha BcHukH YYaCTHUIM B HACTOAIIATA MpOLEypa Ha
eMEKTPOHHUTE UM anpecH Geme uanpateH TIpotoxon Ne 1. B ITpotokon Nel Komucuara ¢ yKasana, ¢ Y4acTHHKET
crensa ma mpenctaeu: Paspeinenye 3a ynorpe6a na nexapersenus npoaykt {PY) 3a noanosumuu NeNe 13.1.-13.9. 1
3a NeNe 13.28.-13.30.; OTopuzanmonno/u nreMo/a 3a noamosuums NeNe 13.10,,13.11,, 13.12,, 13.15,, 13.16., 13.24.,
13.25., 13.26. u 3a nognosuumu NeNe 13.28.-13.30. Re:0unTenHO; Jlexaapanya 3a ocurypseaHe Ha HEOOXOAHMUTE
KOJIMMECTBA H NOTBLPIKAABAHE Ha IIpe/|/IaraHaTta LeHa - 3a BCHYKH NoAno3HuuH ot O6ocobena mosumms Ne 13.

B ykazanusi cpok 3a mpecTaBSAHE HA JOUBIHHTEJHHTE AOKyMeHTH - 5 (mer) paGoTHH anH oT
MOJNyJABAHETO HA HPOTOKOAA, YYacTHHKSLT ,,DAPKOJI® AT mHe e AemO3HPAT IHCMO ¢ JONLJIHHTETHM
AOKYMeHTH B JesoBoacTBOTO Ha CBAJIO EAJ,

CErmacHO M3HCKBAHWATA Ha BB3IOMKHTENH, MOcoueHH B  OBSsBICHHETO: pazmen II1.2.3 , Texuwdeckwn
ppaMoxaiocTrt”, T. 10.2,, 1.10.5. u 1. 10.6., u B JlokymenTanusTa 3a Y4acTHe, 4acr 4 ,,Yka3aHus 3a y4acTHe B OTKPHTA
nponenypa“, pasaen IV, «lloaroroeka na odeprara®, [lmuk No 1; “Hoxymenru 3a noabop”, 1. 10.2., 1.10.5. u 1.10.6.
YHaCTHHKBT € NIbXKEH 1 NIPeJICTABH: ,,/().2. 3asepeno om yuacmuuka konue Ha ¢auOHo paspeuienue 3a ynompeba na
Aexapcmeenus npodykm € cmpanama, uzdadeno no peda wa 3JIXM wau no peda na Peznamenm /EC/ No
726/2004z2.7.... ., Omopusayuonno nucmo (opuzunan wiu HOMAPUGAHO 3a8epeHo Konue) ce uzdasa om gupmama-
HpOU3BOOUMEN HA umemo Ha ywacmuuka. |, Hexnapayuama no m. 10.6. ce wzdasa om HpUmMENCamens nd
paspewenuemo 3a ynompebda HA 1eKapCIeeHus RPOOYKM.... OeKiapayuima ce npeocmass 6 OpuPuUHAA Wil
HOMAPUANHe 3asepero xonue. “.. |, Vuacmuuwvem mooce oa npedcmasu doxymenmume, nocovenu ¢ m.10.5 u m.10.6
(m.e. OMOPUBAYUOHHO HUCMO U OEKNAPAYUS 30 KOTUUCCIIGO U YEHA), KAKMO OMm NPOUIGOOUMENUME 1A NEKAPCIMEEHUME
HPOOYKMu, MaKa u Om YHLIHOMOWEHUME RpeOCAasUMEny Ha pupmume npoussodument, npumesNCcament wHa
paspewenuemo 3a ynompeba wa aexapcmeenume npodykmu. B cyuail, ue VHACIHHUKBIN € YHBAHOMOUER Om
YHOIHOMOWEH HPeOCMAasumen na (QupmMama npouseooumen, npumelNcamen Ha paszpewenuemo 3a ynompeba na
RERAPCMEERUSL. NPOOYKM, Mo Mot ciedsd 0a npedcmasy JOKYMeHM, om Kobimo e BUOHO, Ye VNBAHOMOUUMERSM e
YRBIHOMOWEH BPeOCMAGUmen Ha (QupmMama npouscoOumen, npumexcamen Ha baszperienuemo 3a ynompeba na
aexapcmeenus npooykm . ChIUEBPEMEHHO CLITIACHO W3NCKBAHUATA HA RL3/ICIKUTENS, OIMCAHA BHE BALIATA B CIUIA
TPBAKHA foKyMeHTalus, Oepmama ciedsa 0a codwpoca 6CuiKy ROGNOIUYUY, GIIIOHEHH & ChOMBEIMHAMA 060CobeH
nosuyui. B TpmKHMTe YCNOBHA He € nonycHato odepHpaHe Ha eHA MM HA HacT OT NOANO3HUMHTE B 000c0o0eHaTa
nosuuud. ChIO TAKa BHIIOKHTENAT M3PHYHO & TIOCOYMN, Ye (Myenssanemo na ogepmume u xracupanemo Ha
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VHGCHHUYUME Ce U3BLPUEA 6 PAMKUME HA 6CAKA omdenna 060cobeHa RO3UYUs RO KpUMepuy HAli-HUCKA NPEORONCEHH
yena. Ha oyenxa noonexcu npednoocenama obwja kpaiing cmoiimocm (yena) ¢ exmouen JUIC ma cvomeemnama
obocobena nozuyus. He e molycHaTo OIEHSBAaHC HA ONpeAeNeHH MOJNO3WIMM B PaMKHTEe Ha emHa oGocoGeHa
[O3HLHS.

B croreercTRHe ¢ m3uckBanmATa Ha Wi 69, am. 1, 1. 1 or 3011 (oT™.), YKa3aHOTO B JOKyMEHTaLMATA Ha
Branosxurens u lporokon Ne | ot paGorara na Komucusta, B c1yuaii ue y4acTHHK He € M3ITBIHKT YKa3aHUATA HA
KoMucHsTa M HE € NPEACTABMI ONHCAHHTE W AOTBITHHTEIHO H3HCKAHH AOKYMEHTH B CPOK M B CHOTBETCTBHE C
KPUTEPUUTE 32 MOAO0p, CHUIMAT Ce MPEANAra 3a OTCTPAHABAHE OT VUACTHE B IPOLEAYpaTa.

Yuacraukst ,,PAPKOJT” A/l He e BXOaHpall IMCMO — Pa3iCHEHHS, ONKC M HE © NPECTABHA HEOOXOXHMHTE
JOKYMEHTH CBIIACHO YTEbP/IEHATA TPLIKHA JOKYMEHTALIHA M U3HCKBAHMATa Ha 00SBNeHHETO 3a 000cobeHa HOZHIHS
Ne 13 B 3aKOHOBO OTIpefiENIEHHA CPOK, MOPATH KOCTO KOMHCHATA He TOMYCKA YIACTHHKA 0 PA3IIEHKIAHETO HA
AOKYMEHTHTe B INIHK N2 2 oT odepTaTa My 3a oGocoGena mozunua Ne 13 or Texnuqeckara cnenadgukanms.

Br3 0cHOBa Ha YCTAHOBEHOTO ChuTBCICTBIE HA IlnukoBe Ne 1 1 Ha /IOKyMEHTHTE, NPeICTABEHH OB THUTEIHO
Ha OCHOBaHMe 4. 68, an. 9, u3p.1-o ot 30I] (0TM.), ¢ W3UCKBAHMATA HAa BBL3JOXKHTENS M 3aKOHA 3a OOLIECTBEHUTE

NMopbYKH, KoMucuara u3rorey cleguus
CIIMCBK HA YUACTHHUIINATE,

HEZOITYCHATH JO PA3IJIEAKTAHETO HA JOKYMEHTHUTE B ILTHK No 2

OT NNOAAJAEHATA O®EPTA:
1., DAPKOJI* AJl - 3a 06ocobena mosuims Ne 13 ot Texundeckara crieuuduKarys;
2.,,@bOHHKC ®APMA“ EOO/] - no obocobenn mosuumm NeNe 15, 18, 24, 29 u 32 or Texuudeckata

cneunbuKaLms; .
3.,,CO@APMA TPEMJHHI™ AJ] - 3a o6ocofenn mosunun NeNe 21 u 32 ot Texandeckara cneuHHKalNs;

B13 ocHOBa Ha yCTaHOBCHOTO ChOTBeTCTBHE Ha ITmikoBe Ne 1 v Ha AOKyMEHTHTE, NPEICTABEHH JOIBIHHTEIHO
Ha ocHopanme wi. 68, an. 9, mp.i-Bo ot 3011 (0TM.), ¢ U3UCKBAHHMATA HA RBL3JIOIKMUTENS H 33KOHA 33 ODIIECTBEHMTE
nopbukd, KoMHCHSITA HpHCTHIE KbM pasriexgaHe Ha goxkymentute B Iimmk Ne 2, JIpeniaoskenme 3a
H3NbJIHEHHE HA IOPBLYKATA” HA YIACTHHIUTE, KAKTO CJIEABA:

1. ,E EHJ A ®APMA BLJICAPHSI EAJd no obocobena mosmmma Ne 26 or TexHuueckaTta

crenHpHKaI;

2. WJAHATHOCTHK HMHRIZKHHI ™ OO/ no obocobeHa nosuuus Ne 6 ot TexHHuecKaTa ClICHHpHKAIHS,

3. »@®APKOJI* AJl - no obocobenn mosuuuu Ne 3 u 23 or Texuuueckata cenupuKaris;

4. »OAPMHET® AJl - no o6ocobena nosuums Ne 21 ot Texundeckarta creLpQHKaIms;

5. W IPOPAPMALIUA* EOOJ - no oGocobeny nosumuy NeNe 2 11 31 ot Texnuueckara crietudHKaTms;

6. wCTHHI™ A/ - o oGocobena nozuuusa Ne 17 ot Texaudeckara cnelupHKaLms;

7. w®BOHHKC ®APMA“ EOOJ - no odocoGend mozmiuu  NeNe 1, 5, 12, 13, 14, 16, 22 u 27 ot
TexHnueckara crieumpHKAIHS,

8. ,CODAPMA TPEMIMHI* ANl - mo 060coGenu nosuiuu NeNe 11, 15, 17, 18 u 29 ot Texuuueckara
CHCHM(HKALIKA,

9. \MAPUMIIEKC -7” EQOJ - no obocodenu mosuumu NeNe 27 u 30 ot TexHHUccKaTa CIEIHpUKALIHS,

10. ,, COJIOMEA* EQOOMX - o ofocoGenn nozuumu NeNe 4, 7 1 32 ot Texunueckara crienHpHKaLN;

11, ,EKOPAPM” EOOJ - no o6ocobena mozurms Ne 9 ot TexHudeckara crielM(HKaLEs;

12. \MEJEKC* O0] - no o6ocobenu nosumun NeNe 8, 10, 16, 24, 27 or TexumueckaTa crieuudpHKaIms;

1. Vuaacruuk ,EH EHJ] U ®APMA BbJITAPHS“ EAJ no oGocobena mosuunsa Ne 26 or TexnndeckaTa
cnenAUKATANA:

Cren m3pbplIeHaTa IPOBEPKa Ha AOKYMEHTHTE, ChabpaKainy ce B [Imuk Ne 2 Ha yuacTHHKA o 060cobeHa mosHLIus
Ne 26 or TexnmaeckaTa cnenpdukaius Komucusata yeTaHoBH, Ue Te ChOTBETCTBAT HA MMIIEPATHEBHUTE M3UCKBAHHS HA
3akoHa 3a ofmecTBEHHTe MOPBYKH M Ha YCIOBHMATZ Ha Bonanoxurens, cvriacHo JJOKyMEHTALMATA 33 YMACTHC B
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HACTOAATa NpoLielypa 3a Bh3Narate Ha oblecTBena nopruka. C or/ieA Ha TOBA, KOMHCHSITA JONMYcKa YyacTHHKA
0 CJIEABAN] €TAIl OT Y1ACTHE B IPoneAypaTa odocobena mosnnna Ne 26 ot Texnnyeckara cnenuduKrammns.

2. VYuacrauk ,,JUATHOCTHK MMHKWHI OOJ] no ofocoGena mosummsi Ne 6 ot Texnmueckara
cnenmA(HKATNA:

Cren wsBbpLueHaTa NpoBepKa Ha JOKYMEHTHUTE, CHABPXKAIWM ce B [Imuk Ne 2 Ha y4acTHHKA 1o 060C06eHa O3HIHA
Ne 6 ot Texnuieckara cueumdurkanns KoMucnara ycraHoBn, e Te ChOTBETCTBAT Ha MMITEPATHRHUTE H3HCKBAHHS HA
3aKona 3a OOILECTBEHMTe MOPHYKM W Ha YCIOBHATA Ha Bwanoxurens, chriacHo JOKYMEHTALHSTA 3a y4acTHe B
HaCTOALLATA NPONCAYPa 3a Bh3NaraHe Ha odllecTBena nopbyka. C orJiex Ha TOBA, KOMHCHATA A0NYCKA YYACTHHKA
A0 CJICABALL €TAIl OT Y4ACTHE B IPOneAypaTa obocobena noznmus Ne 6 ot TexHaueckaTa cnenndpuKanus.

3.  Yuactauk ,,LAPKOJI* AJl no oGocobenn nozummu NeNe 3 1 23 o1 Texnnueckata cnenndAKamHEN:

Crien M3BBpILEHATA NPOBEPKA HA IOKYMEHTHTE, ChabpKaim ce B [nuk Ne 2 Ha yuacTHuKA 10 060COBEHH TIOIHITHH
NeNe 3 w 23 or Texmuueckara creundukanus KoMucuaTa yCTAHOBH, 4¢ Te CHOTBETCTBAT HA UMIEPATHBHHUTE
M3HCKBAHIA HA 3aKOHA 32 OOLIECTBEHMTC IIOPBUKH W Ha YCITOBHATA Ha Bhanomurens, chriacHo JIoKyMeHTaIMsTa 3a
y4acTie B HaCTOSINATA MPOLEAYPa 3a Bb3JIaraHe Ha obuiecTBeHa mophuka. C oriiex Ha TOBA, KOMHCHSITA JONYCKA
YuacTHHKA A0 cAABAIN €TAIl OT Y4ACTHE B IPONEAYPATa 3a 06ocobenn mosumun NeNe 3 u 23 or TexnngeckaTa

crenHpHKATHAN.

4. Yuactank ,, PAPMHET“ A/l no o6ocobena nosunus Ne 21 or TexapgeckaTa cenHpAKA A

Cite M3BBpIIIEHATA TPOBEPKa HA TOKYMEHTHTE, ChAbprkally ce B [lmik Ne 2 Ha yuacTHEKa 1o 060coGeHa nosuumps
Ne 21 ot Texuuueckara cnermdukanus, KoMHcHATa yCTaHOBK, Ye Te CHOTBETCTRAT HA HMIICPATHBHWUTE M3HCKBAHMA
Ha 3aKOHA 38 OOINECTBCHNTE NOPBYKH W Ha yClOBHUATA Ha BanomuTens, cprioacHo JOKYyMEHTAlMATA 33 yYacTHe B
HACTOSIATa IPOLEAYpa 32 BB3Marane Ha obuecTseHa mopryxa. C ories Ha ToBa, KOMHCHATA JONycKa YUacTHHKA
A0 CIEABANN €TAR OT y4ACTHE B HpoReaypaTa 060coGena nmosannsa Ne 21 or Texunueckara cuenupaKamms.

5.Yuactanr ,[IPOPAPMAIIUA“ EOOJd no obocobenn nosummn NeNe 2 g 31 or TexHHUeCKATA
cneunpuKanma:

Corenl M3BbpLIEHATA IPOBEPKA HA NOKYMEHTHTE, ChABPyKAINH ce B [Lmuk No 2 Ha y9acTHHKA 110 060CO0SHH TORHLHE
NeNe 2 w 31 or Texmmueckara cremubuxanns KomucHaTa yCTaHOBH, Y€ Te CHOTBETCTBAT Ha HMITEPATUBHATE
M3MCKBaHUA Ha 3aKOHA 33 OOLUECTBEHUTE NOPBLUKM H HA YCIOBUATA HAa Branoxkurens, cvrmacuo JokyMenTamuaTa 3a
y4acTHe B HaCTOAMIATA MPOLEIypa 32 Bh3jaraHe Ha ofmecTeeHa nopbuka. C orie Ha TOBa, KOMHCHATA JONYCKA
Y4acTHHKA /10 ¢/IeJBALN €TANl OT YYaCTHE B NpoueaypaTa 3a oGocoGenn mosumunm NeNe 2 w 31 or Texunweckata

cnenH{puKanna,

6. Yaacrunxk ,,CTHHI™ A/l o o6ocodena mosmmas Ne 17 or Texangyeckara cnenAdHKA IHA;

Cunen u3BbpienaTa Npoeepka Ha JOKYMEHTHTE, ChIbpikawu ce B Ik Ne 2 Ha yuacTHHKa 10 060co6eHa IOBHIHS
Ne 17 ot Texnuueckara cnenpbukauns, KoMHCHsTa yCTaHOBH, Y€ Te ChOTBETCTBAT HA HMIICPATHBHUTE H3MCKBAHVS
Ha 3akona 3a OGIIECTBEHMTE MOPHYUKM M Ha YCOBMATA Ha BEajoskuTens, cbriaacHo JJOKYMEHTAIMATA 33 YYaCTHE B
HACTOsAIIaTa MPOLSAypa 3a BE3IaraHe Ha 001IlecTeHa nopbuka. C orie Ha TOBA, KOMACHATA JONycKa YUacTHHKA
Ito C1e/(BAIN €TAN OT YYACTHE B HpouexypaTa 060codena nosunns Ne 17 o1 Texundeckara crienHpUKaNNS.

7. Yuaernuk ,’bOHUKC ®APMA* EOO/ no o6ocobenn mosuman NeNe 1, 5, 12, 13, 14, 16, 22 1 27 ot

Texnn4yeckara cneunpukanus;
Crep m3pbplueHaTa NpoBepKa Ha JOKYMEHTHTE, ChABDKAIIM ce B Ik Ne 2 Ha ywacthmka mo obocofeHu
mosunem NeNe 1, 5, 12, 13, 14, 16, 22 u 27 ot TexHHuecKaTa cneuudpukanus Komucusara ycraHoBy, ue Te
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CBOTBCTCTBAT HA HMHepaTHBHHTe H3UCKBAHHWA HAa 3aKOHa 34 06IJ.ICCTB6HPITG NMOpPBUKH W Ha YCIOBHATA Ha
Brbanoskutens, chrmacHo JIOKYMEHTALMATA 3a YMAaCTHE B HACTOAINATA NPOLEAYPa 34 Bb3jaraHe Ha oOINecTBEHA
noppuka. C oriiea Ha TOBa, KOMHCHATA JOMYCKA YYACTHHKA [0 CJCIBAL €TAN OT YYacTHE B HPOLEAYPATA 32
obocobenn mozunun NeNe 1, 5, 12, 13, 14, 16, 22 1 27 o1 Texnd4eckaTa cnenupHKa AN,

8.Vuactank ,,CO®APMA TPENJAHHI“ AJ no o6ocoGenmn mosmmmm NeNe 11, 15, 17, 18 u 29 or

TexaugeckaTa cielH(PUKALIAN:
Cnen u3BbpIIEHaTa NMpoBEpKa HA JIOKYMCHTHTe, ChIBPXKAaWK ce B Inuk Ne 2 pa yyacTHHKA no oGocobenu

nosuuuH NeNe 11, 15, 17, 18 u 29 or TexuudeckaTa cnenuduxkanus KoMucnara yeTaHOBH, Ye Te ChOTBETCTBAT HA
MMIICPAaTHBHHTE M3HCKBAHWS HAa 3akoHa 3a OOIIECTBEHHTE NOPBUKH M HA YCIOBMSAT2 HAa BL3JoXUTENs, CHINACHO
Hoxymenraumara 3a y4acTHe B HACTOAMATA MPOTICAYpa 3a BbajlaraHe Ha obuwecTBeHa nophuka. C orjex Ha ToBa,
KOMMCHATA TONYCKA YYACTHAKA A0 CJICABAIL €TaN 0T YUacTHe B HpoUeaypata 3a oGocoGenn mosunmn NeNe 11,
15,17, 18 1 29 or TexnrveckaTa cmenupuKANHL.

9. Yuactank ,MAPHMIIEKC-7” EOQOOJ mno obGocoGenn mozmuuu NeNe 27 u 30 or Texmmueckara
cnenmpraAIA:

Cnen u3pbpleHaTa NpoBepka Ha JOKYMCHTHTE, ChAbpxKamd ce B Ilmuk Ne 2 Ha yyacTHHKa no obocofeHH
nosanaA NeNe 27 w 30 or Texnmueckara cnemuduxanmms KoMuCHSTa YCTAHOBH, Y€ Te CBOTBETCTBAT HA
HMIEPATHBHUTE M3UCKBAaHHA HAa 3aKOHA 32 OOLICCTBEHHTE MOPBYKH M HA YCNOBHATA HA Bobanoxuresns, chriacHo
JIoKyMeHTanMaTa 3a YuacTHe B HacTO;IlaTa NPOLeAypa 2a Bh3TaraHe na odujecteeHa nopwsuka. C orien Ha ToBa,
KOMHCHSIT2 TONYCKa YYaCTHAKA 10 C/IeABAIl eTAN OT YYACTHE B poueaypara 3a oGocobenn mosanun NeNe 27 u
30 or TexnudeckaTa cnenAPpHKA A,

10. Yuacramk ,,COJIOMEA* EOOJ mno o6ocobenn mosmmum NeNe 4, 7 m 32 or Texumweckara
cnenHpHKaNAA:

Cresl M3BBpINEHATA NpPOBEPKA Ha JNOKYMEHTHTE, Chabpxkanm c¢ B ILimuk Ne 2 Ha ywacTHMka no oGocobeHu
nosunmu NeNe 4, 7 u 32 or Texwuudeckara creuubukaius KoMHCHAT2 yCTaHOBM, 4€ Te ChOTBETCTBAT HAa
HMITEPATHBHATE M3MCKBAHWA HA 3aKoHa 3a OOINECTBEHWTE TIOPBUKH M Ha YCIOBHATA HAa BB3IOXHTENs, ChIVIACHO
JlokyMeHTanmaTa 3a y4acTHe B HACTOAMIATA NpoLeAypa 3a Bb3jlaraHe Ha obimecTeeHa nopbuka. C ornel Ha ToBa,
KOMHCHATA JOIYCKA YYacTHHKA A0 cjleBall eTAN 0T yyacTHe B npoueaypara 3a obocoGenn nosunun NeNe 4, 7
H 32 or Texandeckara crienHPHKANHASL,

11. Yuacrauk ,EKOPAPM” EQO/I no o6ocobena nosumus Ne 9 or TexHuueckara coenndukanns:

Crnen n3pbpilieHaTa MpoBepKka Ha JOKYMEHTHTE, ChAbpKalny ce B [Tk Ne 2 na yuacTHHKa no obocobeHa MosuLus
Ne 9 or Texnnyeckara cnenudukauus KoMHCHATa yCTaHOBH, Y€ Te CHOTBETCTBAT HA HMIEPATUBHHTE M3HCKBAHHA Ha
3akoHa 32 OOINECTECHHTE TIOPRYKH M Ha YCJIOBHATA Ha Bobanoxwurens, cbroacno JIoKyMeHTanmaTa 3a ydacTHe B
HACTOALIATA NPOLIEAYPa 3a Bh3IaraHe Ha obmiecTBeHa Mophuka. C oriiea HA TOBA, KOMHCHATA AONYCKa YUYACTHHKA
A0 ¢IeIBANL eTAM OT Y4ACTHE B IponeaypaTa 3a obocobena nozunua Ne 9 or Texnnueckara cnenuduxanns.

12. Yuacrank ,MEJEKC*“ OO/ mo o6ocodenn mozmmam NeNe 8, 10, 16, 24, 27 or Texnmueckara
cnenHpHKATNA;

Crien M3BBpPIICHATA [POBEPKA Ha JOKYMEHTHTE, ChAbpXKaIH ce B IImuk No 2 Ha ydacTHHKa 110 060coBeHH HOBULHM
NeNe 8, 10, 16, 24, 27 ot Texnuueckara crierdukanus Komucusta yeranoBH, Ye Te ChOTBETCIBAT HA MMITEPATHBHHTE
H3HCKBaHHA Ha 3aKOHA 32 06LICCTBEHUTE NOPBYKH H HA YCIIOBHATA HAa Bhanokurens, cbrnacHo JokyMeHTauuaTa 3a
y4acTHe B HacTOALIATa [pOLielypa 3a Bb3jlaraHe Ha odiecTBena nopbuka. C orfied Ha TOBAa, KOMHCHATA J0NyCKa
Y4acTHHKA A0 CI€ABALN eTal OT y4acTHe B OpoueaypaTa 3a o0ocoGenn mozmmmu NeNe 8, 10, 16, 24, 27 or
TexHnIecKATA CHENHPAKANAA.
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Paborara Ha xomucmara npumoud B 10:00 gaca Ha 07.09.2016r. u npexcexaTenar HA KOMHCHATA 3aKpU
3ace/IaHAeTo, KaTo OTIpe/ieNtd yYacTHHIMTE a ObAAT MoKaHeHH 3a oTBapaHe Ha [lnukose Ne 3 | Tlpeanarana ueHa” Ha
10.09.2016 r. B 10:00 gaca B 3acegarennara 3ana Ha VI-Th eraxk B crpagara Ha CBAJI no onxonorua EAJ, rp.
Codms, yn. ,IInopausko none” Ne 6, kaTo chIOTO Ja OB1e 00ABEHO TO MOAXOMMI] HAYMH B MpodHIa Ha KyllyBaua
CBITIACHO pasmnopendara Ha wi. 69a, an. 3 3011 (oTm.).

HacToaumusr nporokos ¢e ChCTaBU H [IOANMCA OT WICHOBETE Ha komicksTa Ha 07.09.2016 T.

Ipeacexaren: Baun [Jobpomupora Bacumepa-KHCbOBA .......cocvenvine.. m*
CTApIIH PUCKOHCYNT JIparer ¥ 00MECTBCHN MOPRUKH™;
YnenoBe:
1. Cuneus 'eopruera MapuHoEa ......... I..
IOPUCKOHCYNT, oTAen ,,[IpaBeH H o0mecTBeHH MOPBYKH™;
2. Kanubka I'copruesa CTaHeEA .......... M......
MarucTsp - hapMalesT, pbroBoguTeN Ha BonHuyHa anrreka;
3. Jlumutpuna I'eopruesa XpucTopa ........ Meeeenne
3aMeCcTHHK TMaBeH cueTtoBoauTel, CekTop ,,DHHAHCOBO CUCTOBOMCH
4.  Anexcaanop Iletxor Hegsankos........ 5 RO

MAarucTep - hapManerT, bolHHYHa anTeka

*nodnucume 3anuyenn Ha ocroearnue 33717
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