YHuBepenTercka MuoronpoguIHa 60IHHLA 32 AKTHBHO JICUEHHE
"Cgpera Exarepuna’ FEAJl

VTBLPIAL:
HPO®, JIP
M31IBJTH

IIPOTOKOJI
o 4. 72, an. 1 or 3011

Ot paborara Ha KOMHCHATA, HasHadeHa che 3anosen Ne PJI-25-188/04.11.2014 rom Ha
Viarpommrennua qupextop Ba YMBATT "Ceera Exarepuna" EAJ[ — Codwus, 3a pasmiexnane, onenka u
KnacHpaxe Ha MOCTLHWIMTE O(epTH B OTKPHTAa Npolleaypa 3a Bh3jarafe Ha oONIeCTBEHA NOPHYKA C
apeaMet: “Hocmaexu na sexapcmeenu npodykmu 3a Hymcoume na YCBEAJICC3 ,,CBETA
EKATEPHHA” FA/T”, B clieAHNg CHCTAB!

IIPEACEJATEN — pon. a-p JAumutep [letkos — 3am. mupexTop no geyebnara aeiiHocT

YIEHOBE:
1. jon. g-p I'eopru Llapsuciy — wavannauk ,,KAWI;
2. 1-p Bepa Tabaxosa — H-k ,,JJaopaTopus no MEKpoGHOIOrHS U GONHMYHAE XHTHEHa™;
3. wmar. gpapm. Huxonuna ITepeanoBa — ynpaBuTten ,,bomnyna anrexa®;
4. Hmua Jlobpera — navanuuk otaen , [T
5. Pymen ByueB — 1opuCT-eKCIEpT Nasapuu npoyusanus s oraen “TIIIT;
6. Kanuna Jlobpesa - cueropouten B 01en “@UHAHCOBO ~ CUCTOBOACH .

L. Komucusara cectaBu npoTokon mo uin. 68, ar. 7 or 30TT ¢ XOHCTaTAHMMTE OTHOCHO
HAJIMYHETO H PEIOBHOCTTA HA IPEACTABEHUTE JOKyMeHTH B IMK Nel — “JlokyMeHTH 3a moabop”,
cerilacHo pemieHde Ne PI1-25- 153/23.09.2014r. 3a oTKpHBAHE Ha IPOLUEAYPATA ¥ JOKYMEHTALUATA
Ha ofIuecTBeHaTa IMOPbhYKa, U B HalblgeHue Ha w68, am. 8 or 3011 na 17.11.2014 r. ysenomu
YUYACTHHIIUTE B IPOLEJypara 3a PeIOBHOCTTA Ha IPEACTABCHUTE OT TAX JOKYMEHTH, KATO HM
H3NPaTH KONMME OT NpoToKoNa 1o dake ¥ ro myOHHKyRa, ChIIaCHO HIUCKBAHETO Ha wi. 226, al. 2, T.
7 ot 3011 na enexrponHaTa crpanuua 8 I Ipodun Ha kynyeaua“.

B nporokona mo wi. 68, an.7 ot 3011 e 3anucano, ue KOMUCHITa ¢ KOHCTaTHpaa:

IL1. B odeprara va ywactaummre: ,EKOC MEJIHUKA” 00/, ,MEAEKC” OOJ u
»COJOMEA” OO/, ca npeacTaBeHd BCHYKH H3UCKyeMH JOKYMEHTH, OTHAcsimli c€ JIO
KpUTEPHHTE 3a HoR00P U TE ¢a PSIOBHH.

IL.2. B odepruTe Ha cleaHUTe YYACTHHIM a4 KOHCTATHPAHH JIMICBAHIM AOKYMEHTH MM
HEPEJIOBHOCTH B IPEACTABEHUTE JOKYMEHTH B XIHK Nel, oTHacsmu ce Ao KpUTEpHHTE 3a 110a00p,



KaTO KOMHCHSATA OIPEAETH CPOK OT 5 /rer/ paboTHy M, CHMTAHO OT JaTata Ha MOTYUaBaHe Ha IPOTOKoa
34 IPEJICTABSHE Ha IOCOUCHHTE JOKYMEHTH, 4 MMEHHBO!

HI.1. B odeprata na ywacrauxa ,,COPAPMA TPEHJIHHI™ AJ

HIL1.1. 3a opepupanus sexapcTieH TpoAYKT mo obocobena mosumus Ne 36, yHaCTHMKBT He
€ NPEACTaBHI TOKYMENHT 1o 1. 9.60.2.7. 0T pelieHHeTo 3a OTKpUBaHEe Ha rponeaypara: Konue na
OPUTHHANA IPUAPYHKCHO ¢ OpPHIHHAT Ha OQHIHANEH NPEBO Ha OBIrapekH e3HK Ha OTOPU3AIIHOHHO
MUCMO (MM CKBHBAIGHTEH JIOKYMEHT), VIOCTOBCPABALIO NPABA 34 NPEACTABMTENCTBO Ha
TCPUTOPHATA Al 1A4aTa cTpada, Ha IMETO Ha YYacTHHKA, H3AAJEHO OT:

a) TIPHTEXATENAT Ha PA3PEIICHHETO 3a yHoTpeba Ha JIEKapCTBEHMS NPOLYKT MK

) ot npeacTaBuTens o wi. 26, an. 1 or 3JITIXM unu

B) OT NPEICTABMTE] HA NHUETO 1o Wi, 26 an.]l uiM Ha mpuTekaTels Ha pa3pellieHHeTo 3a
ynorpeba, cernacuo JlonbnauTenaute pasnopendu, maparpad 1, 1. 50 ot 3JIITXM,

OT KOETO 1@ € BUIHO, Y€ YYACTHUKBT MOKE Ja ofepHupa NeKapCTBEHUTE IPONYKTH Ha TePUTOPUATA
Ha ILUIaTa CTpada 3a CpoKa Ha JOrOBOpa, ako OLJe OnpejeNieH 3a H3IIBIHHTEN Ha oGuiecTBeHAaTa
IIOpBYKa;

IIL1.2. 3a odepupanusaT JexapceTsen MpoaykT 1o 00ocobeHa nosunus Ne 36, y4aCTHHKBT
He e Ipe/ICTaBuil AOKyMeHT no 1. 9.6.2.11.: 3apepeno oT yyacTHHKa KOIHE Ha Pa3spelICHHETO 3a
ynorpeba Ha JNeKapcTBEHHS NPOJYKT, uixaueso ot MAJT uau no pema wa Permament /EC/ Ne
726/2004 na EBponeiickus nmapnamenT u Ha CBBETA - B IPEBOJI HA HLITapekn e3uK,

HIL2. Bu3 ocHoBa Ha m3noxesoro B T. IIL1. w Ha ocHoBamme wr. 68, an. § ot 3011,
KoMucHsTa IMHOYIIHO Pelly, 13 Fajie BL3MOKHOCT HA YHaCTHHKA, Ja NIPEACTABH JONBIHHTEIHO
CHEAHUTE JIOKYMEHTH:

ITL.2.1. 3a odepupanusT JekapcTBeH NPOAYKT no obocobena mo3uig Ne 36, 1OKyMEHT IO
T. 9.6.2.7. oT pemennero 3a OTKpHBaHE Ha mpouexypata: Konue Ha opuruHana npHIpYKEHO C
OpUTHHAI Ha oOQHIHaNed @pPeBON HA OBIrapckM €3MK Ha OTOPM3alMOHHO IHCMO (MM
CKBHBAJICHTEH JIOKYMEHT), YNOCTOBEPABAIIO IpaBa 3a IPEICTABUTEICTRO Ha TEPHTOPHATA aH
Iis1aTa CTpaHa, Ha UMETO Ha YYACTHHKA, U3/1aJIEHO OT:

a) IPHUTEXKATENAT Ha Pa3pelliecHueTo 3a ynoTpeba Ha JeKapCTBEHUS [IPOAYKT Uk

©) oT npencragurens 1o Wi 26, anx. I ot 3JMIXM unm

B) OT IIPEJICTABMTE Ha JIMLETO 10 Wi 26 an.l wiM Ha npuTeXaTens Ha paspelleHueTo 2a
yrorpebda, cernacuo Jonbnuutenuure paznopeadu, naparpad 1, T. 50 ot 3JIIIXM,

OT KOETO Jia € BUJIHO, Ye YYaCTHUKBT MOXKe Aa odepHpa JIEKapCTBEHUTE IPOLYKTH HA TEPUTOPHATA
Ha 1A1aTa CTpaHa 3a CPOoKa Ha JI0roBopa, ako ObIe OoIpeleNeH 3a M3IBLIHHTET Ha 00IlecTBeHara
HOPBYKa;

I11.2.2. 3a odepupanusaT nekapcTBer NPOAYyKT 10 06ocobena nosunus No 36, TOKYMEHT 110
1. 9.6.2.11.; 3aBepeHO OT y4acTHHMKA KOIME Ha Pa3pellieHHETO 3a YHoTpeba Ha JeKapcTREHMs
nponyxr, usgangeno or MAJl unm no pepna ma Permament /EC/ Ne 726/2004 wa Esponeiickus
riapaaMeHT 1 Ha CHRETa - B IPEROJ HA OBIATApPCKH €3UK.

HIL3.1. B onpenenenus oT koMucHsATa cpok, ,CODAPMA TPEHIAWHI™” Al ne
npeacrasy usuckanute ot Komucuara goxkymenrts o 1. 2.2. oT nporokona no wi.68, an.7 or 301,
3a oepHUpaHuAT JEKApPCTBSH NPOAYKT 110 000cobena mosuuus Ne 36, ¢ muemo ¢ w3x.Ne01-00-1006-
2/17.11.2014 r.;

H1.3.2. C oraea Ha n3gokeroTo B T. 11.3.1. oT nporokona u Ha ocHorauye Wi 69, an.1, T. 1
ot 3011, BbB BpB3Ka ¢ W56, an.l, .5 u . 13 or 30IL, 1. 9.6.2.7. u 1. 9.6.2.11. ot Pemenuero 3a

OoTKpuBaHe Ha npouenypara ¥ T.rT. 111.2.3} u VI3) or obseneHuero 32 mophuxara, Komucusra =

TIpeUIara 3a OTCTPaHsBaNe OT npoueiypara yyacTauka «COM®APMA TPEMIAMHI™” AN, rp. Codus
1220 , yn."Jipuesap Cranues" Ne5, Codapma busnec Taywppce, crpana A, er.12, ¢ odepra ¢ Bx. No
2/03.11.2014 r., 3a obocobena nozunus Ne 36.



Momusu:

1. 3a odepupanns nexapcTBeH APOAYKT Mo obocobena nosuumus Ne 36, yHaCTHHKET HE ¢
NPENCTABMI CICAHNATE H3KCKaHU 0T KoMucuaTa JOKYMEHTH:

1.1. nmoxymenTt mo T. 9.6.2.7. oT pewieHiero 3a oTkpusaHe Ha npouenypara: Konwue Ha
OpHrHHANIA IPUAPYXKEHO ¢ OPUTHHAT Ha OHIHANEH IIPEBO Ha GhIIrapCKH €3MK Ha OTOPH3ALKOHHO
MMCMO (MM eKBMBAJICHTEH JOKYMCHT), Y/AOCTOBEPABAINO IIpaBa 3a NPeJCTABUTENCTBO Ha
TEPUTOPHUATA aH LANaTa CTpaHa, Ha HMETO Ha YYaCTHHKA, H3AaJeHO OT:

a) IPUTEXATENAT Ha paspelieHueTo 3a ynorpeba Ha IeKapcTBEHHA TIPOAYKT UK

©) ot ipencTaBured 110 wi. 26, an. 1 ot 3JIMIXM unu

B) OT NPEACTABHTEN HA NHUETO 10 Wi. 26 al.l WIH Ha NPUTEKATENS HA PA3PELIEHUETO 33
ynorpeba, ceriacHo JlomeanMTenHuTe pasnopeadu, naparpad 1, 1. 50 ot 3JITIXM,

OT KOCTO Jia € BHJHO, Y€ YYACTHHKET MOXKE Ja oepHpa IeKapcTBEHHTE NPOAYKTH Ba TEPUTOPULTA
Ha LsiaTa CTpaHa 3@ CpoKa Ha JOroBopa, ako ObJe OnpejeNicH 3a H3MBJIHKHTEN Ha o0LiecTBeHAaTa
NOpPBUKE;

1.2. moxymeHT no T. 9.6.2.11. oT pelnesneTo 3a OTKPHBALE Ha IpoueAypara: 3aBepeHo oT
YYaCTHMKA KONME Ha Pa3peHicHHETo 3a ynotpeba Ha JEKApPCTBCHUS MPOXYKT, uzjajeHo ot WAJI
i no pena Ha Pernament /EC/ Ne 726/2004 na Epponeiickust napiament u Ha ChBeTa - B IPEBOX
Ha OBATapCKU e3HK,

IV.1. B odeprara Ha yuacrruka ,, OBOHUKC ®APMA” EAJL:

IV.L.1.Ilo 1. 9.6.2.1. oT peiennero 3a OTKPUBAHE Ha MPOLCHYPaTa, YUACTHHKET €
OPEACTaBHI COHCHK HA OCHOBHHTE IOTOBOPH 32 JOCTABKY Ha JIEKAPCTBEHH NPOAYKTH, 3a
HNOCACAHHTEe TpH rojmHu - 2011, 2012 u 2013 1., BKIOYHTENHO CTOHHOCTHTE, IATHTEC H
NOJIy4aTenuTe, KakTo W KoM/kou or joropopurte ca 1o 30[1 m HBMOII, mnu xoii/xom or
JIOTOBOPHTE Ca CKIIOYEHH C BB3IOXKHUTENN W3RbH obxBaTta Ha 30I1, HO OT crmcHKa He cTaBa sACHO
KOM OT JOTOBOPHTE €A M3ITBITHEHH {IPHKIIOYHIIH).

IV.1.2. 3a odepupanuTe IeKapCcTBEHH MPOAYKTH 110 0b0cobenu nosurmn NeNo, 4, 5, 7, 23,
27, 29, 45 u 46 y4aCTHHKDBT He € IPCJCTBII JoKyMeHT 1o T. 9.6.2.11. 3aBepeno oT yyacrHuxa
KOTHE Ha PaspeHICHHETO 3a yroTpeba Ha iexapcTBeHH NPOAYKT, H3AaneHo oT MAJI mnu no pena
na Pernament /EC/ Ne 726/2004 sa Espomeiickus mapiaMenT w na ChBera - B I[pepoj, Ha
OBIFapcKU e3uK.

IV.1.3. 3a opepupannTe NeKapcTRCHHU HPOAYKTH 10 0bocobenn mosumun NeNe 15 u 44
YYACTHHKBT € NPESACTABHI JOKYMEHT 110 T. 9.6.2.11. ¢ M3TeKBhA CPOK Ha BATHUIHOCT. Y YaCTHHKET
CJIe/IBa J1a IPeACTAaBH BalMIHU pa3pelcHns 3a ynorpeda 3a MOCOUEHUTE NEKAPCTRBEHU HPOAYKTH,

1V.1.4. 3a ofepupannTe JexapcTBEHU TPOAYKTH Mo oBocobeny rosuuu NeNe 11 u 30
YYaCTHHKBT € MpeAcTaBuil oTtopHusanydono nucmo or 30.10.2014r., noanucasno ot a-p Pocen
CuMeonoB, ynbiaHOMOLIGH mpeacTasuten wa Vifor France, OM Pharma, ¢ KoeTo ChIuusT
peynbjIHOMOIIABA YYacTHHKa 3a y4YacTHE B TNIpOlEAypaTta CbC CBOTBETHHTC JICKAPCTBEHM
nponyktd. Heobxoammo e mnpexcraessero Ha JgoxkymeHt ot Vifor France, OM Pharma
YAOCTOBEPABAIL NpaBoMonHgITa Ha A-p PoceH CHMCOHOR 110 NPeyHbIHOMOINABAHE HA YYACTHHUKA,

IV.1.5. 3a oepupanusaT nekapcTBEH NPOAYKT 110 000cobena nosuims Ne 43, y4acTHUKLT ¢
HPeICTaBHI OTOpH3aunoHo mmeMo ot 06.10.2014r., noanucano ot Hasun 3ynaHuuy — ynpagures
ua KPKA - brarapus, ¢ KOETO CBIIHAT NMPEeyNbIHOMOIIABA YIACTHHUKA 33 YUaCTHE B NPONEYpaTa
CbC CBOTBETHHTC JICKapcTBeHHW NponykTH. [leobxoamMo e mnpencrasHero Ha JOKYMEHT OT
KRKA,d.d. Novo Mesto Cnopenus, ymoc l“OBep}IBaIII HpaBOMOIILHHTa Ha JaBun 3ynquHq o
MPEYIBIHOMONIABAHE HA YUACTHHKA, »

1V.1.6. 3a ohepupasusT JeKAPCTBEH MPOAYKT 110 06oco6eHa nozuius Ne 7, YYaCTHUKBT €



IpeJCTapui oTopH3auuono nmaeMo or 03.10.2014 noanucano ot r-xka 3os laynora, meIHOMOHIHHK
Ha Astra Zeneca UK Limited. Heo0xomumMo e mpeactaBsuero na gokyment ot Astra Zeneca UK
Limited, ynmocroBepsiBain npaBoMommsTa Ha T-Ka 30a [layHora mo npeymsnHoMomagaHe Ha
YYACTHHUKA;

IV.1.7. 3a odepupannte neKapcTBEHH NPOAYKTH 110 0b0cobenn nosuuym NeNe 34 u 35,
YUaCTHHKBT € npejcTaBuil OTopu3annono nucemo or 16.10.2014r., noanucaso ot r-0 Aun Penako
— H3MBJHMTENeH JupekTop Ha ,,CepBue Memukan EQO/l. HeoGxomumo € mpeacTassHeTro Ha
noxymenT ot Les Laboratories Servier Industrie, ®paunnms yaocroBepspal IpaBoMOIIHATA HA I-H
Kui1 Penako no npeynbIHOMONIABAHE Ha YYACTHHKA,

IV.2. Bp3 ocnopa ma manoxenoro B T. IV.1. u Ha ocuopanme wi. 68, an. 8 or 3011,
Komucusra egunonymto peniy, 1a Aaje Bb3MOKHOCT Ha YYACTHHKA, Ja NPEJCTARU JOTBIHUTCIHO
CIEAHUTE JOKYMEHTH!

IV.2.1. ITo 1. 9.6.2.1. 0T pellicHHETO 3a OTKPHBAHE HA NIPOIE/IYPATa, CIIMCHK Ha OCHOBHHTE
JOTOBOPH 32 JIOCTABKH HA NEKApCTREHH IPOAYKTH, USABANEHU Hpe3 NOCAeSHUme mpu 200uUHU -
2011,2012u 20131

IV.2.2. 3a odepupannTte nekapcTBEHH NPOAYKTH 1o 060cobeny mosunuu NeNe 4, 5,7, 23,
27, 29, 45 u 46 poxymeHT Ho T. 9.6.2.11.: 3aBepeHO OT y4acTHMKA KOIME HA PaspelleHUETO 3a
ynorpeba Ha NEKapCTBEHHs NPOAYKT, uzzaneHo ot WMAJl wim no pepa ma Permament /EC/ Ne
726/2004 na Eponefickus napiaamenT 1 Ha ChBera - B NPEBosi Ha GLJIrapcKy e3uK.

1V.2.3. 3a oepupanute nekapcTBeHy TPOYKTH 110 oGocobenn mosunumu NeNe 15 1 44
BATHMJIHM pa3spelleHHs 3a ynoTpeda 3a NOCOYEHHUTE JICKAPCTBEHH NPOJAYKTH.

1V.2.4. 3a odepupanuTe NekapCTBeHH MPOMYKTH 1o 06ocobeny nosumun NeNe 11 u 30,
nokyment oT Vifor France, OM Pharma yaoctoBepspaiy npaomoiusra Ha a-p Poces CumeoHoB
110 TIPEYNLJIHOMOILABAHE HA YYACTHHKA,

IV.2.5. 3a odepupaHuaT eKapCeTBeH NPOAYKT 1o ob6ocobena mozuuusa Ne 43: TOKYMEHT OT
KRKA,d.d. Novo Mesto Cnorenus, yjnocropepssanl MpaBoMoInuata Ha Jlasuj 3ynaHuuy IIo
HpPEeyNbIHOMOLIABAHE HA YYACTHHKE,

1V.2.6. 3a odepupanusT IeKapcTBEH MPOAYKT 110 06ocobena nozuius Ne 7, IOKyMEHT 0T
Astra Zeneca UK Limited, ynocrosepsBam npasoMommsTa Ha r-a 3os Ilaymosa mo
[PEYI'BIIHOMOHIARAHE Ha YUACTHHKA;

IV.2.7. 3a odepupannre JieKapcTBEHH HPOAYKTH 10 060cobeHy nosutpu NeNe 34 u 35,
Aoxyment oT Les Laboratories Servier Industrie, ®pannus yxocToBepaBail IpapoMOLIAsTa Ha T-H
AKun Penaxo 1o npeynsiHOMOIABAHE Ha YUACTHWKA;

IV.3. B onpeneneHus OT KOMHCHATA CPOK, Y9acTHUKDT ,BbOHHUKC ®APMA” EAJL:

IV.3.1. npencrasu nHa 24.11.2014 r., ciaegHure JOKYMEHTH ¢ NHMCMO ¢ BX. NeQ1-00-1006-
4/24.11.2014 r, xaxTo cirensa;

IV.3.1.1. noxyment rio 1. 9.6.2.1. OT pelieHHETO 32 OTKPHBAHE HA NPOIEAYPATA - CIMCHK Ha
OCHOBHHTE JIOTOBOPM 34 NOCTABKY Ha NEKAPCTBEHH NPOJAYKTH, UIHBIHCHU HPE3 NOCAeOHUme mpu
co0uny - 2011, 20121 2013 1y

KomucusaTa npaemMa npejiCTaBEHMST OT YYACTHHKA TOKYMEHT.

1V.3.1.2. 3a odepupannTe NexapcTBEHH IPOAYKTH 110 0bocobenn nosunun NeNe 4, 5, 27, 45
u 46 -moxyment no T. 9.6.2.11.: 3aBepeHo OT yYacTHHKA KOIIME Ha Pa3pelieHMETo 3a ynoTpeba Ha
JCKapCTBEHHs NPOAYKT, mu3mancHo oT MAJl mwnm no pena va Permament /EC/ Ne 726/2004 ua
Epponeiickus napraMenT ¥ Ha ChBeTd - B IPEBO/I Ha GBITapCKH e3HK.

-KomucuaTa npieMa NpeJcTaReHHTe 0T YUACTHHKA JOKYMEHTH.

IV.3.1.3. 3a odepupannTe neKapcTBEHH NPOAYKTH 110 060cobenn nosuimuy NeNe 15 1 44 -
BAMHU PaspelleHus 3a yrnoTpeda 3a MIOCOYCHUTE NIEKAPCTREHH HPOJIYKTH.

KoMucHsTa npreMa OpecTaBeHyTe 0T YYACTHHKA JIOKYMEHTH.



1V, 3.1.4. 3a oepupannTe JEKapCrBCHY NPOAYKTH 110 06ocobenu rozuuuy NeNo 11 w 30 -
noxymeHT ot Vifor France, OM Pharma ynocrosepsBaiy rpagomoiuusita Ha a-p Pocen CumeoHos
M0 IIPEYIBLIHOMOIABAHC HA YIACTHHKA,

KomucusaTta npuemMa npejcTaBeHusT OT YHACTHUKE JIOKYMEHT.

IV.3.1.5. 3a odepupanusT lekapcTRes NPoayKT 110 0bocobena nosunus Ne 43 10KYMEHT OT
KRKA.d.d. Novo Mesto Cnosedus, ymaocrToBepsBaul npasoMomusara wa Jasua 3ynawumy 1o
NPEeyILIHOMONIARAHE HA YUACTHHKA,

Komucusra npyeMa npeacTaBeHusAT OT YIaCTHHKA TOKYMCHT.

IV.3.1.6. 3a odepupannTe neKapcTBEHH TIPOAYKTH M0 000cobeHu nozuuum NeNe 34 u 35-
JoxyMeHT oT Les Laboratories Servier Industrie, @panuus ynoctoBepsBail NpaBoOMOLIMsTA HA I-H
Kun PeHaxo 1o npeymbIHoMOIABAHE HA YHACTHHKA,

Komucusra npuema npecTaBeHUST OT yYacTHHKA IOKYMEHT.

IV.3.2.1. He npejacrasy w3uckanure or KoMHCHATa JOKYMEHTH 1o T.T. 3.2.2. M 3.2.6. or
nporokona no w68, an.7 or 3011, 3a odepuparute nekapcTBeHH NPOJAYKTH MO 000cobeHu
nozuims; NeNe7, 23 1 29, ¢ mucMo ¢ m3x.Ne01-00-1006-1/17.11.2014 1.

IV.3.2.2. C ornex Ha u3noxenoto 8 1. 1IV.3.2.1. or nporokona ¢ na ocopauue ui. 69, an. 1, T.
1 ot 3011, BEB BpB3ka ¢ wi.56, an.1, 1.5 w .13 or 3011, 1. 7. .9.6.2.8 u 9.6.2,11 or Peuiennero 3a
OTKpHBaHe Ha npoueaypara u 1.1, IL2.3) u VL.3) or obGasnenmero 3a nopsukara, Komucuara
npeiriara 3a orcIpadgsBaHe oF npouenypara yyacTHukeT ,,OPbOHUKC ®APMA” EAN, rp. Codus
1700, obnacr Codms, obmmna Cronnusa, paiion ,,Crygentcku”, yi. ,,Oxon0BpheTeH BT Ne 199a, ¢
oepra ¢ Bx. Ne 3/03.11.2014r., 3a 06ocobenn nozuius NeNe 7, 23 u 29.

Momusu:

1. 3a odepupanure nexkapcTBeHM NpOAYKTH No obocobenm mozumumm: NeNe 7, 23 u 29,
YYACTHHKBT HE € npeacrasuil u3uckanus ot Komucuara moxkyment no 1. 3.2.2. oT npoTOKONa 1O
w168, an.7 or 3011 - mokymeHt mo T. 9.6.2.11. OT pelIcHHETO 3a OTKPHBAHE Ha IPOICHypaTa:
JaBepeHO OT YYacTHHKa KOMHE Ha pajpeiucHuero 3a yrorpeba Ha JICKAPCTBCHHS IIPOAYKT,
uznaneno ot MAJI i no pena na Pernament /EC/ Ne 726/2004 na Erponelickus napnaMesT 4 Ha
CnbBeTa - B IipeBo/| Ha OBJITapCKM 31K,

2. 3a odepupaHuAT NEKapcTBEH NPOAYKT To obocobena mozumms Ne 7, yHacTHHKBT HE €
NpeJCTaBua U3KcKanusa oT Komucuara JoKyMeHnt 1o T. 3.2.6. or niporokona 1o .68, an.7 or 3071
- Konve Ha opurupana npuipy:;eHo ¢ OpUrdHall Ha odHIMATICH NIPeBoj Ha OBITapeKH €3HK Ha
JOKYMEHT o1 Astra Zeneca UK Limited, ynocrosepsapamt npasoMomusTa Ha r-xa 3os Ilaynosa mo
IPEYIILIHOMOIABAHE Ha YUaCTHHKE,

V. KomucnsaTa NpucThIN KLM pasrieskjane Ha JokyMenTHTe B Iiuk Ne2 “Ilpennoxenue 3a
U3IIBJIHEHHE Ha MOpLUKaTa” Ha YYaCTHHUMTE, YWHTO JOKyMeHTH B itnuk Nel orrosapst Ha
H3HMCKBAHUATA 3a 110100p.

KoMmucuara koncrarupa;

VL. B niux Ne2 wa yuactauka ,MEJAEKC” OOM, rp. Codus, rp. Codus, Paiton Mnapnocr,
kB. opyonane, yn. «CamoxoBcko mocenNe 2J1, Trnproseku nentsp bouna, 3a cnemuute ofepupanu
060c0o0eHN HO3HIIMH:

1.1. obocobena nozunus Ne 20 — HEChOTBETCTBHE HA TEXHHUYECKOTO INPEJUIOKEHHE Ha
YYACTHHMKA ¢ H3MCKBAHMATA HA TEXHHYECKATa crenudHKanug Ha BB3I0KUTENA 0T JOKYMEHTALUATA
3a yyactie. Odepupansst 0T YYaCTHHKA JISKAPCTBEH NPOAYKT /¢ HamMeHoBaHHe - Sodium Chloride
Baxter u nexapcrBena GopMa ¥ KOJMHYECTBO aKTHBHO BELIECTBO B OKOHYareiHa oraxonka: 0.9%
solution for-infusion 500 ml./ ¢ B-onakoska noj gopMara Ha IUTACTMACOB CaK, a He 10| opmara Ha
NOMETUIICHOBA OYTHIIKA ¢ JABYIIRTEH CTEPHIEH INOPT, ChITIACHO M3UCKBAaHMATA Ha TeXHHYECKaTa
crierduxanns Ha Branoxurens. Toea 06CTOATENCTBO € BUIHO OT OPEACTABEHOTO OT YYACTHHKA
Paspemenue 3a yrnorpeba Ne 11-16220/20.12.2011r. Ha odepepranng JII1, m3a. ot MAJl



1.2, C ornen na u3noxeuoro B 1. 1.1. W Ha ocnosanye wi.69, an. 1, 1. 3 ot 30I1, ¥ BBLB
Bpp3ka ¢ T. 8.3. or Pemenuero za orkpupane Ha nponexypata u T. lIL.1.4) u 1. VL3) or
ofsBreHyeTo 3a mopbhyka, KoMucusaTa npejnara 3a OTCTpaHABaHE OT IPOIEAYPATa YYACTHHKA
SMEJEKC” O0J, rp. Codms, rp. Codus, Paiton Mmagoct, kB, Popyonane, yi. «CaMOKOBCKO
mocenNe 2JI, Teproscku nentsp Bouna, ¢ odepra ¢ Bx. Nod/03.11.2014 r., 3a obocobena mo3uims
Ne20.

Momusu:

YuactaukeT € odepupan mo obocobena rosunms Ne 20 sexkapcrTBeH HPOJAYKT, KONTO He
OTIoBaps Ha JanHuTe oT TexHudeckara crienuKanus OT JOKYMEHTAlMATA 38 Y4acTHe.

2.1. obocobena nmosuums Ne 21 — HECHOTBETCTBHME HAa TEXHHYECKOTO MHPEIIOKEHHME Ha
YYACTHUMKE ¢ H3UCKBANMATA Ha TEXHHYECKATa creludpukanys Ha BL3IOXKHTENS OT MOKYMCH TAUATa
3a ydactre. OdepupannsT OT y4acTHHKE JICKapCTBEH NPOAYKT /¢ HauMenopanue - RINGER'S
INJECTION n nekxapctBeHa hopMa H KOTHMECTBO aKTHBHO BEIIECCTBO B OKOHYATENHA OIAKOBKA:
solution for infusion 500 ml x 20/ e B omakoska noj opMara Ha IUIACTMACOB C4K, 4 HE TMOJ
(opmaTa Ha NMONMETHICHORA OYTHIIKA € JIBYIBTEH CTEPHIEH MOPT, CHINIACHO M3MCKBAHHATA Ha
TexHuyeckara cnenudukanng Ha Besznoxurend. Toa 0GCTOATENCTREO € BHIHO OT IPEACTABEHOTO
OT yyacrHuka Paspemenue 3a ynorpeba Ne 11-17400/03.04.2012r. uwa odepupanus JIII, usy. or
HAJL

2.2. C oryiex Ha M3noxeHoTo B T. 2.1. ¥ #a ocuoBanue w69, an. 1, 1. 3 or 30I1, u BBE
BpB3Ka ¢ T. 8.3. or PeweHuero 3a oTkpuBane Ha mnpouexypara u 1. I1IL1.4) u 1. VL3) ot
o0sABIEHHMETO 33 NOpPBYKa, KoMHcHATa 1peuiara 3a OTCTPaHABAHE OT IPOUENYPaTa yYacTHHMKA
»MEIEKC” OO/, rp. Codus, rp. Codus, Paiton Mnanocr, ke. lopybmsue, yi. «CaMOKOBCKO
mocenNe 271, Teprosekn uentsp bouna, ¢ odepra ¢ Bx. Ned/03.11.2014 1., 3a oGocobena mo3Hipms
Ne21.

Momuegu:

VuactHuxeT € odepupan 1o obocobena nosuis Noe 21 neKapcTBEH NPOAYKT, KOHTO He
oTropaps Ha gaHnute oT Texnudyeckara cnetupuKanusa OT ZOKYMCHTAIHITA 32 YUaCTHE.

3.1. obocobena mozummsa No 22 — HECHOTBETCTBHE HA TEXHHUYCCKOTO NPCIUIOKEHME HA
YJACTHHKA ¢ M3UCKBAHUATAa Ba TeXHHYecKara cnenypukanus Ha Bbanoxurens oT JOKYMEHTAHITa
3a yyactue. OdepupaHuaT OT YJUaCTHHKA JICKAPCTBEH LPOAYKT /C HauMeHoBauue - Ringer Lactat
Baxter u nexapctBeHa GpopMa ¥ KOJIMYECTBO aKTHBHO BEIECTBO B OKOHYATE/IHA ONAKOBKa: solution
for infusion 500 ml x 20/ ¢ B onaxoBka 1o opMata Ha MIACTMACOB CakK, a He HoA dopmara Ha
NOJIMETHIER0BA OYTHIIKA ¢ GBYIIBTEH CTEPHIICH TIOPT, CHITIACHO W3HCKBAHMSTA Ha TEXHHYECKaTa
cnennduxanyus 5a Be3noxutens. Toea 06CTOATENCTRO € BHAHO OT MPEACTABEHOTO OT Y4ACTHHKA
Pazpemrenue 3a ynotpeta Ne 11-16145/15.12.2011 r. ua odepupanus JIII, n3a. or UAJL

3.2. C ormexn va m3noxenoro B T. 3.1. ¥ Ha ocHoBanue wi.69, an. 1, 1. 3 or 3011, u BBB
Bpb3ka ¢ T. 8.3. or Pemenuero 3a orxkpuBaHe Ha mpouexypara m T. lI1.1.4) u 1. V13) or
00sABIeHHETO 3a MOphuKa, KoMucuATa mpeanara 3a OTCTpaHABAaHE OT MPONEAYPATA YYACTHHKA
S+MEIAEKC” QOJM, rp. Codus, rp. Codus, Paiion Mnamocr, ks. TopyOnsse, yn. «CaMOKOBCKO
mocenNe 2JI, Teproseku nenThp bouwna, ¢ odepra ¢ Bx. Ned4/03.11.2014 r., 3a 0BocoGena mosuums
Ne22.

Momueu.

YuacTHEKET € odepupan no obocobeHa mosuuus Ne 22 mexkapcTBeH NPOAYKT, KOHTO He
OTrOBapsA HA JAHHUTE OT TexHuyeckara cneundmxaum OT JOKYMEHTaLUATA 38 yqacme

V.. Komucuara ycranosy, ger '

VIL1. Jlokymentate B mink Ne2 Ha yyactauxa ,EKOC MEAUKA” QO/L, rp. CO(bHﬁ 1618,
k8. [lasnoso, yi. «"onsm Bparam» N8, otroBapsr Ha yCIoBUATA Y M3MCKBAaHMSTA HA Bhinoxurend, 3a
obocobenara HO3MIMS, 3a KOATO y4acTBa - No 8



VIL2. JoxymenTure B ik Ne2 Ha yuactiuka ,,CO®APMA TPEUAWHI™ AL, rp. Codms
1220 , yn"Jlpuesap Cranues" Ne5, Codapma buznec Taybpe, crpama A, er.12, orrosapsar Ha
YCHOBHATA M M3UCKBaHUATA Ha Br3noxurtens, 3a cuepuure obocobenn nosunum: NeNe S, 7,16, 27, 28,
29, 30, 34, 35, 40, 41 u 43.

VIL3. Jloxymentute B ink Ne2 wa yuyacrauka ,ObhOHHUKC ®APMA” EAJ rp. Codnus
1700, otmact Codus, obmmna Cronwuna, paiton ,,Crynenrckn™, yi. ,,Oxonospeeren nbT*Ne 199a,
OTrOBAPAT Ha YCIOBHATA H M3HCKBAHHMATA Ha Br3noxurens, 3a cienHuTe obocobern mosummn: NoNe 2,
3,4,5,6,11,13,15,16, 17,18, 19, 24, 27, 28, 30, 34, 35, 36, 37, 38, 39 ,40, 41, 43, 44, 45 u 46.

VIL4. [loxymenture B mimk No2 sa yuacramka ,MEJAEKC” OOM, rp. Codms, Paiion
Mnanoct, k8. ['opybnsne, yn. «Camoxoscko tmocenNe 2JI, Tuproseku uentsp Bouna, otroBapst Ha
YCIIOBUSTA M H3MCKBAHUATA Ha Br3noxurens, 3a cnemiure obocobenn nosumuu: NeNe 5. 6, 9, 10, 12,
14,27 1 29.

VH.S, Jlokymentute B ik Ne2 na yuacrauka ,,COJIOMEJI” OO/, c. Jlakathuk 2272, o6,
Crore, yn. «Xpucto bores» Ned4, oTroeapsar Ha yCNIOBMAT2 M M3HCKBAHHATA HA BBanoxures, 3a
BCHHYKH ofepupany obocobenu mozmmm: NeNe 12, 20, 21, 22 u 23,

VIIL Ha 01.12.2014 r. na uaTepreT aapeca Ha Gonmmmnara ¢ onopecteHo, 4e Ha 05.12.2014 r, B 10,00
yaca B 3ama Nel ma Oonmuuara, maprepen erax, me Oppe orsopen “Ilmika ¢ mpejyiaramara neHa” Ha
YUACTHHUMTE, YAMTO O)epTH OTTOBApAT HA M3ucksanusTa Ha Braioxurens. C macMmo ¢ msx. No 01-00-1006-
5/01.12.2014.r., KOMHCHATA YBEIOMH YHACTHHIMTE B TIPONE/IYPATa 34 JATATA ¥ Yaca Ha OTBapsAHE Ha TmK N3
“Ipemarasa igHa’”.

IX. Ha05.12.2014 1. B 10,00 y. npu orBapsieTo Ha WK Ne3 Ha YUACTHHLITE, YHHTO 0QCPTH OTTORAPST
Ha VBVUCKBANHATA HA BEVIOKUTENS, He IPHCHCTBAXA MPSICTABHTENM HA YIACTHHIATE,

Unen Ha KOMHCHSATA OMOBECTH NPCIUIONKCHUTE OT YYACTHHIIHTE [EHH 3a JIONYCHATHUTE
00ocoBeHM [103RIMH, KaKTo CicaBa:

1. 3a yuactauka ,,EKOC MEJHKA” OO, rp. Copus - 1618, xB. [laBnoso, yn. « onsam
bparam» Ne§, 3a o6ocobena nosuuus: 8;

2. 3a yuacrauka ,,COPAPMA TPEFIJII/IHF” AN, rp. Codms 1220 , yn."JIsuezap Cranuen”
Ne5, Codapma busree Taywpce, crpaga A, er.12, sa obocobenn nosuimu NeNeS, 7, 16, 27, 28, 29, 30,
34,35,40,41 u 43;

3. 3a yuacrauxa ,,bOHHUKC ®PAPMA” EAJ, Codus 1700, obnacr Codus, obupna
Cronnuna, pation ,,Crynestcxu”, yn. ,,OxonospbereH mht” Ne 199a, 3a  cnepnnre obocobenu
nosuimu: NeNe 2, 3, 4, 5, 6, 11, 13, 15, 16, 17, 18, 19, 24, 27, 28, 30, 34, 35, 36, 37, 38, 39 ,40, 41, 43,
44, 45 u 46.

4. 3a yyactauka yuactauka , MEJJEKC” OO/, rp. Codus, Paiton Miuagocr, k8. ['opy6isme,
yi. «CamoxoBeko moce»Ne 2JI, Teprosexu nentsp bouna, 3a cneauute o6ocobenu nosunpu: NeNe 5,
6,9,10,12, 14,27 u 29,

5. 3a yvactHuxa yuyactHuka ,,COJIOMENL” OQOJX, c. Jlakarark 2272, obm. Crore, yi.
«Xpucro borep» Ned4, 3a senuxu odepupann o6ocobern nosuwmn: NeNe 12, 20, 21, 22 u 23.

X. B msnninnenne Ha muckeanuara ga wi.71 ot 3011 u npeapaputenHo oGSABEHHTE YCIOBHS
Ha OTKpHTaTa npouenypa, KoMucuara npoaemxy cBogra paboTa ¢ pasrie)kgane M ONeHsBaHE HA'
o(epTUTE Ha IONYCHATHTE YYACTHHIM TI0 JOMYCHATUTE 0B0CODEHHM ITO3UIHH.

XI. OdepruTte Ha JONYCHATHTC YYACTHHIM OfXa KIACHPAHH CHOPE] KPHUTEPHS 34 OlEHKa Ha
ofepTuTe — «Hai-HuCcKa 00ma nena 1o obocobeHara nosuuys B nesa, 6e3 JJC”,

Onenkute Ha odepruTe M KIACHPAHETO Ha YUACTHHIUTE, YHUTO ODEpTH ca JNONYCHATH 0
pasTACKIaHe M OIEHsBaHe ca nocoueHH B [lpunodsicenue Ne3 — Ouenka u macupaue Ha
Yuacmuuyume ¢ OOnRYcHamu oglepmu 3a 060cobeny HO3UUUN KM TIPOTOKOJIA. - :

XII. KoMucusaTa npefiara Ha Beanoxurens 1a u3jiazie perenue 3a 00sABsABaHE Ha KIACHPAHETO
Ha y4acTHHOMTE, cbrimacno Ipunoscenne Ne3 — Quenxka u Kiacupade HQ Y4acmHUyume ¢



donycHamu ohepmu 3a 060cobeHU ROFUUHY XM TO3H NIPOTOKOI, KATO OLPEJICIH 38 N3NBIHUATEN Ha
TIOPBYKATA KIACUPaHHA Ha I'BPBO MACTO YYaCTHHK 3a ChOTBETHATa 000CO0eHa 1O3H LIS,

XHI. KomucusTa ycTaHOBHM, ue 3a HAKOH oT ofGoco0eHMTe NO3HIUH /ONHCaHH B
Hpunoncenue Ne3 xpM mpoToKoNa/, we e HojaieHa HUTO enHa odepTa, B pesyinTaT Ha KOETo
Komucusara npemara Ha Buanoxurens ia B3emMe pellesye 3a IPeKpaTsBale Ha [IPoleAypaTa 1o Te3u
obocobeHn NMo3UIEH, Ha ocHoBanue wi. 39, an.1, 1.1 or 3011

Ha.7 éﬂ ! /’\ ........ 2014 r., Komucusma Iprrnoud cBosTa paboTa ¢ 1a ocHoBanme wi. 72, an. 3 ot
3011 pp310%kM Ha IpeceNaTeNs fa Mpeaie Ha Branmxurens 3a yIRLpK/IaBaHe IPOTOKONA 3A6HO ¢ st
JIOKYMEHTALMA 110 OTKPHTATA NPOLIGYPa.

Hpunoxcertue No 1 — Hpomoron na komucwsima no wi. 68, ar. 7 om 3011 ¢ koncmamayuy, 0mHocHo
HAIUMUENIO Y PeJOGHOCHMA Ha Apedcmagerume OoKymMenmu & niux Ne 1 — “Jloxymenmu 3a nodbop”;
IIpunosncenue Ne2 — Oyenxa u wadcupaiie Ha yvacmuuyume ¢ donycramu odepmu 3a
obocobenuy nozuyuu.

Hpunosicerue N3 — Iozuyuu no Kourno npoyedypama ce npexpamsisa na ocrosarue wi.39, arl, m.1 om
3011

.

7G- 14 a4
p. Codusn
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