









































OEABIEHHE A [TOFLUIKA (pepena 7)

11.2.10) HudopmamHa 0OTHOCHO BAPHAHTHTE

[Mle GLOaT npAEMany BAPUAHTH HNall He[X
II.2.11) Hudopmamia 0THOCHO OITIIHHTE
OnuuH He ., He[X

OnHecaHnde Ha OOI[HHTE:

11.2.12) HHOOPMAIHA OTHOCHO EIeKTPOHHH KATANIOSH

[JOdepruTe Tpabea aa Gnaat npeacraseny nog $hopmara HA e/IeKTPOHHR KATATIORH MM A BKAIOYBAT
ENIEKTPOHEH KATAI0r

IL.2.13) HudopMauus oTHOCHO CPeACTBA 0T Enponefickusa chlos

OfmecTBeHaTa NOPBYKA € BbR BEPE3KA € MPOEKT H/WAH Nporpama, GHHAaHCHpaH/a cue Ja[] He[X
C CreaQ.  ONE  WHCHI3
HaenTROHKAHA HA TDOEKTA:

I1.2.14) JorpaanrenHa vadiopmaigma;

PA3IE/N I1.2) Onucauue / o6ocoGeHa MO3MUHA
I1,.2) Onncanne 1

1I.2.1} Hasmenopaume: 2
Paricalcitol
O6ocofena noaunus No: 11
2

1I.2.2) Joorsauureanu CPV Kogose 2
Ocnonen CPY kog; ! 33692800
Homanuautenes CPV kon;: 1 2

11.2.3) MacTO HA HAITBAHEHHE
CrHOBHO MACTO HA HAITLAHEHHE:
SONHMUHE anrexa

kog NUTS:? BG341

II.2.4) Onoucanwe Ha O H _ KA

(ecTecTBO B KOJIHYECTBO HA CTPOWTENHH pal0TH, ZOCTARKH HWIH YC/AYTH HIH YKASBAHE Ha noTpefHOCTH K
H3HCKPAHMNA)

AHaToMo-TepanesTuueH kKog /ATC-kon/-HOS5BX0Z2;MexAyHapOOHO HeMNaTEeHTHO
HaumeHoBaHue /INN/-Paricalcitol; JlexapcTsBeda dopma-

solution for injection; IIporHcaHo koauuecTBO B Gpoi DDD/ TepaneBTHUYeH
xypc - 22500; DDD/TepaneBTudeH wrypc, ml (mApra) - 2mcg; PedepeHTHa
cromHocT 3a DDD/ TepanerTuuedH xkypc, ml xwm 02,05.2016 r.- 6,18B400;

I1.2.5) KpHTepuH 38 PLIIATAHE
[] KpwrepusnTte no-gory
[] Kpurepuii aa xauecrno — Ume: / Tesxecr: 1 2 2°
[] Kpurepui, crupaan ¢ pasxogu — Hme: / Tewecr: t 2°
[] Uena - Texecr: 21
Bd Llenara ne € eAMHCTBEHUAT KPHTEPHI 33 FRAMArAHE M BCHUKH KPHTEDHHE Ca TIOCOYEHK CAMO B
JOKYMEHTALMATA Ha OfliecTReHaTa HOpBUKa

11.2.6) IIporHoana cToHHOCT

Cro#tsocr, Gea na ce Brwousa JC: 115950 BamyTa: BGN
(30 pamxosy CROPA3yMEHUR LU OUHAMUMHY CLCTNEMU 30 NIOKYRKU — NPOZHOIHA 00Wa MaxCumMaIna
CMOUHOCT 3G URAAMQ NPOJRANCUMEHOCT Ha masu 060"~ Ha noauyus)

11.2.7) [IpOHIAHTEIHOCT HA HOPBYKATA, PAMKOBOTO CHOPASYMEHHE HIH JHEAMHYHA
CHCTEMA 33 NOKYIKH

ITpOSLIAKTESTHOCT & MECELH: 24 WiH [IPOAT/IHHTENHOCT B ARH:

Wk

Hauanna gaTa: Aan/mmM/roor

Kpaiina gara: an/mmfrror

Tasu NoPEUKA IONEKY HA N0LHOBABAHE Jda[ ] He[X{

YHIT: 71809bef-1del-4150-8029-fes06cE331 19












OBARIEHHE 24 [IOFEYKA (aepsn 7)

PA3JAEJI IIT: ITIPABHA, HKOHOMHYECKA, PHHAHCOBA 11
T HHYECKA HHOOPMAITAA

II1.1) ¥YciaoBHA 38 y9acrue

IIL.1.1) ToxHOCT 3a yWpaXKAAPAHE Ha NPoQdecHoHATHATA AeHHOCT, BRINYIHTEHO

HIHNCKBAHHA BBLEB EPLIKA ¢ PBOIHCBAHETO B MPOQecHONAIHH HIH THPIOBCKH PETHCTPH

CroHCHK H KPaTKO OITHCAHUEE HA YCNOBAATA!

Y4acTHMUMTEe B NpolenypaTa cJjelBa Oa NpUMTexasaT BalMipHo Pa3zpemeHue =2a
TLPTOPMA Ha €0p0 € IeKapCTBEeHM NPpOodykTHM, KaJaleHo no pena Ha 3JMNXM unm
paspeueHMe 34 NPOMEBOIOCTBGC / BHOC B ClydauTe No uin. 196 or 3JIIXM;
Of¢eprara ce CBCTOM OT OEE 4YacTH NOCTaBEHM B OBa OTIOSIHM
nnvxa/onakosku: Inmk N1 ¢ Haonme ,,3aABieHMe 34 ydacTHMe”, B KOWMTO ce
NoCTaBAT HOKYMEHTMTE OTHACHII ce A0 KpUTepuMTe 2a NoO00p Ha YWaCTHMUMTE
uny kagoupartuTe;llnMk B2 ¢ Hannue llpensaraHadHM LEeHOBM rapaMmeTpu”, KOWTO
CBOELpMA LEeHOBOTO NpelJioEeHMe Ha YJaCTHHMKAa.

B maux N1 - “SamApneHMe 32 y4acTue” Cce [NOCTaBAT CHelHMTe NAOKYMEHTM:
1.EEJOI, cwBOBPp%kam OaHHM JaHHM OTHOCHO NYONMUHMTE pEerMcTpM, B KOUTO Ce
CchAgep¥a mHfopMauMA 32 OeKkJNapupaHuTe OBCTOATENICTRA MIM 338 KOMISTEHTHMA
opraH, HKOWUTO CBLIJIACHO 2AKOHONATENICTBOTC Ha CBLOTEETHATAd ObDXABa & OIABREH
La nNpeloCcTabBA MHGopMauusa 3a Te3n OGCTOATENCTBa CayXeBHO Ha BBL3JOXMTENA
M oBcToATencTBaTa no dn. 54, an.l m un. 55, an.l, .1 m T.5, 6. "A"., -
3a uenure Ha HacroAmaTta ofmecTReHa NOopbHUKa, NpM NOOaBaHE Ha 3aABRJiedHue
2a noeede OoT ejgHa obGocobeHa DO3MUMA, YYHAaCTHMUMTE NPelCTaBAT €IMH
EEJOIM.2.KonMAa Ha OOKYMeHTM 3a peruMcTpalusa OO pena Ha 3BakoHa 23 OaHBK
BEpxy OobaseHara CTOMHOCT - BaBEPEeHM OT y4YacTHMKa C NOoOnMc “

newar. 3.Jexnapaumua, 4He YYaCTHUKLT € 3aNC3AHAT C BCHMYKU OODCTORATEJICTEBA M
YCI0BMA Ha ofmeCTBeHaTa HOprYKa M Ce 3albLjikaBa ga cha3asa yCJIOBMATA Ha
nopbyYkaTa M Ja HE pPaanpoCTpaHABa OaHHM, CBEBP3aHM C nopbukartaj;—- O6pas3el
W 3; 4. Jexnapaumsa 2a ydacrtme 0o ofocofeHyu noamumm — OOpaszsen W 7; 5.

AMMMHUCTpEaTURHM CBegeHMA — O6pazen W 2; 6. Texdnuecko

npennoxenue /O6pazeu W 11/ 3a M3NBEIHEeHMe Ha IOpbpYKaTa, BEOHO ©
OoneNHeHM ,, TexHuuecxa opepra”- [punoxedHue N 11, Hapen cwC 2aBepeHOo QT
Y4H4ACTHUKA KONME OT BalMIHO pa3apelleHUe 3a ynorpeba CT} 1

CBEOTBETHUA JIeKapCTEeH NPOoAYKT. B crnywall Ha maTMdaHe Ha cpoka Ha
paspemeHyeTo 3a ynorpeba Ha NexapcTEeH [IPOOYKT Npe2 CchOTBEeTHaTa IOOMHA,
3a KoATO Cce npoeexna obmecrBeHara nopwuxa {2016r. - 2018r.), YYaCTHMKET
Jexsapupa B CBOTBETCTBMe C uYn. 55, amn. 6 or 300XM, uye wonmuecTmaTa 3a
JeKapCTEEeHMA NPpOoOYKT Cca HanMdHKM, 32 CpokKa Ha IeWCTBME Ha Joronopa u
obpa3um Ha IllpuinoxkexHue N 11a u [IpunoxeHmue W 130 3a konmudecTRa. B chyuan,
4ye NpUTexaTellAT Ha paspeleHMeTo 3a ynorpeba M YYacTHMKET Ca €JHC M ChWo
JKue Ce OpelcTaBa CaM0 egHa Aexnapauuda - lpwioxenme N 116. Opunoxenue W
lla e oT nNpMTexaTes Ha pa3peumeHMeTo 3a ynoTpeba, MNPoMIABOOUTE] MIIMU
obMuManeH OpPpeACTARMTEsN Ha NPOMIBOIOMTEJ, KOETC C& [OOKAa3Ba C NOKYMEHT 33
TOBa (JOTOBOP MEXIOY THX, BJIHOMONMHO M T.H.), KAT0 BMECTO Ilpunoxenwue N
1la ce IOonycka npuiaraHeTC Ha KBMBAlleHTEH [OOKYMEHT, KOWTO QOTTroRapsda Ha
MAaMCKBaHUATE Ha ClaeldHuMTe ycnoBuMa: Ja € wms3jganeH cJjieg naTaTta Ha of0ABpABRaHe
Ha ofuwecTBeHaTa nopwuka; Ja cbOobppRa HOMEpa Ha PENEHMETO, ¢ KOEeTO €
OTKpUTa HaCTORWaTa npouenypa; [da Oble Ha MMETO Ha KaHIOMOATR MM
Yy4AaCTHMKA Ba KOHKpeTHara npouenypa B ,MBAII-Byprac” A, BRBINORMTeN Ha
obmecTBeHaTa Dopruka,; Hda e P OPMIMHAaJ MM HOTapMalHO 3apepeHo kKonue. [a
e M3OaleHo 0T OEITPAPCKA WM/MIM YyXIeCTDaHHM NPOMEBBOOMTENM, KaTo B
cnyualt, ue € Ha 4YyxI £3MK CJemBa Ja ce OpencTasu B ofuuMaser npeson. B
cnydyai, uYe OOKyMeHTa € uMAanaleH OT OpelCcTaBUTEsICTBa MM O@MuUMAaTIHMK
OUcTpUOYTOPM Ha dykIecTpaHeH NpOM3BOOMTEN B BBATaApMA, NpelcTaBAHETO Ha
OOKYMEHT, YINOCTOBEpPABRANl NPelcTABMTIENIHATA MM BIAaCT € 3alblIXRMTENHO.
3aibaXUTenHQ O3 CEOBPRE CHMCEK Ha JIEKADCTBEHATE NPOAYKTIM, 34 KOMUTIO Ce
OTHACA.M3pMYHO [a rapaHTHpa KOJMYEeCTBaTA HA JIEKAPCTREHMTE MNPOoAYKTH, 2a
KOMTO CB OTHACA, 3a LUeJIMA CPOK Ha MINsJHeHMe Ha HacToRWaTa MNopwYKa.

KbM TEXHMUECKOTO NPennoxeHue Ce NpeIcTaBAr: a)JoxkyMmeHT 3a
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QEABJIEHHE 3A MOFBYKA (sepeus 7)

YOBIHOMOWABAHE, KOTATO NMIETO, KOETO [IoJaea odbepTaTa, He € BaKOHHMAT
NpelcTaBMTEN Ha ydacTHmxa; ©) Hexnapauma 3a cbhIJlacHe ¢ Kiays3uTe Ha
NPUIOREHMA NPOEKT Ha Ooropop - Ofpalen ¥ 9; B) JexnapailMm 2a cpoka Ha
BANMMAOHOCT Ha ofpepraTta ~ Obpaseuy W 4;r) JexnapauwdA, dYe NpM MITOTBAHE Ha
ofeprara ca CrHajeHy 3JAOBIDEEHMATA, CBBP33aHM C JaHbUM M OCHTYPOBKWM —
OCpaszen W 5.1) Hexnapaums 3a& KOJMHEECTBa OT YHYacTHMKa - OGpaseq W 10;e)
HexnapauMa 2a npennaraHnTe OT yUacTHMKa CPOKOBe.

IIL.1.2) AXOHOMHYIECKO B PHHAHCOBO CHLCTOAHHE

[} Kpurepnn 3a nop6op, KaxTo e yKa3aHO B AOKYMEHTZUMATA 38 06UIECTREHATA NOPHYUKA
Cnucek B KPATKO ONUCAHKE HA KPHTEPHHTE 34 oaDoD:

He ce NpenpuEOaT

HauckBano MUHAMaNHO/HA HHBO/A: 2

He ce NpenBMXOAT

1I1.1.3) Texunaecxu 8 TpodecHONATHE PRIMOMHOCTH

"] Kpurepus za noabop, KaxTo e yKa2aHo B JOKYMEHTAIMATA 32 0GLECTREHATA IOPHYXA
CnHCBK H KPATKO ONHCAHKE HA KPUTEpMHTE 32 00a60p:

Ja npurexapaT BanuoHo FPaspeweHMe 3Aa THPTOBMA HA AP0 C JEKapCTBREHU

npoaoyxKTy — [QOKa3Ba Ce& ¢ NpelnCTaBAHE [1 Ha 2apepeHO 0T Y4YaCTHMKAa KOMe Ha
CBIOTO;
Ja wmmarT CIIWMT B M3INEBNHEHHMETO Ha JOCTAaBKM HAa JekKapCcTiBa — JOKAa3dBa Cce C

NnpeAcTaBAHETO Ha JOeKjapaluMA, BRIDYBANE MHDOPMALMA 24 MANBIHEHHUTE
OOTOBOPM 3a NocnedHuTe 3 I'OOUMHM, CYMTAHO OT KpakHaTa mara Ha
IpencTasAHe Ha npennoXesHusaTa, ¢ TenedoH 3a BpBb3KA C BCEKM OT
BranoxuTenure.3a UeTa YYACTHMUMTE CJienpa da NMPencTaBAT HOTapHMasiHo
JAaBEPEHM KONMA Ha Openopbxm 2a 1oSpo MINBAHEHME, € TEeNedoH 3a BPBIKA C
nonnucasnaMa NpelopeKarTa.

*fa umMar TexHuMdecko ofopylnbaHe M PeCYPCHMTE BLIMOKHOCTM 33 OCUTYpPABAaHE
Ha XadecTReHo M GBp30 MINLIHEeHWMEe Ha nNopbdkaTa {TpaHCNopTHM CpencTsBa,
HanuMuyMe Ha CxJanosBa Dasa, C KOMTO Paznofjiara YyYacTHMKa) .

*YYACTHMKDT MOXE Ha NpencTasv W IPYI'M LOOKYMEHTHM, OOKaA3BAWM,
TeXHMHECKUTE M DpobeCHMOHANHUTEe MYy BBEIMOKHOCTHM, KAKTO U CHOTBETCTBMETO M
KayecTROTO Ha MPeflaAraHMTe JeKapCcTBeHW NPOLYKTM C MEMCKRAHMATA M
YCAOBMATA Ha BBIJIOKMTENA,

H3HcKkraHO MMHMMATHO/HH HHBO/A: 2

la npurTexaBaT BaAJIMOHCO Paapemenre 3a TEPT: 1A HA edpO C NekKal 'BeHHU
NpoayKIM — OOKa3EBEa Ce C NpencTaBAHE II Ha 3aBepeHO OT yHACTHWMKAE Konwe Ha
CBOOTO;

HJa umaT onoMT B MANBIHEHMETO HAa HOCTABKKM Ha JIeKapcTBa - HOKa3Ba ce .
NpeAcCTABRHETO Ha [LeKNapaluwd, BKInYBala MHPOPMALMA 3a M3NBIHeHMTE
NOTOBOPM 2a NocJegHMTe 3 TOOMHM, CUMTAHO OT KpaMHaTa LaTa Ha
IpeNCTAaBAHE Ha NPEeOdCOXeHMSATAa, C TejefoH 3a BpHAIKA C BCEKHM OT
BeznoxuTenmre.

*Jla MMaT TeXHWUeCKo O0OpYOBaHe M PECYPCHMTE BBAMOXRHOCTM 33 OCHMIypABaHe
Ha KAWEeCTRBREeHO M OBbpP30 MITBIIHEHWMe Ha NOphuWKaTa {(TPaHCOOPTHM CRpeacTEa,
HanM4YMe Ha CKIafjosa 0aza, C KOMTO pasnojara ydacTHHKA) .

*YUacTHUKBT MOXe 02 [IPpeldCTABM M OPYTM IOKYMEHTHM, JoKazsamM,
TEXHUYUECKMTEe M NPOPECHMOHANIHMTE MY BBAMOXHOCTM, KAKTQO M ChOTBETCTBUETO M
KAa4ecTBOTO Ha [NPeIlaTaHuTe NeKapCTBeHM MNPOIYKTM C MAMCKBAHMATA U
YCHNOBMATA Ha BBLRNOKMTENA.

111,1.5) Hr{OpMALHMA OTHOCHO 3ANIAIEHH TOPHLUKH 2

[Jlopruxara e 3anasens 3n 3aMHTEHH NPESNPHATHA H HKOHOMHHYECKH OIEDATODH, HACOYEHH KbM
COLHANHA M NMPOMeCHOHAHA HHTErPAUMA Ha JIHUA & YEDEXKAAHHA HIH JIMUA B HEPABHOCTOMHD
OWIOKEHHE

[Hsrramennero na nophYKaTa € OTpaHHEEH0 B PAMKHTE HA ODOrPAME 3a Ch3fARAHE HA 3ALHTEHM
pafioTHH mMecra

1IL.2) YenoBMA BBE BPBIKA ¢ NIOPEBIKaTa 2

I11.2.1) Hudopmausn oTHOCHO onpefeneHs npodhecun (camo 3a DOPBUKH 38 YCAYTH)
[(Hannnnenvero Ha NOPBYKATA & DrPRHHHEHO A0 OLPE/JEIEHA NPOhecHA
TloaopaBade HA DPH/ICKHMATA 3aKOHOBZ, NQLIaKOHOEA WY aIMHHHACTPAaTBRA pasnopeaba:

IIl.2.2) YenoBMA 34 HAWHLJIHEHHE HA OPBIKATA?

YHIT: 71809bc-3defi-4159-8029-feS s 31 19 20













