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Iaprupa: OBSIBJIEHME 3A Bb3JIOXXEHA ITOPBYKA (sepcus 7)

IIpurypka xbMm Odpunuasies Bectauk Ha EBponeiickus cpio3

: % Wndopmauus u onsaits Gopmynsipu:  http://simap.ted.europa.eu
b+ b1

OBABJ/IEHUE 3A Bb3JIOKEHA IIOPHYKA
PeaysraTu OT IponeAypaTa 3a Bh3JiaraHe Ha O0IMecTBeHA NOPBhYKa
JAupexTHBa 2014/24/EC / 3011

[(JIpoekr Ha o6sBneHune
B O6sBnenne 3a mybiukyBane

PA3/AEJI 1: Bb3JIAT'AILl OPT'AH

1.1) HammeHoBaHue ¥ aapecH ! (MoJis, IOCOYETE BCHMYKH Bb3JIaralny Opraiu, KOUTo
OTrOBapAT 3a NpoHEexypaTa)

OduunasHO HauMeHOBaHHE: Haunuonasnen perucrpanuoHeH Homep: 2
YHuBepcureTcka MHoronpodomnHa OosiHMUa 3a 102274111
aKTUBHO JiedeHue - Byprac Al

ITomencku agpec:
6yn. Crepan CrambosioB N 73

I'pan: kox NUTS: ITomeHncku xox: JAbprkaBa:
Byprac BG341 8000 BG

JIMine 3a KOHTaKT: Tenedon:

Npena IlerkoBa +359 879358008
EnexrponHa noma: Qakc:
mbalburgas8000@gmail.com +359 56810592

HHTepHer ajpec/u

OcnogeHn aapec (URL):

http://www.mbalburgas.com/
Anpec Ha nipoduna va kymysaya (URL):
http://www.mbalburgas.com/bg/news/index/58/

1.2) CBBMECTHO BB3JIaraHe

[JTloppukara o6xBaia CbBMECTHO Bb3J1araHe
B wiyuait Ha chBMeCTHO BBb3JiaraHe, 06XBamamo pas/IuyHHA ABPXKABH — NPHIOKHUMOTO HALIMOHAJTHO
3aKOHOAATEJICTBO B cepara Ha OOLECTBEHUTE IOPBYKHU:

[JIopwuxata ce Bbasiara OT LEHTPa/IEH OPraH 3a NOKYIIKA

1.4) Bua Ha Bb3j1aramusa OpraH
[CJMunwucreperso win Besikaxks Apyr HanuoHasen P Ily6inyHONpaBHAa OpraHU3aLys

Wi desepasieH OpraH, BKIIOYHTETHO TeEXHH

PErHOHAIHU MJIM MECTHH NIOAPAa3zeIeHus
[JHauuonanua wiu dexepanna arenums/cyx6a [CJEBponeiicka MHCTHTYLHMS /areHIUA WK

MEX/IyHapOZHA OpraHu3anus

[[JPeruonanen wiu mecren opras [JApyr Tan:
[ JPernonasina uiu mecrHa arenuus/cayx6a

1.5) OcuoBHa geHOCT

[[]O6mu o6mecrsenn yeryru [[JHacransBane/>HIKIHO CTPOUTEICTBO ¥ MECTA
3a OTAMX ¥ KyJITypa

[JOr6pana [JCoumanna sakpuna

[(]O6mectren pen u GesonacHocT [[]Oraux, kynrypa u BepousnoBesanue

[[JOxonna cpena [CJO6pasosanne

[[JAxonOoMuyeckn u GuHAHCOBH AEHHOCTH [JApyra peiinocr:

| X3npaseonassane

PA3AEJ I1: IIPEJIMET

11.1) O6xBaT Ha 06IEeCTBEHATa IOPBYKA

I1.1.1) HammeHnoBanue:
JocTaBka Ha JIeKapCTBa 3a CEKTOp N0 acCucTypaHa
PedepenTteH Homep: 2

11.1.2) Ocuosen CPV kox: 33640000
JomenauTened CPV koa: 1 2

11.1.3) Bua Ha nopbYKa

VYHIT: a3adcala-563c-4ba7-89b8-1047b0dba28a




OBSBJIEHHE 3A BB3/IOXEHA ITOPBHYKA (sepcus 7)

["Crpourencreo Elloc'ramm [I¥enyru

I1.1.4) KpaTko onucanmue:

OBbexkT Ha Mnope4YkKkaTa ca NEePMOOMYHO IIOBTApAmM CE€ OOCTABKM Ha JIEKAPCTBEHM
NIpOOYKTM 3a HYyXIAMTE Ha CEeKTOp Mo acucrupaHa penpoaykuus ,YMBAJ -
Byprac” All. JlekapCTBEHMTE MNPOAYKTM Ca& ONMCaHu NOAPOoOHO B
crnneundpmkaumaTa, KOATO Ce sABABa Hepal3leJsiHa 4YacT OT HacTosmaTa
IOOKYMEeHTauuda, I[10 I'eHepudHm HamMmeHoBaHmA (INN), snexkapcTBeHu dopmm u
CeOBbpPXaHUE Ha aKTUBHOTO JIEKAPCTBEHO BemecTBO, 0O00COOEeHM B MNO3MLUUMK.

11.1.6) MHpopmMams OTHOCHO 060COGEHUTE NO3HITHH
Hacrosmara nopbyka e pasaesieHa Ha 060co6eHu 103Uy Ja X He[]

I1.1.7) O6ma croiiHOCT Ha o0mecTBeHaTa nopruka (6es ga ce sxiousa J171C)
CroitHoer: 161066.42

(Moans, nocoueme obwama cmoiiHocm Ha obwecmeeHama nopsyka. 3a uHGopmayus OMHOCHO
UHOUBUOYANHU NOPBUKU, MOAS, u3non3eaiime pasden V)

wiu Hali-Hucka odepra: / Haii-Bucoka odepra:

KOHUTO €A B3ETH NPEABHU/

Basyra: BGN

(3a pamxosu cnopasymerus — obwa MaKCUMaAHA CMOUHOCT 3 YAAAMa NPOOsAHCUMEAHOCT)

(3a durnamuyHu cucmemu 3a NOKYNKU — CMOUHOCM HA NOPBHKAMA/ume, KOAMOo/Koumo He e/ca
8KMI04eHa/u 8 npeduwHu 0bs6/1eHUS 3a 8631a2aHe HA NOPBYKU)

(3a nopwuxu, 6asupaxu HaA paAmMKOsU CROPA3YMEHUS; AKO MOBA ce U3UCKB8A — CMOUHOCM Ha
nopsukama/ume, KOSIMo/Koumo He e/ca 8xA4eHa/u 8 npeduliHu 06261eHUS 3 863102aHe HA NOPBYKU)

PA3/IEJI II: Onucanue / O6ocoGesa no3muus
11.2) Onucanue 1

I1.2.1) Haumenosaumue: 2

Human Menopausal Gonadotropin 75 IU
O6ocobena no3unus No: 2

2

I1.2.2) Jouwwpiaaureaau CPV xoxose 2
Ocnosen CPV kopa: 1 33641000

JNomsnaurenen CPV koa: 1 2

11.2.3) MsacTo Ha M3IIBJIHEHH e
OCHOBHO MACTO Ha U3II'BJIHEHHE:
OoJiIHM4YHa anreka

kox NUTS:! BG341

I1.2.4) Onucanue Ha OO ECTBEHATA NOPHYKA:

(ecTecTBO M KOJIMYECTBO HA CTPOMTEIHU PabOTH, JOCTABKH WU YCIIYTH WIHM yKa3BaHe Ha NoTpe6HOCTH U
M3UCKBAHUA)

MERIOFERT POWDER AND SOLVENT FOR SOLUTION FOR INJECTION 75 IU X 10,
700 6p. OO3OBM eaMHULU

I1.2.5) Kpurepuu 3a Bp3siarane 1 2

[[] Kpurepuit 3a xauecrso — Ume: / Texecr: 1 2 2°

[] Kpurepuii, cebp3san ¢ pasxoau — Mme: / Texecr: 1 2°
| D Llena - Texcecr: 21

I1.2.11) AH(dopManua OTHOCHO ONIMHTE

Onuuu Ha[ ] HeX

Onucanue Ha ONIUUTE:

11.2.13) udopmanus OTHOCHO cpeAcTBa oT EBponelickusa cpi03

O6uiecTBeHATa IOPHYKA € BbB BPh3KA C IPOEKT M/WIK nporpama, GUHAHCHPaH/a CbC HOa[] He[X
cpeactBa ot EBponeiickus cpio3

HNpenTudukanus Ha NpOeKTa:

11.2.14) JowrbsaHuTe HA HH(pOpMAIMA:

VHII: a3adcala-563c-4ba7-89b8-1047b0dba28a



Mapruaa OBSBJIEHME 3A Bb3JIOXKEHA ITOPBUKA (sepcus 7)

PA3/1EJI I1: Onucanue /| O60co6ena no3umus

11.2) Onucanmue 1

I1.2.1) HaumenoBauue: 2
Follitropin beta 300 IU

O6ocobena mo3umus N2: 5
2

11.2.2) Jomsaaureanu CPV koxose 2
OcHogen CPV koz: ! 33641000

Jomenaurened CPV koa: 1 2

I1.2.3) MscCTo HA M3IIBJIHEHH e
OCHOBHO MSCTO Ha U3ITHJIHEHHE:
BosIHMYHa anreka

koa NUTS:1 BG341

I1.2.4) Onucanve Ha O0ImECTBEHATA NOPBYKA:

(ecTecTBO M KOJIMYECTBO Ha CTPOMTETHH PabOoTH, JOCTABKH WIH YCJIYTHA WIM yKasBaHe Ha noTpebHOCTH 1
M3MCKBAHUA)

PUREGON SOLUTION FOR INJECTION 300 IU/0,36 ML X 1 CARTRIDGE + 2 PACKS
WITH 3 PEN NEEDLES, 400 6p. no30BM emmHMUM

I1.2.5) Kpurepuu 3a pp3aarane 1 2

[} Kpurepuit 3a kauecto — Ume: / Texecr: 1 2 2°

[C] Kpurepuii, cebpaan ¢ pazxoau — Ume: / Texecr: 1 2°
D4 Llena - Texect: 21

11.2.11) Madopmanmusa OTHOCHO ONIMHUTE
Onuuu Ha[] He®X

OnucaHue HA onUAUTE:

11.2.13) Madopmanmusa OTHOCHO cpeAcTBa oT EBponelickus cpio3

O6uiecTseHaTa NOPhYKa € BbB BPb3Ka C IPOEKT U/HJIH Iporpama, GMHAHCHPaH/a Che Ma[] He[X
cpeacTBa oT EBponeiickus cp1o3

HNpenTudukanusa Ha IpoeKra:

11.2.14) JomwiauTesrHa mHpOpMaImMn:

PA3/IEJI II: Onucanue / O6ocoGena no3sunusa
11.2) Onucanmue !

11.2.1) HammeHnoBauue: 2

Choriongonadotropin alfa 250 mcg/0,5 ml
O6ocobena no3unusa N2: 6

2

11.2.2) Jowsiaaureanu CPV xoxose 2
OcHogen CPV kop: ! 33641000

Jomenaurened CPV xox: 1 2

11.2.3) MACTO HA H3BJIHEHHE
OCHOBHO MSICTO HA U3II'bJIHEHHE:
OoJNIHMYHa anTeka

kog NUTS:! BG341

11.2.4) Onucanue Ha ofImecTBeHaTa NOpPhYKa:

(ecTecTBO ¥ KOJIMYECTBO HA CTPOUTEIHM PabOTH, JOCTABKA WIH YCIYTH WIH yKa3BaHe Ha NOTPeGHOCTH 1
M3MCKBAHUA)

OVITRELLE SOLUTION FOR INJECTION 250 MCG/0,5 MLML X 1, 100 6p. mo3oBu
eIMHNLN

I1.2.5) Kpurepuu 3a gp3aarane ! 2

[[] Kpurepuii 3a xauectBo — Ume: / Texecr: 1 2 2°

[[] Kpurepuii, cebp3an ¢ pasxoau — Ume: / Texecer: 1 2°
| B Ilena - Texcecr: 21

VHIT: a3adcala-563c-4ba7-89b8-1047b0dba28a



OBSABJIEHME 3A Bb3JIOXEHA ITOPBYKA (sepcus 7)

I1.2.11) Madopmanmus OTHOCHO OIIMMTE
Onuuu Ha[] HeX

Onucanue HAa ONLUHUTE:

11.2.13) Hadopmanus OTHOCHO cpeacTsa OT EBponeickus cpi03

O6mecrBeHaTa nopbyYKa e BbB BPb3Ka € IPOEKT H/WIH nporpama, puHaHCHpaH/a Cbe Ha[] HeX
cpezcTBa oT EBponeickus cbio3

HNpenTudukanus Ha NpoeKkTa:

11.2.14) NomsaauTesHa MHPOpMaImn:

PA3/IEJI I1: Onucanue /| OG6ocoGena nosnmus
I1.2) Onucanmue !

I1.2.1) HaumenoBauue: 2
Corifollitropin alfa 100 pg/0.5ml
O6ocobena no3umus N2: 7

2

11.2.2) Joxsaaurenu CPV xopose 2
OcnoBeH CPV koa: ! 33641000

Jombeaaurened CPV koxa: 1 2

I1.2.3) MsicTro Ha M3IBJIHEHHE
OCHOBHO MACTO Ha U3ITbJIHEHHUE:
OoJIHMYHa anreka

xox NUTS:! BG341

11.2.4) Onucanue Ha o6mecTBeHaTa NOPHYKA:

(ecTecTBO M KOJIHYECTBO HA CTPOUTENIHE PaboTH, AOCTABKH WIH YCIYTH WIH YKa3BaHe Ha NOTpe6HOCTH 1
HM3HUCKBaHUA)

"ELONVA SOLUTION FOR INJECTION 100 pG/0.5ML X 1 PRE-FILLED SYRINGE + 1
NEEDLE", 40 6p. IOO30BM €IOMHMUU

I1.2.5) KpuTepuu 3a ppaaarane 1 2
] Kpurepuii 3a xauecrso — Ume: / Texecr: 1 2 2°
[] Kpurepuii, cebpaan ¢ pazxoau — Ume: / Texeer: 1 2°

D4 Ilena - Texecr: 21

11.2.11) Madopmanmua OTHOCHO ONIMHUTE
Onuun Na[] He[X

OnucaHme HA OMIUHUTE:

11.2.13) Uudopmanma OTHOCHO cpeacTBa oT EBponeickus chio3

O6uwecTBeHaTa NOPHYKa € BbB BPb3Ka C IPOEKT U/WIK nporpama, GuHancupaH/a cbe Ha[] He[X
cpezcTBa oT EBponeiickus cpio3

Hpentuduxkanus Ha NPOEKTa:

11.2.14) JdomrbiaHuTe/IHA MHPOPMAIIMA:

PA3/IEJI I1: Onucanue / O6ocobGena no3mnus
11.2) Onucanue 1

II.2.1) HaumesnoBaHue: 2
Corifollitropin alfa 150 pg/0.5ml

O60cobena no3unus N2: 8
2

11.2.2) Jousaaureaau CPV xoxose 2
OcnogeH CPV kop: 1 33641000

Jonsnaurened CPV koa: 1 2

YHII: a3adcala-563c-4ba7-89b8-1047b0dba28a



OBABJIEHHE 3A Bb3JIOXXEHA ITOPBYKA (sepcus 7)

11.2.3) MsacCTO Ha M3ITBJIHEHHE
OCHOBHO MSCTO Ha U3IIb/IHEHHKE:
60JIHM4YHAa anreka

kog NUTS:! BG341

I1.2.4) Onucanue Ha O0IMEeCTBEHATA NOPHUYKA:

(ecTecTBO M KOJIMYECTBO HA CTPOUTE/IHM paboTH, IOCTABKH WX YCJIYTH WIH yKa3BaHe Ha NOTPeGHOCTH U
M3UCKBAHHUA)

"ELONVA SOLUTION FOR INJECTION 150 pG/0.5ML X 1 PRE-FILLED SYRINGE + 1
NEEDLE", 40 ©p. IOO30BM eOMHMLUM

I1.2.5) Kpurepuu 3a pbaaarane 1 2
[] Kpurepwii 3a xauecrBo — Ume: / Texxecr: 1 2 2°
[[] Kpurepuii, cepp3san ¢ pasxoau — Ume: / Texecr: 1 2°

E Ilena - Texecr: 21

11.2.11) Audopmanmsa OTHOCHO OIIIMHUTE
Onuuu HOa[] He[X

OnucaHue HA ONLHUHUTE:

11.2.13) Madopmanus OTHOCHO cpeacTBa oT EBponeickus cbi03

ObmiecTBeHaTa MOPHYKA € BBB BPh3Ka C IPOEKT H/HIH IPOrpama, PMHAHCHPAH/a ChC Ha[] He®
cpezcrsa ot EBponelickus cpio3

Wpentudukanus Ha nNpoeKTa:

11.2.14) JomsaauTeana nua@opmanms:

PA3/1EJI 11: Onucanme / O6oco6ena no3unusa
11.2) Onucanue !

I1.2.1) HaumeHnoBauue: 2
Ganirelix 0,25 mg/0,5 ml
O6ocobena no3umus N2: 9

2

11.2.2) Jouwsauaureanu CPV kopose 2
Ocnosen CPV kop: 1 33641000

Jomsaaurenen CPV koxa: 1 2

I1.2.3) MscTo Ha H3IrBIHEHHE
OCHOBHO MACTO Ha H3I'BJIHEHHE!
BoJsIHM4YHa anrteka

xoa NUTS:! BG341

I1.2.4) Onucanue Ha OOIECTBEHATA NOPHYKaA:

(ecrecTBO ¥ KOJIMYECTBO HA CTPOMTEJIHH PabOTH, JOCTABKH MJIM YCJIYTH WIH yKa3BaHe Ha NOTPeGHOCTH U
U3HCKBaHUA)

ORGALUTRAN SOLUTION FOR INJECTION 0,25 MG/0,5 ML X 1 PRE-FILLED
SYRINGE, 300 6p. OO30BM eOMHMLU

11.2.5) Kpurepuu 3a pp3aarane 1 2
[[] Kpurepuit 3a kauecto — Ume: / Texecr: 1 2 2°
[] Kpurepuii, cebp3san ¢ pasxoau — Ume: / Texecr: 1 2°

E Ilena - Texecr: 21

I1.2.11) UndopmMmanmua OTHOCHO OIIHHUTE
Onuuun Ja[] He®

OnucaHue Ha ONLUUTE:

11.2.13) Mudopmanmusa OTHOCHO cpeAcTBa oT EBponeiickus cbi03

O6mecTBeHaTa IOPBYKA € BbB BDPB3Ka C IPOEKT H/HIH Iporpama, GHHAHCUPAaH/a Che Nal ] HeX¥
cpeacTBa ot EBponeiickus cpio3

HpenTudukanus Ha NpoeKTa:

YHII: a3adcala-563c-4ba7-89b8-1047b0dba28a



OBABJIEHHME 3A BBb3JIOXXEHA ITOPBYKA (sepcus 7)

11.2.14) MoorbiaauTeHA MHpOPMALMA:

PA3/IEJI 11: Onucanue /| O60co6eHa no3umus

11.2) Onucanmue 1

I1.2.1) HaumeHnoBauue: 2
Triptorelin 0.1 mg/ml - 1 ml

O6ocobena mo3uuus N2: 10
2

11.2.2) Jomrsauaureanu CPV xoxose 2
OcHoseH CPV kox: 1 33641000

Joosanuresien CPV kox: 1 2

I1.2.3) MsicTO HAa M3IIBJIHEHHME
OCHOBHO MSACTO Ha U3II'BJIHEHHE:
SoJiHu4YHa anTreka

kox NUTS:! BG341

I1.2.4) Onucanue Ha O6GMECTBEHATA NOPBYKA:

(ecTecTBO M KOJIMYECTBO HA CTPOUTEJIHM PabOTH, JOCTABKH WJIM YCJIYTH WIH yKa3BaHe Ha NOTpeOHOCTH U
HU3UCKBAHUA)

DECAPEPTYL SOLUTION FOR INJECTION 0.1 MG/ML - 1 ML X 7 PRE-FILLED
SYRINGE, 35 6p. IOO30BM eOMHMUU

11.2.5) Kpurepuu 3a Bpasarase 1 2

[[] Kpurepuii 3a xauectso — Ume: / Tesxecr: 1 2 2°

[] Kpurepuii, cepp3an ¢ pasxoau — Ume: / Texxecr: 1 2°
Ilena - Texxect: 21

I1.2.11) Aadopmanmsa OTHOCHO ONIMHTE
Onuun Ha[] He[X

Onucanue HA ONIMHUTE:

I1.2.13) Undopmanusa OTHOCHO cpeacTBa oT EBponeiickus cpio3

Ob1mecTBeHaTa NOPHYKA € BB BPb3Ka C IPOEKT U/WIK nporpama, GuHancupaHs/a cuc Ha[] He[X
cpencTsa oT EBponeiickus cpio3

HpenTndukanus Ha NpoeKTa:

11.2.14) MowbiasuTeaHa MHpoOpmanmn:

PA3JIEJI IV: IIPOLIE/ITYPA

IV.1) Onucanue

IV.1.1) Bux npouexaypa
[CJOtkpura npoueaypa
[J¥cxopena npoueaypa
ObocHoBKa:
[[JOrpanuuena npoueaypa
[J¥Yckopena npouexypa
O6ocHoBKa:
[CJCscresarenna npoueaypa ¢ JoroBapsiHe
[[JYckopena npouenypa
O6ocHOBKa:
[CJCneresarenen guanor
[JllapTHBOpPCTBO 32 MHOBALKK
[[IBwanarane na nopsuka Ge3 npeasapuresnso nybauKyBane Ha obsBieHHe 3a mopbuka B Odpunnaien
BeCTHHK HA EBpomneiickus cpi03 B iydauTe, u3bpoeHu no-aosry (Mosis, NomeIHeTe npuioxenue ['1)
D 11y6auuno cheresanne
[ ]Ipsaxo norosapsine (Moss, nombiaHeTe npuioxenue I's)

IV.1.3) Undopmanmus OTHOCHO PAMKOBO CIIOPa3yMEeHHe WM JHHAMMYHA CHCTEMa 3a
NOKYIKH

VHIL: a3adcala-S63c-4ba7-89b8-1047b0dba28a



OBSBJIEHME 3A BB3JIOXXEHA [NIOPBHYKA (sepcus 7)

[[]Tasu o6mecreena noppuka 06xBama CKII0YBAHETO HA PAMKOBO CIOpa3yMeHHe
[]Ycranosena e nusamuaHa cucTeMa 3a IOKYTIKH

IV.1.6) Hadopmanmusa OTHOCHO €JIEKTPOHHMUSA THPI
[]Hi3n013BaH € eIeKTPOHEH Thpr

IV.1.8) Hadopmanusa oTHOCHO CriopadymMeHHeTo 3a AbpKaBHU NOpBhuku (GPA)

O6wecTBeHara nopbpyka nomnaza B o6xsara Ha CnopasymMeHHeTo 33 bPXKaBHH NOPHYKH Ha[] He[X
(GPA)

IV.2) AxMuHHCTpaTHBHA HH(pOpMAaI A

IV.2.1) IlpeaumHa MyGIUKANMNA OTHOCHO Ta3M mpoueaypa 2

Howmep na o6asnenuero 8 OB wa EC: [1[1(](1/S 0OO-000000

Howmep Ha o6saBnenuero B POII:800532

(Eono om caednume: Obsisnenue 3a npedsapumenta uH@GoOpMayus, u3noA38aHO Kamo NoKaHa 3a

yuacmue 8 cecmesamenta npoyedypa; Obseaeque 3a nopwsuka; Obsenerue 3a dobposoana
npo3pavHocm ex ante)

IV.2.8) Madopmanmusa OTHOCHO NpeKPAaTABAHE HA AMHAMMYHA CHCTEMA 32 NOKYIIKM

[[]OGsiBnennero o6xBama npekpaTsiBaHETO Ha JUHAMMYHATA CHCTEMA 3a IIOKYIKH, My61uKyBaHa ¢
ropenoco4eHoro o6sBIeHHe 3a NOPhYKA

IV.2.9) Uadopmanua OTHOCHO NPEKPaTABAHE Ha ChCTE3aTeJIHA MPoLEeAypa, OOABeHa upe3

oGABJIEeHME 3a MpeABapUTeJaHA MH(pOpMaua

[[IBbanaramusT opran Hsama Aa Bbasiara noBede NOPbYKMA Bb3 OCHOBA HA TOPENIOCOYEHOTO 06sBIEHHE 32
npeJBapUTeJIHa HHpOpMaIusa

PA3/IEJI V: Bb3JIA'AHE HA IIOPBYKATA 1

IToppuka N2 (JloroBop N9): 1
0O6ocobena no3unusa No: 2 2, 5, 6, 7, 8
HaumeHoBaHue:

Human Chorionic gonadotropin 5000 IU, Human Menopausal Gonadotropin 75
IU, Follitropin beta 300 IU, Choriongonadotropin alfa 250 mcg/0,5 ml,
Corifollitropin alfa 100 pg/0.5ml, Corifollitropin alfa 150

Bb3asiokeHa e nopbuKa/o6ocobena no3unus Ia X He[]
V.1) Audopmanmsa OTHOCHO HEBb3JIaTaHe

ITopbukara/o6ocobeHa no3uLKs He € Bh3JI0KEHa

[[JHe ca nony4enn odepru wnu 3asiBieHns 3a y9acTHe MM BCHYKH ca GHJIH OTXBBPJIEHH
[ ][pyru npuuuan (npexparssane Ha NpoLEAypara)

OpuruHaIHO 06sAB/IEHHE, U3TIPATEHO Ype3 7

[(JeNaotices

[JTED eSender

[JApyro
Tlorpeburesicko Biusane B TED eSender: 7

Cupaska 3a o6sisenus:[][1[1[]1-[(1[J(J(I[][] 7 (roauHa 1 HOMep Ha AOKyMeHTa)
JlaTa Ha M3NpallaHe Ha OPUTHHAIHOTO obaBneHue: 7 JJ1/MM/ITIT

V.2) Bbajiarane Ha NopbYKaTa

V.2.1) /lara Ha CKJIIOYBaHe Ha JOroBOpa
14.12.2017 AA/MM/ITIT

V.2.2) Hadopmanusa oTHOCHO odepTH

Bpoi Ha nosrydenuTe odepTa: 1

Bpoii Ha odepruTe, nocrenwiu or MCII: 1

(MCII - xakro e onpezesieHo B [Ipenopska 2003/361/EO Ha Komucusra)

Bpoit Ha odepTHTe, NOCTHNWIN OT 0EPEHTH OT APYTH AbpkaBH — WwieHKH Ha EC: o
Bpoii Ha odepTHuTe, NOCTHIWIH OT OEepeHTH OT IbP)KaBH, KOUTO He ca wieHkH Ha EC: 0
Bpoii Ha odepTuTe, IOJlyYEHH 110 eJIEKTPOHEH IIBT: O

TlopbyKaTa € Bb3JI0XKeHa Ha rPyna OT MKOHOMHYECKH OIEPaTopH Ja[] He® |
V.2.3) HaumeHOBaHMe M aJpeC Ha M3I'bJIHMTe A !

OdunuanHo HaMMEeHOBaHUeE: HanuoHasieH perucrpaniioHeH Homep: 2
»OBbOHUKC OAPMA” EOOQ 203283623

ITomencku agpec:

yi. ,OxonoBpecTeH neT" 199

I'pan: kox NUTS: ITomeHcku Koa: JlspxaBa:

Codus BG411l 1734 BG
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Iapruna OBSBJIEHHE 3A BB3JIOXXEHA INOPBYKA (sepcus 7)

EnexTpoHHa noma: Tenedon:
office@phoenixpharma.bg +359 29658100
HnTepHer aapec: (URL) Daxkc:
https://www.phoenixpharma.bg/ +359 29658172

WNsneaautenar e MCII Ha E He! I ‘

V.2.4) Hadopmanms OTHOCHO CTOMHOCTTA HA NOPBYKaTa/060cobenara no3umus (Ges ga ce
Brurousa /1/1C)

ITspBoHaYasnHa 06ma Nporuo3Ha CTOMHOCT Ha nopbukaTa/obocobenara nosunua: 2 148176.67
O61ma crofiHOCT Ha mopbYkaTa/obocobenara no3uums: 146285.67

wiu Haii-Hucka odepra: / Haii-Bucoka odepra:

KOMTO €a B3eTH NIPEBHJ

Banyra: BGN

(3a pamxosu cnopa3ymeHus — obwa maxkcumanHa cmoiiHocm 3a masu 06ocobena noauyus)

(3a OuHamu4Hu cucmemu 3a NOKYNKuU — CMOUHOCM HA nopsykama/ume 3a masu napmuoa,
Kosimo/xoumo He e/ca exnoveHa/u 8 npeduwHu 0bs81eHUR 3 8531A2AHE HA NOPBYUKL)

(3a nopwvuxu, bazupaHu Ha pamkosu CnOpA3yMeHUs; AKO MOoBdA Ce U3UCKBA — CIMOUHOCT HA

nopsukama/ume 3a ma3u napmuda, KOSMo/Kxoumo He e/ca 8xkA04eHa/u 8 npeduuwHu obseneHus 3a
8b3/1a2aHe HA NOPBUKU)

V.2.5) HadopManms OTHOCHO Bh3/IaraHeTO Ha NOAM3IIBIHUTEN /¥

[] ¥ima sp3moxsoCT NOphuKaTa Aa 6bJe BH3JI07KEHA HA IOAU3IIBIHUTES /A

CTOMHOCT WIH J5J1 OT MIOPHYKATA, KOUTO € Bb3MOXKHO 12 ObAaT BB3/I0XKEHH HA NOAUIIIBIHATENH 4
CroiiHocr, 6e3 aa ce skiawousa JIJIC: Banyra: BGN

JAsan: %

KpaTko onucanue Ha Aiejia OT NOPbYKaTa, KOUTO 1ie Obie Bb3JI0XKEeH HA NOAU3IIbIIHUTEIH:

PA3/IEJI V: BB3JIATAHE HA ITOPBYKATA 1

IToppuka N2 (Jorosop N2): 2
Ob6ocobena no3unus NO: 2 9,10
HaumeHnoBaHue:

Ganirelix 0,25 mg/0,5 ml, Triptorelin 0.1 mg/ml - 1 ml
Bbanoxena e nopbuka/o6ocobena nosuuus IaX He[]
V.1) Audopmanus OTHOCHO HeBb3JlaraHe

IToppukara/o6ocobena no3uius He € Bb3JI0XKeHa

[[JHe ca nonyuenn odepra win 3asBIeHAs 32 y9aCTHE WM BCUYKH ca OHIM OTXBBPJIEHH
[JApyru npuaunu (npexparsBase Ha npoLeAypaTa)

OpuruHanHo 06s1BJIeHHe, H3NPATEHO Ype3 7

[JeNotices

[CJTED eSender
OAapyro
[Totpeburesicko siinsane B TED eSender: 7

Cnpaska 3a o6ssiaenws:[][1[1(1-(101(101(1[] 7 (ropusa u Homep Ha JOKyMeHTA)
JlaTa Ha U3npanIaHe Ha OPUTHHAIHOTO obsBieHue: 7 /MM /TTTT

V.2) Bpasiarane Ha NopbrYKaTa

V.2.1) /laTa Ha CKJII0YBaHe Ha JOroBOpa

14.12.2017 Ax/MM/TTIT

V.2.2) Aadopmanus OTHOCHO odepTH

Bpoii Ha nosrydeHuTe odepTu: 1

Bpoii Ha odepTure, nocrenuwau ot MCII: 0

(MCII - xakro e onpejesnieno B Ilpenopska 2003/361/EO va Komucusra)

Bpoii Ha odepTHTE, HOCTHIIIM OT OQEPEHTH OT APYTH AbPKaBHM — WwieHkH Ha EC: 0
Bpoii Ha odepTHuTe, NOCTHIMIM OT 0OpepeHTH OT AbP>KaBH, KOMTO He ca uieHkH Ha EC: 0
Bpoii Ha odepTrTe, NOJYYEHH 10 €JIEKTPOHEH IIBT: O

[Topbukara e Bb3Ji0>KeHa Ha rpylia OT MKOHOMHUYECKH OIIepaTOPH Ja[] He E
V.2.3) HaumeHOBaHuME ¥ aJpec HA M3I'bIHUTE N 1

OduunanHo HAMMEeHOBaHHUE: Hanwmonasen perucrpanuoses Homep: 2
»OBbOHUKC OAPMA” EOOI 203283623

[lomencku aapec:

yi. ,OxoyioBpbecTeH ner" 199
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I'pan: kox NUTS: ITomencku Kox: Jl'ppxaBa:
Cogus BG411 1734 BG
EnexrponHa nomia: Tenedon:
office@phoenixpharma.bg +359 29658100

WnrepHer agpec: (URL) daxc:
https://www.phoenixpharma.bg/ +359 29658172

UzosnaurensaT e MCIT Ja E He| |

V.2.4) Hadopmanmsa OTHOCHO CTOMHOCTTa HA NOpBYKaTa/o6ocoGenara nosumn (6e3 xa ce
Brousa [JJ1C)

ITspBoHavanHa 061a MPOrHO3Ha CTOMHOCT Ha nopbukara/obocobenara nosunma: 2 15064 .21
Obma croitHocT Ha nopbykaTta/obocobenara no3uuusa: 14780.75

unu Haii-Hucka odepra: / Haii-Bucoxka odepra:

KOMTO Ca B3eTH IIPEBH/

Basnyra: BGN

(3a pamxosu cnopaszymerus — obuja maxcumanxa cmoiiHocm 3a masu obocobexa nozuyus)

(3a OunamuvHu cucmemu 3a NOKYNKuU — CMOUHOCM Ha Nops4Kama/ume 3a masu napmuda,
KOSiMOo/Xoumo He e/ca 8x04eHa/u 8 npeduwHU 06s8aeHUA 3 8531a2aHe HA NOPBYKU)

(3a nopwvuxu, 6ba3upaHu Ha pamxoseu cnopasymeHus; ako mMoea ce u3uckea — CIMoUHOCM HA

nopsukama/ume 3a masu napmuoa, KOSKMo/Koumo He e/ca exkaoueHa/u 8 npeduwHu obsasaeHus 3a
853/1a2aHe HA NOPBYKU)

V.2.5) UadopmManys OTHOCHO BH3JIaraHEeTO HA NOAU3IIbIHUTE /1

[[] Wma BramoxHOCT NOpbUKaTa A2 6b/e BH3/I0’KEHA Ha IOAU3ITBIHUTE /|

CrofHOCT WJIM J5J1 OT NOPBYKATA, KOUTO € Bh3MOXKHO /1a Ob/IaT BH3JI0KEHH Ha NOAUIIBIHATENH 4
CroitHoct, 6e3 na ce Bxiousa JJJIC: Banyra: BGN

Ham: %

KpaTko onucaHue Ha iejia OT NOPhYKaTa, KOUTO 1ie Gb/ie Bh3/I0KEH Ha NOAU3IIbIHHTEH:

PA3/IEJI VI: JOITBJIHUTEJIHA UH®OPMAIIUA
VI.3) Jomrsaauresna undopmanusn: 2

V1.4) Ilpouexypu no oG:xaiBaHe

VI.4.1) Opras, KOWTO OTroBaps 3a NPOLEAYPHUTE 110 00:xaIBaHe
OduuuanHo HauMEeHOBaHHUE:

Kommcma 3a zammra Ha KOHKYypeHUuuATa

ITomeHcku aapec:

6yJsi. BuToma N 18

T'paxa: ITomeHCcKH KoA: JlbpxkaBa:
Codus 1000 BG
Tenedon:
+359 29356222
EnexTponna noma: Paxkc:
cpcadmin@cpc.bg +359 29807315
Wnrepner aapec (URL):

https://www.cpc.bg/

VI1.4.2) OpraH, KOMTO OTroBaps 3a MPOLEAYPHTE IO MeAMAaIHA 2
OdunmranHo HAaMMEeHOBaHUE:

ITomeHncku aapec:

Ipan: ITomeHcKH KoA: JI'bpxkaBa:
Tenedon:

EnexrponHa noma: Paxc:

Hnrepuer aapec (URL):

VYHII: a3adcala-563c-4ba7-89b8-1047b0dba28a 9



MNaprupa: OBSBJIEHHME 3A Bb3JIOXXEHA ITOPBYKA (sepcus 7)

VI1.4.3) llopaBane Ha xkanom
Touna HHPOPMALMA OTHOCHO KPaeH CPOK/KpailHH CPOKOBe 3a OJjaBaHe Ha xaJy0u:

VI.4.4) Ciayx6a, oT KOATO MOke Aa Ob/e noxydeHa MHPOpMauus OTHOCHO NNOAaBaHETO Ha
xKanom 2

OdunmnasHO HauMeHOBaHHE:

Tlomencku agpec:

Tpan: ITomeHck# KoOA: JlspxaBa:
Tenedon:

EnexrponHa nomia: dakc:

Hurepser aapec (URL):

VL.5) [lara Ha M3npamaHe Ha HACTOAI(OTO OGABIeHHe
JlaTa: 15.01.2018 aj1/MM/TITT

INNPWIOKEHME I'1 — OBINECTBEHHU ITOPBYKHA

OCHOBaHUA 3a BH3JIaraHeTO Ha NOPBHYKATA Ge3 mpeBapuTes HO MyGJMKyBaHe Ha OOABIEeHHE
3a nopbuka B OpunmasneH secTHMK Ha EBponeiickus cpi03

AupexTusa 2014/24/EC
(Moas1, n3Gepere CHOTBETHATA OIIMA M NIPeJCTaBeTe O0ACHEeHHe)

1. OcHoBaHuA 3a u360p HA npoueAypa Ha JoroBapsHe 6e3 npeBapuUTesIHO MyOIMKyBaHe Ha 06ABIeHHE 32
NOphYKa B CbOTBETCTBHE C WieH 32 oT Jlupextura 2014/24/EC
Hsama odepr Win HAMa NOAXOAAIIH 0dePTH/3aAB/IEHUS 32 y4acTHe B OTTOBOP Ha
[Jorkputa npouexaypa
[CJorpanuuena npouexnypa
[[]3a yonyrn/croku 3a HaygyHOM3CI€J0BaTeJICKAa H Pa3BOMHA IEHWHOCT NPH CTPOTMTE YCJIOBUSA, YKA3aHU B
JMpeKTHBaTa (Camo 3a JOCTABKH) ’
CTpOHMTEJICTBOTO, JOCTABKUTE WJIM YCIIYTUTE MOTaT Z1a Ob1aT npeAocTaBeHy caMo OT ONpeZiesIeH
HMKOHOMHYECKH OIepaTop NopajH ¢JielHaTa NpUYrHa:
[[JorcberBre Ha KOHKypeHIMs 10 TEXHUYECKH IPHYHHA
[JobmecrBena noppuka c ues ch3zaBaHe WiK NpuAoOHBaHE HA YHUKAIHO IPOM3BE/ieHNe Ha H3KYCTBOTO
WIM TBOPYECKO U3II'bJIHEHUE
[[Jsamwura Ha W3K/IIOYMTETHY IPaBa, BKIIOYHTEIHO IPaBa BhPXYy HHTEJIEKTyalHa COGCTBEHOCT
[(IUswitounTessu HeoT/I03KHM 06CTOATE/ICTBA, NPEU3BAKAHM OT HENPEABHAMMH 32 Bh3/Iaralllus Oprad
chOUTHSA, ¥ B CBOTBETCTBUE CHC CTPOTHTE YCJIOBUA, YKa3aHH B IMPEKTHBaTa
[CJAonenaurenan qocTaBKH OT MbPBOHAYATHUA OCTABYMK, BH3JIOXKEHHM DU CTPOTHTE YCIOBUS, YKa3aHU
B IMPEKTHBATa
[CJHoBo/u crpouTesncTBO/YCITyTH, KOMTO NPE/ICTAB/IABAT IOBTOPEHHE Ha ChLIECTBYBAILH
CTPOMTEJICTBO/YC/IYyTH ¥ KOHUTO Ca BH3JIOXKEHU B ChOTBETCTBHE ChC CTPOTUTE YCJIOBHSA, YKAa3aHH B
JUPEeKTUBATa
[CIlloprpuxka 3a yeayru, npeaxoxiaana OT KOHKYPC 3a IPOEKT, Bb3JI0XKEHA CHIJIACHO NPEJBUACHUTE B
KOHKypCa 3a IIPOEKT IPABWIA Ha No0eiuTe1s WK Ha eIHH OT 100eIUTe/IUuTE B HETO
[[]OcurypsiBane Ha gocraBku, KOMTO ca KOTHPAHH U 3aKyNeHH Ha cToxoBa 6opca
Ilokynka Ha JOCTaBKH WM yCJIyTH IPH 0COGEHO U3TO/IHHU YCJIOBUSA
[CJor mocraBumk, K0iTO OKOHYATEIHO IPEKPATABA CBOATA CTONAHCKA JEHHOCT
[CJor nukBuaaTopu win CHHAMIM IPH HECHCTOATEIHOCT, CIIOPA3yMEHHE C KDEAUTOPH KK CXOAHA
npoueAypa ChIJIaCHO HALIMOHAJIHMTE IPAaBUWJIa U pas3nopeatu
2. JIpyr OCHOBaHUA 32 Bh3JjiaraHe Ha nopbukaTa 6e3 npeasapurTesiHo nMy6/IMKyBaHe Ha IOKaHa 3a y4acThe
B chCTe3aresiHa npoueaypa B Oduuuanen BectHuk Ha Esponelickus cpio3
[[JO6mecrBenara nopruka He nonaaa B 06xpaTa Ha NPUICHKEHUE HA AUPEKTHBATA

3. O6acHenue
Mouss, o6sicHeTe 1o siceH ¥ pa3bupaeM HAYMH 3310 BH3/IAraHeTO Ha nopbukaTa 6e3 npeaBapUTEIHO

VHIL: a3adcala-563c-4ba7-89b8-1047b0dba28a 10




MNapruna: OBABJIEHHME 3A BB3JIOXEHA INOPBYKA (sepcus 7)

nybiukyBane B OdunnaieH BeCTHUK Ha EBpONeiCKus ChI03 € 3aKOHOCh06Pa3HO, KaTo OCOYHUTE
ChOTHOCHUMHUTE (HAKTH M KOTaTO € yMECTHO, NPABHUTE 3aKIIOYEHUA B ChOTBETCTBHE C AUPEKTHBATA:
(MakcuMyM 500 QymMu)

IIPWIOXKEHME I'5 — OBIIIECTBEHHU IIOPHUYKH HA HUCKA CTOMHOCT
OcHoBaHu#A 3a Bh3JIaraHe Ha NOPHYKA Ype3 NPAKO JOrOBapaHe
3011
(Mmoss, n36epeTe CHOTBETHATA ONIMA M NpeAcTaBeTe oGacHeHue)

1. OcHoBanus 3a u360p Ha NpoLeAypa Ha NIPAKO JOTOBapsiHe

CTpOHTEJICTBOTO, JOCTABKUTE WM YCIYTHTE MOTaT Aja GbIaT IPeoCTaBeH! Camo OT OTipeZiesieH

MKOHOMHYECKH ONEepaTop NOpajiv CieiHaTa NPpUYHHA:
[[Jorcberue Ha KoHKYpeHUMs 1OPAA TEXHUYECKH IPHYHHA
[JobmecrBena noppuka c uen ch3gasane win npuaobuBaHe Ha yHUKAJIHO IPOM3BEJEHHE HA H3KYCTBOTO

WIH TBOPYECKO U3II'bJIHEHUE

[[Jsamura Ha uskiounTenHy npasa, BKJIIOYUTEIHO IPABA BbPXY UHTeJIEKTyalHa cOGCTBEHOCT

[}3a yesnyru/croku 3a HayaHOM3CI€A0BaTE/ICKA M PAa3BOWHA JEHHOCT IIPH CTPOTHTE yCIIOBUSA, YKA3aHH B
30II (camo 3a AOCTaBKHU)

[JMlombnaurennn gocTasky OT IbPBOHAYAIHMS JOCTABYMK, Bb3JI0XKEHH IIPH yCIOBUATA, yKa3anu B 3011

[Jlpeamer na nopbukara e JoCTaBKa Ha CTOKA, KOATO CE THPryBa HA CTOKOBA 60pca, ChI/IACHO CIMCHK,
oznobpeH ¢ akT Ha MHHHCTEPCKHSA CHBET, 110 TIpeVIOKEHHEe Ha MUHUCTHPA Ha PuHAHCHTE

TTokynka Ha JOCTABKH HJIM YCIYTH IPH 0COOEHO U3TOJHHU yCIIOBUSA
[[Jor nocraBuuk, koiiTo 0KOHYATETHO IPEKPATSABA CBOATA CTONIAHCKA JeHHOCT
[Jor nukBuaaTopu Wik CHHAMLM IPH HECHCTOSATEIHOCT, CIIOPa3yMEHHE C KPEAUTOPH HJIA CXOAHA

npoueaypa ChIjlaCHO HaHOHAJIHUTE [IPAaBWIa U pa3nopeadu

[Jlloppuxara e 3a yesryr, NPeAX0XAaHa OT KOHKYPC 3a IIPOEKT, Bb3JI0XKeHa ChIJIACHO NIPe/IBHEHHTE B
KOHKypCa 3a IPOEKT paBuia, Ha nobeauTesis WIK Ha eiuH OT nobeauTesuTe B HETO

[[JHeobxoaumo e HEOT/I0’)KHO BB3J/IaraHE HA NOPBHYKATA OPAJH HIKITIOYUTEHH 06CTOATEIICTBA,
NpeAu3BUKAHM OT CHOUTHA, KOUTO He MOraT Aa 6b1aT NpeIBUIEHH OT Bb3JIOXKHUTEJIA U He € Bb3MOXKHO
cna3BaHe Ha CPOKOBeTe 1o 4wi. 178, an. 2 1 3 ot 30I1

[JUipoueaypara 3a Bbanarase 4pe3 myGIMYHO ChCTE3aHUE € IPEKPATeHa, Thil KATO HAMA NOAAEeHH
odeptu win nopaseHuTe opepTH ca HENOAXOAAIIM U I'bPBOHAYAIHO OOABEHUTE yCJIOBUA HE ca
CBILIECTBEHO IPOMEHEHH

[[]3a muoro xpaTtko Bpeme Bb3HHKHE BH3MOXKHOCT ia Ce I0JIydaT AOCTABKH HJIH YCIYTH, IPHA 0co6eHo
M3rOJHHU yCJIOBUA U HA IIeHa, 3HAYUTEJIHO TIO-HUCKA OT 0OMJalHUTe Na3apHH LIeHH

[[JHeobxoaumo e mOBTOPEHHE HA CTPOMTEJICTBO MJIH YCJIYTH, BH3JI0XKEHH OT ChIIUA BH3JIOXKHTE/H Ha
I'bPBOHAYAIHUSA UBITB/IHUTE], IPH HAIMYHE Ha yI0BUATA, nocodenn B 3011

[(]O6uiecrBenaTa nopbuKa e 3a yeIyry no npuioxkeHne NQ 2 U e Ha CTOHHOCT 10 W. 20, aJl. 2, T. 2 oT 3011

2. O6sacHeHHnEe

Mons, obsicHeTe 1o siceH U pa3bupaeM HaYMH 3al10 BH3/IaTaHETO HA NIOPHUYKATA Ype3 NPAKO JI0roBapsHe e

3aKOHOCHOOPA3HO, KATO IOCOYMTE CHOTHOCHMHUTE (DAKTH M KOTAaTO € yMECTHO, IPABHUTE 3aKJII049EeHHS B
cproTtBercrBue cbe 3011: (Makcumym 500 AyMH)

BbasaraluaT opraf/Bb3/I0KHUTEJIAT HOCH OTTOBOPHOCT 33 FAPAHTHPAHE Ha Clla3BaHe Ha
3aKOHOJIATEJICTBOTO Ha EBPONENCKHs Chi03 U HAa BCHYKH IIPHIOKHUMH 3aKOHH.

¥ MONA, NOBTOPETE, KOJIKOTO MbTU € HEO6X0AUMO

2 B NPUNOKUMMUTE Cyyau

aKo Ta3u MHpOpMaLmMA € U3BeCTHa

334bKuTENHa UHPOPMaLMA, KOATO He ce ny6/IMKyea

20 MOXe aa 6bae NpUCHAEHA 3HAYMMOCT BMECTO TEXECT

2 MOXe Aa 6bje NpUCHbAEHA 3HAYUMOCT BMECTO TEXECT; aKo LeHaTa € e4UHCTBEHUAT
KPUTEPUM 3a Bb3NaraHe, TeXeCcTTa He ce U3non3sa

VHII: a3adcala-563c-4ba7-89b8-1047b0dba28a 11
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