MapTuna: 00301 OBABJIEHHE 3A TTOPBUKA (Bepens 5)

3 EBPOTIEMCKU CBIO3
%k [Ty6nukysane Ha npurypkata kbM OQuiraneH BeCTHUK Ha EBponenckus cpio3
”: “ yi1. Mepceue Ne2, 2985 JliokcemOypr, JIIOKCEMBYPI'
T daxc: (352) 29 29 42 670 Anpec 3a efeKTpoHHa romma:  ojs@publications.europa.

Hudopmanms u onnaitn Gopmyssapu:  http://simap.europa.eu

OBSABJIEHHUE 3A IOPBYKA
HMupextusa 2004/18/EO

[_ITIpoekT na o6seneHne
X O6sBnenue 3a nyGaukyesane

PA3JIEJ I: BH3JIATAIIl OPITAH

1.1) HammenoBanue, aAipecu H MsICTO/MECTA 32 KOHTAKT:
OdunmanHo HauMeHOBaHHE
"MHOTONpOOMUIHA OOJHMIA 3& aKTMBHO JieueHue - Byprac" Al

Hauwmonanen wnenrndukauuoner Ne (EMK) (ako e ussecren)
102274111

[TouieHcku aapec
Bys. "Credpan Crambosor", N 73

I'pan [lomencku kox Jbpxasa
Byprac 8000 BwaTrapus
Msicto/MecTa 38 KOHTaKT Tenedon

0879 358008

Ha BHuMaHueTO Ha
Vpena lleTkoBa

AJpec 3a eeKTpoHHa nolia daxc
mbalburgas@abv.bg

Hurtepuer aapec/v (B IPUIOKUMHUTE ClTyUHau)
OcHoBeH ajipec Ha Bb3naramus oprad (URL):

Anpec na npo¢una Ha kynysaua (URL):
http://www.mbalburgas.com/bg/news/index/58/
Enexrponen noctbn no undopmanmst (URL):

Enexrponno noaasane Ha opeptu 1 3aseiaeHus 3a ydactie (URL):

Mons, u3nonszpaiite NpUIOKEHHE A 3a NPEAOCTABsIHE HA MO-N0ApOOHa MHOpMAaLIHS.

HonbnauTenHa nadopmanus Moxe 1a Objie noaydena Ha:
XIT'openocouenoTo/ure MACTO/MeCTa 3a KOHTAKT
[ 1Jlpyro (mons, monbianeTe npuosxkenue A.l)

Crnetmukayy 1 JOMBIHATSTHY JOKYMEHTH (BKJIFOUUTENIHO JOKYMEHTH 3a ChCTE3aTe/ICH
JIMAJIor U IUHAMHYHA CUCTEMA 3a MOKYITKH) Morat a ObAaT I0JIy4eHH OT:
X TopenocoueHoTO/UTe MACTO/MECTA 38 KOHTAKT
[_1Jlpyro (mons, nonbanere npunoxenue A.lD)
Odeprure nim 3asiBjieHnsITa 32 yuacTie TpsOBa Jja Ob1aT U3NpATEHH Ha:
XITopenocouenoTo/ure MACTO/MECTa 38 KOHTAKT
[ 1 Ipyro (mons, nombinere npuiokerne A.IID)

1.2) Bua na pp3Jjiaramms opran

[ IMUHHCTEPCTBO MM BCAKAKBB APYT X nyGauuHonpagHa opraHuzalus
HallMoHalleH UK (pefepasieH opram,
BKJIIOYMTEITHO TeXHHU PErHOHAIHH WU
MECTHH MOJpa3iesIeHUs]
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Tapruna: 00301 OB SIBJIEHME 3A TIOPBUKA (Bepcus 5)

[Inaumonanna uim Qeepanna [_JeBponelicka MHCTUTY LMY/ areHIUS WITH

areHuus/cny;x6a MEKTyHapOIHa OpraHu3aLus
[Iperuonanen nnu mecren oprau [ dpyro (mons, nosicuere):
[ Ipervonanna nny MecTHa areHUus/ciry:x0a

1.3) OcnoBua peiinoct

[ 1O6um obuiecTeenu ycayru [1HacTanssaHe/s>KMITUIIHO CTPOUTEIICTBO U
MecTa 3a OTOUX M KYyJITypa
[ ]Or6pana ' [ ]Coumanna 3akpuia
[_]O6uecTBen pen u Ge3onacHocT []Otaux, kyntypa 1 Bepou3noBeiaHue
[1Oxonna cpena []O6pasosanue
_ DHKOHOMM%CKM U (UHAHCOBH IEHHOCTH [1Jpyro (mons, nosicHere):
X]3npaseonazpane

1.4) Be3narade na mopb4yKa 0T HMETO HA APYTH Bb3/JAarauu Oprauu

Bb3maramuysat oprai u3BbpIIBA MOKYIKA OT UMETO Ha APYTU Bh3jlaraluiy OpraHu Jta [] He X
(ako na, nHpOpMAalMs 3a Te3W Bb3JIarallld OpraHu Moke J1a ObJie npelocTaBeHa

B NpusiokeHne A)

PA3JIEJI II: OBEKT HA ITIOPBYKATA

IL.1) Onncanne

11.1.1) 3arnaBue Ha NOPBHYKATA, NPEIOCTABCHO OT BH3JIAralus oprau:
,JocTaBka Ha JIeKAPCTBEHM MNPOAYKTM 3a IMaJM3HO JIeUEeHMEe 3a HYXIUTE
Ha ,MBAJl - Byprac” All, Tp. Byprac no o6ocofeHmu HNO3MULM, I[IOCOUEHU

B KOHKYypCHaTa IOOKyMeHTaums”.

I1.1.2) Bux na noppykaTa 1 MSCTO HA H3NBJINEHNE HA CTPOUTEICTBOTO, MACTO HA
J0CTABKATA WJIH MACTO HA IPeEOCTABSIHE HA YCJYTHTE

(M3bepere camo ejHa KaTeropus — CTPOUTENICTBO, JOCTABKH WIIH YCIIYyT'H, KOATO ChbOTBETCTEA B
HaM-roJIAMa CTeNeH Ha KOHKPETHHSA 00eKT Ha Ballata Mopbyka MM MOKYIKa/H)

[ |Crponrescrso X NocraBku [ 1¥Ycayrn
[ |Mznbanenune X Tlokymnka Kateropus ycnyra No
[ITTpoexTupane u [_1JTuzunr (Mosist, BIDKTE TIPUIIOIKEHUE

H3MbIIHEHHE [ [Haem B1 otHocHO kateropunte
[ IMssbpuBane, [ ]TTokynka Ha usnaiiase YCIIYTH)

HE3aBUCUMO C KaKBH [ IKomGuHauus ot

cpeacTBa, Ha rOpernocoYeHUTE

CTPOMTENICTBO,

OTroBapsLIO Ha

U3UCKBAHUATA, YKa3aHU

OT Bb3JIaraliuTe Opratu

OcHoBHa TIOIAAKa WIM MSCTO HA U3IBJIHEHNE HAa CTPOUTENICTBOTO, MSCTO Ha JOCTABKAaTa WK
MACTO Ha NPEIOCTaBsIHE Ha YCITYTUTE
OoJIHMYHa amnTexa Ha "M6asn - Byprac" Al

koa NUTS: BG341

I1.1.3) ndopmanns 0oTHOCHO 001eCTBEHATA HOPBYKA, PAMKOBOTO ClIOpAa3yMenue nim
aupaMnyaara cucrema 3a nokynku (J{CII)
X O6senenneTo 06xBala ob1EecTBeHA [ ]O6GsBnenuero o6xBalla ch34aBaHeTo Ha
NopbyKa nuHaMuuHa cucrema 3a nokynku (JICIT)
[ ]HacTrosioro obseieHre 06XBaria (
CKJTFOUBAHETO HAa PAMKOBO CTIOpa3yMEeHHE

I1.1.4) Mndgopmanusi OTHOCHO PAMKOBOTO CliopasymMene (B NPHIIOKHMHATE CJIy9Ian)
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MapTupa: 00301 OBSIBJIEHHE 3A MTOPBYUKA (Bepeus 5)

[_IPamkoBo criopazymeH#e ¢ HIKOJIKO [_]PamkoBoO criopasymenue ¢ eIMH OMepaTop
ornepaTopa

Bpoii: WIH (B IPUIOKHUMUTE CITyIan)

MaKcumaseH Opoit HA YYaCTHHIUTE B

MPEABUACHOTO PAMKOBO CIIOpa3yMeHue

Cpoxk na eiicTBie HA PAMKOBOTO CIIOPa3syMeHme:

[TpoAbMKUTETHOCT B TOMUHU: WA B MECELU:

OGocHoBaBaHe Ha PaMKOBO CMOpa3yMeHHE, YHHTO CPOK Ha JIEHCTBUE HaBUILABA YETUPH
TOIWHU:

O06ma nporgo3na cToHOCT HA NOKYNKHATE 32 IeJIusl CPOK HA JeiicTBHe HA PAMKOBOTO
cropasymenne (B IPHJIOKHMHATE CJy4Yan, HocoYeTe camo ¢ uuppu):

ITporno3sHa croiiHocT, 6e3 na ce Bkarousa JJIC: Banyra:

WM 00XBaT: MEKIY u Banyra:

YecToTa M cTOIHOCT HA NOPBLYKMTE, KOUTO TPAOBA 2 OBLIAT BH3JI0KEHH: (AKO TOBA €
H3BECTHO):

I1.1.5) KpaTko onmcanue Ha MOPBYKATA WM NOKYNKATA/MIOKYIKATE:
1.JlexapcTBeHNTE NPOOYKTY TpaOBa a OTIOBapAT Ha M3MCKBAHMATA Ha
3aKoHa 3a JeKapCTBEeHUTE NPONYKTUM B XyMaHHaTa MenulyHa (3JIIXM) u
TpsabBa Ima OpuTexasaT BalMIHO paspelleHre 3a ynorpeba B cTpaHara,
nsnaneHo o pena Ha 3JIIXM wuam PersmamedtT (EO) N 726/2004 1. Ha
EBponerickusa napjgaMeHT u CvBeTa /uji. 23. ajn.l Ha BJIIXM/ u
cepTudmkaT 3a ocBobDoxImaBaHe Ha BCAKa Hapruma, M3OageH OT
kBamuouumpaHo Jmue no 3JIIIXM, ymocToBepsdBal ue IapTUnaTa
JIEKAPCTBEH MNPOOYKT € MNPpOM3BeIeHa UM KOHTPOJMpPAaHa B CBOTBETCTBME C
M3UCKBAHUATA Ha paspelleHrMeTo 3a ynorpeda no pena Ha 3JIIXM. B
Ccriyyay Ha M3THMYaHe Ha paspelmeHuerTo 3a ynorpebda Ha JeKapCTBEH
NPOOYKT MNpe3 ChOTBeTHAaTa I'ONMHA/TOOMHU 3a KOMTO Ce IIPOoBexXIa
ofmecTBeHaTa NOpbBYKA, YUYACTHUKBT HeKJjapupa, B CLOTBETCTBME C UJI.
55, an. 6 or 3JIIXM, Ye KOJMUECTBAaTa Ha JIEKAPCTBEHMS IpOonoyKT ca
HaJMYHM 3a CpoKa Ha IeMCTBMEe Ha OOoToBOpa.

2.0a BbmaT C yTBBpOEHa lleHa, CBIJIACHO uJj. 26la, an.l Ha BJIIXM;
3.BCHUYKM IIPEnJIOXEeHM JIEKAPCTBEHU MNPOOYKTM Ia ObIaT BKJNYEHM B
[TosuTUBHMUA JleKapCcTBeH cnucoek (IJIC) - IlpuiaoxeHue 2, aKTyalJleH KbBM
naTaTa Ha [oIaBaHe Ha odeprarTa.

4.la ca B CpOK Ha TOOHOCT, KATO OCTATBYHUA CPOK Ha IOIHOCT
cllelBa Ia ce ChIVIacyBa C BB3JIOXMTENS Npeny BCcgka IOOCTaBKa.

5. OmakoBKaTa Ha JIEKapCTBEHUTE MNPONYKTM TpabBa Ha OTToBapd Ha
UBNCKBaHMATa Ha I'saBa wmecrta ,ONakoBKM U JUCTOBKM Ha JIEKAPCTBEHU
nponykru’” ot 3JIIIXM.

I1.1.6) O6m repmunogornyen peunuk (CPV)

Ocnosen JonbHuTeIeH peYHnK
peyHnK (B IpHIOKMMHTE CJTyYan)

Ocnosen o0exr 33692800

ILL7)Hﬂ¢0pMaunHOTHOGH)CnopwqmmnneTo3aanmaBnnnopbﬁxn(GPA)

[Topbukara nonaaa B o6xBata Ha CriopasyMeHHETO 3a IbPKABHU TIOPBYKH Ja [] He []
(GPA)

I1.1.8) O6oco6enn mo3nunu (3a HHGOPMANHS OTHOCHO 000cO0EHNTE NO3HINA H3N0JI3BalTe

w
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HacrosmaTa noppuka e paszeneHa Ha 060co0eHH MO3HLMH: Ja X He []
(ako na) OepTr Morar 1a GbaaT NOJABAHY 3a:
[Icamo eana Kenna unu nopeue [lecuuxu oGocobenu

obocobeHa nosutms 000co0eH! MO3UIMN  MO3UIMH

I1.1.9) Mndopmanust OTHOCHO BApHAHTHTE
IIle 6paaT MpUemMaHu BapuaHTH Jla [] He X

11.2) KommuecTBo iin 06eM HA OPHYKATA

I1.2.1) O6mo xonmvecTBO M 06eM: (BKIIOYATEHO BCHUYKH 060CO0en N NO3HIMH,
HOJHOBABAHASA H ONIHH, B NPHJIOKHMUATE CJAYIAH)
CBIVIACHO TexXHUYEeCKa CHeunbnralmus

(B NpUIOXKMMHUTE Cilydau, nocodere camo ¢ undpu) [pornosHa cToitHocT, 63 1a ce BKIIOUBA

JJC:
2501824.91 Banyra: BGN
umn O6XBaT: MeXTy u Banyra:

I1.2.2) Undopmanus 0THOCHO onuuuTe (B NPUIOKHMHATE CIydaH)
Onupnn Ha ] He X
(ako na) Onucanue Ha TE€3M ONLUU;

(axo ToBa e u3BectHo) IporHozen rpauk 3a U3MOA3BAHE HA TE3U OILIMU:
B MECELIH: WIIA B THU: (cuMTaHO OT JlaTaTa Ha Bb3JIaraHe Ha MOPbUKATAa)

I1.2.3) Unopmanust 0THOCHO NOJHOBABAHUATA (B NPHIOKHMHATE CIIydIaN)
Tasu nopbuka nmoieku Ha NOAHOBSABAHE Jla X He []
bpoii Ha Bb3MOKHUTE TOAHOBSBAHMS: (AKO TOBA € U3BECTHO) WM 00XBaT: MEKIY

u

(aKo TOBa € M3BECTHO) B CiTyyaii Ha IO/IHOBSIEMH OPBYUKHU 3a 10CTABKM HJIH YCIYTH, TIPOrHO3EH
rpaduK 3a MoCIeABALIM TIOPBUKH:

B MECELU: 12 nnu B JHH: (C‘]I/ITaHO OT JlaTaTa Ha Bb3JlaraHe Ha noth{KaTa)

I1.3) IIpoab/LKATEIHOCT HA HOPBHYKATA HJIH KPAEH CPOK 32 N3IbJHEHHe

Iponbmxurenuoct B Meceuu: 12 UM B AHK (cunMTaHo OT JaTaTa Ha Bb3jaraHe Ha
MopbYKaTa)

WIH

Hayaso /MM/Trrr

3aBbpINBaHe JUT/MM/TTTT

PA3JIEJI III: TIPABHA, UIKOHOMHMNYECKA, PUHAHCOBA U TEXHUYECKA
NHOOPMAIIMS

IIL.1) YeaoBusi BB Bpb3Ka ¢ NOPbYKATA

III.1.1) M3uckyemu eno3nTd 1 rapanuui (B NPUJIOKAMHTE CIyqan):
TapanumsaTa 3a ydacTme B IpolelypaTa e onperejeHa 3a BCAKa
ofocofeHa MOSMUMSA MNOOTHEJHO B CJEINHUTE pasMepu:

M Ha nosuuMaAHaTOMO-TepaneBTUYEH kon /ATC-kom/MeXIyHapoIHO
HelNaTeHTHO HauMeHOoBaHMe /INN/JlexapcTBeHa Gopmal'apaHuusa 3a
yyacTue B JIB

12345

1BO1ABOlHeparinsol. Inj.90

2B03AC02Saccharated Iron Oxidsolution for injectionl00
3BO3ACO6Iron (III) - hydroxide dextran complexsolution for
injection50

TMaptuaa: 00301 OBABJIEHHME 3A TIOPBYUKA (Bepeus 5)
Ipujaoxenune b ToaxoBa nbTH, KOJKOTO € 6p0ﬂT Ha odocodenuTe HOSHIIHH)
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Maptuaa: 00301 OBABJIEHHE 3A TTOPBUKA (Bepens 5)

4B03XA0lEpoetin alfasol. Inj. in pre-filled syr.430
SBO3XA0lEpoetin betasolution for injection, pre-filled syringe
430

6BO3XA01lEpoetin thetasolution for injection, pre-filled syringe
with safety deviced30

7TBO3XA0lEpoetin zetasolution for injection, pre-filled syringe
430

8B03XA02Darbepoetin alfasolution for injection, pre-filled
syringe 60

9B03XA03Methoxy polyethylene glycol-epoetin betasolution for
injection, pre-filled syringe 80

10BO5DA00Anhydrous glucose, Sodium Chloride, Sodium Lactate,
Calcium Chloride, Magnesium Chloridesolution for peritoneal
dialysis190

11BO5DA00Icodextrin, Sodium chloride, Calcium chloride,
Magnesium chloride, Sodium lactate solutionsolution for
peritoneal dialysis40

12H05BX01Cinacalcettablets50

13H05BX02Paricalcitol capsules soft30
14VO3AEO2Sevelamerfilm-coated tablets45
15Al11CC04Calcitriolcapsules, soft 5

KbM OOKYyMEeHTa 3a BHeCeHa TapaHuusa ce nOpujara CIOMCBK Ha
o0ocobeHnTe HO3MUMM, 3a KOWUTO ChllaTa € NpencTabBeHa.
KanmunaTeT maM y4dacTHMKBT u30upa cam dpopmarTa Ha IapaHLMATa 34
ydacTue.

KoraTro yyacTHUKBT mM30epe TapaHUMATaA 3a ydacTue na
Obne ©aHKOBa TapaHLMs, ToTaBa ToBa TpAGBa Ha Oble Ge3yCJIOBHA U
HeoTMeHUMa OaHKOBa I'apaHUMS CHC CPOK Ha BaamoHocT 180 (cTo u
oceMIeceT) KaJIeHOapHM OHM OT IaTaTa Ha NpencTaBsHe Ha odepTarTa.
T'apaHuuaTa cienBa na ObIe BHeceHa 10 DaHKOBa cMeTka IBAN
BG2550MBS1301010002901 , BIC SOMBBGSF - ,O6mmHckxa 6Ganxa’” AJ, p.
Byprac.
KaHomnaTeT miayM y4YacTHMKBT e ObOe OTCTPAHEH OT ydacTue B
npouenypaTa 3a Bb3JlalaHe Ha HacTofAmaTa ofmecTBeHa MOPBYKA, ako
He MNPeNCTaBy IIJIaTeXHO HapexOaHe MM OaHKOBa TapaHLUWA.
KaHommaTeT WM y4YacTHUKBT me ObIe OTCTpaHeH OT ydacTue B
npouenypaTa 3a Bb3JaraHe Ha HacTodmarTa ofmecTBeHa NOPBYKA, akKo B
nperncraBpeHaTa OaHKOBa TapaHUMAI HE € UBPUUHO [NOCOYEHO, 4Ye TH €
Oe3yclloBHa M HEOTMEeHMVMAa, uYe € B [I0JI3a Ha BB3JIOKUTEJI, UYe € CbC
Cpok Ha BaigmuHocT 180 (cTo m oceMmeceT) KaJieHHAapHM IOHM OT HaTaTa
Ha npencraedHe Ha opepTara, ¥ 4Ye e 3a HacTodmara oblecTBeHa
[IOPBYKA .
Tapanurara za M3OBIHEHYME Ha IOTOBOpa € B pas3Mep Ha 1 % oT
CTOMHOCTTa Ha [ophYKaTa.
TapaHuuaTa 3a M3NBIHEHME MOXe Ila Cce BHece Mo BaHKoea cMeTka MBAJL
- Byprac” AIl: IBAN BG25SOMBR91301010002901, BIC SOMBBGSF -
,O0uyHcka Ganka” All, rp. Byprac, uiIM MOxXe Ia ce NpelcTabBu 01
bopmMaTa Ha OaHKOBa TapaHUUIg.
CbOTBETHMAT M3NBIHUTEJ M30upa caMm dopmaTa Ha rapaHUMATa 3a
UBMI'BIIHEHNE . )

I11.1.2) OcHoBHM (puHAHCOBH YCAOBUS H HAYHHM HA IUIAINAHE H/HJIM II030BaBaHe HA
pasnopeaonTe, KONTO F'H YPEKAAT:
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Tapruaa: 00301 OBSIBJIEHUE 3A TIOPBYKA (Bepcus 5)

[lmamaHeTO Cce MU3BBPUBA OTCPOYEHO, Upe3 GAHKOB NPEBOJ B JIEeBOBE, B
cpok otr 60 /mecTnecer/ OHU CJel OpelcTaBsHe Ha IOCTaBHA
dakTypa, ChCTaBeHa CBIJIACHO MBMCKBAHUSTA Ha 300C m IN30IC,
OPUTMHAaJl M €HOHO 3aBepeHO KONMe UM CKJaloBa pa3lMcCKa, M3TOTBEHa OT
YIO'BJIHOMOWEHO OT BB3JOXMTEINA JMlLe, YOOCTOBepsSBalla 3aCKJANSBaHETO
Ha CTOKMTe B OOJHMUHATA alTeKa M ClIas3BaHeTO Ha M3MCKBAaHUATA IO
M3NBJIHEHMETO Ha [ocTaBKaTa, OIpelesieHM B OOTOBOpPaA.

IemxMMaTa cyma me ce 3aljlama o 0aHKOB I'bT IO CMeTKaTa, [IocoueHa
OT UBOBIHUTEJNS B odeprara My.

I11.1.3) IIpaBua ¢opma, kosiTo TpsaGBA Aa NPUAOOHE rPYNATA OT HKOHOMHYECKH
OIlepaTOPH, HA KOATO Ce Bh3JIara NOPBbYKATA (B NPAJIOKHMHATE CAYyIan):

IIL.1.4) JIpyrn ocoGenu yciroBust (B NpUJIOKAMETE CIy4an) y
PhnaneﬂmenJHanopquanienpeameTHaoco6eHHyCHOBnﬂ lhl[]lle[]
(axo na) Onucanue Ha 0COOEHNTE YCIOBUS:

II1.2) YenoBus 3a yuacrue

II1.2.1) JInuno cheTosinme HA HKOHOMHYECKHTE OIePATOPH, BKIIOYHTEIHO H3HCKBAHNS
BbB BPB3Ka ¢ BIHCBAHETO B IPO(eCHONAINN HJIH THProBCKH PerucTpu:
Hudopmarms u GpopMamHOCTH, KOUTO ca HEOOXOIUMH 3a OLICHABAHE JAJIH Ca W3ITHIHEHH
U3UCKBAHUATA
1.JOKYMEHTM OTHOCHO TBPIOBCKO MNPABHUS CTATYT Ha YUACTHUKA :
1.1. ENUK, a xOoTaTo YYaCTHMKBET e PUIUUECKO JMIE -
OOKYMEHT 3a CaMOJIMUYHOCT.

[lpy ydyacTHMUM OOeAMHEHMS Cce IPenCTaBda KONMEe Ha IOoToBopa
3a ofenuHeHMe, a KOTaTO B HOTOBOpPa HE € [NOCOYEHO JIMIETO, KOETO
NpencrarpiasaBa y4aCcTHULMTE B OOeIMHEHMEeTO — U LOOKYMEHT, IOINNMCAaH
OT ynuarta B OOEOMHEHMETO, B KOMTO Ce MOCOoYBa NPEIACTaBJABANMAT;

1.2. Konmsa Ha IOOKYMEHTM 3a perucrTpaumusa o pefa Ha
3aKOHa 3a IOaHBK BBPXY HoOaBeHATa CTOMHOCT - BaBepeHUu OT
y4YacTHMKA C HNOIONNMC M [IedarT.

2. Jexyapaumsa 3a JuIcaTa Ha oBcrogTrejicTBaTa MO 4YJ. YJl. 47,
anm. 9 or 30, - nomnwiaBa ce OBpasey N 5, =a junca Ha
obcroAaTrescrBaTa no um. 47, am.l, am.2, 7.1, 4 u 5 u an.5 or 3OI.
3a NONMBMNBIHMTENUTE Ce NpUaraT CaMoO M3UCKBAHMATA O ajix. 1 u 5.

3. Komnme Ha BaJMOHO pas3pemeHMe 3a THPTOBMA Ha €Ipo C
JIEKAPCTBEHNM I[NPOOYKTM, M3IOaOeHO IO pena Ha 3JIIIXM uam paspelmeHue
3a MNPOMS3BOIACTBO / BHOC B cjydauTe o uj. 196 ot 3JIIXM;

4. 3aBepeHO OT yyaCTHMKA KONME OT BaJMOHO paspelleHMe 3a
ynorpefa B CIpaHaTa Ha CBOTBETHUS JIEKAPCTBEH NPOAYKT. B ciyuan
Ha M3TMYaHe Ha CpOoKa Ha paspelleHMeTo 3a ynorpefa Ha JIeKapCTBEeH
NPpOOyKT Ipe3 CBOTBeTHAaTa IOoOMHa, 3a KOATO Cce IMpoBexma
obBmecTBeHaTa nopwvuka (20157. - 2017r.), ydYacTHMKBT Iekjapupa B
CpOTBeTCTBME C 4i. 55, anx. 6 or 3JIIXM, uUe koJMUeCTBaTa =a
JIeKapCTBEHMS NPOOYKT Ca HalM4YHM, 3a CpoKa Ha »OeMcTBUe Ha

ooTroBOpa;
5. Jexiylapaumrs 3a 3alo3HaBaHe C NOKYMEHTaLMATa — AJ
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[Mapruaa: 00301

OBSIBJIEHUE 3A [TOPBUKA (sepcus 5)

Obpasen W 3;
6. Iexmapauns,

HeoOXOoOMMM 3a MSBNBJIHEHME Ha nopep4YKaTa -—

ye YUYAaCTHUMKEBT le CIlla3Ba BCUUKU YCIIOBUSA

OBpasewn N 4;

7.0erknapaunsa 3a ydacTue no obocobenHu mnoszuunu — Ob6pasel

M 12.

8. Iekyapauusa 3a HaJMuMe/nUICa Ha [NOOUBIBIHUTENU —

Obpasen N 7;
B3abeyexka:

NOOUBITBJIHUT NN,

OVMMEeHAaTa Ha MNOIUINBLIHMUTENNTE U

ONPOLEHTHT OT ofmaTa CTOMHOCT Ha [NOpPbYKATa MJIM KOHKpEeTHAaTa
| OT npenMeTa Ha ofmecTBeHaTa [IO0PbYKa U

UBMN'BJIHABA OT MNOOUBI'BIIHUTEI.
10.

KoraTto odpepraTa npenBmxia ydacTue Ha
B Hes Ce I[OoCOYBaT:

Hacrw

CTOMHOCTTAa M, KOATO e Cce

Ieryapaunsa 3a ydacTHe KaTo HOOUBIBIHMTEeJ- Obpasen N 8

(npencraBs ce OpM HaAAMUMETO Ha TakuBa) ;

3abenexka:
10.
noroepop- OOpazen N 9;

IexkmapauusgaTa Ce MNOMNBJIBA OT BCEKM MNONUSBIBIHUTE.
lexnapaura sa OpueMaHe Ha YCJOBMATA B [IPpOeKTa Ha

11. HexJlapauusa no uj. 55, amx. 7 or 30, u 3a jgunca Ha
oBcroaTesyiCTBO no uwix. 8, ain. 8, 2 otT 30I - Ob6pazseu N 6;

12. Basasjenue 3a yuacrtue - Obpasen N 1;

13. ApMmHuMcCTpaTMBHM CBemeuus — Obpasen N 2;

14.JlokyMeHT 3a BHeCeHa TIapaHUMUa 3a ydacTue — OpuUTMHala

Ha BHOCHaTa OeJyiexKa WJIu OpUIMHAaJ Ha BDaHkoOBaTa rrapaHLIMAa 3a

yuyacrTue,
obocoBeHuTe I[IO3ULNUM,

15.Coucekx Ha IOOKYMEHTUTE,

nognmcaH OT ydJaCTHUKA.

npuapyxeHa OT CBIPOBOIMTEJIHO IIMCMO,
3a KOMTO € BHeCeHa TrapaHumsarTa;,

B KOeTO Ca IIocCcOYeHHU

CbObpXalM Ce B o@epTaTa,

I11.2.2) UkonoMnueckn H GUHANCOBH Bb3MOKHOCTH

Hudopmaims 1 GpopmaaHOCTH, KOUTO ca
HeOoOXOMMHU 3a OLICHsABaHE Jaju ca
U3IMTBJIHEHU U3UCKBAHUATA:

He Cce OpelIBuXOaT

M3nckBaHO MUHUMATHO/HH HUBO/a: (B
NPUIIOKHUMHTE CITy4an):

He Cce MNpelBMXIaT

111.2.3) Texunnyeckn BHL3IMOKHOCTH

Hudopmanws u popmMaaHocTH, KOUTO ca
HeoOXO/IMMH 3a OLIEHIBaHE NN ca
U3I'BJIHEHU U3UCKBAHUATA
a) CnmchK Ha IOOTOBOPUTE
CKJIIOUEHM [Ipe3s I[NOCJEeOHUTE TPU
TOIOMHNM, CYUMTAHO OT KparHaTa
oaTa Ha nomaBaHe Ha
NPEenJIOXeHUATa, C IpelaMeT
M3BBPIBaAHE Ha JIOCTABKU, CXOIHU
C mpenMeTa Ha NOpBYKATAa, Ha
TepuTopmuATa Ha PenyOimka
Brirapus, C nocodyBaHe Ha
nyonmMyYeH peruMcThp, B KOUTO €
nyoOnuKyBaHa uMHbopMauUMs 3a
ycayraTa MJAM C NPEenCcTaBsSHeTO Ha
3aBEepPeHM KONMsa /U3Bamku/ OT
CBIIUTE.

©) JokazaTeyicTBa 3a
coOCTBeHM, HaeT¥, Ha JUSUHT WUIu
IpenoCcTaBeH OT TpeTy Jiuila

Hznckpano MUHUMATHO/HU HUBO/aA: (B
MPUIIOKUMUTE CITy4aw):

*la MMaT CKJIOYEHV MUHUMYM

5 /mer/ nmoroBopa 3a mnpenxornHaTa
TOOVHa Ba IOOCTaBKa Ha
JEKAPCTBEHY MNPOOYKTY B OOJHUUHU
3aBeIneHus - [oKasBa ce C
nocodbaHe Ha NyOJauUYeH pPerucTbp,
B KOMTO ce CbObBpXa CBOTBETHATA
MHQOPMAUMS UM C NPENCTaBAHETO
Ha 3apepeHu xomnmsa /mM3Bamgkyu/ oT
CBUUTE .

eJla MMaT BB3MOXHOCT Ia
UBBBPIUBAT HOCTABKUTE 3a lenauda
CpPOK Ha IOelcTBMe Ha IOToBOpa
*YUaCTHUKBT Oa [OpUTexara
coBCTBeHM, HaeTy, Ha JUBUHT WIN
NpPenoCTaBeH OT TPEeTu Jula
TPAHCIOPTHU CpPEeNCTBa, KOUTO Ia
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TPAHCIOPTHU CpPeICTBA.
[lpencraear ce TajioHu Ha MIC u
nokasaTesiCTBa, 4Ye OeKJapupaHuTe
TPAHCIOPTHM CpencTBa ca Ha
PasIoJIokeHMe Ha KaHIumaTa 3a
CpOKa Ha M3NBJIHEeHMEe Ha
nopwYKaTa. a IIpM yCJOBUE Ha
ydacrTue no obocobeHu mnozmumm M
10 m N 11, cioenBa nma ce
NpencrapaT U IekJjapaumnu,
OTHOCHO OOCTOATEJICTBOTO, ue
TPAHCHOPTHMTE CpeICcTBa
pasmojsarar ¢ [nazganm dopo u
BB3MOXKHOCT 3a MEeXaHUBUPAHO
pasToBapBaHe Ha CTOKaTa.

B) Jekyapaumus, CbIbpXalla CIUCHK
Ha TexXHMUYecKuTe Julia (C
IOCoUYBaHe Ha MMeHaTa U
3aeMaHaTa OJIBXHOCT), KOMTO e
OBOaT NPSKO aHTAXMPaHU C
U3NBJIHEHMETO Ha obmecTBeHaTa
IOpBUKa, KaKTO M CIMCBK Ha
IuiuaTa (Cc nocodyBaHe Ha uMMeHaTa
M 3aeMaHaTa IJIBXHOCT)
OTIOBapAmM 3a KOHTpPOJA Ha
KayeCTBOTO I[PV UIMNBIHEHUE Ha
DOCTaBKMTEe U JOekjapaluusa, de 3a
CpoKa Ha M3IMNBJHEHMEe Ha
nopwykaTa, e NOOOBPXAa ChIMI
Opoy nmua;

) IOexynapaumus 3a
KoJmuyecTtBa — O6pasen N 15;

n) Iexjapauusa 3a
KOJIMYeCcTBa OT IpUTEXaTeJ Ha
paspemeHneTo 3a ynorpeba -
Obpazen I 16.

ObpIOaT Ha HEIT'OBO pPA3IOJIOXEeHMEe 3a W
LeJinsa CPOK Ha IeNCTBUE Ha
noroBopa, KaTo IpM yCJIOBUS Ha
ydacTtue 3a obocobeHu nosuumum W
10 m N 11 , aBTOMOOMIIMTE CJllenBa
Ioa ca c najam 0opIl UM BB3IMOXHOCT
3a aBpTOMaTU3UPAHO pasTOBapBaHe.
*YYaCTHUKBT MOXEe IIa NpencTaBu u
OIpyI'M IOOKYMEHTHM, IokKaspamm,
TEXHUUECKUTE U TPODECUOHATIHUTE
My BB3MOXHOCTM, KAKTO U
CBOTBETCTBMETO M KAUeCTBOTO Ha
npenjaraHuTe JIeKapCTBEHU
IPOOYKTU C MBUCKBAHUATA U
YCIJIOBUSATA Ha BBIJOXUTEII.

3alllUTECHH pa6OTHI/I MecTa

I11.2.4) Undopmamus 0THOCHO 3a1a3€HN NOPBYKH (B IPHIOKHMHTE CJIY4aH)
[]IToquKaTae(ﬂpaHuquazK)npeﬂnpnﬁTHﬂ,non3BauniceCchaKpHna
[Mznbanenuero Ha nopbyKata € OrpaHHYeHO B PAMKHTE Ha Mporpamu 3a ch3/laBaHe Ha

I1L.3) Cnenuduynn yc/10BHs 32 NOPHYKH 32 YCJIYTH

pazmnopeaba:

IIL.3.1) Undopmanusi oTHOCHO onpeneena npodecus
WMsnbnaennero na yenyrata e orpaHndeHo [0 onpesesena npodecus
(axo na) IlosoBaBaHe Ha MPHIIOKMMATA 3aKOHOBA, MO3aKOHOBA MM aAMHUHHUCTPATHBHA

Ja [ He O

II1.3.2) Ilepconan, KOITO OTroBapst 3a M3NLJHEHHETO HA YCJAyrara
IOpunnueckute nuua TpsibBa 1a mocovar UMEHaTa U NpoecHoHaIHaTa
KBaIM(DUKALMA Ha TIEPCOHAA, KOWTO OTrOBaps 3a U3ITLIHEHUETO HA YCIyrara

Jla [ He []
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PA3BJAEJIIV: IIPOLHEAYPA
IV.1) Bua npouneaypa

1V.1.1) Bux npouexypa

X Orkpura

[ ] Orpannuena

Ll YckopeHa orpaHuueHa OcHoBaHnus 3a M300pa Ha YCKOpEeHa MpoIieaypa:

L] JoroeapsiHe Hskou xannmuaatu Beve ca u3dpaHu Jda L] e ]

(axo e LesechOOpa3HO MPH ONPeJIeTIeHH
BUIOBE MPOLeTypH Ha JOrOBapsiHe)

(axo da, nocoveme umenama u aopecume Hd
UKOHOMUYECKUmMe 0nepamopi, KOumo geue cd
usopanu, 6 pyopuxa VI.3 |, Jonvanumenna
ungopmayus )

[] Vekopena npouenypa Ha soropapsne  OcHoBaHus 3a 1360pa Ha YCKOpeHa POLE/ypa:

I:l CocresaTernet Jauanor

IV.1.2) Orpannyenne Ha 6posi HAa oHeEPATOPHTE, KOUTO 1Ie OHAAT NOKAHCHH AA NPEACTABAT
odepTH MM Ja yyacTBar

(orpannueHy NpoluesLypu U MPOLEAYPH Ha JOroBapsiHe, CheTe3aTeNleH IUaor)

[Ipensunen 6poit Ha onepatopuTe
WK TIPEeBUICH MUHUMaTeH Opoit U (B IPUJIOKUMHUTE CTyvan) MakcumareH Opoi

OOGeKTHBHH KPUTEPHH 3a H360p Ha OrpaHuyeH OpPO KaHIUaTH:

IV.1.3) Hamansisane na Gpost Ha onepaTopuTe 110 BpemMe HA A0roBAPSHETO HJIH JHAJI0rA
(mpomeaypa Ha Joropapsine, Cbcre3aresien AUaJIor)

[Tpubsreane kbM TOETaNHA NPOLIELYpPa 32 OCTENEHHO HaMaslsBaHe Ha 6pos Ha Ja L] He [
00CHIKIaHUTE PEIICHHS WITH Ha JI0roBapsHuTe opepTu

IV.2) Kpurepuu 3a Bb3aarane

1V.2.1) Kpurepun 3a Bb3s1arane (MoJs, oréelieskeTe ChbOTBETHATA/NTE KJIETKA/H)

X Haii-aucka nena
WIH
[ JukoHoMuuecky Hall-u3romaHa odepra ¢ orjea Ha
[ Inocouenure 0-710/Ty KPUTEPHH (KPUTEPUUTE 3a Bb3JIarane TpsoBa 1a 6b1aT MocoYeHu ¢
TSXHATA TEKECT MM B HU3XOLL Pell Ha BaXKHOCT B CIIydauTe, KOraTo OfpeleNITHeTO Ha
TEXKECT € HEBB3MOKHO MOPaAN OYCBUIAHU NIPUUHHHM)
[Ikpurepunre, nocoueHu B crieLMUKaLUUTe, B TOKAHATA 3a MPeJCTaBsHe HA ODepTH WK
3a IOrOBapsiHE WK B OMUCATEHUSA JOKYMCHT

Kpurepnn ‘ Temxect

1V.2.2) Hudopmanusi 0THOCHO €JIEKTPOHEH THPr
Ile ce u3non3pa eJIeKTPOHEH Thpr Ja [] He X
(axko 11a, ako e ymecTHO) JlonbanuTenHa HHPOPMALHs OTHOCHO eIeKTPOHHUS ThPI:
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5)

I

IV.3) AamunucrpaTuBaa nndopmanus

IV.3.1) Pedpepenten nomep na gocuero, onpexesen 0T Bb3aaramus oprau (s
HPHJIOKHMATE CJIyYan)

(ako ma)

[ ]OGssnenue 3a npensapurenna uudopmatms [ ]OBsmienne B npoduia Ha KymyBada
‘Homep na o6sasnenunero B OB Ha EC: /S- ot

L] Jpyru npeauuinu myGaukaimu (B IPHIOKHMUTE cIyyan)

1V.3.2) lpeanmmuun mydaMKanun 0THOCHO CHIIATA OPBYKA Jia [] He X

1V.3.3) YciaoBus 3a nonyuyasane Ha cienupUKALAA W JONbIHHTETHA JAOKYMEHTH HJIH HA
ommcare/ieH J0KYMeHT (B cJIiy4aii Ha cheTe3aTelIeH THAJIor)

CpOK 3a [1IoJTyJaBaHe Ha UCKaHUs 3a JIOKYMEHTH UJIK 3a JOCTBII 10 AOKYMEHTH

VYcnoBus 1 HaUMH Ha rnjIaniaHe:

Hara: 26/02/2015 pyp/mm/rrrr Yac: 15:00
IInaTumun nokymenrn Ja [] He X
(axo na, nocovere camo ¢ uudpu) Lena: Banyra:

IV.3.4) Cpox 3a nosryyaBane Ha odepTn nin na 3asiBJICHHS 32 y9ACTHE
Jara: 26/02/2015 na/mm/rrer Yac: 15:00

IV.3.5) lara na m3npamane na DOKaHUTe 3a NpeACTABANE HA odepPTa WM 32 y4acTHe Ha
n3dpannTe KAHANIATH (AKO TOBA € H3BECTHO, B CJYYAil HA OrpAHHYENH MPOLELy PH,
NpoueaYpPH HA JOTOBAPSIHE H CHCTE3AaTeIeH TUAJIOr)

Hara: A/MM/Trrr

IV.3.6) Esux/e3nun, na KoiiTO/KONTO MOrar 1a ObJaT H3roTBeHN o(epTHTE NN

3asBJICHHATA 32 yyacTue

X Bceku ot oduumanuure e3uuyu Ha EC

DO@)HuHaneH/HM e3nk/e3nnuu Ha EC:
[(IBG [IDA CJEL [1GA (LT CINL [IRO CIFI
[IES [IDE [JEN T [ JHU [IpL [ISK LIsv
L]cs LIET [IFR LV CIMT LIPT [ISL

Apyru:

IV.3.7) Munumasien cpox, npes KoiTo opepentsbT e 06BHLp3an oT opeprara

J0: JAA/MM/TTTT

i [poasmxurenHocT B Mecew/u: vmu B qad: 180 (ot maTtara, KosTO € nocoveHa 3a
Jlata Ha noJjlyyaBaHe Ha odepraTa)

IV.3.8) Yenosns 3a orBapsine na opeprure

Jara: 27/02/2015 na/mm/rrer Yac: 11:00

(B mpunoxumure ciyqan) Mscto: ayna na "MBAJI - Byprac" AJI, anpec: rp. Byprac, OyI1.
"Credan CramGonos", Ne 73, aiMUHUCTpaTUBEH KOpITyC, €T. 1

JInua, KOUTO ca ONPABOMOIEHH /12 IPHCHCTBAT NPH OTBAPSIHETO HA -~ Ja X He [
opepTuTe (B MPUIOKHMHUTE CJAYyUAH)

(axo na) Jlombmurenna HHGOpPMALMS OTHOCHO OMPABOMOLIEHHTE JIMIIA U TIPOLEeypaTa Ha
OTBapsiHe:

OTBapsaHeTo Ha odpeprTuTe € NyOIMUHO ¥ Ha HEero MOTaT Oa NPUCBECTBAT

ydacCTHUIMTE B HNpolLenypaTa MM TeXHM YII'bJIHOMOIIEHU IpegclaBUTeNin,

VHIT: 9b7a359f-6146-4ef1-a6d5-54582e329827




TTapTiaa: 00301 OBABJIEHHME 3A ITOPBUKA (Bepcus 5)

KakKTO M HNpelCTaBUTEJIM Ha CpencTBaTa 3a MaCOBO OCBeIOMSIBaHe U
OPpyrM JnMliia IIpM Clla3BaHe Ha YCTAaHOBEHWMSA PeXMM 3a IOCTBII IO
crpajaTta, B KOATO Ce M3BBPIIBa OTBAPAHETO

PA3JAEJI VI: JOOBbJHUTEJHA NTHOOPMAIIUSI

VIL.1) Undopmanust 0THOCHO HEPHOANIHOTO Bh3jarane (B NPHJIOKAMHATE Cy4an)
Topa npencrapisgsa mepuoMuHO MOBTApSINA Ce MOPbUKa Ja [] He []
(axo na) ITporHo3HM cpoKkoOBe 3a MyOIMKYBAHETO Ha CEABALIN OOSIBIECHHS:

VI1.2) Uudopmanust ornocHo cpeacrsa or EBponeiickus ¢bio3

[Mopbukata e BBB Bpb3Ka C MPOSKT /WM nporpama, (puHaHCHpPaH/a Cbe Jla [] He X
cpencrapa ot EBponeickus cbio3

(axo na) [lozoBaBaHe Ha MpoeKTa/UTe W/MIIK MpOrpamara/ure:

VL3) onbauurenna undopmanus (B NpHUIOKAMETE CIyqIan)

CpokoBeTe nO HacToOAmAaTa IpolLelnypa ca CbKPaTEeHM Ha OCHOBaHMe uJl.
64, an.3 or 30II, nopanu GaxkTa Ha M3NOpallaHe Ha ODOABJIEHMETO II0
€JIEKTPOHEH NBT, KAaKTO U MNPEeNOCTaBsAHE Ha MBJIEeH HOCTHBI IO
OOKYMEHTauusaTa [0 eJIEKTPOHEeH I[IbT, CUMTaHO OT IaTaT Ha
nyojekysaHe Ha oOsgBJjeHueTo. ChmaTa MOXe Ha ObIe HaMepeHa Ha
€JEeKTPOHEeH agngpec: http://www.mbalburgas.com/bg/news/index/58/.

VI1.4) Ilpouenypn no oG:xanBane

V1.4.1) Opran, K0iiTO OTroBaps 32 HPOUEYPHUTE N0 00KATBAHE

Oduumranino HaumMeHOBaHNE
Kommcua 3a s3ammTa Ha KOHKYPEHLMUATA

IowmeHcku aapec
OyJ. Buroma N 18

I'pan [Tomencku ko HbpxaBa
Codusa 11000 Peny6mauka
Brarapusa
Tenedon
02 9884070
AJpec 3a efleKTpOHHA Mola daxkc
cpcadmin@cpc.bg 02 9807315
Hurepuer anpec (URL):

http://www.cpc.bg

Opran, koiiTo oTroBapsi 3a mpouexypuTe N0 Meaguanus (B MPHJIOKHMHATE CIYYAN)

OdunmanHo HauMeHOBaHUE

[Mowmencku aapec

I'pan ITowtercku xkon HbpxaBa
Tenedon
Anpec 3a eNleKTpOHHA o1 dakc

Hurepnet aapec (URL):
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V1.4.2) llonasane na xan6u (Mouis, nonbanere pyopuka VI.4.2 NN npu neodxoxumoct
pyopuka VI.4.3)

YTo4HeTe nHpOpMALATA OTHOCHO KpaiHUs CPOK/KpaliHUTE CPOKOBE 3a M0j1aBaHe Ha yKanou:
CbTJlacHo wi. 120 otr 30II

V1.4.3) Cay:xda, ot KosiTo MOKe 1a Obe mosiyuena HHOPMANHS OTHOCHO 0JABANETO HA
Kaaou

OdunmanHo naumMeHoBanue

IMommeHeku anpec

I'pan ITowencku kon Jbpxasa
Tenedon
Anpec 3a eJleKTpoOHHA ToLIa daxc

Hnrepner anpec (URL):

VL5) JlaTa na n3npamane Ha HACTOSIIIOTO O0sIBJIeHHE
Hara: 12/01/2015 na/mm/rrrr

INPUJIOKEHUE A
AOIbJHUTEJIHN AJIPECU 1 MECTA 3A KOHTAKT

I) Aapecn n mecTa 32 KOHTAKT, OT KOMTO MOKe A2 Gbe I0JIy4ena JObJIHHTeHA
nundopmannsn

Odunmanto HauMeHOBaHHe

Hauwnonanen nnentudukaimonen Ne (EUK)

[ToreHcku aapec

I'pan TToutencku xon JbpkaBa

Msicto/MecTa 38 KOHTaKT Tenedon

Ha Buumanuero na

AIIpeC 3a €JICKTpPOHHA ITo1a dakc

Hurepner agpec (URL):

IT) Axpecn i mecra 3a KOHTAKT, OT KOMTO MOTAT A2 6BAAT MoTydenu cneunpuKanmm u
AONLJIHATETHN JOKYMEHTH

Odunmanto HaumeHoBaHe

Hauuonanen npentudukanmonen Ne (EUMK)

Iomencku anpec

I'pan ITomencku ko Hbpxapa
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MiscTo/MecTa 3a KOHTaKT Tenedon

Ha BHMMaHHUETO HA

AJipec 32 eJIeKTPOHHA MOLIA daxc

UnrepHeT anpec (URL):

IIT) Axpecu n MeCTa 32 KOHTAKT, Ha KOUTO TPsGBA Ja ObAAT H3NPATECHH
o(epTHTE/3asIBJIEHUSATA 32 yIACTHE

OduipanHo HaHMEHOBAHHE

FlaHI/IOHaﬂeH ynenTHuKaoneH Ne (EUK)

rﬂomeHCKM aznpec

i

|

| i

|

T'pax TlomIeHCKH KOJL E«ma ﬂ
:

:

Mscro/mMecTa 38 KOHTAKT Tenedon

Ha BauMaHMETO Ha

Ajipec 3a eleKTpOHHa MoIla daxkc

Unrepuer aapec (U RL):

IV) Azlpec Ha apyrus BH3Jaran oprat, OT UMETO HA KOroro BB3JIAramusT Opral
U3BbBpUIBA NOKYIIKa

(M3nonzpaiire NpUIOKCHNE A, pazaen IV TonmkoBa nbTH, KOIKOTO € HEOOXO0IMMO)
NPUJIOKEHME b
NH®OPMALIMA OTHOCHO OBOCOBEHUTE nOo3UIHHn

3arjiague Ha HO[)'b‘lKaTa, H[)eIIOCTaBelIO OT Bb3Jaramus oprau:
,JocTaBKa Ha JieKkapCTBEHN NpOoOyKTU 33 INAJIM3HO JeueHMe 34 HyXInutre

ua ,MBAJl - Byprac” All, rp. byprac Ho oBocoBeHN MO3MUlM, MOCOHUEHN
B KOHKYypCHaTa noxkyMeHTaumsa’ .

O6ocobena rmo3unms Ne: 1 3arnasue Ha oGocoGenara nosuuus: Heparin

1) Kparko onucanue ,
sol. Inj., C KOJIMUYeCcTBO aKTMBHO BelmecTBO, CBIJIACHO TexXxHUUYECKa
crieuudUKaLmsa

2) OGu TEPMHUHOIOTHYEH PEIHUK (CPV)

Ocnosen JonbanuTeeH pedyHHK
peYHUK (B IPUIOKHMHUTE corydan)
OcpoBeH 00€KT 33620000

3) KosimuecTBo MM ooem
35000 ©6poit DDD/ TepaleBTUHEEH KYpPC
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(ako TOBa € M3BECTHO, mocoueTe camo ¢ uudpu) [pornosna croitnoct, 6e3 aa ce Brmousa JJIC:
93963.33 Banyra: BGN
i OOXBat: MexIy U Banyra:

4) Mndopmanust 3a pazjinaHa NPOABLIKHTETHOCT HA NOPHLYKATA WM PA3JIMYHA AaTA 32
Ha4Ya10/3apbpuiBane (B NPAJIOKHMHATE CAYIAN)

ITponbmxkurenHocT B Mecelyt: 12 Wiu B AHU (cuMTaHo OT JaTaTa Ha Bb3JlaraHe Ha
MopbUKaTa)

WIn

HavaJo I/MM/Trrr

3aBbpIIBaHE JU1/MM/TTTT

'S) MombaanTenna nugopmManust OTHOCHO 000cO0eHHTE NO3ZHIHI

(M3nonzpaiiTe TOBa NPUIIOKEHHE TOJIKOBA MBTH, KOJIKOTO € OpOosAT Ha 060CO0EHHTE TO3ULIMHN )
HHPNJIIOKEHUE b
NHPOPMAIINSA OTHOCHO OBOCOBEHUTE INO3UITNN

3arnaBue HAa MOPBYKATA, NPEJOCTABEHO OT Bb3JIATAIUS OPraH:

~IJOCTaBka Ha JIeKapCTBEHM MNPOAYKTMU 3a IOMAJUBHO JIeUEHME Ba HYXIUTE
na ,MEAJl - Byprac” All, rp. Byprac no o6ocoBeHU NO3MLM, [IOCOUYEHU
B KOHKYpPCHaTa IOOoKyMeHTaums”.

Ob6ocobena nosuus No: 2 3armasue Ha o6ocobenara nozuims: Saccharated Tron Oxid

1) KpaTko onmcanune
solution for injection, C KOJIMYUECTBO AKTMBHO BEUIECTBO, CBHIJIACHO
TexHMYecKka chneundpmrKaLmd

2) O6u repmunosiornyen peunux (CPV)

Ocnosen JonbaHuTeNnen peynnk
peYHHK (B IPAJIOKAMHTE CIYYan)
Ocnosen o0exT 33692800

3) Koandecrso uiau o6em
10000 GBpor DDD/ TepaleBTUUEH KypPC

(axo ToBa e U3BECTHO, MocoueTe camo ¢ udpu) [IporHosHa croiHoOCT, 63 1a ce BKIUYBA JJC:
106500 Banyra: BGN
umn O6XBaT: Mex1y 51 Banyra:

4) Undopmanust 3a pasjinuna NIPOALLKATETHOCT HA NOPHYKATA WM PA3/IHYHA AATA 32
HAYaJI0/3aBbpHIBaHE (B NPHJIOKHUMHUTE CJIyYan)

[poabmxurennocT B Mecenu: 12 wiv B gHU (cuMTaHO OT JaTara Ha BL3JlaraHe Ha
NopbUKaTa) ‘

WIN

Ha4ajio aa/MM/rrrr

3aBbPIIBAHE IUL/MM/TTTT

S) Jonbanureana undopManus OTHOCHO 000cO0eHNTe MO3HIHU

VHIT: 9b7a359f-6146-4ef1-a6d5-54582¢329827 14



Tapruzma: 00301 OB ABJIEHUE 3A TTOPBUKA (Bepeus 5)

(M3nonspaiiTe TOBA NPUIIOKEHHE TOJIKOBA ITbTH, KOJKOTO € OPOAT Ha 060c00EHUTE MO3ULIMHK)
HHPUJIOKEHUE b
NHPO®OPMAIIMA OTHOCHO OBOCOBEHUTE NO3UITNN

3ariiaBue HAa NOPBYKATA, NPEAOCTABEHO OT BH3JIArAlUsI OPram:

»~JOCTaBka Ha JIEKapPCTBEeHU MNPONYKTU 3a OMAJIMIHO JIeUeHMEe 3a HYXIUTEe
Ha ,MBAJI - Byprac” All, Trp. Byprac no o6oco®eHM [O3ULM, [NOCOUEHMU
B KOHKYpPCHaTa IOKyMeHTaumsa”.

O6ocobena nosuwws Ne: 3 3arnmasue Ha oGocobenara nozuuus: Iron (I111) - hydroxide dextran
complex

1) KpaTko onmcanue
solution for injection, ¢ KOJIMUECTBO aKTUBHO BEIECTBO, CBIJACHO
TexHnuecka crneumMduKaumdg

2) O6u1 Tepmunoiornyen peunuk (CPV)

OcuogBen JonbanuTteneH peyHnK
PEeUYHHK (B NpHJIOKMMHUTE CTYIAN)
OcHoBeH 00eKT 33692800

3) KonmnuyecrBo nim o0em
5 000 ©poy DDD/ TepamneBTUUYEH KypC

(aKo TOBa € U3BECTHO, NocoueTe camo ¢ udpn) Ipornosna croinoct, 6e3 na ce pkmousa JJIC:
47758.33 Bamyra: BGN
i OO0XBaT: MeX1y U Banyra:

4) Undopmanns 3a pasjnyHa NPOABLKHTETHOCT HA NOPHYKATA MM PA3JIHYNA IATA 32
HAYAJI0/3aBbpIIBAHE (B NPHIOKHMHATE CJIyYan)

IIponwmkurennoct B Mecenu: 12 WM B 1HU . (cuuTaHO OT maTaTa Ha BL3naraHe Ha
nopbyKaTa)

HIIH

Havaio IA/MM/TTTT

3aBBbpUIBAHE JUT/MM/TTTT

5) Honbanurenna uudopmManus 0THOCHO 060c00EHUTE MO3HITHH

(M3nonspaiite TOBA MPHIIOKEHHE TOJIKOBA [ITH, KOJIKOTO € 6posAT Ha 060CO0EHUTE TTO3ULIMH)

ITPUJIOKEHUE b
HNHPOPMAIIMA OTHOCHO OBOCOBEHHUTE ITO3UITNHN

3arjaBue Ha NOPBHYKATA, NPEIOCTABEHO OT Bb3JIATALINS OPraH:

»JOoCTaBKa Ha JIeKapCTBEHM NPONYKTM 3a IAMAJUZHO JIeUEHMEe 3a HYXIUTE
Ha ,MBAJl - Byprac” A, rp. Byprac no o8ocoB8eHM MNOBULMU, NOCOUEHU
B KOHKYpCHaTa IOKyMeHTaums”.

VHIT: 9b7a359f-6146-4ef1-a6d5-54582329827 15



IMapruna: 00301 OBABJIEHUE 3A ITOPBYKA (Bepcust 5)

Obocobena nosuuus Ne: 4 3arnasue Ha 000coOEHATA MO3ULIMS: Epoetin alfa

1) Kparko onncanmue
sol. Inj. in pre-filled syr., C KOJMUECTBO aKTMBHO BEIECTBO,
ceryacHo TexHMUecKa crneunmdmxkaums

2) O6u repmunoaornyen peunnk (CPV)

Ocnogsen JonbJHuTENeH PeYHAK
PEeYHHK (B NpHJIOKMMUTE CITyIAn)
OcnoBen obexkr 33692800

- 3). KosmmuecTBo nian 06em
58800 - Gpoyt DDD/ TepamneBTUUEH KYPC

(aKo ToBa e U3BecTHO, nocouere camo ¢ pu) Ipornosna croifHoct, 6e3 na ce sriousa JIJIC:
431118.17 Banyra: BGN
un O6XBat: Meskay u Banyra:

4) Undopmanus 3a pa3andna HpoIbEKATENTHOCT HA MOPBHYKATA HJIH PA3JIHYHA AATA 32
HaYyaJ10/3aBpbpmBane (B NPHJIOKUMHUTE CJIYYan)

IpogbmxurenHocT B Mecen: 12 wiu B 1HU (cuuTaHO OT JaTaTa Ha Bb3JlaraHe Ha
MopbYKaTa)

WU

Hayaso aa/MM/Trrr

3aBbpIIBaHE a/MM/rrrr

5) lowbnuTenna nadopmanust 0THOCHO 060CO0EHUTE O3 WK

(M3non3zpaiiTe TOBa MPHIIOXKEHHE TOIKOBA ITBTH, KOJKOTO € 6poAT Ha 060CO0EHHTE MO3UIIHN)
INPHJIO’KEHUE b
NHOOPMAIIMSA OTHOCHO OGOCOBEHUTE IHO3UITNN

3arjiaBue HA MOPBYKATA, PEIOCTABEHO OT BH3JIArAIUS OPram:

~HdOCTarKa Ha JIeKapCTBEHU NPOAYKTM 3a IOMANM3HO JIEUCHME 3a HYXIUTe
Ha ,MBAJI - Byprac” AL, Tp. Byprac mno o6ocobeHM NO3MULM, [IOCOYEeHU
B KOHKypCHaTa IOOKyMeHTaumsa”.

Obocobena mozuuums Ne: 5 3aryiaBue Ha 060cobeHaTa MO3ULIUS: Epoetin beta

1) KpaTko onncanue
solution for injection, pre-filled syringe, ¢ KOJIMYECTBO AKTUBHO
BEWEeCTBO, CBIJacHO TexHMUYecKa CHeUrOuKauus

2) O0m Tepmunoornyen peunux (CPV)

Ocnosen JonbaHuTeneH pevyHnK
PEYHHK (B NpUIOKAMHUTE CXyYaH)
Ocnosen 00exT 33692800

3) KonmuecrBo nim o6em
58800 ©poit DDD/ TepaneBTUUEH KypC

VHIT: 9b7a359f-6146-4ef1-a6d5-54582€329827




Tapruna: 00301 OB SIBJIEHME 3A TIOPBYUKA (sepeis 5)

(aKO TOBA e M3BECTHO, MocoueTe caMo ¢ uu¢pu) IporHosna croitHocT, 6e3 na ce srmousa JJIC:
431118.17 Banyra: BGN
i OOXBaT: MEXIY U Banyra:

4) Undopmanus 3a pasanuHa NPoAbKATETHOCT HA NOPBHYKATA HIIH PA3JIHIHA AaTa 32
Havaao/3aBbLpmBane (B NPUIOKAMHATE CIyYan)

[TpOoABIKUATEHOCT B Mecely: 12 Ui B HU (cuMTaHoO OT jlaTaTa Ha Bb3JlaraHe Ha
MopBUKATA)

WIN

HAYAJo " A/MM/TITT

3aBbLPUIBAHE JU1/MM/TTIT

5) JlowbanuTema HHPOpPMAIH 0OTHOCHO 000coDeHnTe NO3HIIH

(MzmonspaiiTe TOBA MPUIIOKEHHE TOJIKOBA ITBTH, KOJIKOTO © GposT Ha 060cOOSHUTE MO3ULINH)
IMIPUJIOKEHUE b
NMHOOPMAIIMA OTHOCHO OBOCOBEHUTE IO3UTNN

3arnasue na NOopHLYKATA, HPEAOCTABEHO OT Bh3jaramus oprau:

,JocTaBka Ha JIeKAapCTBEHU NPOOYKTNM 3a IOMaJM3HO JIedeHMEe 3a HYyXHOUTE
Ha ,MBAJI - Byprac” All, rp. Byprac no ofoco0eHu [NO3MUM, MNOCOUYEHN
B KOHKypCHaTa IOkyMeHTaumusa”.

060cobena nozummst No: 6 3arnmasue Ha obocobenara mosuimst: Epoetin theta

1) KpaTko onucanune
solution for injection, pre-filled syringe with safety device, c¢
KOJIMUECTBO aKTMBHO BEmMeCcTBO, CbIjlacHo TexHmMUecka chneumpmxanms

2) Q6 Tepmunosornyen peunuk (CPV)

OcHoBen JonbanaresieH peIHHK
peYHHK (B NpNJIOKMMHATE CIIyIaH)
OcHnoBen 00eKT 33692800

3) Kontnuecrso nian obem
58800 6poit DDD/ TepamneBTHUEeH KypC

(aKo TOBa € U3BECTHO, TTocoueTe camo ¢ udpn) [IpornosHa croiHocT, O€3 1a ce BKIIOYBa JJIC:
431118.17 Banyra: BGN
e O6XBaT: MEXKIY u Banyra:

4) Mudopmanust 32 pa3jnaHa NPoIbIKHTEIHOCT HA NOPHLYKATA WM PA3IMYHA 1aTa 32
HAYaN0/3aBbpuIBane (B NPHJIOKAMHATE C/Iy4an)

[TpoabmKUTETHOCT B Mecelln: 12 Wi B IHH (cumTaHo OT JIaTaTa Ha Bb3JIaraHe Ha
MOopBUKATA)

WU

Hayajo JUI/MM/TTTT

3aBbPIIBAHE I1/MM/TTTT

5) Jonbanurenna uudgopmManus OTHOCHO 000Co0eHHTE TO3HITHH

VHIT: 9b7a359f-6146-4efl-a6d5-54582¢329827 17



Tlapruna: 00301 OBSBJIEHME 3A ITOPBUKA (sepens 5)

(Msnon3BaiiTe TOBa MPUIOKEHHE TOJIKOBA ITBTH, KOJIKOTO € OposIT Ha 000coOeHHUTE O3ULHAN)
IMMPUJIOKEHUE b
NHOOPMAII OTHOCHO OBOCOBEBMTE IMO3UITNHA

3aryiaBue Ha NOPHYKATA, IPEAOCTABEHO OT Bb3JIArallus opram:

,JocTaBka Ha JIeKapCTBEHM MNPONYKTU 3a OUAIM3HO JIeUeHMe 3a HYXIUTE
Ha ,MBAJl - Byprac” AL, rp. Byprac no oBocoBeHM IIO3ULM, [IOCOYEHU
B KOHKypCHaTa IOKyMeHTauua”.

0O60ocobena nosunms Ne: 7 3arnaeue Ha o6ocobGenara noszuums: Epoetin zeta

1) Kparko onucanne
solution for injection, pre-filled syringe, C KOmMUECTBO aKTUBHO
BEeWeCcTBO, CbBbIUVIacHO TexHUYecKa creumndrmxaums

2) O6u1 repmunonornyen peunux (CPV)

Ocnosen JonbJIHATENeH PeYHUK
pevynuK (B NPUJIOKMMHUTE CITYIAH)
OcnoBeH 00eKT 33692800

3) Kotnuecrso uian odem
58800 6poit DDD/ TepamneBTUUEH KypC

(aKo TOBa € M3BECTHO, TTocoUeTe camo ¢ uudpu) IIpornosna croiHOCT, 6e3 na ce pxmousa JIC:
431118.17 Banyra: BGN
i O6XBaT: MeXAY u Banyra:

4) Undopmanns 3a pasaMuna NPOAb/LKATEIHOCT HA NOPBHYKATA HJIH Pa3InIHa 1aTa 32
HayYaa0/3aBbpuiBane (B MPAIOKAMATE CIyIan)

[TpoABIKUTETHOCT B MeceLlM: 12 Wi B IHU (cuMTaHO OT JaraTa Ha Bb3jaraHe Ha
MopbUKaTa)

Wu

Havaso JU1/MM/TTIT

3aBBpIIBAHE IUT/MM/TTTT

5) Tonbaaurenna nHGOPMALMS OTHOCHO 000c00eHHTEe MO3MITHH

(Usnon3saiiTe TOBa MPUIIOKEHHE TOJIKOBA MBTH, KOJIKOTO € OposT Ha 060CcOBEHNTE MO3UINH)
MMPUJIOKEHHE b
NH®OPMAIINA OTHOCHO OGOCOBEHUTE ITO3UITUN

3arnaBue HA NOPBYKATA, NPEJOCTABEHO OT Bb3JIAralllus Oprau:
,IdocTaBka Ha JIeKAPCTBEHM NPOAYKTM 3a AMAaJM3HO JiedeHre 3a HYXIUTEe
Ha ,MBAJl - Byprac” All, rp. Byprac no o6ocoOeHN MNO3MLM, [IOCOHEHN
B KOHKypCHaTa OOKyMeHTaumsa” .

|

O6ocobena nosuiws No: 8 3arnasue Ha obocobeHaTa Nno3HLHs: Darbepoetin alfa

VHIT: 9b7a359f-6146-4ef1-a6d5-54582e329827 18



TMapruga: 00301 OB SIBJIEHHE 3A TIOPBYKA (Bepcus 5)

1) KpaTko onucanue
solution for injection, pre-filled syringe, Cc KOJMUYECTBO aKTMBHO
BEmMeCTBO, CbIJlacHO TexXHMUeCKa ClhIeuMbukKalms

2) O0m TrepmunoJoruyen peunuk (CPV)

Ocnosen JonbaanTesIen peynnK
peYHnK (B IPUJIOKIMHTE CIIyqan)
OcunoBen 00eKkT 33692800

3) KosmuecTBo nim odem
6000 ©port DDD/ TepamneBTMYEH KypC

(axo TOBa € U3BECTHO, 1ocoueTe camo ¢ 1udpu) [Iporrosna croinocr, 6e3 aa ce pkmousa JJIC:
68571 Banyra: BGN
un OOXBaT: MEXITY u Banyra:

4) Mndopmanns 3a pa3samuHa NPOIALIKHTEIHOCT HA NOPHYKATA MM PA3IMYHA 1ATA 32
HaYaJ10/3apbpmBane (B NPHIOKHUMHUTE CJIyYan)

[poasmkuTenHocT B Meceny: 12 Wiy B JHU (cunTaHo OT JaraTa Ha BL3JIarage Ha
MopbhUKaTa)

WU

Havao /MM/Trrr

3aBBpUIBAHE JU1/MM/TTIT

S) Aonbanureana nudopmManus oTHOCHO 060co0eHnTe MO3HIHH

(M3nonspaiite ToBa NPUIIOKEHHE TOJKOBA ITbTH, KOIKOTO € OPOAT Ha 060COGEHUTE MO3ULIHH)

NNPUJIOKEHUE b
HHPOPMANIMSA OTHOCHO OFOCOBEHHUTE IMO3UIINN

3ariaBue HA MOPBLYKATA, MPEIOCTABEHO OT BH3JIATANMS OPram:

~JOCTapKa Ha JIeKapCTBEHU NPONYKTM 3a IOUAJIMBHO JIeUEHME 3a HYXIUTe
Ha ,MBAJI - Byprac” All, rp. Byprac no obocoBeHM [NO3ULM, [1O0COUEHU
B KOHKYpPCHaTa IOKyMeHTaums”.

O6ocobena nosums Ne: 9 3arnasue Ha oGocobenara mosuims: Methoxy polyethylene glycol-
epoetin beta

N

1) KpaTko onmcanne :
solution for injection, pre-filled syringe, c KOJMYECTBO AKTUBHO
BelleCTBO, CBIVIACHO TexHMUecka cCheumouralmd

2) O6m repmunoornyen peunuk (CPV)

Ocunosen JlonbIHUTEIEH peYHHK
peYHuK (B NpHJIOKAMHATE CIAYYAH)
Ocuosen 06exT 33692800

3) Konmnuecrso win oGem
7500 Gpom DDD/ TepamneBTUUEH KYypPC

VHIT: 9b7a359£-6146-4ef1 -a6d5-54582e329827 19



[Mapruga: 00301 OB SIBJIEHHE 3A TTOPBUKA (sepenst 5)

(axo TOBa € U3BECTHO, MOCOYETE CaMo € udpu) [IporHosna CTOHHOCT, 6e3 na ce prmousa JJIC:
85713.75 Bamyra: BGN
nnu O0XBaT: MEKILY u Banyra:

4) Mudopmanus 3a pasaniHa IPOABJEKATEIHOCT HA MOPbYKATA HJIH pasjim4una nara 3a
pavajo/3apbpuiBane (B NpUJIOKAMHUTE cayJyan)

[TpoBIKUTENHOCT B MECELIH: 12 wiu B 1HU (cuMTaHo OT JlaTaTa Ha Bb3J/IaraHe Ha
nopbHYKaTa)

WK

HA4aJIo ' 1/MM/TITT

3aBBpILIBAHE I/MM/TTTT

'5)-Monbanurenna undopmanns 0THOCHO o0oco0ennTe MO3HIHMH J

(M3nonspaifte TOBA IIPUJIOIKEHHAE TONKOBA ITBTH, KOJIKOTO € 6posT Ha 060COGEHIUTE MO3HLIH)
MNPUJIOKEHUE b
NH®OPMAIIMA OTHOCHO OBOCOBEHMTE ITO3UITNN

3arnaBsue Ha nopsYKaTa, IlpE‘IIOCTaBCHO 0T Bb3Jaranus oprag:
,JocTaBpka Ha JeKapCTBeHN OIpoOyKTM 3a OIMaJIn3HO JIeUeHNE B34 HyXIouTe

Ha ,MBAJl - Byprac” All, rp. Byprac Io oBocoBeHM MO3MULUM, IMNOCOUEHMN
B KOHKYypCHaTa noxymeHTauma’” .

060co6ena no3uums Ne: 10 3armasue Ha 000coOeHaTa MO3UIIHASL! Anhydrous glucose, Sodium
Chloride, Sodium Lactate, Calcium Chloride, Magnesium Chloride

1) KpaTxo onuncanue
solution for peritoneal dialysis, ¢ KoJM4YeCTBO AKTUBHO BEmWeCcTBO,
cpTacHo TexHMYecka CHeur@rralns

2) O6ur TepMHHOJIOrHYeH PEUHHK (CPV)

OcHoBeH JlonbJIHHTEIEH PEYHHK
peYHHK (B NPHJIOKHMHTE CTy4an)
OcuoBen 00eKT 33692800

3) KoanuecrBo niau odem
47500000 ©6pom DDD/ TepameBTMHUEH KyPC

(aKo TOBa € U3BECTHO, MOCOYETE CaMO € ungpu) Tpornosta cToiiHoCT, 6€3 1 €€ BRIOHBA JJIC:
195145.83 Banyra: BGN
win OOXBaT: MEKIY 1%} Banyra:

4) Mndopmanusi 32 pasanvHa NPOALKHTEINOCT HA HOPHUKATA HJIM PA3INIHa 1aTa 32
Hayano/3apbLpuiBane (B NPHJIOKAMHATE cJayvyan)

TIpOABLIKUTENHOCT B MeceL: 12 uiu B 1B (cuMTaHO OT JlaTaTa Ha Bb3/laraHe Ha
nopbyKara)

WIH

HAyYaJo JUI/MM/TTTT

3aBbpLIBAHE JUI/MM/TTTT

5) lombJnuTe/;IHa nudopMalus OTHOCHO 06oco0enuTe NO3HIIUH

L

VHIT- 9b7a359£-6146-4ef1-a6d5-54582¢329827 20



OBSBJIEHUE 3A [TOPBUKA (sepcus 5)

Maprugma: 00301

(M3non3BaiiTe TOBA MPUIIOKCHUC TOJIKOBA TIHTH, KONKOTO € OposT Ha 060c06eHITE MO3ULIK)

MPUJIOKEHME b
AHOOPMAIIMSA OTHOCHO OBOCOBEHMTE O3UINHA

3arjaBue Ha nopbYKara, III)CIIOCTaBeHO OT Bb3Jaramus opram:
=

,JocraBra Ha jlexapCTBEeHM NPONYKTM sa IMaJM3HO JiedeHue 3a HYXIOUT
Ha ,MBAJl - Byprac” AL, Tp. Byprac Imo oBocobeHM NO3ULN, [IOCOUEeHN
B KOHKypCHaTa noxkyMeHTauus” .

O6ocobena nmozuuust Ne: 11 3arapre Ha 000coOeHaTa no3uIus: Icodextrin, Sodium chloride,
Calcium chloride, Magnesium chloride, Sodium lactate solution

1) Kparko onucanue

solution for perltoneal dialysis, ¢C KOoJMUYeCcTBO axkTUBHO BEUeCcTBO,
ceryiacHo TexHudUecCKa crneunbomurauns

2) O6ul TepMANOIOrHYCH PCUHUK (CPV)

OcunoBen JlonbaHATE eH PeTHHK
peunuK (B NPMIOKHMHATE cay4an)

OcHoBeH 00€KT 33692800

3) KoamaecTBo MM obem
6000000 ©poit DDD/ TepaneBTUHEH KypC

(aKo TOBa € U3BECTHO, OCOHETE camo ¢ uudpn) Ipornosna croitHocT, 6e3 Aa ce BKIoYBa JJC:
42800 Banyra: BGN
wi O6xBaT: MEXAY u Banyra:

4) I/IH(I)OpMaIlHﬂ 3a pasmmna l'l[)O}l'L.TDKHTeJIIIOCT Ha noquKaTa HJn pa3quna nara sa

padajo/3abpuBane (B NPUIOKHIMHTE caydan)

TTpoaBIDKUTEHOCT B MECCLIH: 12 vy B IHU (cunTaHo OT JlaTaTa Ha BB3Narate Ha
MopbHUKaTa)

W

Ha4alo A/MM/TTTT

3aBbpLIBAHE Ju1/MM/TTIT

5) JombanuTeIHA nndopmanusi OTHOCHO o6oco0eHnTe NO3HINH

(Uznon3paiTe TOBA NPWIOKEHHUE TOJIKOBA IBTH, KOJIKOTO € OposT Ha 060cOoBGeHNTe MO3ULIUK)

IPNJIOKEHUE b
NHOOPMALIMSL OTHOCHO OBOCOBEHMTE no3nmn

3araaBue Ha NOPbUKATA, NPEIOCTABEHO OT pB3Jaranus opram:

,Jocrapka Ha JIEKapCTBEHN NPOOYyKTM 3a OManusHO JedeHune 3a HYXIUTE

Ha ,MBAJl - Byprac” AlL, TPD. Byprac mno oBocoBeHN MO3MULM, MOCOHEHN

B KOHKypCHara ﬂOKyMeHTauMH".

21

VHIT: 9b7a359f-6146-4ef1 -a6d5-54582e329827



TTapTupa: 00301 OBABJIEHHE 3A TTOPDBUKA (Bepens 5)

O6ocobena rmosunus Ne: 12 3arnaeue Ha o0ocobenaTa nosuuus: Cinacalcet

1) KpaTko onuncanue
tablets, ¢ xolMMYeCTBO AKTUBHO BEMECTBO, CBIJIACHO TexHMUecCKa
crneumomraumsa

2) O6ux Tepmunojornyen peunux (CPV)

OcHnosen Jonmbanurenen peannk
peYHHK (B IPUJIOKHMHTE CJYYAN)
OcHoBen 00eKT 33690000

3) KoaundecTso niu 06em
2800 ©poit DDD/ TepamneBTUUEH KypPC

(aKo ToBa e U3BECTHO, mocouete camo ¢ wudpu) [IporHosna croiinoct, 6e3 na ce Brmousa JJJIC:
57103.34 Banyra: BGN
win O0XBaT: MeXTy u Banyra:

4) Undopmanus 32 pasamyHa HPOXBIKHTENHOCT HA HOPBHYKATA HJIM PA3/IN9IHA JaTAa 32
HAYAJI0/3aBBpIBaHe (B NPHIOKHMUTE CJIydan)

[TpoawmxuTenHOCT B Mecenu: 12 unu B 10K (cuuTaHO OT AaraTa Ha Bb3JlaraHe Ha
nopbYKaTa)

WITH

Hayaso I1/MM/TTTT

3aBBbPIIBAHE JU/MM/TTIT

5) Jombianrena nudopmManusi OTHOCHO 000cO0EHNTE O3 HIHN

(M3nonspaiiTe ToBa NPUIIOKEHHE TOJIIKOBA [THTH, KOJKOTO € OPOAT Ha 060COOEHUTE MO3HULMH)
HNPHJIOKEHUE b -
NHP®OPMAIIMA OTHOCHO OBOCOBEHHUTE O3

3ariaBue Ha NOPBHYKATA, HPEAOCTABEHO OT Bb3JIAT A NS opra:

»JOCTaBka Ha JIeKapCTBEeHM NPOOYKTM 3a OMAaJM3HO JIeUEeHMEe Ba HYXIOUTE
Ha ,MBAJl - Byprac” A, rp. Byprac mno o6oco®eHM NO3ULM, IOCOUYeHU
B KOHKYpCHaTa IOKyMeHTaumsa”.

O6ocobena nmosuims No: 13 3arnasue Ha ob6ocoGenara nmosumus: Paricalcitol

1) KpaTko oncanune
capsules soft, ¢ KOJMUECTBO AKTUBHO BEUECTBO, CBIJIACHO
TexHUUecka crneundpmraums

2) O6m Tepmunonornyen peanux (CPV)

OcnoBen JlonbiHuTEIeH PeTHHK
peYHuK (B IPIJIOKMMHATE CJIYYAN)
OcHoBen 00eKT 33690000

3) KoaunuecrBo wian o6em
4200 ©pout DDD/ TepamneBTUUEH KYypPC

VHIL: 9b7a359f-6146-4ef1-a6d5-54582¢329827




Tlaprina: 00301 OBABJIEHHME 3A TIOPBYKA (Bepcus 3)

(axo TOBa e M3BECTHO, mocoueTe camo ¢ uudpu) [MporHosna croinoct, 6e3 aa ce Brmousa JIJIC:
29895.01 Banyra: BGN
i O6xBaT: MEKIY 154 Banyra:

4) Mudopmanust 3a pa3invyHa NpoAbLKATETHOCT HA NOPHYKATA MM PA3JIMYHA AaTA 3
HAYaJ10/3aBbpUIBaHE (B NPHIOKHMUTE CJyIan)

[poabmxurennocT B Meceuu: 12 uid B 1HU (cunTaHO OT JlaTaTa Ha Bb3NaraHe Ha
[OPBYKATA)

Wn

HaAYaJIo I/ MM/Trrr

3aBbpIIBAHE JUI/MM/TTTT

S) Noubanurenna undopManus OTHOCHO 060co0GeHNTE MO3HIHH

(M3nmosn3zpaiiTe TOBa MPHITOKEHHE TOJIKOBA ITBTH, KOJIKOTO € GposT Ha 000CO0EHHTE TO3ULIUN)
NPUJIOXEHUE b
NMHPOPMAIIMA OTHOCHO OBOCOBEHUTE ITO3UITNN

3arsaBue Ha NOPBYKATA, NPELOCTABEHO OT BH3JIArallis Opran:

~HOCTaBKa Ha JIeKAaPCTBEeHU INPOAYKTM 3a IUAJIMBHO JIeUeHMEe 3a HYXKIUTEe
Ha ,MBAJI - Byprac” A, 1rp. Byprac no o6ocoBeHM INO3ULM, [IOCOYEHU
B KOHKYpPCHaTa JIOKyMeHTaumus”.

O6ocobena mosuuus Ne: 14 3arnasue Ha 060cobeHara mozuims: Sevelamer

1) Kpatko onucanue
film-coated tablets, ¢ KOIMYECTBO aKTMBHO BeNeCTBO, CBIJIACHO
TexHuuecka crneumbuxkalms

2) O6m Tepmunonornyen peunux (CPV)

Ocnosen JonmbanareneH peyHnK
peIHHK (B DIpUJIOKIMHATE CJAYIAN)
OcHoBeH 00eKT 33690000

3) KomnuecrBo nam o6em
4 500 O©powm DDD/ TepamneBTUUEH KYpPC

(ako ToBa e U3BeCTHO, mocodete camo ¢ uudpu) [pornosna croitnoct, 6e3 aa ce Brmousa JIJIC:
45506.66 Banyra: BGN ’
win O0XBaT: MEXIY U Banyra:

4) Undopmanust 3a pasinvHa NPOALKATETHOCT HA NOPHYKATA WM Pa3/IHYHA 1aTa 32
HAYyaJ10/3aBbpmBane (B HPHIOKHUMUTE CJydan)

IIpombmkurennocT B Mecely: 12 WM B THU (cuMTaHO OT JaTaTa Ha Bb3jaraHe Ha
[opbyKara)

500!

HaYaJIo JUU/MM/TTTT

3aBbpIIBaHE II/MM/TTIT

5) Jonbanuresna nuHPOPMANUA OTHOCHO 000CO0EHUTE MO3HIHM

VHIT: 9b7a359f-6146-4ef1-a6d5-54582€329827 23



TlapTipa: 00301

OBABJIEHME 3A ITOPBYKA (Bepcus 5)

(M3non3BaiiTe TOBaA MPUIIOKEHHE TOJKOBA IBTH, KOJIKOTO € OpoAT Ha 060CO0EHUTE MO3ULIMHI)

ITPUJIOKEHUE b
NHPOPMAIIMA OTHOCHO OBOCOBEHUTE ITO3UIITNHN

3araaBue Ha noppuKarTa, nmpeaocTaBeno OT Bh3Jaraumus opram:

~JOCTapka Ha JIeKapCTBEeHM MNPOIYKTU 3a OMAIUM3HO JIeUeHMEe B3a HYXIUTE
Ha ,MBAJI - Byprac” All, rp. Byprac no o6ocoBeHU NO3ULM, NOCOUESHMU
B_KOHKypCHaTa IOoKyMeHTaumua”.

0O6ocobena nozunus Ne: 15 3arnasue Ha o6ocobenara nmosumms: Calcitriol

1) Kparko onucanue
capsules, soft, ¢ KoJAMUeCTBO AKTMBHO BENEeCTBO, CBIJIACHO
TexHMuecka crneuudbmxkanmusg

2) O0u Tepvunonornyen peunnk (CPV)

Ocnosen JonbJIHATEIEH peYHNK
peYHuK (B NpUJIOKIMUTE CTYIAN)
Ocnosen 00eKT 33690000

3) KosnuecTBo nan odem
6750 ©pon DDD/ TepamneBTHUUYEH KypC

(aKo TOBa € U3BECTHO, 1ocoyeTe camo ¢ 1udpu) [Ipornosna croiHocT, 6e3 na ce Brmousa JJIC:
439498 Banyra: BGN
i O6XBat: MeXTy u Banyra:

4) Undopmanus 3a pa3anana NpoAbLKATETHOCT HA MOPHYKATA WM PAa3JIH9HA 1aTa 32
HAYaJ10/3aBbpIIBaHe (B NPHIOKHMUTE CJIydan)

IIpoawbmxurennocT B Meceuu: 12 WM B IHU - (curTaHO OT JaTaTa Ha BL3JIaraHe Ha
MopbyKaTa)

WIH

HayvaJo IA/MM/TITT

3aBBpILBaHE JUT/MM/TTIT

5) Monbanurenna nandopmManust OTHOCHO 060cobeHnTEe NO3UIHH

(M3nonspaiiTe ToBa NPUIOKEHHE TOJKOBA [TBTH, KOJIKOTO € OPOAT Ha 060CO0EHUTE MO3ULIMH)
IMPUJIOKEHUE B1 - OGINIECTBEHH! ITOPHUYKH

Kareropun yciayrn, nocoyenu B pasaes II: OGexr na nopbukara

Hupekrusa 2004/18/EO
Kateropus N2(1) [Mpeamer
1 YCyrv no noaapwXxka v peMoHT
2 YCnyru Ha CyXormbTHUS TPaHCMopT(2), BKIIKOUUTENHO YCNYrn C BpOHUPaHU aBTOMOBWUAM U KyPUEPCKK
YCNyru, C U3KTIOYEHME Ha NPeBo3 Ha nowla
3 Ycnyru Ha Bb3AyLIHWUSA TPAHCMOPT 3@ NPEBO3 Ha MbTHULUM M TOBApW, C U3KIKOYEHME Ha NPeBo3 Ha

noula

VHIT: 9b7a3591-6146-4cf1-a6d5-54582¢329827
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IMapruna: 00301 OBABJIEHHME 3A TTOPBYKA (Bepeus 5)

7 TIPEBU3 Ha TTOLLE T10 CYWa(3) W 10 BE3AYX
5 [JanekocbobwmrenHu ycnyrm

6 ®UHAHCOBKM YCNyr: a) 3acTpaxosaTesnHn ycryr, 6) 6aHKOBU U MHBECTULMOHHM yCiyrn(4)
7 KOMMIOTbPHM ¥ CBBP3aHUTE C TAX YCNYru

8 Ycnyru 3a HayyHouscneaoBaTesncka U pasBoiiHa AeiHocT(5)

9 CUYETOBOAHM M OAUTOPCKU YCIYrW, BOAEHE HA KHUMM

10 Ycnyru no npoyysaHe Ha nasapa v uscrneBaHe Ha 06LLecTBEHOTO MHeHKe

11 KoHcynraHTcku ycnyrv no ynpasneHne(6) U CBbp3aHu C TsX YCTyru

12 ADXUTEKTYPHM W MHXXEHEPHU YCIYTW; YTy MO rpajioyCTPONCTBEHO MyiaHUpaHe 1 Mo napKkosa

APXUTEKTYPA;CBbP3aHN HaYYHUN U TEXHUYECKN KOHCYTTAHTCKW YCNyTrU; YCnyru, CBbp3aHu C
‘' TEXHUHECKN N3NUTBAHUA 1N aHan3mn

13 -Peknamnuum ycnyru

14 Ycnyrn no noYMcTBaHe Ha CrpaZiv v ynpasrieHne Ha HefBKMMN UMOTH

15 M3natencku yenyr u ycnyru ro nedar cpelly Bb3HIpaXxaeHWe Wnm ro Jorosop

16 Ycnyrv no cbbupade 1 TpeTupaHe Ha OTMazAbLM, BRKIUUTENHO KaHaU3aUMOHH BOAW; CaHUTapHM

N CXOAHW yCIyru
KaTteropus N2(7) MNpegmer

17 Ycnyru Ha XxoTenu v pectopaHTm

18 Yenyru Ha )enesonbTHUS TpaHcnopT

19 Ycnyr Ha BOAHUA TpaHCropT

20 CrioMaraTenHu v AOMbIHUTENHU YCIYT B TpaHCropTa

21 HOpuanyecku ycnyrm

22 Ycnyru no HabupaHe 1 npefocTaBsiHe Ha paboTHa cuna(8)

23 [ETEKTUBCKM 1 OXPaHWUTENHW YCIYTY, C U3KIIOUEHUE Ha YTy € BPOHMPaHK aBTOMOBUMM
24 0O6pazoBaTenHn yCnyrv U ycnyru, CBbp3aHn ¢ NpodecuoHanHo obyyeHmne
25 YCnyru Ha 3/paBeonasBaHeTo M CoLManHmUTE JeiHOCTH

26 Ycnyr B 06nacTTa Ha Kyntypara, crnopTa U pa3enedenusTa(9)

27 Opyrv ycnyru

(1)Kateropum ycnyru no cMmcbna Ha une 20 oT Aupektvea 2004/18/EO npunoxenue II A KbM Hesl.

(2)C n3knodeHre Ha ycryruTe Ha enesombTHMA TPaHCMopT No kaTeropus 18.

(3)C n3kntodeHne Ha yCryruTe Ha ene3onbTHWS TPaHCTNOPT Mo kaTeropusi 18.

(4)C m3kioyeHne Ha (UHAHCOBK YCIyrv BbB BPb3KA C U3AABaHETO, Npoaax6aTa, MoKyrnkaTa Win MpexBbp/IsIHETO Ha
LIEHHN KHWDKA UK APYTU (DMHAHCOBM MHCTPYMEHTH, U YCIYrW Ha LeHTpanHu 6aHku. CbLLO Taka ce M3KIoYBaT:
ycnyrute, BKIOUBALLM NPUAOGMBAHETO MM HAEMaHETO, HE3aBMCKMMO C KaKBU (GWHAHCOBU CPeACTBa, Ha 3eMs,
CblLECTBYBALLW CrpaAn UK APYro HEABMXMMO UMYLLECTBO, UM BbB BPb3Ka C NMpaBa BbpXy Takmea. JorosopuTe 3a
(PMHAHCOBM YCNYTU, KOUTO Ca CKITKOYEHU eAHOBPEMEHHO ChC, MPEAN UM Cref A0roBopa 3a MpUAOGHBaHe Wiu HaeM,
HE3aBMCKUMO OT TAXHaTa opMa, obaye ce NoOAYMHSABAT Ha NpaBUnaTa Ha AMpPEKTMBaTa.

(5)C u3KslIOYEHNE Ha YCIYrU 33 Hay4YHOM3CIEA0BATEICKA U Pa3BONHa AEUHOCT, PasNMUHM OT TE3U, MPU KOUTO Mon3unTe
Bb3HMKBAT U3K/IOUMTENHO B M0/133 Ha Bb3/arallms opraH 3a Heroea yrnotpeba npu NpoBeXAaHeTo Ha COBCTBEHUTE
My i€HOCTW, NpW YCTIOBME Ye NPEeAOCTaBEHaTa yC1yra e U3Us/o nnaTeHa oT Bb3/arallysi opraH.

(6)C u3KntOUeHMe Ha yCryrv Mo apbuTpax 1 MOMUpEHMe.

(7)Kateropum ycnyru no cMucbna Ha unex 21 ot Avpektvisa 2004/18/EO v npunoxerue II B kbM Hes.

(8)C v3kntovueHMe Ha TPYAOBM [IOrOBOPU.

(9)C m3kioyeHme Ha OroBOpK 3a MPUAOGHMBAHETO, PaspaboTBaHETO, MPOM3BOACTBOTO MM CbBMECTHOTO MPOU3BOACTBO

Ha NporpaMeH MaTepwan 0T u3NibyBallM OpraHM3aunm M oroBopy 3a NporpaMHo TENEBM3NOHHO BPEME.
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