IaprHpa: PEIIEHME 3A OJIOEPABAHE HA OBSABJIEHHME 3A H3MEHEHME HJTH JOIThJHHTEIHA HH®OPMALIMA (sepeun T)

f\ ATEHUWA NO OBLLECTBEHW NMOPBYKK

1000 Codbwms, yn. Nere 4
A G H e-mail: pk@aop.bg , aop@aop.bg
\ WHTEPHET aapec: hitp://www.aop.bg

PENIEHHE 3A OMOBPABAHE HA OBABJIEHHME 3A U3BMEHEHUE WWIH
JOITBIHHUTEIHA HHOOPMAITHAA

(Mudopmanusara He ce myGaukxysa 8 Odpummanes secrank na EC)

[(Jupoexr

Bdza nyGnuxysaune

Pemrenne 3a ofoGpssane Ha 00AB/IEHHE 3a H3MEHEHHE WA JOI'LIHUTETHA HHQOPMALES U 0BABIeHMe hZ4
34 U3MEHEHUE WIH A0IBIHUTEIHE HHPOPMAIHI

ObsaBnenue 3a usmenen'y;le JIH JOI'bJIHHTE/IHA HHPOPMALIHA ]

Pemenve nHomep: PJI-11-~
I: Bb3JIOZKUTEJT

1.1) HaumeHOBaHUe ¥ agpec
Odunpanso HauMeHOBaHHE: - Haumonanen perucrpannones Homep: 2
MyHMCTEPCTBO Ha 3OpaBeolla3BaHeTo 000695317

Tlomencku agpec:

roman CeeTa Hememsa N 5

T gara: 16/12/2016 ag/mMm/rrom

I'pan: kon NUTS: ITomiencku kom: Hbprkasa:
Codpusa BG 1000 BG

JIune 3a KOHTAKT: Tenedon:

PymaHa CTaBpesBa +359 29301-314
EnexrponHa moma: ' dakc:
rstavreva@mh.government.bg +359 29301-451

HnTepHer agpec/u

Ocnosen agpec (URL):

http://www.mh.government.bg/bg/

Anpec na npodruta Ha kynysada (URL):
https://www.mh.government.bg/bg/profil-na-kupuvacha

II: AAIMMHMUCTPATHBHA HHOOPMAILINA

I1.1) IIpoueaypara € OTKpHTA C:
Pemenne Homep: P/I-11-401 Or mata: 29/11/2016 jm/mm/rrrr

IT.2) PedrepenTeH HOMeD (KAKTO € IIOCOYEHO B OPHIHHATHOTO 0GABICHME, AKO €
IPHIIOKHMO):

IL.3) YHHKAa/IeH HOMep Ha nopkukara 8 POIT:
00080-2016-0028(nNnnnn-yyyy-xxxx)

IIT: ITPABHO OCHOBAHME

[J4sen 100, an. 1 ot 3011
Bdunen 100, an. 7, 1. [...] or 3071
1
[J4nen 100, an. 11 ot 3011
[J4nen 100, an. 12, 1. [...] or 3011
[J4nen 179, an. 1 or 3011
[]4nen 100, an. 7, T. [...] B6B Bp. 4. 177 or 3011
[]4nen 100, az. 11 BB BD. WI. 177 ot 3011
[TJYnen 100, an. 12 1. [...] BBB Bp. ¢ 4. 177 ot 3011

IV: OOBPABAM

O0aABIeHHeTO 32 U3MEeHEeHH e WM 3a JOIIbIHUTEe IHA HH(opManust

YHIT: 3eb25979-1f0c-4869-bbee-659fee5ceta 1



TMapruna: PELIEHHE 3A OJIOEPABAHE HA OBABJIEHHE 3A M3MEHEHHE WM JOITBJIHMTEIHA HHOOPMALIHA (sepous 7)

VI: IOITBJIHUTE/THA MTHOOPMAITAS

VIL.1) Jomsaauressa HHGopMAamusd (Koraro € mpuIcauMo):

llpy OoGABABAHETO Ha MNpousgypaTa, JIeKapCTBEeHUTe [POOYKTM [NOCOUEeHM [10-
nony ca Oumnm Brimodedw B IJIC W 2 nmo wun. 26la, an. 6, T. 2 oT BakoHa 3a
JIEKAPCTBEHUTE NPOOYKTM B XyMaHHaTa MeguumHa (3JIIIXM). Ha ocHOBaHme uil.
18 or Hapenbara 3a yCIOBMATA, [NPAaBUIATAE M Pela 3a peryjaupaHe U
PerMCTPMpaHe Ha LeHMTEe Ha JeKapcTBeHuTe nponykTy Ha 02.12.2016 p.
HaumoHanHMsA CBBET [0 UeHM ¥ peuMOypCHMpaHe Ha JIeKapCTBEHMTE NPONYKTH
(HCHPJIII) e 00ABMII BJIE3JIMTE B CUJa PENIeHMA M 3a BINMCAHUTE B Ny6JMueH
eNleKTpoHeH permcTep Ha [IJIC B 2 nexapcTBeHM NPOOYKTM, YacT OT
cobmecTBeHaTa MNOPBYKA Ca HACTBIMIM [IPOMEHM, KOMTO HaJlaraT M3MeHeHMS Ha
obAaBeHMTEe YCJIOBUA. .

VI.2) IIpoueaypH no oG:xaiBaHe

VI.2.1) OpraH, KOHTO 0TTOBAPA 3a MPOLEAYPHTE IO 00KaTBaHe

OdunmnanHo HAUMEHOBAHHE:
Kommcus 23a z3ammMTa Ha KOHKYypPeHUMATA

Tlomiercky anpec:
6yJs. Bumroma W 18

Ipan: ) . TTomeHncKH KoA; Jppaxasa:
Codus 1000 BG
? | Tenedoun:
+359 29884070
EnexrporHa noma: daxc:
cpcadmin@ecpc.bg +359 29807315
Huteprer aapec (URL):

http://www.cpc.bg

VI.2.2) ITopaBaHe HA HKATOH

Touna nHGOPMALK OTHOCHO KPaeH CpOK/KpaliHu CPOKOBE 3a TI0AaBAHE Ha KaI0u:

Kanbm ce ncocmaeaT npen KommcuaATa 3a 3amuTa Ha KOHKYPEHUMATa [0 pelda Ha
yn. 196, an.l or 30I, npmu cnasBaHe Ha Cpoka HocoueH B ux. 197, anx. 1,

7.1 u an. 2 or 30I.

VI1.3) [laTa Ha M3TpaliaHe HA HACTOAUIOTO PelleH
Hara: 16/12/2016 ga/mMm/TIIm |

VII: Bb3JIOZKHMTEJI

VIL.1) Tpure numena: (Ilogmuc)
n-p llersp CredpaHoB MoCkOB

VIL.2) Jae:xHOCT:
MUHMCTBP Ha 3IOpaBeQlasBaHeTo M LeHT ke

"3opaseonas3BaHe"

KYIOKM B CEKTOp

g™
PUIEHCKUA CHIO3

&0 % IIpurypxa xpM Odumianen BeCcTHHI 4
1? | 1 Hndopmanus u onaits dpopmynspu:  http://simap.ted.europa.eu
A i
T w ¥

ITOTTPABKA

O6aBaeHMe 32 H3MEHEHHNA WIH 3a JOI'/IHUTETHA MHbOpMaIHA
Jupexriea 2014/24/EC/30II, Tupexrusa 2014/25/EC/30II

Besexka: AKO KOPpeKIMM MM M3MEHeHUs Ha O0ABJIeHHA JOBEJAT 0 ChIIECTBEeHA IPOMAHA
Ha YCJIOBHATA HA NPOUEAypaTa, € HeoO0X0AHMO JIa ce yIB/KAT IBPBOHAYANHO NPEeABHICHHTE
KpaiiHM CPOKOBE IWIH A Ce CTAPTHPA HOBA NMPOoLeAypa.

IlopbukaTa e B 06Js1acTHTE 0TOPAHa M CHTYPHOCT _ HOa[ ] He[X

VHII: 3eb25979-1M0c-4869-bbee-659ffeesceba



Mapruna: : PEIIEHHE 3A OJ{OBPABAHE HA OBABJIEHHE 3A M3MEHEHUE HJTH HbeﬂIﬂ’ITEJiHA HHOGOPMAITHA (Bepcun 7)

PAB,ZIE.JI I: BB3JIATAIL] OPTAH/B'B3JI0KUTEJ (xakxTo e mocoueno B
OPHUTHHAJHOTO OGABACHME)

L1) HaumenoBaume u aapecu 1 7
Odummanto HauMeHoBanHe: Hauuonanen perucrpanmonen HOMep: 2
MHMHMCTepCTEBO Ha 3IpaBeocnaszBaHeTo 000695317
ITomencku agpec:
Jjioman Ceera Henmemns N 5
I'pan: kog NUTS: TTomencku xon: Jbpxana; .
Codua ’ BG 1000 BG J
JInne 3a xonTaxT: Tenedon:
PyMmsina Craspesa +359 29301-314
EnexTponHa moua: Pakce:
rstavreva@mh.government.bg +359 29301-451
Hurepner angpec/u
Ocnoren anpec (URL): —!
http://www.mh.government. bg/bg/
Anpec Ha ipodmna Ha Kymysaua (URL):

Ettps ://www.mh.government .bg/bg/profil—na—kupuvacha

PA3TEJI II: TIPEJIMET (xakTo e mocoueno B OPHIHHATHOTO 06ABIEHHE)
II.1) OGxBar Ha o6mecreenara IOpPBYKA

IL.1.1) Haumenoranme: j
CRINYBAHE Ha paMKOBM ClliopasyMmenna or leurpansus CpraH 3a NOKYyNKM B
cexTep "3Bmpaeecrnazsade” (IOIIC3) , upes EnexrpoHHara cucrema 3a
SaKyllyBaHe Ha JIeKapCTBeHM NpomyKTy =a Hy®IMTEe Ha NleuebHMUTe saBemenus
Pedepenrten Homep: 2

II.1.2) OcroBen CPVkon: 33600000

Homenautesen CPV xop: 1 2

II.1.3) Buag Ha IIOpPBYKa
Crpourencrro X Oocrasku [J¥enyrn
11.1.4) Kparxo omucane:
»CKRINYBaHEe Ha pamMKoBM chopasyMmerus oT leHTpajinus OPTaH 3a NOKYNKM B
cexTop "3npasecnazpaye" (IOIC3) , upez EnexrpoHuara cucrema 3a

SaKyIllyBaHe Ha JIeKapCTBeHu NPOOYKTM 3a HyXIMTe Ha meueBuuTe 2aBeleHus B
PenyBiauxa Benrapua™

PA3SAEJI VI: TOITbJIHUTE/THA HUHDOPMAITUA

VI.5) Jata na H3NpamaHe Ha HACTOAUOTO 06 ABIeHIe j
Mara: 16/12/2016 a/mm/rrrr

VI.6) IIpenparka xsm OPHTHHAJHOTO O0ABJCHHEe
Opurunanuo o6spienue, H3IpaTeHo gpes 7

[JeNotices

DITED eSender

[(JApyro
Hotpeburescko Brusane 8 TED eSender: 7

CrpaBka 3a OSHBJIBHPIH:2016-760225 7 (ronuHa 1 HOMEp Ha JOKYMEHTa)
Homep Ha 06sBnenuero 8 OB na EC: 2016/S 234-426146

JaTa Ha Hsnpamane Ha. OPHUTHHAIHOTO 00ABNeHHe: 7 29/11/2016 Lt /mMm/rrrr

Howmep Ha o6aBrenuero 8 POIT: 760225
PA3JEJI VII: TIPOMEHH

VIL.1) Mudpopmanus 3a KOPHTHpaHE WIH J06aBsHe

VII.1.1) Ilpyauna 3a uamenenue 7
Pl Ipomsna B mepBonavammara UH(OpMaNHA, Hogasena or BB3JIATAlHA OpraH

[:]Hyfinﬂmaﬂﬂ B TED maHHM, KOHTO HE CHOTBETCTRAT Ha IbPBOHAYAIHHTE, TOAALEHH OT Bb3JIaralys
opra”

VIIL.1.2) Texer 3a KOpHrupaHe B OPHMIHHAJIHOTO 00aBIeHne 1 (Moxns, yraxere CHOTBETHHA
basaesr H Homep Ha naparpad B OpHrHHAJIHOTO o6aBIeHHIE)
Homep Ha paznen: LI J2.. 4 O6ocobena mosumusg No: 2 2

YHIT: 3eb25979-1f0c-4869-bbee-659 feeSceba 3



Mapruga: PEIIEHME 3A OOBPABAHE HA OBABJIEHHE 3A W3MEHEHHE I JONBIHUTEHA HHB®OPMALMA (sepers 7)

Yacr or Texera, xosTo TpabBa ja ce IPOMEHH:
B - Kpve wu KPEBOTBOPHM OpTaHmu

Bmecro: Ja ce yere:
1

BOSAAOG—Succinylated Gelatine, BO5AR0Eé~Gelatin agents -

Sodium Chloride~napeHTepanHa—l 794 lapenrepanua - 44 850 100 - m

004~g

Howmep Ha pazpen: I1.2.4 Ob6ocobena mosumus No: 2 7 ‘J

Hacr or Tekera, kosTo TpsAGBa I ce mpoMenu:
J - AHTMMHbEKLMOZHM CPEIOCTBa 3a CHCTEeMHO TNPUIIOXKE HMe

Bmecro: Ja ce gere: /

JO1DDOZ—Ceftazidime—napeHTepaﬂHah99 JOlDDOZ—Ceftazidime—lOOO mg -

246 050-mg; fapeHTepanHa-99 246 050-mg;
JOlDEOl—Cefepime—-napeHTepanHa—l41 JO1DEOQ1- Cefepime-1g ~NapeHTepasHa-
560-g 141 560-g

Howmep ua pasgen: IT.2.4 O6ocobena nozmius No; 2 8

Haer ot Texcra, kosTO TpsAbBa Jia ce mpoMenw:
L -~ AHTMHeonjacTuuum mu MMYHOMONYNMpamy cpelcTsa

Bmecro; Ja ce gete;
LOIXEOl—Imatinib—MK@—nepopanHa—ZO LO1XEOl-Imatinib-MKE C92.1 -
282 400-mg; nepopanHa-20 282 400-mg;
Howmep na pazgen: IT.2.14 Obocobena mosumus NO: 2 8

Yacr or TEKCTa, KOATOo TpH6Ba Ha Ce IIDOMeHH:
L - AHTHHGOHH&CTHHHVI u I/IMYHOMO,JIYJ‘IMpaHLM cpengcrea

Bmecro: : Ha ce gere:

OcraHanure HOMEHKJIATYPM HENoCOoYeHN OcraHanure HOMEHK/Ia Typu Henocoqe}m_,
B T. IT.2.4 "Onucaume ua B 7. IT1.2.4 "Onmcaume na
obmecrseHaTa nopbuka" ca NnoOpoBHO obmecreeHara nopeyka" ca nonpo6Ho
M35poeHu B HOKYMEHTauMATa 3a n3bpoenn B HOKYMEeHTaumMara sg

Ydacrve, npensun orpaHVfueHM,q Bpoit YHACTME, NPEnBMI OTPAHMYEHMS Bporn
CMMBOJIM, KOUTO MOTamT ga ce CBPOBPPXAT| CMMBONM, KOMTO MOTAD [a ce cbubpxar
B 0BABJEeHUeTO. B OOABIEHMETO, KaTo =a NocouyeHms B
HOKYMEHTALUMA JIeKapCTBEeH NPOOYKT
LOZAEO2——Leuprorelin - 3abenexxara,
Ce& HNpOMEeHA, KaKTO CJenBa:

Powder and solvent for suspension
for injection.

Homep nHa pasgen: IT.2.4 O6ocobena nosumus Ne: 2 12

HacT oT Tekera, KoATo Tps6Ba Aa ce npoMenH:

R nxarenHa cucrema

Bmecro: Ha ce gere:

RO3BAO2—Budesonide—solution— ROBBAOZ—Budesonide~Pressurised

MHXanaTopra-29 669-mg inhalation, solution—MHxanaTopHa~29
669-mg

Howmep Ha pasgen: IV.2,.2 OBocobena no3mums No; 2

Yacr oT Tekera, KogTO TpsAbBa 1a ce npomenu:

Bmecro: a ce gere;

11/01/2017 nn/mm/rorr  Yac: 17:30 30/01/2017 mo/mma/rpom Yac: 17:30

Howmep Ha pasgmen: e INM.2 .7 O6oco6ena no3nmus No; 2

Yacr oT Texera, KoaTo TpsAGEa Jia ce npoMeHu:

Bmecro: Ha ce gere: :

12/01/2017 pm/mma/Torn Yag: 11:00 31/01/2017 nn/ma/rrro Haey 11 s0p0

VIL2) /Ipyra gonbauurena uHdOpMamus 2

C onoBpasane Ha HacToAWOTO oCABIEHME 3a MaMEHeHUe u C pemeHMeTo, cC
KOeTO oO0ABJIGHMETO . & onoGpeHo, nocoueHuTe HNO-TOpe M3MEeHeHMA Ce cuMTaT =3
HanpaBeHM M B YCIOBMATA Ha ACKyMeHTauuATa onobpeHa oT BB3JIOXMUTEN IS U B
BaszaTa ZaHHM Ha Enexrtponsara cucrema.

YHIL: 3eb25979-110¢-4866-bbee-659FeeSce6a



TapThaa;

Mons, nosTOpeTe, KonkoTo MbTH € H
B NPUNOKMMUTE Cay4yam

3aAB/IKATENHA UHGOPMAUMS, KOATO He ce ny6nukyea

€06X0AMMO

VHIT: 3eb25979-Imc-4869-bbeev659ﬂ‘535ce6a



