MHOTONPOPHAOMHA PBRITAPHA
BEOOHMLA rp. Nasapmsux — 4400
34 AKTNBHO yn. ,Bommmuma” B 1E
IENEMME renepon: 034/408-603;
NnazaraxmK an baxc: 034/408-766;

/ G

ONOBPSIBA? _ |

2

[aR|

W3IIBJIHATE, N
ZMBAJ A3 /. K
I-PBAr @ .BBJIYEB
N =
Af
JOKYMEHTAIUS

3a o0mecrBena NopbL4YKa Ha croligoct ne wi. 20, an. 3 or 3010
¢ mpexMer:

»/]0CTaBKA HA PEHTIEHOKOHTPACTHO CPeJCTRO ¢ MEeXIYHAPOAHO HENAaTEeHTHO
Hauvedosauue /INN/ Iomeprol

CBALPXAHHE

1. OGsagBa 2a obmecTReHa nopvm:a Ha crolnocT mo au. 20, am. 3 ot 3011

2. Mpeamer, 00eKT H oNHCaHHe HA 00LISCTBEHATA NOPLYKA, KPUTEPHi 3a
Bb3Jiarane. I3MCKBanus KbM yUaCTHHIMATE, CRBP3AHN ¢ JIHYHOTO ChCTOSIHHE
H KpPHTepPHH 3a nogdop. Ykazauus 3a MIroTBHE ¥ npeacrassite Ha odeprurTe

3. Texnuvecka cneunduKanus.

4. O6pazuu HA NPeNIOKEHHS H eKIaPAIHH .

5. Ipoexr Ha g0roBop

I'p. INazapmxuax . 2017r.



‘ ATEHIMA ITO OBIECTBEHH MIOPHYKH
AOTII 1000 Codpmsi, yan. "Jlere" 4
\ e-mail: aop@aop.bg

' MHTepHeT agpec: http://www.aop.bg

OBSIBA
3a o0mecTBeHa NopLYKa Ha crolinocT mo wi. 20, a/1. 3 ot 30I1

Homep na obapaa: [2017-05 - Max. Ne P/I-08-1240/07.04.2017r |

Buiuomuren: MBAN NAZAPLMUK ALl

Hopenenne (kozamo e npuroscumo). |[...... ]

HNapruna & peracrbpa na o6mecrsennte nopsaru: [ 00027 |

Aapec: [rp. Tasapmkuk, ya. bonamana 5]

JInne 3a KOUTAKT (MOdICE U hosede om eOHO itiya): [CroaHka Mixaiinosa)
Teaedon: [034 408603]

E-mail: [mbal_pz_op@abv.bg]

HoeThIsT 10 JOKYMEHTANMATA 3a nOpLuKkaTa e orpannyen: [] Jla [x] He
Honsimurenna aAGopManEa Moxe aa Ob1e HoIysena oT:

[x] T'openocoueHoTO/HTE MACTO/MECTA 38 KOHTAKT

[] Apyr azpec: (moan, nocoueme dpye adpec)

Ipsevane ma pokymesTs u odepru no eaexTponed ubT: [] la [x] He

ObexT 5a nopBYKATA:
[1 Crposrencrso

[x] [locTaskH

[] Vemyru

IIpeamer na mophukara: ocTABKA Ha PERTreHOKOHTPACTHO CPRACTBO ¢ MEXTYHAPONHO
HenavenTHO HaumMenosanme /TNIN/ lomeprol

Kparko onacanne: O6eKkT Ha nophukata ca JONbIHUTENHH JOCTABKH Ha PEHTIEHOKOHTPACTHO
CPeacTBO ¢ MEKIYHAPOIHO HenaTenTHo Hanmenosauue /INN/ Iomeprol 32 ayxaure Ha
aurnorpadekara nabopatopus va MBAJ Ilazapimxux AJl. JlekapcTBeHus MPOIYKT € ONMHCAH MOAPOGHO
B CHCLHQHKALMATA, KOATO CF ARABA HEPAI/IE/IHA HACT OT HACTOSLIATA TOKYMATAITAS, O FeHEPHIHO
HauveHopaHme (INN), ka4uecTBeH H KONMUECTBEH CLCTAR., nekapcTBeHa (GopMa ¥ ChIbPKAHEE HA
aKTHBHOTO JIEKAPCTBEHO BELIECTED.

Msicro va uspbpoBane: , MBAJI [TASAPJDKUK” AJl, rp. MNasapmru, yi. “bonxwyana™ 15,
GonHriHaTa anTexka

O6ma nporAo3na CTOHHOCT Ha MOPLIKaTa (4 6., 623 AC): | S0000 |

Ob6ocobenn mosanum (xozamo e npwioxcuwvo): [| Ja [x] He

Homep =a obocobenara nosnnusa: | |




Hammeroranme: [......]

Ilporsoszaa cTodHHOCT (6 186, 5e3_ jjUZ_C) [ ]

3abenescra: Hanonzsatime mosu pazoel moixosa nemu, KOIKOMO ¢a 060CoGenume nosuyuu.

YcaoBus, Ha KOHTO TPAOEA 12 OTrOBAPST YIACTHHIATE (KO2UMO € NPUIONCUMO).
B T.9.!

H3nckeannd 3a JHYHOTO CHCTOAHME: 34 VHACTHUKA 14 HE €A HATUIE 00CTOATENCTRATA 10 WL 54,
aml,T. 1.2 17 or30IT uun. 54, an. 1, 7. 3-5 ot 3011, kakTo ¥ 110 Wi. 3, T. 8 BbB BpB3Ka ¢ WI. 4 OT
3aKoHa 32 MKOHOMHYECKMTE H (PHHAHCOBUTE OTHOIIEHHS C IPY)KECTBATA, PEIMCTPHPAHH B IOPHC/IHKIIHE
¢ npedepeHUHANCH NAHBUSH PEKHAM, CREP3AHUTE C TAX JIMLA Y TEXHUTE NeHCTBUTENHE COGCTREHUITH

Ipasocnocobrocr 3a ynpakaasane Ha npodecunonanua qeiigocr: Y4acruunare rpadsa aa ca
pPerscTpHpaHd KaTO ThProBUH # 12 HMAT NPABO 2 OCHIIECTRABAT ThHPIOBUI HA PO ¢
JIEKADCTBEHHE HPOAYKTH B ChOTBETCTBHEC ¢ HOPMHTE Ba JaKORA 3a JeKapcTBeHATe NPOAYKTH B
xymanrara megunena (3JIIIXM)

Ukonomuuecko u punancoso cocrognme: [Hel

Texnudeckd B NPOPecHOHANER CHOCOTHOCTH!

1. Yuacraunure TpaBa Ka pazmonaraT che cknanopa 6aza, KOATo OTroBApd HA YCIIOBHATA
3a ChXpaHCHHE Ha JIEKapCTBSHHUTE [POJIYKTH, 3a 14 Ce rApaHTHPa CBOERPEMEHHO |
Ka4ECTBEHO H3MBIHENHAE Ha TTOPHYKATA,

HEedopManas OTHOCHO 3ANA3CHE HOPBUAKE (KOZAMO € APWIONCUMO).

[] Tlopsuxara e 3anmaszeHa 3a CHELHATHINPAHH TIPE/INTPUSITHS HIK KOOIEpAllHH Ka XOpa ¢
YBpEs/IaHHA WM 32 JIMLA, Y4iTO OCHOBHA LIET € COLMATTHOTO HHTCIPHpaHe Ha X0pa ¢
YBPEIKIAHKA WIA Ha X0pa B HEPABHOCTOHHO T10J10KEHHE

[] HanwennenneTo Ha NMOPRUKATA € OPPAHMYCHO B PAMKMTE Ha IPOrPAMH 34 Ch3JaBaHe Ha
3anuTeHs paboTHH MecTa

Kputepuii 3a ph3jarane:

[x] OnTHMaNHO CHOTHOIIEHHE KAYECTBO/IEHA BhL3 OCHORA Ha:
[1 Lena u kagecTBeHH OKa3aTE/M
[] PazxoaM v KauecTBEHH HOKA3ATENM

[1 HuBo Ha pasxoamre

[x] Ha¥i-nwicka nena

TloxasaTeiid 3a OMEHKA: (MO, ROBMOPEME, KOTAKOMO Wbt & HeobX00uvo)

Cpok 32 noay4asane ua opeprare:
Hara: (00/mm/2ez2) [18/04/2017] Qac: (ua:mm) [16:00]




Cpok Ha BaaHAHOCT HA odepTaTe:
Hara: (0o mw/zzz2) [18/06/2017] Yac: (guvim) [16:00]

JlaTa u 5ac ga orBapsafe Ha odepruTe:
Hara: (00 mm/ezzz) [19/04/2017] 08:00

Mascro Ha oTRapsge Ha ofeprate: | ,MBAJTI [TABAPUKHK” AL, rp. Masapmxuk, yiu. “BomauasHa”
15, Nexanar]

Hadopranaa oTEOCHO cpeicrea 01 Esponelickus ¢niol:

O61ecTBeHaTa MOPEYKA € BRE BPB3KA © IPOSKT W/ K/ nporpamMa. PUHAHCUPA/a CBe CPeICTBa OT
epponetickute Gongore 1 nporpamu: || [a [x] He

Wnenraduxannsg Ha NpoekxTa, Koraro e npuiomumMo: [......]

HApyra undopmanus (kozamo ¢ npunosxcumc): |OT zatata Ha mybnukysase Ha HacTogmaTa obssa
OBJAEH O0CTBIL A0 AOKYMEHTALMATE 3a yYaCTHE B MOPBYUKATE, BEHO C OSPESH'H Ha IOKYMCHTH €€
npenocTass B MpoQHIIa Ha KyiTyBaYa Ha BL3/I0MUTENA Ha MHTEPHET afpec:

http://www.mbal-pz.com/npodmn-sa-kymysaua

Jara ua sacrosmara obuea
Hara: (00/mw/zzz2) [07/04/2017)

lr

Brbiaoxuren pa 4)
Tpure umena: (lloonuc u nevam) [a-p Bacun Kocros Bamgs /L
Jmsskaocr: [Manbiuurenen qupexrop] . ,r ya o /




L.

OIIMCAHWE HA TTIOPBYKATA

IIpeamer Ha obmecTBeHaTa nophruxa: OOeKT Ha TOPHUKATA €A JIONLIHATETHA JOCTaBKH Ha
PEHTreHOKOHTPACTHO CPeICTBC ¢ MeXIVHAPOJHO HemaTeHTHo HauMeHoBaHHe /INN/
Tomeprol 3a Hyxaute Ha auruorpadpckara ngaboparopus Ha MBDBAJI Ilazapmxmk AJl
JlexapcTBeHHS NPOAYKT € omMcaH noapobHO B cnenudAKANMATE, KOATO ce ABSBA Hepa3lelnHa
9acT OT HACcTOAMmATa MOKYMaTal|s, 110 TeHepu4YHO HauMeHosahue (INN), kadecTReH W
KOIMYECTECH CBCTaB, JNexapcrseHa GopMa ¥ CHABDKAHUE HA AKTHBHOTO JIEKapCTBEHO
BEIICCTRO.

Cpox 3a W3MB/IHEHHE Ha OOLISCTRERATA NOPBLYKA: B CPOK OoT O / mect / Mecella, CIMTAHO OT
JaraTa Ha CKIIOYBAHE HA JOTOBOpa 2a RE3NTaraneTo Ha oO0MecTBCHATa TOpBYKA dpes
NEePUOIAYHH JOCTABKH I10 MPEABAPHTEIHY 3a%RKH 110 BHJI H KOJIMUECTRO. BB3IOKHTENIT MOXE
Ila IPEKpaTH MPEICPOYHO CKIIOYEHHA JTOTOBOD ¢ MHCMEHO YBEIOMIICHHE - 063 IpeIA3BECTHE
/6e3 mLmKIME HEeyCTOMKH U o0e3meTenus/ mpw yenoeusTa Ha 9. 7. an.3 or IIMC Ne 146 ot
09.06.2015 r. 3a ce3naBaHe Ha llesTpaneH OpraH 3a BB3jaraHe Ha OOIIECTBEHH NMOPBYKH B
CEKTOD .. 3/(paBeonasBade” 1 MUHMCTPECTBO Ha 3ApaBEONAa3BAHETO © IMPOBEIO OPOLEAypa 3a
HEHTpATA3HpaHa OCTaBRKa Ha NTeKapCTREHM TPOIYKTH, WMa CKTHOUERW PAMKORH CIIOpa3syMeHHS
¢ n30paH¥ H3NMBIHWTEIM W Jeue0HOTO 3aBe/ileHMEe € 3aiBMJIO. Y€ 1le Ce BB3MOJI3Ba OT
CIJIIOUEHHTE N0 MPOLEAYPaTa JOrOBOPH.

TexauduecKH yClIOBHS 32 H3NLIHEHUE Ha 00MIECTREHATA MOpHUka: Beeky yUacTHHK MOXe Ha
OpeICTaBH CaMO €AHO TIPEINIOVKeHHe, KaTo NpeJcTaBH JEKAPCTBEH NPOXYKT, KOHTO KBM
MOMeHT2 Ha mogaBade Hz2 oeprara durypupa B [prnoxenne No2 Ha aKTyaIH3IMPaHHAS
IVIC wa HCHUPJIIL YuactamunTe TpabBa /1a WMaT Pa3pelIdTelIHy 32 CROSTA JEHHOCT CHITIaCHO
nw3pckpanuara "Ha 3JJMTXM. B ciyuaii na usthuase Ha paspeinesuero 3a ynorpeba Ha
NEKapCTBEH DPOAYKT Npe3 [epuojia, 3a KOWTO ce mnpoBexaa obmiecTReHaTa MNOPBYKA,
YYACTHHKBT NEKJlapupa, B chOTBETCTRHE ¢ 9. 35, an. 6 or 3JIITXM, ge KommdecTBaTa Ha
JIEKapCTBEHUS NPOAYKT Ca HANMUYHY 33 CpOKa Ha Jelicraue Ha jorosopa. IlpemnoxeHoto
PEHTIEHOKOHTPACTHO CPENCTBO CIEIBAa O3 OTroBaps 10 reHepudro HaumeHosanue (INN),
nexapcTeeHa (opMa M ChHIBDKAPHE Ha AKTHRHOTO JIEKAPCTBEHO BEINECTRO, MOCOYEHH B
TexHuyecka cneumbuxkauus. Ilpy HamMuwe Ha HECHOTBETCTEME MEXNIYy I[OCOYEHHTE B
TeXHHHCCKATa cHenudKEKaug XapakTepHuCcTHKH ¥ WIHCKBAHAA Ha HapMaleBTHIHOTO CPEeICTBO
# obepupaHHs TPOJYKT, YYaCTHUKRET HE C€ J00ycKa JI0 OlcHABaHe ¥ KIAacHpaHe Ha
IpPeUI0KEHHETO.

[TocogennTe B TeXHWIECKATA CHCIHOHKAIMA KOAYECTBA €4 OPHCHTHPORLIHA H He IOpaKaaT
3aIb/DKEHUS 3@ BB3JIOWUTENS Ja M nopsya B meiaausa obem. [Ipu s#eobxomumMocT 3asReHHTE
KOJIMYECTBA MOrat na ObJaT Ha/IXBBpIEHH, HO He nosede oT nocrurase Ha IIpornosnara
croiinocT Ha mopsukara — 50 000,00 ms. ez JIJIC .

Usuckpanng 3a kagecTBo: OCTaTHYHEAT CPOK HA MOMHOCT HA (apManeBTHIHHTE NPOLYKTH KBM
[aTaTa Ha A0CTaBKaTa He TpsOna ja 6nae no-mamsk ot 60 %.

Cpox u HayMH Ha jocraBka: JlocraBkara Ha QapMalleBTHHHATE 1IPOAYKTH CE& W3BBPIIBA B CPOK
He [0 AbJbI 0T 24 yaca caeq NoaydaBaHe Ha MUCMEHa 3afBKa 0T Brianoxwurens. Jlocraekara
ce H3BBpmBa Jo OonEMuHaTa anteka Ha ,, MBAJI TTASAPJUKMK” AL

VYenorus na mnamane: OQrooxeHo miamane no Haskosa cMeTka #a U3nnnamTens - B 6nirapeks
neBa; B cpok o 30. a npy HalMuKe HA OCHOBaHWE, MPEBUIEHO B xunore3ara Ha wi. 303a, ar. 2
ot T3 He moBeue ot 60 AHW cjexd JOCTABKATA M NMPEICTABSHE HA NPSABUACHUTE JOKYMEHTH
/haxkTypH, NPUEMHO-TIPEIABATEIHY NPOTOKOIH/

Haunr ma obpasyBaHe Ha mpemiaranara nexa. [lpennaradara neHa mga BKIIOYBA BCHYKH
pasxoqu, Takcw, MuTta ® JJJIC mo mgctoro ma mocraBkara — Gonmmmuma antexa Ha MBAJI
[MASAPJUKUK AN, llermata pa Gwue npegcraBesa Karto CTOHHOCT 3a eJHHHDA MApKa OT
NeKapcTBeH mponyxT / dnakod/, cwrnacHo mpenowkeHara O6paszen llenosa odepra.
Mecoaenara nena 2a OMAKOBRE HAa JIeKapCTBENH#d NPOAYKT He Tpubsa Ja npesHmiaBa
YTBEpAEHATA IeHa nocodena B woaona “M” ma [Ipuwioxenue Ne 2 nHa TlosuTHBHMS



JCKapCTBCH CMHCHK, ¢ BKJIIOYEHH HAAUECHKH 32 ThpProBen Ha eapo. B ciayya#, d9e mpes
BpEMETO Ha ACHCTBHE Ha IOroBOpa IJBpPKABHATA peryjMpaHa [eHa Ha JOTOBOPEHHAT
JEKapCTBeH NpPOAYKT, BKmIoueH B [lo3uTMBHEA JleKapCcTBeH CIIMCHEK CTAHE M[MO-HHCKA OT
nporosopenara, M3ITBJIHUTEJISAT ce 3anemkaBa Ja KODHTHpa LCHHTE BHB (aKTypuTe IO
OpeiBHcHES B 3aKkoHa 3a cuetuBomCcTBOTO pen. kKato BB3IJIOKUTEISAT me 3ammamma
JIEKapCTBEHHTE MPOAYKTH Ha MO-HACKaTa 1IEHa, OT JaTaTta Ha BIM3aHe B CHJIA Ha KOHKDETHOTO
pemenre Ha KoMHCHsITa 10 HEHUTE HA JIEKAPCTBEHUTE IPOJYKTH;

9. Kpurepuii 3a Bb3JIaraHe: Hail-HMCKa HeHa 3a eIHAMIE MAPKA 12 JEeKapCTBEH IPOAYKT, IIPH
cnaseade Ha panopenbure na i 70, an. 11 ot 3071

3abenexxa: HaBcAKEIe B JOKVMEHTAIHSTA. KhIETO C€ [10COYBA KOHKPETEH MOJEN, W3TOYHHK,
IpOIIEC, THProOBCKA MapKa, NMAaTeHT. THI, cepruduKar, NpOU3Xo] HWIH DPOH3BOJCTBO, KOETo Om
JOBENIO 10 001aroAeTeNCTBAHETO WK CIHMHHNADAHETO HA ONPEJICNICHU JIHIA HITH TIPOJIYKTH, Jia ¢&
yeTe ¥ pa3dupa ,, A eXBUBATCHT .

10. M3uckeannn Ba Be3aoskuTe I8 32 H3NLIHEHUE HA NOPLYKATA:

e HMipckBaHud 32 JEEIHOTO ChCTOSTHEE: 3a VYACTHUKA /12 He ca Hanuue 00CToATeICTBaTA IO
gn. 54, an.l, 1. 1.2 1 7 or 3001 w 9. 54, am. 1. 7. 3-5 ot 3011, xaxro @ 1o . 3, T. 8 BEB
BpB3Ka C 4. 4 0T 3aKkona 33 UKOHOMIWHECKATEe W (DHHAHCOBATE OTHOINEHHS C APYIKECTBAaTa,
PErMCTPHPAHH B IOPACIAKIAK C NpedepeHiiianes [aHbYeH DEKHM, CEbP3aHUTE C TAX JIMIa
H TeXHHUTE AeHCTRUTENIHH COOCTBEHHIIM

¢ [IpasocmocofHocT 3a ynpaxHaBane Ha npodecHoHANHA NefiiocT: Y9acTHHIATE
Tps0Ba Ja ca PerAcTPHPRHHE KaTo THPTOBIH U 1A MMAT NIPABO0 12 0ChIIECTBABAT
THEPICBHSA HA €1p0 ¢ JICKAPCTBEHN NPOIVKTH B CHOTBETCTBHE ¢ HOPMMTE Ha 3akoHa 3a
JICKapPCTBEHHTE MPOAYKTH B xymManuarTa meaumuna (3JITEX M)

e Wronomu4ecko u PuEaHCOBD cheToanue: |Hel

e Texnnveckn H npohecnonarny cnocofnocTn:

YuacrrunuTte TpabBa A2 paimosarart cke ckaanoea 6asa, KoATo 0TroBAPH HA YCAOBHATA 32
ChXPAHEHHE HA JIEKAPCTBCHETE NPOIYKTH, 32 Ia ce TAPAHTHPA CBOSBPEMEHHO H KAYECTBEHO
H3MbJIHEHNE HA MOPLYKATA,

Yka3zauaug 3a HOATOTORKA HA ofepra v HeoOXoAMVMH JOKYMEHTH 33 YUACTHE:

11.YuactauuuTe TpaOBa 11a IPeICTARAT CASTHUTE JOKYMCHTH:

1. Cnmchbx Ha JOKYMCHTHTE B ofeprara;

2. AAIMMHUCTPATHUBHHU CBEJIEHHWS- o o6pazen Nel

3. Jlexnapauuu mno ofpazell, Ye 35 yUACTHHKA He Ca HAIMIE obcTofTencTara mo 9. 54, an.l,
T. 1,217 or 300l w un. 54, an. 1, 1. 3-5 or 3011, xakro u no w1 3, 1. § BB Bph3Ka ¢ WI. 4
0T 3aKOHA 33 HKOHOMHYECKHTe W (DMHAHCOBUTE OTHOIIEHMS ¢ IPYKECTBATA, PETHCTPHPAHHI
B IOPHCIOHKIHH ¢ TpedepeHIAaNeH anbyed PEXHEM, CBBP3AHATE ¢ TAX JHMIlAa B TEXHATS
JEUCTBHATEIHA COOCTBEHHUITH.

4. Jleknapaluy 3a MpHEMAaHE YCIOBHSTA Ha NMPOEKT JOTOROpa W 23 JTATICA Ha CRBP3AHOCT C
IpyT YHaCTHHK

5. 3amepedo xomwe 0T PazpemieHde 3a THProBWS Ha €O C JIEKAPCTBEHHW NPOJYKTH; HJIHA
VYocroBepeHHe 3@ PErHCTpands 3a THPIOBHS HA PO ¢ JICKapcTBa; HWIH Pa3pelreHue 3a
BHOC: UM Paspenienne 3a npou3soacTBO, H3AaACHE mo peaa Ha 3JITTXM.

6. Jleknapampa OT VYaCTHUKA 32 HAIKYME Ha CKIanoea 0a3a, KOST0 0TroBapsa Ha YCIOBHATA 3a
ChXPaHEHHWE Ha JEKapCTBEHUTE NPOAYKTH, 32 /12 CE TapaHTHPa CBOCBPEMEHHO H KaUeCTBEHO
Y3ITEIHEHHE Ha MOPEUKATA.

7. Odepra Texmmuecxo npeanoxenue (cwriacio OOpazen Ne 7) ¢ 10CO4eH CpOK Ha
BAJIHIHOCT, KOMTO He CllenBa J1a ¢ no-kparsk oT 60 (lecriecer) KaleHIapHHd JHH, CHMTAHO
0T KpaifHHs CPOK 3a MOTydaBane Ha oepTH;

8. lienoBo mpemroxenwue (cnrnacao O6pazen Ne 8);



Ilpu msrotesme Ha odeprara, BcekW yyacTHHK TpsA6Ba Ha Ce NPHIBPKA CTPHKTHO KBM
obsBennTe OT Bb3noxurens ycnosus. VaacTark, KOWTO € NpefcTaBmi obepra KOSTO He OTTOBApS
Ha yCloBHsTa HA BB3nOKuTENd MM HE CHLABDKA BCUUKH HIACKYEMH JOKYMEHTH, B H3HCKyeMaTa
$opma, He ce momycKa 10 OLEHABANE HA TPEIIOKEHACTO.

[IpennoierEeTo ce MOANACRA OT 3aKOHHHS [IPEICTABATEN HA YYACTHAKA UM OT YIIBIHOMOIIEHO OT
HETO JIHIIE.

12. Cpex 3a nogaBane ma odieprare: po 16.00 gaca Ha 18.04.2017r. BKIOUHTETHO. Odeprara ce
Tpe/CTaBs 0T KAaHTUOAaTa Hild OT YIBIHOMOINEH OT HETO MPEACTABKTE]! JIHYHO MIA 110 TIOLIATA ¢
IIPENopBYaHO TMHCMO ¢ 0bpaTHa pasmwrcka Ha anpec : ,, MBAJI [Masapmiux” AJL, rp. [azapmxaxk,
yi. Bonnwara 15 , JlenoroseTro. Odeprara tpsifina jia ChABP:KA BCHIKH [I0COYEHH OT
Branoxurens n3ncKBanus.

IIpencrasanero Ha odepra 3a0b/DKaRa YUACTHHKA 1a NIPUEME HAITBIHO BCHYKU WIHCKBAHMS H YCIIOBHA,
NOCOYEHY B TA3H JOKYMEHTALH, NpA ciia3sane Ha 30[1.
Beexu yuacTHuK MOXe fa IpeacTasy camo ensa odepra.
He ce nonycka npesicTaBsHETO Ha BADHAHTH Ha 0(EPTA.
He ce nonycka yqacTyk, nojan camoctosTeHa oepra. /1a yIacTsa B of)epTara Ha IPYT YIACTHUK 3a
ChilaTa NOPEYKA NOJ| KAKBaTO H 1a ¢ dopma.
Beekw yuacTHIK B 00IecTBEHATA MOPEIKA € [IThXEH 18 3a98H B odepTaTa CH A DY UATBIHEHHETO .
Ha MOPEYKATA (€ W3NOJI3BA U MONMAITLITHHTETH

He ce gonycka ao y4actre B npoueypata y9acTHHK, KOHTO HE OTroBaps HA 3aKOHOBHTE
M3MCKBaHHA WIIK HA HAKOE OT YCNOBUATA Ha Beinosurens
TIenen gocTen no ofsiBata 3a MPOBENIAHE Ha HACTOSAMIATA OOLIECTREHA NopraKa ¥ JJOKYMEHTaIHITa KbM

Hed, BeJiHO ¢ 0Opa3sLmTe Ha IOKYMeHTH ca rybimkyeany Ha [ Ipohuia Ha Kynyeaya Ha Beamoxkurens:
http://www.mbal-pz.com/npoui-ga-xymysaaa

Odeprara 1a ¢ mpeJicTaBeHa B 3aleYarat HEMPO3PAYCH TNIHK, BHPXY KOHTO ce orhenasna
YUaCTHHKBT, IPSIMETa Ha TOPhYKaTa, afpec 3a KOPECHOHACHIHAS, TenedOH 1 110 BE3MOKHOGCT —
(hakc u enexrponen anpec. Odeprara ce npejicTass 0T KAHIHAATE HIH OT YI'EITHOMOINEH OT HEro
HpEeACTABMTE)T IMYHO WIIH 10 TOIIATa ¢ NPENOPEYAHO IMCMO ¢ 06paTHa pazikcKa Ha aapec :
»MBAJI INazapmamk™ AJl , rp. [Tasapmkuk. yiu. boisnyra 15 |, Jlenosonctso. Odeprara tpsabsa na
CBIBPKE BCHUKH [TOCOYEHH 0T Bo3moxuTens wiHcKkBaHUsL.

[Ty6maunoTo oTBapaHe Ha momyuenwte odepty me ce cheton Ha 19.04.2017r. or 08:00 yaca B
»MBAJT [asapmiuk™ AJL , rp. [Tasapmuuk, Jlekanar, Ha KOETO MOTAT [a IPUCHCTBAT YIACTHHIIUTE
B IPOLEAYpaTa MM TEXHHE YIIBIHOMOIIEHY NPEICTABHTEN.

BLBanoxuTensT He MpHeMa 2a yHacTHe B NPOUENypaTa H BpbIla He3abaeHO Ha VUACTHULINTE OepPTH, KOHTO
Ca MPEACTABEHH CIIej] M3THYaHe Ha KpaliHus CPOK 3a MOMywaBaHe WM B HE 3aredaraH, Mpo3pauyeH Wid
CKBCAH 1UTHIK/OTIAKOBKA.

Hpu cimousate Ha IOrOBOp ONPEAENEHUAT U3ITLIHUTEN IPEACTABA JOKYMEHTH, M3NAAEHH OT
KOMIIETEHTEH CPIaH, 3a YAOCTOREPsBAHE jtuncaTa Ha obcTrogrescreaTa no .54, air. 1. 1. 1-5wT. 7 or
3011



33 obmecTBeHa NopwpYKa Ha cToiiHoct no wi. 20, an. 3 or 30I1 ¢

TexHuun4ecka cneuudukaums

KtMm OBSABA

NpeaMET:

»JJOCTaBKa Ha PEHTIEHOKOHTPACTHO CPEACTRO C MEKIYHAPOIHO HellaTeHTHO
HanmeHoeanwue /INN/ Tomeprol ”

MNporHosHo Jlekapcrs
Ne ATC INN/TeHepuia/onucaxme EauHKuHa | KonMuecTs Msipka eHa
MApKa e Kon.axr. 3-80 | akr.e-80| ¢hopma
Solution
350 mg/ ml - 200 for
1|VOBAB10 (lomeprol $nakoH 500jml mg injection

JlekapcTBeHHAT NPOAYKT, NPefio:ken 0T yuacTHULuTe TPADBA 2 € BKIIHYEH ¢ ThProBCKOTO CH
nanmenosanue B Hpunowenne Ne2 ga TTJIC sa HCLPJIII kbM MOMeHTA Ha TIOKABAHE Ha
opeprara. [Tocouenara HeHa 3a ONAKOBKA HA JeKADCTREHHA MPONYKT He THsOBA ia NPEeBHINABA
YTBBLPAEHATA IIeHa MOCOYeHa B KoIoHa “M” na Mpunoxenne Ne 2 pa TozuTHBHEA JeKapcTBeH
CIHCBK, ¢ BRIWTEHH HAAUEHKH 32 ThbProsen ua enpo. B cay4al Ha W3TdHaEe Ha pa3spelIeHHeTo 3a
ynotpeba Ha TeKapCTBEH NPOAYKT Mpe3 Neproja. 3a KoATo ce nposekaa obiecTeeHaTa NophuKa,
YYacTHHKBT JeKlapupa, B cbOTBeTcTBHE ¢ 4. 55, an. 6 ot 3JITXM, ue KoauHecTraTa Ha JIEKAPCTBEHHS
NPOAYKT ca HANHYHH 32 CpOKa Ha jieficTaue Ha 1oroeopa, [IpeaioKeHOTO PEHTIEHOKOHTPACTHO CPEACTRO
cJIefiBa Ja OTrosaps Nno reHepuuHo HauMmernopanue (INN), nexapcTBeHa dopmMa # CEIBpKAHUEC Ha
AKTHBHOTO JIEKAPCTBEHO BEILECTRO, NOCOUEHY B HACTOAIATS TeXHHYecka crernduxanud. Iipn Hanuyne
Ha HECHOTBETCTEHE MEKIY OCOYCHUTE B TEXHHCCKATA CHENHMHKAIHS XAPDAKTCPHCTHKH H
H3MCKBarus Ha GapMALEBTHUHHOTO CPeIcTRO ¥ odeDHPAHAN NPOAYKT, YHACTHHKLT HE ce JOMycKa
[0 OHeHsiBaHe H KIACHPAHE HA NMNEeTIORSHICTO.

Haroreun: mar.
tdapmanert Unnnka
Jlazapora
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