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3A YHACTHE B OTKPUTA TTPOLIE/ITYPA 3A BB3JIAI'AHE
HA OBIHIECTBEHA ITOPBYKA C [TPEJAMET: ,, 10CTABKA HA
JEKAPCTBEHH IMPOAYKTH 3A XEMO/AUAJIN3A 3A HYK/IUTE
HA OTAEJEHHWE IO XEMO/JIUAJIN3A HA ,MBAJI - CBWIEHI'PA/1” EOOJX”

CbJAbPKAHUE HA TJOKYMEHTALHUSATA

Ceriacno 4i.28 ot 3011

1. Pelenus 3a oTKpHBaHe Ha NpOLEAYPA;

2. Obssnenue 3a obiecTBeHa MoppuKa;

3. Ilwaxo onMcanue HA MpeaMeTa Ha OPBHYKATA, BKTIOYHTETHO Ha 0bocobenunTe
MO3AIHHK;

4, MuHMMAIHN U3ACKBAHUS 32 M3ITb/IHEHHE Ha IOPbYKATA;

5. VYka3zaHuWs KbM YHACTHHIIMTE 3a y4acTHE B OTKPHTA Npolieaypa.

6. TloaroToBka u chabpikKaHHe HA ofepraTa;

7. Ycnosus 3a npueMase Ha odepru;
[Mpuioxenus:

1. Hpnaaoxenue Ne 1 - Cnienudukanas ¥ COHCLK HA CTOKHTE, NIPeAMET HA J0CTABKA
2. llpunoxenue No2 — [TpoekT Ha 7OroBOP 3a Bhijarane Ha oOOHIECTBEHA NOPbHYKA:
Ob6pa3un:
1. O6pazeu Ne 1 — [pescraBsite Ha yqacTHHKA, ChriacHo wi. 56, an.1, 1.1 ot 301T;
2. O6pasen Ne 2 — Jlexnapauus no wi.47, an.9 or 3011
3. O6pazen Ne3 - Jlexnapauus no 4n.56, an.l, 1.8 or 3011
4. O6pasen Ned- Jlekiapanus 3a ChIIIaCHE 3a y4acTHe KaTO NOJM3MBIHATE] B ofilecTBeHa
MopBYKa;
5. O6pasen NeS - Jleknapauwus 3a jMnca Ha CBbP3aHOCT C APYT YYACTHMK WM KaHIWaaT B
cpoTBeTcTBYE ¢ 455, an.7 or 3011,
O6pasen Ne 6 — Jleknapaiiis, OTHOCHO CpOKa Ha BAJIMAHOCT Ha odeprara;
7. O6pasen No7 — Jleknapaiuus, Chabpkatia HHGOpMaIAs 3a nepcoHana, cKiana 1 MOTOpHATE
MPEBO3HH CpenacTea, KOUTO i 61,}1a"r HW3MOA3BaHW MPH W3ITLIHEHHUE HA nops4yKaras
8. O6pasen Ne§ - Jleknapauss, 4e npeUiaraHnTe JAEKApCTBEHM IMPOLYKTH 3a XeMO/Hau3a ca
perncTpupadu 3a yrnorpeba B CTpaHaTa W TNPUTEKABAT Pa3PElIMTENHH 34 ynorpeda,
cermacio  3JIIIXM, npurexasatr ceprudukarn yAOCTOBEPsBALIM  Ka4eCTBOTO  HA
MPOAYKTHTE, JIANCBAT OGUIHATHA CHOOIEHUS HIH OTPAHWIHTETHH MEPKH 32 ynorpeba Ha
JIeKapCcTBEHH MPOYKTH;
9. O6pazen Ne 9 — Jleknapauns no wi. 55, ait. 6 ot 3JHIXM:
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10. O6pazenr Nel0 - Jleknapauusi 3a OCTATHYHUS CPOK HA FOJAHOCT Ha JIEKAPCTBEHUTE CPEACTBA,
KOMTO LII€ Ce JI0CTaBAT;

11. O6paszen Ne 11 - Jlexnapauus 3a OCHTypsiBaHe Ha HEODXOIHMHMTE KOJIMYECTBa JIEKapCTBEHH
IPOJYKTH 32 XeMOJIHaIH3asa Lenns CpOK Ha J0roBopa NpH H3IbIHEHHE HA obliecTBeHara
OpbYKa;

12. O6paszen Ne 12 — Jleknapanus 3a pueMaHe Ha YC/I0BHATA B [IPOEKTA Ha 0r0BOpA 10 41.56,
an.l, .12 ot 30I1;

13. Obpasen Ne 13 - Texuudecko npeuioKeHHE;

14. Obpazen Ne 14 - [lenoBo npeuioxeHue.



II'HJIHO OITHCAHUE HA IPEAMETA HA ITIOPBYKATA,
BKJIIOYUTEJIHO HA OBOCOBEHUTE TTO3UITUN

BB3JIOXHUTEJL: MbAJI — Ceunenrpan” EOOJL —rp. Cunenrpan

I. Bujt na npouenypara: Otkputa npoueaypa — 4i. 16, an.4 or 3011

II. Ilpeamer Ha nopwpukara: . JlocTaBka Ha EKapcTBEHH NMPOAYKTH 3a XeMoJHanu3a 3a
HYX/IUTe Ha oTenenne 3a Xemoauamiza Ha ,,MBAJI — Ceunenrpan” EOO/L

II1.Onucanne Ha npeaMeTa HA 00IECTBEHATA NOPBLYKA:

[TepoMvHK JOCTABKM Ha JIEKAPCTBEHH CPE/ICTBA 3a XeMOJIHAlH3a 3a epHojl 0T 5 Mecena
10 Mpe/IBAPUTEIHH [HMCMEHM 3aiBKM 3a HykauTe Ha neveOHus npouec Ha OTienenne 1o
xemoauanmza B MBAJI — Cemnenrpax” EOOJL, mo cmuchia ya 3aKkoHA 3a EKapCTBEHUTE
MPOAYKTH B XyMaHHATA MEIHIMHA H CBHIJIACHO YCIOBHATA HA 3aKOH 3a OOLIECTBEHUTE MOPHYKH H
JOKYMEHTAIMATA 3a yUacTHe.

[TbaHO onmMcanWe Ha TpeiAMeTa Ha Moppukara HW CHOTBETHO Ha JIEKapCTBEHHTE
cpe/icTBa(KaTO reHEpHYHH HAMMEHOBAHM ), BITIOYEeHH B 000cobennTe Mo3uLuK Ha 00BICHHETO 32
OTKpHBaHe Ha MPOIEypaTa 3a Bb3jlaraHe Ha HACTOAIIATa OOLIECTBEHA MOPhYKa, € M0ApPOOHO
[IPEJICTABEHO 110 JleKapcTBeHH (GOPMH, KOJMYECTBO JIEKAPCTBEHO BEIIECTBO, SIWHMIIA MspKa W
HeoOXOAMMO TIPOFHO3HO KOAHYECTBO B MPHIOKEHUTE KbM fokymeHTauusta Coenndukanns o
CHMCHK HA CTOKHTE, npeamer na poctapka (Mpuioxenne Nel).

CrienuduKanmsiTa € ChCTaBeHa OT JIEKaApCTBEHH MPOJAYKTH 33 XeMOAMAIn3a pasjelicHH B
mecrHaiicer obocodenn nosumun — Odocobena nozumms Nel 10 Nel6, HeoOxo M 3a jiedebHus
mpoliec B GOMHUUHOTO 3aBeJeHHe 3a nepHoa oT 5 (mer) Mecena, nocodenn B Ilpunoxenne b na
oDsABNEHHETO 3a OTKpHBaHE Ha 00IecTBEHATA IOphYKa.

OdepupannTe J1eKapCTBEHH IPOAYKTH 38 XeMOAManu3a no 000co0eHNTE MO3UUEH TpabBa
fa orropapat Ha faHuute o7 CoenmuKanus M COUCLK HA CTOKHTE, NPEIAMET HA 10CTABKA
(IMpuaoxenne Nel) KbM JOKYMEHTALMATA 3a yIaCTHE.

V4acTHHIATE MOTAT /12 Y9ACTBAT 32 €IHA H/IH HAKOJIKO HIH BCUYKHA 000co0eHH NO3HIHH.

OleHsBaHeT0 W KJIACHPAHeTO HA YYAaCTHHIMTE CE W3BBPIIBA 110 OTACTHH 0bocobenH
mo3mmuK, B3 ocHoBa Ha kputepuit: “HAW-HUCKA LIEHA™.

IV. Cpok 1 mscTo 32 m3nbanenne. Cpox 3a HINbIAHEHUE HA JOCTABKUTE.

Cpox 33 M3nbjHeHHe Ha 00IecTBEHATA NOPLYKA: 5 Mecela. CHMTAHO OT jatara Ha
CKJIIOYBaHE Ha J10r0BOPA.

Cpok 3a H3Mb/JAHEHHE HA 10CTABKHTE: JOCTABKHTE CE H3BLPLIBAT CaMO CIIe/l NOJTyHaBaHe
Ha s3asBKa — mAcMeHa wiM 1o (akc. CpoKBT 3a J0CTaBKa HE MOKe Ja ObJe NO-ABIBI OT
YeTHPH/IECET U OCEM Haca Clie/l MoJTyHaBaHe Ha 3asBKa OT BB3JIOKHTEN, a PH CTICIITHA Cly4an - B
paMKHTE Ha 2 Yaca OT NMoJlydaBaHe Ha 3asBKaTa 10 tenedon/dakc/.

JlocTaBkuTe Cre/iBa a Ce M3BBPIIBAT CaAMO B KOIWYECTBATA, MOCOYCHH B CHOTBETHATA
JasBKA.

JlocTaBkara cliejiBa a ce M3IBJHABA CHITIACHO KJIAY3HTE HAa J0roBOpa, MPOCKT Ha KOHUTO
peACTABIIABA Hepas/ienHa 4acT 0T HacTosIIaTa IOKyMEHTalus.

MsicTo 3a M3MbJHEHHE HA Mopbukata - bonnuuna anteka Ha ,MDbAJI -Csunenrpan’”
EOO/1 rp. Ceunenrpaz, yiu. ..Can Credano™ Ne 1.

V. Kosmuecrso - KONMYeCTBATa HA JIEKAPCTBEHUTE CPEICTBA, MOCOUCHN B NPANOKEHHE |
KbM JOKYMEHTAlMsTa, ca npeiBuaeHn 3a nykaure Ha ,MBAJI-Csunenrpai EOOJ1" 3a cpok 110
S(ner) Mecela WM 0 CKIIOUBAHE HA HOB JOTOBOP 3a Bb3jaraHe Ha obILIeCTBEHa MOPBUKA Che
CBIIASA MPe/IMET.

KonuuecTpaTa ca NPOrHO3HM U BB3NOKHTENAT HE c€ 3abjKaBa Jla I'M 3aKynd B ITBHICH
06eM, a 3aBUCAT OT moTpedHOCTUTE U BuHanCoBaTa My 00€3NEUEHOCT.

V1. Ipornosuara croiiHocT Ha ofmecTBeHaTa nopsyKa e 59000.00(meTaecer U ACBET
xumsaan) nesa 6ez JUIC.

VII. Kputepun 3a ONEHKA - OLEHABAHETO H KJIACHpAaHETo Ha yHACTHHIHTE Ce
M3BLPIIBA B3 0CHOBA HA KPUTEPHii: L HAN-HUCKA IIEHA™.

VIIL. I'apannan




1. FapanunsiTa 3a yuacrue ce npeicTass B e1Ha oT (opmute, nocouenn s un. 60 or 3011
Cbe Cpok Ha BanmuaHOCT 100 11 OT kpaifHHs cpoK 3a MosTyuaBane Ha ojepTuTte:

- ICTIO3UT Ha MapH4Ha cyma o cMeTka Ha Brinoxuresns;

- OaHKoBa rapaHims B 110/13a Ha Brinoxurens;

[Napuvnara rapanims Moxe 1a ce BHece no 6aHkoBa cMmeTKa Ha Ha . .MBAJI-C BHJIEHIPAT”
EOO/ - rp. Cpunenrpan B bauka: Paiidaiizen 6anx EAJIL, IBAN: BG66RZBB91551063800018.
BIC: RZBBBGSF — cmeTtka B jieBa

PasmepbT Ha rapaHumsTa 3a yvacTHe B 00mIECTBEHATA NOPHYKA € ONpENCICH
chriacHo 4. 59, an. 2 o1 3011 1 e mocogen B Cnenndukanus H CIHCHK HA CTOKHTE, npeaMer
na pocraska (IpuaoxkenneNel) 3a pesika O6ocobena no3umms.

KoM 0oKymenma 3a enecena 2apanyun 3a yuacmue, e Heo6X00UMO 6CEKU VHACMHUK 0a
APULONCU CRUCHK C MOYHO u3bposeane na obocobenama no3uuUA, 3a KOUMoO YHaCMHUKLM €
nooan oMepmHoO npednodiceHue U CLOMEEMHAMA CMOUHOCM HA 2aPAHKUAMA 3a yYacmue 3a
6caka eona om max. CRUCHKbm c1e06a 0a € nOONUCan u NOOnEHaAmMan om npedcmasiIABauiomo
YHACMHUKG TuKe.

['apanuusita 3a yyactue B mpoueypara ce 3aibpka WM OCBOOOK/IaBA NMPH YCIOBHATA H
CpOKOBETE, 3anucanu B 9. 61 u wi. 62 ot 30I1L.

B ciyvai, ye ydacTHMKBT NpejacTaBH baHKoBa rapaHums, chllata cieasa ja Obje
OesycnoBHa, HEOTMEHHMMA, J1a [10/UIEKH HA YCBOABaHE NMpy yeiosusTa Ha wi.61 or 3011,

2. 'apannunTa 32 M30bJHEHHE HA JIOTOBOpPAa € B pasmep Ha 5 % 0T croifHOCTTAa Ha
norosopa 6e3 JUIC. Ilpeacrass ce npu noamucBase Ha J0roBopa B €Ha OT MpeIBHICHATE B ull. 60
ot 30IT dpopmu u cneaBa fa € ChC CPOK HA BANMIHOCT HE MO-Manko OT 30 AHM cnej W3THYaHe
CPOKa Ha JIOrOBOpa. YCIOBUATA H CPOKOBETE 3a 3aAbpiKaHe WiIH 0CBODOXIaBaHEe HA rapaHIUATa 3a
M3ITBIHEHHE CE YpexkaarT B 10roBopa, cbriacuo @wi. 63 or 3011

B cnyyaii, ye m3mbaHHTENAT € mpexacTtaBun baHkoBa rapaHius, chinata ciejiBa na Obje
De3yc/ioBHa, HEOTMEHHUMA, C BE3MOXKHOCT [1a C€ YCBOW M3ISUIO WM Ha YacTH.

IX. YeaoBus Ha niamane: IeHaTa, KOSTO 1€ Ce 3amiama oT BbJIOKHTENd 3a
M3ITBJIHEHHETO HA NOpBYKATA, [IPE/ICTAB/IABA KpaiiHa 0CTaBHA [IeHa HA JIEKAPCTBEHHTE TIPOLYKTH
3a XEMOJIMAITN3a, B KOSITO Ca BKJIIOYEHH BCHYKHM Pa3sxoIy 10 KpaeH noay4are - G0JHMYHATA anTeka
Ha ,MBAJI -Csunenrpan” EOOJI. Ilenara ce ofpazyBa npu crasBaHe Ha M3MCKBAHHATA Ha
Hapenbara 3a npasuiata 3a obpasyBaHe U perucTpUpaHe Ha HeHH Ha JIEKApCTBEHUTE POAYKTH [TPH
nponaxbata ¥M Ha apebrHo W ce nocousa ¢ Bxmoden JUJIC g0 Tpertus 3Hak cien AeceTuyHaTa
sanerad. Ilnamanero Ha nexkapcTBara ce M3BBpIIBA Cjl€ll JOCTABKarta Bb3 OCHOBA HA ClEIHHTE
JIOKYMEHTH:

- JoctaBHa (pakTypa, cherasera cwriacto 3C, 3JJ1C u ITI3JIC — | 6Gpoit opuruaan u 2
Opost 3aBepeHH KOTIMS;

- IPHEMO ITpeIaBaTelIeH MpoToKoI — 26pos

[InamaneTo ce W3BLPLIBA B JieBa 110 OAHKOB BT NMPH YCIOBUATA HA OTIOMKEHO TUIallaHe B
CPOK He 1o-Abiabr 0T 60 /melicer/ aHu cnex ChbOTBETHATA I0CTABKA.

X.Cpok na pasmanoct Ha opeprure: 100 kanengapHu AHM, CYUTAHO 0T KpaliHUs CPOK 3a
rnmostydaBaHe Ha odeprure;

XI. Ipyru yeaosusi

1. Cernacuo ui. 28, an. 5 ot 3011 nokymeHTanusra 3a yuactue ce ny0iamKysa B npoduia Ha
KynyBada B IbpBUs pabOTEH JIeH, cleBall JeHs Ha nyO/MKyBaHeTo Ha 00ABICHHETO.

2. JlocTen 10 HacTOsIIATA IOKYMEHTaAlMA € peiocTaBen Ge3nuiatHo Ha odunHannara
uHTEepHET cTpanuia Ha JMBAJI - Ceunenrpaa™ EOOJL http://www.mbalsvilengrad.com.

3. Ceranacuo 4. 28, ain. 6 ot 3011 BB310KHATENRST 1IE TTPEOCTABH JOKYMEHTAIMATA Ha
BCAKO JTHLIE, MMOMCKAIO TOBA, BKIIIOYHTE/IHO KAaTO MY A H3IpaTH 3a HEroBa CMETKAa. B Tesu ciaydaH
JMLaTa 3anjamar J0KyMeHTalusTa.

B cayuaii, ye 3a@HTEpecOBaHMTE JIMLIA, JKEJasT JOKYMEHTaumsaTa Aa uM Obje u3npaTeHa,
Heitnara nena e 10.00 ms. ¢ JIJIC. Tlocouenara cyma ce BHacst 110 DaHkoOB IbT. 110 CMeTKaTa Ha
.MBAIJI - Csunenrpax* EOOJl — rp. Ceunenrpan B bamka: Paiidaitzen Gank EAJ], IBAN:
BG66RZBB91551063800018, BIC: RZBBBGSF — cmetka B nesa. JlokymeHTanusTa 3a y4acTue ce
nonygasa or ,MBAJI - Csunenrpan EOOJ] — rp. Ceunenrpan, yi1.,.Can Credaro™ Nel, otnen



AavuaucTpanns — CyeToBoAcTBO Beeku paboten nen ot 8.00 10 16.00 gaca, cpely npeacTaBeH
JIOKYMEHT 3a [11aTeHa Takca.

B ciyvail, 4e 0CTBIBT A0 JOKYMEHTAIlMs ce 3asBiBa 3a MOJMydaBaHe 4pe3 Kypwep,
HEOOXO/MMO € J1a Ce M3MpaTH IUCMEHO 3asBieHHe 1o ¢akc: +359379 7 15 34 unu e-mail:
mbalsv@gmail.com, B koero aa ce rocoyar AaHHM 3a (GakTypa, TOUEH ajpec, Ha KOHTO 1a ce
M3IpATH JTOKYMEHTALMATA, Teae(OH 3a KOHTAKTH, KaKTO W [a Ce NPHJIOKH KONHE OT IUIATeKHO
Hapex/laHe 3a 3aliaTeHa cymMa Ha JOKyMEeHTalusTa 3a yyactue. JJokyMeHTaluusTa ce u3npaiina 3a
CMEeTKa Ha y4acTHHUKA.

4.YyacTHHUMTE B Tpolexypara cleiBa a H3TOTBAT W CchoOpasar odeprture cu B
CHOTBETCTBHE C BCHYKM yKasaHusi, oOpasuM, YyCIOBUS ¥ W3HUCKBAHWS, [IPEJICTABEHH B
JMOKYMEHTALMsITa 32 YJacTHe.

XII. Cpoxkose:

1.Kpaiinusar cpok 3a noaasane #a odeprute e 10 16:00 waca na 12.06.2015r.

Odeprara cnenpa na Objae npeactaBeHa B kauuenapus J[lemosoacrso wa ,MDBAJI-
CBUIJIEHI'PAJT™ EOOJL, yn. ,.Can Credano” Nel Beekn pabdoren gen ot 08:00 waca xo 16:00
yaca, H0O HaH-KbCHO 10 16 waca na 12.06.2015r. Ilpn npuemane na odeprara BLpXy IUIHKa ce
oTOEeNA3BAT NOPEAHUAT HOMEP, IaTaTa M YachT HA MOJIY¥aBAHETO M MOCOYEHHTE NAaHHMU Ce 3alTHCBaT
BHB BXO/IALIL PEFHCTHP, 3@ KOETO Ha IPHHOCHTES Ce M3/1aBa JIOKYMEHT.

2.0depruTe me OLAAT pasr/ieaHH 0T KOMHCHS 33 Pa3rjex/aHe, OlleHKa U KlacHpane,
KOATO Ime 3anouHe cposta pabora ma 15.06.2015 r. B 10:00 yaca, B kabmmera Ha 1L
cuerosoaure na ,MBAJI-Ceunenrpax” EOO/L.

Otsapsineto Ha oheprure e myOMMYHO M HA HEr0 MOraT 1a NMPUCHCTBAT Y4YAaCTHHLIMTE B
[poieypara Wik TeXHH YITbJIHOMOIICHHN MPEACTABHTENM, KAKTO W NMPEACTABHTENM HA CpecTBaTa
32 MacoBO OCBEJIOMSABAHE M Ha JPYTH JIMLA [PH CHa3BaHe HA YCTAHOBEHHS PEXMUM 3a JOCTBII JIO
Crpajiata, B KOSITO C€ M3BbpLIBA OTBAPSIHETO.

3.0rsapsne va enosn odepru: Corioacuo wr.69a, an. 3 or 3011 He no-KbLCHO OT JBa
pabGOTHHM [IHH MPE/IM aTaTa Ha OTBApsHE Ha LEHOBATE o(epTH KOMUCHATA 00sBIBa Hali-MaJIKO upes
chobmienue B mpoduia Ha Kynysaua Ha ajgpec: hitp://www.mbalsvilengrad.com narara,uaca u
MSCTOTO Ha OTBapAHETO.

MUHUMAJIHUA U3HCKBAHUS 3A UBITLJIHEHUE HA [TOPBYKATA
¢ npeamer: ,,JlocTaBka HA IEKAPCTBEHA MPOAYKTH 32 XEMOAMAIN323a HYK/IUTE HA OT/Ie/IeHHe
3a Xemoauaansa ua ,, MBAJI - Ceunenrpax” EOO/L”

. U3ucKBAHUN KBM JeKAPCTBEHHTE CPEACTBA:

1. JlexapcTBeHuTe cpencTBa TpAOBa Ja OTTOBApAT HA M3MCKBaHMsATa Ha 3aKkoHa 3a
NeKapcTBeHUTE IPOAYKTH B XymanHata meauuusa (3JIIIXM) — tpsbpa Aa npuTexkasar BalMIHO
paspelienre 3a ynoTpeba B cTpanara, miganeHo mo pena Ha 3JIIIXM wm Pernament (EO)
No726/2004r. na EBponeiickus napiament u Coeera /an.23, an.l na 3JIIIXM/. 3a ynocrosepsiBane,
ye MpenaraHATE JIEeKAPCTBEHM MPOJYKTH 3a XeMOAMAlM3a ca perMcTpupaHd 3a ynotpeba B
CcTpaHaTa M TIpHTekaparT paspeinmTennd 3a ynorpeba, cwrnacuo 3JIIIXM, nparexasar
cepTHdMKATH YIOCTOBEPABAIA KAYECTBOTO HA MPOAYKTATE, MUNCBAT OQUIHATHA CHOOMICHUS HITH
OTpPaHMYATE]IHM MEPKH 3a ynoTpeba Ha 1eKapCTBEHHTE NPOAYKTH — YHACTHHIIMTE IPEACTaBAT
AeKapaims;

B ciyuyaii Ha M3THYaHe HA CPOKAa Ha Pa3pelIeHHETO 3a ynorpeda Ha JICKApCTBEH MPOLYKT
fpe3 ChOTBETHATA I'OJIMHA, 3a KOSTO ce npoBeska obuiecTBeHara nopbyka, yUacTHAKBT A€KIapupa
B choTBetcTBHE ¢ wi. 55, am. 6 or 3JITIXM, 4e kosuyecTBara 3a JEKapCTBEHHMs NPOAYKT ca
HaJIHYHHA. ,[lemapaumrra CeE npecrass CaMO B NPHIIOXKHMHTE CITYyHaH.

2. JlexapcTBeHHMTe CpeCTBa cle/iBa Ja Obaar ¢ AbPKABHO pery/MpaHa IeHa ChrilacHo "l
261a, an. 1 ot 3JIIIXM

2.1. AKO ciel CKIIOYBAHE Ha JIOrOBOP 3@ BhijaraHe Ha oOuiecTBeHa MOphYKd AbPIKABHO
peryiMpaHara [eHa ce HamMald B [0/3a Ha Bb3noxurens, TO U3nbaauTensT € JUrbKeH
ABTOMATHYHO 1A MPOMEHW [EHATa, HAa KOATO [0CTaBsi JIEKAPCTBEHHTE [POAYKTH H C KOATO €



KjlacHpan W OIpedeieH 3a H3IbIHWUTEN, CBIJIACHO nenara B Ilo3zutusen JIEKapCTBEH CIIHMCBK,
CHHTAHO OT [1laTaTa Ha [TpOMSHA Ha Mocje/1Hara.

2.2. Ako H30paHHAT 32 M3MBJIHUTE] YYACTHHK HE W3I'BJHH M3MCKBAHETO MO MPE/IXOAHATA
TOYKa, TO MOC/EJAHHAT 1Ie b/DKH HEYCTOHKH, ChITIACHO KJIay3uTe B IOFOBOpA.

3. JlekapcTBenuTe npomyKTH cieapa ga Obaar Bkmodend B [TO3MTHBHMSA JleKapcTBEH
CIIMCHK, AKTYalleH KbM JlaTata Ha nojiaBane Ha odeprara.

4. CpoKbT Ha roIHOCT Ha NpearaHuTe JeKapCTBEHN MPOLYKTH 3a XeMO/IHanu3a ¢ie/sa ja
Ob/1e HE 110 ~Manbk 0T 60 /mectaecet/ Ha CTO OT 0OSBEHHMS OT IIPOM3BOIMTE/IS KbM J1aTaTa Ha BCAKA
nocraska. Tosa 06CTOATENCTBO ce MOCOUBA B JIeKIAPALIHSL.

5. B ciyuail Ha J0cTaBKa HA JIEKApCTBEH MPOJYKT ¢ HO-KPaThK OT JIOFOBOPEHMS CPOK Ha
rOJHOCT, M3ITBIHATEST ABbJKH HEYCTOHKa, ChITIACHO I0TOBOpA 3a JI0CTaBKa.

6. JloctaBkaTta Ha JeKapCTBeH NPOAYKT ¢ OCTATHYEH CPOK HA TOAHOCT 1o — manbk o1 40 Ha
CTO OT OOSIBEHMsl OT NPOU3BOAUTENS. CE UIBBPIIBA CAMO C MOTHBHPAHO pellieHue Ha YrpaBuTens
Ha MBAJI - Ceunenrpan” EOOJL, 3a KOHKPETHO KOJIMYECTBO.OMpejiesieHo B Hero. bes uspuuno
[MCMEHO CbIJlacHe Ha YrnpasuTeauTe Ha e4eOHOTO 3aBelieHHe CTOKHTe HsMa jia Obaar
3aruTamiany.

II. M3uckBanus 3a J0NyCTHMOCT KbM YYACTHHIHTE MPH J0CTABKA HA JIeKAPCTBEHH
NPOAYKTH:

1. YuactHuuuTe B obmecTBeHaTa nopbuka TpsOBa Ja NpUTe)aBaT BAIHIHO pa3pelleHHe 3a
MPOU3BOACTBO, M3z1aaeHo no peaa Ha 3JIIIXM (B cnyvaute mo wi. 196, an. 1 ot 3JIIIXM) uan 3a
THPrOBUS Ha €/IpO HA JIEKAPCTBEHH NPOAYKTH.

2. YuactHuumMTe B 00LIeCTBEHATa MOpbhUka TpsOBa Ja NpUTEKaBaT M paspellieHune 3a BHOC,
u3najseHo no peaa Ha 3JIITXM — 3a nekapcTBeHH POAYKTH, 32 KOWTO C€ H3HCKBA TAKOBA.

3. Vyactuunure TpsOBa j1a MMaT IPaBOTO JIa U3BHPLIBAT THProBHs Ha €1po ¢ odepupaHuTe
NPOAYKTH Ha Tepuropusta Ha Penybnmka bbirapust 3a cpoka Ha A0rosopa Ha J0CTaBKa.
YuacTHHIIHTE YI0CTOBEPABAT TOBA 0OCTOATENCTBO, YPE3 JeK/Iapaus.

I {pyru u3ucKBaHHs 32 JONYCTHMOCT:

1. Yyactauumte B obuiecTBeHara nopbyka cieiBa Ja MMaTr BB3MOXKHOCT Ja OCHTypsBar
HEOOXOIMMHTE KOJIMYECTBA JICKAPCTBEHM NPOAYKTH 3a XEMOIHATN3a 3a [Ie/THA CPOK Ha J0roBopa —
3a LeJITa Clie/1Ba Jla [peACTaBAT AeKIapatius.

2. YuacTHMIMTe cie/Ba Ja WMmaT go0pa THProBcKa penyTalus Karo JOCTaBYMIH Ha
JeKapCTBEHH TPOAYKTH 3a XEMOAWANN3a 3a HYK/AUTe Ha JeyeOHH 3aBe/icHHs 3a DOJHUYHA 1TOMOII
3a Mepro/ia Ha NPEIX0AHUTE TPU I'OJAMHH.

3. VuacTHHUMTE ClejiBa Ja pasnojarat che ckuiajoa 6a3a Ha reputopusita Ha P.buirapus.,
C TPAHCTIOPTHH CPEICTBA M MEPCOHAN ¢ NOIXOsIIo 0bpazoBanue n KBarH(UKAIHs, TO3BOIABALLH
CBOEBPEMEHHOTO M3ITbJIHEHHE HA JOCTABKHTE MPH 3asBKa 0T Buinoxurens.

YKA3BAHUSA KbM YYACTHHUIIUTE 3A YYACTHE B OTKPHUTATA
INPOLIEYPA

B obulecTBeHa Mophuka ¢ npeamert:  JloctaBka Ha JIeKapCTBEHH MPOIYKTH 3a XeMOANATH3a 3a
HY®UTE Ha oTaestenne no Xemoauannsa Ha ,MBAJI - Ceunenrpan” EOOJT”

I. YesoBus 3a yuactHe B npoueaypara

1. B mpouemypara 3a Bb3naraHe Ha oOIIeCTBEHa NOpPHYKA MOXKE J[a ydacTBa BCSKO
(hU3MHECKO WK FOPUIMYECKO JTHIIe, KOETO € PEerucTPUPAHO KaTo THProseu 1o IbproBCKHs 3aKoH
HIIH 110 HALMOHAJIIHOTO CH 3aKOHOAATEICTBO, KAKTO H TEXHH OSBHHHGHHS, cniell npeacrtaBiHE Ha
JOKYMEHT. [OANNCAH OT nHiara B 0OEJWHEHHETO, B KOWTO 3adb/UKMTENIHO CE€ MocoYBa
MpejicTaBisBaliaT. BCHYKH M30poeHM 1[o-rope cieasa ja OTroBapiT Ha HOPMarHBHHTE
pasnopeaon Ha 3aKkoHa 3a 0OIIECTBEHATE MOPLYKH H H3MCKBAHUATA HA HACTOAINATA IOKYMEHTALHS.

2. He morar 1a yyacTBaT B Ipoleaypa 3a Bb3jlarane Ha oOLIeCTBEHa IOphYKa yUacTHHLATE,
33 KOHTO Ca Ha/THIIE HAKOE OT 0BCTOSTENCTBATA 10 CMHCHa Ha wi. 47, ain. 1, an. 2 w an. 5 o1 301L

B ciyuaii Ha yqacTHe - Te3d y4acTHHILM Lie Obaat OTCTPaHEeHH.



3. Koraro yyacTHHKBT MpeJBHKIA Y4YacTHe HA MOAM3MBIHMTENM TIPH W3MBIHEHHE HA
opbyKkara ToBa 0OCTOATECTBO H3PHYHO ce oTOens3Ba B odeprata u B OTHeNHA Aekinapanus. B
TO3M CIy4aii Y4acTHHKBT 3adb/UKHUTENHO I10C0¥BA W J€a Ha Y4acTHE Ha ChOTBETHHS
O/IM3IIbIHATE] M BHIa Ha paborata. KOATO 1€ W3BbpIIBA. JIWlle, KOETO € Jaj0 ChIVIacCHe W
(urypupa Karo noAM3MNBIHUTEN B odeprara Ha JApYr YYacTHHK, HE MOXe Ja NpeicTaBs
caMmocTosTenHa oepra.

Y4acTHeTo Ha NOAM3NBIHUTEN € JAOMYCTHMO CaMO aK0 YUYaCTHHKBT IPHEME, Ye OTroBaps 3a
neicTBrATa, Oe3aelcTBusTa ¥ paborara Ha MOCOYEHUTE MOMU3ITBIHUTEM KATO 3a CBOH ACHCTBHS,
Oes3nelicTBus U pabora.

4. Jlo yqactue B npoiiejfypara ce JIOMyCKaT CaMO YYaCTHUIM, OTTOBAPAIIN Ha H3HCKBAHUATA
Ha 3akoHa 3a oOmectBenute nopbuky, 3JIIIXM, 3KHBII u ycnoBusita 3a nposekaaHe Ha
HACTOAIIATA [IPOLIELypa.

5. YyacTHuk®T npejactaBs odepra 3a y4acTHE B [IpoLeAypaTa HaITb/IHO KOMIUIEKTOBAHA,
CBITIACHO M3MCKBAHMATA HA HACTOSIATA JIOKYMEHTAIHs, KaTo MpH H3rOTBAHETO if ce chobpasu ¢
BCHYKH M3HCKBAHUS, OTPA3CHH B Hes.

6. Beuuky pasxoay 3a MOArOTOBKA M ydacTHe B OTKpUTATa NpoLEdypa ca 3a CMETKa Ha
YYACTHHKA.

7. Odeprara 3ab/DKHTENTHO Ce MOAIMMCBA OT 3aKOHHUS NPEJICTABATES HAa yYACTHHKA HIIH OT
YI'BIHOMOLIEHO JIMIE/THIIA, KaTo B odeprara ce mpHiara MmbIHOMOLIHOTO, HOTAPHAIIHO 3aBEPEHO,
Ha Mpe/ICTAB/IABALIM yHaCTHHKA.

8. BcHuKH H3MCKyeMH A0OKYMEHTH TpAOBa a ca HOMEpHpaHH Ha BCsSKa CTpaHWila U 1a Obaat
rnpejiCTaBeHy B cleaHata (hopma: B CIy4aii, ue ca Konus - 3asepenu ¢ rpud “Bsapro ¢ opuranana”,
MOKBp MeYaT M TOJANKHC HIH B CIyYail, 4e U3PHYHO € YKa3aHO OT Bb3JI0XKHTENS B OPHIHHAT WM
HOTAPUATHO 3aBEPEHO KOIHE.

9. Ilps nomnucBane Ha A0TOBOpa 3a OOIIECTBEHA MOPBYKA YHACTHHKBT, OLpPEICieH 3a
W3ITBJIHATE € JUIbKEH [a [MPeACTaBH JOKYMEHTH OT CHLOTBETHMTE KOMIIETCHTHH OpraHu 3a
yaocToBepsiBane nuncara Ha obctostencrara mo wid7, anl, 1.1-4 W Ha [OCOYEHHTE B
obgpneanero obcrosrencTea nmo wid7, an.2 1.1, 2, 4 u 5, OCBEH KOraro 3akOoHOAATeJICTBOTO Ha
TBpKABaTa,B KOATO € yCTAHOBEH, MPEeIBHANA BKIIOYBAHETO HA HIKOE OT Te3d OOCTOATENCTBA B
nybauyeH Ge3niared perncThbp WM [PeACTaBIHETO UM De3niaTHo Ha BB3I0KUTEA.

NOJIIOTOBKA U CHbABPIKAHUE HA ODEPTATA

1. Msrorssaine na odeprara:

1. Ilpu w3rorBsHe Ha odepraTa BCEKM YYaCTHHK TpsOBa i@ ce NMpHABbPKA TOYHO KbM
yeaosusTa, obasenu o1 Bu3nokurens. Odeprara cieasa 1a 0Trosaps Ha W3NCKBAHUATA, IOCOYCHH
B peICHHETO M OGSBJCHMETO 33 yuacTHe B TpOLEIypaTa, HACTOSIIMTE yKasaHusi M Ja Obe
opopMeHa 10 NPHIOKEHHTE KBbM JOKyMeHTauusTa oOpasim. Ycnosusta B oOpasuure oT
JIOKYMEHTAIHATA 34 y4acTHe ¢a 3a/(b/DKHTE/IHH 33 YYACTHHIIHTE W HE MOTatr Aa ObJaT NpOMEHAHH
OT TAX.

2. OTroBOpHOCTTA 3a MPaBHIHOTO pa3ydaBaHe Ha JIOKYMEHTAlMATa 3a y4acTHE C€ HOCH
€/IMHCTBEHO OT YHAaCTHUIIHTE.

3. IlpexcraBsHeTro Ha odepra 3ajbkKaBa y4yacTHMKA [a TPHEME HAMbIHO BCHYKH
WIMCKBAHMS W YCIOBMS, TOCOYEHH B Ta3W JAOKYMEHTalus, npyu cnassane Ha 3011

4. TTocTaBsHETO OT CTpaHa HAa yMACTHWKA HA YCIOBHS W M3MCKBAHHUS, KOUTO HE OTTOBApAT Ha
obgBeHMTe B JOKYMEHTAUMATA, BOJM A0 OTCTPaHSABaHE HA TO3W YYaCTHHK OT Yy4YacTHC B
npoueypara.

5. BcekH yuacTHMK B [IPOLEAypaTa HMa ITPaBo JIa MPEeICTaBU caMo eHa odepra.

6. JIune, KoeTo ydacTBa KATO NMOAM3NBIHATEN B odeprarta Ha APYr YHAaCTHHK, HE MOKE 1a
peAcTaBs caMocTosTenHa ohepra.

7. YyacTHHKBT e ObI€ OTCTpPaHEH OT ydacTHe B Mpoueaypara 3a Bb3jgarane Ha
HACTOAIIATA OOIECTREHA NOPHYUKA, ako B odeprara CH € MOCTaBHI YCIOBAS U H3INCKBAHHA, KOHTO
HE OTTOBApAT Ha OOABEHHTE B JOKYMEHTALMATA WM € TIPEACTABAI TOBEYE OT €IHA oepra, wim e
mpencTaBun odepra ¢ BApHAHTH, WM € NpPeACTaBuil odepTa, KOATO HE OTroBaps Ha M3NCKBAHUATA



33 ydacTHe Ha OOeIMHEHHE WM 3a MOAM3NBIHHTEIH, KAKTO M HA OCTAHATHTE U3HCKBAHUA Ha
BB3JIOKUTENS UM Ha SOIL

8. Odeprata ce wu3roTes Ha OBIrapckH €3MK, CBIVIACHO MPHIOKEHUTE obpasuu-
[IPUIIOKEHHUS.

9. Ilo u3kmoyenne B oeprara morar jga ObAAT HINHCAHM HA JATHHHIA creuupuaHm
TEXHUYECKH MJIM ThPIOBCKH TEPMHHH.

10. Beuvks n0KyMeHTH ce TNOJNMCBAT OT JIMLETO, NPEJCTABISBALIO YHACTHUKA B
pouenypata, CbIJIACHO INpPEJICTABCHATE DPErHCTPALHOHHK JOKYMEHTH WIH OT H3pHYHO
YIB/IHOMOIICH 32 y4aCTHE B HACTOALIATA MpOLEAYypa NPEICTaBHTEN C HPUIOKEHO HOTAPHATHO
3aBEPEHO MBIHOMOLIHO.

11. Odeprara ce npeacTaBs BbB BH/ ChIVIACHO HINCKBAHHATA Ha wi. 57 o1 3aKoHa 3a
00 mecTBEHHTE MOPbUKH.

ILHKBT ¢ odepraTa CHALPKA TPH OTAEHHH 3ae4aTAHH HENPO3PAYHH M HALNHCAHH
IIMKA, KAKTO CJIe1Ba:

1. Thank Ne 1 ¢ nagmuc , JlokymenTH 3a moabop™, B KOHTO ce NOCTaBAT, H3HCKYeMHTe

JIOKYMEHTH W uHpopmanus no 4wi. 56, an. 1;

2. Ilnuk Ne 2 ¢ wajrmac |, [Ipeanoxenue 3a u3IbIHEHE Ha NOPLYKATA™, B KOWTO Ce noCTass
TEXHHIECKOTO Npe/liojKeHHe Ha ydacTHUIETe ,,O6pasen 13 1 ako e NpUIoKHMO — IeKIapalus 1o
qi. 33, an. 4;

3. llmak Ne 3 ¢ wagmac ,Jlpeanarana uena“, KoMTO ChAbpKa HEHOBOTO IIpeoiKeHHe
+Obpasen 14" Ha yyacTHHKa.

Koraro yaactauk nonaea odepra 3a nosede ot ena obocobena nosunus, mimnkose No
1,2 u 3 ce npeacrasaT 3a Besika nosuuus. Koraro 1okyment u uHGOPMALHS, ChIbPKAILH
ce B MK Ne 1, ca eqHAKBH 3a IBe HJIH NMoBeve 060Co0eHH MO3ZHUMH, N0 KOHTO YYACTHHKLT
y4acrsa, ChIIMTEe C€ MOCTABAT €aM0 B ILTHKA M0 NO3HIMATA ¢ HAH-MATBLK NOpPeleH HOMep,
Karo ToBa 00CToATENCTBO ceé 0T0e/IA3BA B CHHCHKA HA [JOKYMEHTHTE, ChALPKAI ce B
MIHKOBETE HA OCTAHAJINTE HO3HITNN.

B TexHM4eCcKOTO M LEHOBOTO MNPEIOKEHHE HE Ce JONMycKa 3a4epKBaHus, M3TPHBAHMS H
nonpaskH. [Tpn Hanuyme Ha TakuBa y4aCcTHHKBT Ce OTCTPAHsBA OT NPOIIEIypaTa.

II. Cnuebk Ha 321bUKHTEIHATE JOKYMEHTH 33 y9acTHe:

HMoxkymentn B [Laaxk Ne 1, JlokymenTn 3a noadop*:

1. Cnucek Ha IOKYMEHTHTE M HHGOpMANNATA, ChIbLPKALIM ce B odepTara, MOANKUCaH OT
yYacTHHKA. CbIylacHo wi. 56, an. 1, 1. 14 or 30II (npunara ce B Hawanoro Ha odeprara npean
BCHYKH IPYIH JOKYMEHTH).

7.8 [Tpencrapsine Ha yuwacTHMKa, cbrnacHo wi. 56, an.l, 1.1 or 30Il — cwraacuo.
MPHIIOKEHHA KbM JOKYMEHTaIUsTa obpaserr;

3. JloKkyMeHT. yIOCTOBepsiBalll NNpeJACTABHTEHATA BJIACT HA JIMLIETO, OT KOETO M3X0KIa
oteprara, B ciyuail, 4e TOBa He € 3aKOHHHMS NPEACTABATE] HA YYACTHMKA - HOTAPHAIHO 3aBEpeH
NOKYMEHT.

4. Ilpu ywactHunm obenwHeHuss — Komnue, 3asepeHo ¢ rpu¢ ..BspHo ¢ opurmnana™ c
HOJMKC M IIeYaT Ha Jorosopa 3a o0e/MHEHHUE, a KOrato B JIOTOBOPa HE € [TOCOYEHO JTHLETO, KOETO
NpeicTaB/isBa YHaCTHHIHTE B 00CIMHEHHETO — M JIOKYMEHT, NOAMHCAH OT JIHIlaTa B 00eMHEeHUETO,
B KOHUTO Cc€ MOCOYBA [PEACTABIABAIIAA - KONHE, 3aBepeHo ¢ rpu¢ ,.BapHo ¢ opurunana™ ¢ nmojamuc
H Tievar.

5. JloxymeHT 3a rapaHims 3a ydacrue. [‘apanmusTa 3a yyactue® ce npeacTass B €Ha OT
dopmute cbritacuo wi. 60 ot 30IT:

- opuruHan Ha 6e3ycnosHa ¥ HeoTMeHseMa DaHKoBa rapaHilvs, H3jajaeHa ot Obirapecka HiH
‘IY)K)IECTpaHHa banka. bankosara rapaHiims, usjajicHa 0T 9yAJICCTPAHHH OaHKH, cineaBa 1a ¢
aBu3Mpana ypes Owarapcka 6aHka, NOTBbPK/IaBalla ABTEHTHYHOCTTA HA ChOOLIEHHETO.

- mapu4Ha cyma, npesenexa no H6ankosara cmerka Ha ,,MBAJI - Caunenrpan” EOOJL - rp.
Ceunenrpan B banka: Paiigaiizen 6ank EAJl; IBAN: BG66RZBB91551063800018, BIC:
RZBBBGSF, cmerka B jieBa - IUIATEKHO HaApeXk/iaHe B OPUIMHAN WIIH 3aBEpeHO OT KaHaujaara
KOTIHE.



*Axo capanyusma 3a ywacmue e 6anxoea, VUACMHUKLM RPpeocmaes Opucunan, axo e
NAPUSHA CYMA — OpUHHAT HA OOKYMEHM 34 GHECEHA 2APANWUA 3G YHacmue wiu 3aeepeno om
Kanouoama konue.

Koy dokymenma sa enecena 2apanyus 3a ywacmue, e HeobXoOumo 6cexu yuacmuux oa
RPUTOACU CRUCHK € MOYHO NOCOM6AHE Ha 000CODEHUMEe NO3UYUL, 3a KOUMO VYACMHUKEM € NoO!
ogepmno npeonoxcenue u cromeemnama cMoUHOCM Ha 2apanyuAma 3a y4acmue 3a 6csaka eona
om msx.

6. Jlexnapanus 3a no wi. 47, an. 9 or 30I1 3a o6crosrencrsara no wid7, an.l. an2 u
ai.50t1 3011, chriaacHo MPUIIOKEHHS KbM JOKYMEHTALHATA 00paser — ¢ MO/IHE | MOKBD I1e4ar.

4 Jleknapaius 3a M3M0J3BaHe HA TIOAM3ITBIHUTEN/H B oOmecTrBeHarta NOpbYKa, aKo
YYaCTHHKBT [PEBHKIA TaKMBA, KAKTO ¥ BH/A HA paboTHTe, KOWTO Iie Ce M3BBPIUBAT, U J€/a Ha
TAXHOTO y4acTHE — C MOJIMC W MOKBpP IIedar, ChITIACHO, NMPUWIOKEHHS KbM IOKYMEHTalMaTa
obpazeir:

8. Jleknapauuu 3a ChbrjacHe 3a ydacTHe OT HOAM3ITBIHUTEN(H), CHIJIACHO TIPHIOKEHHS
KBbM JOKyMeHTauuaTa obpasell, Korato e npuiIoxuMo.

9. Jleknapanms 3a JMICa Ha CBBP3AHOCT C APYT YYaCTHHK WM KAHJMAAT B CHOTBETCTBHE
¢ wi. 55, an.7 or 30I1, kakro u 3a yMncara va obcrosrenctroro no wi.8, a8, 1.2 or 3011 — ¢
MOJAMKMC ¥ MOKBP NeYar,ChIacHo, MPHIIOKEHUs KbM JOKyMEeHTalnATa 0bpasel;

10. Jlexnmapauus, OTHOCHO CPOKa Ha BAIMAHOCT HAa od)epTaTa CHIIIACHO NPHIONKEHHS KbM
JDOKyMeHTalusTa oopaserl — ¢ MOIINUC U MOKBP IIeHar.

/1. Jlexmapaums, chabpxkaila HHGOPMAIHS 3a [epcoHaia, CKiaaa ¥ MOTOPHHTE NPEBO3HH
CPE/CTBA, KOMTO Ie ObJaT M3MON3BAHU [IPU H3MBIHEHHE HA NOPBYKATA - C MOANUC W TeYaT Ha
YHaCTHHKA,CBITIACHO [PUIOKEHHS KBbM JIOKYMEHTaluATa obpasell;

/2. CnuchK Ha JIOCTABKHTE, KOMTO Ca €JHAKBH WM CXO[HH C npeamera Ha obuiecrseHara
NOpbYKa, H3ITLIHEHH ITpe3 MOCIeHUTE TPH I'OAMHH, CYUTAHO OT JlaTtara Ha NojJaBaHe Ha odeprara,
C [I0COYBaHE HA CTOHHOCTHTE, JaTHTE M [ONyvyaTeNHTe, 3aedHO C J0Ka3aTelcTBO 3a
H3BbpIICHATa/HHTE J0CTABKA/H.

Kamo ooxasamencméo 3a usgwpuienama/nume 0ocmaska/u Buiioocumensim we npueme
yoocmosepenus, u30ao0eHu Om noayYamens Ha 0oCmasKama win 0m KOMREMeHmen Opean, Wi 4pes
NOCOuBAHE HA NYOIUYEH pezucmbp, 6 KOUmo e nybaukysane ungopmayus 3a oocmaskama.

13. Paspeiienue 3a TIPOM3BOJACTBO Ha JIEKAPCTBEHW MPOAYKTH, B CIyHauTe KOIaTo
YHACTHUKBT € IIPOM3BOAUTE] —KOTIHE, 3aBEPEHO OT y4acTHHKa ¢ rpud ..BsipHo ¢ opurunana™

14. Paspemenue 3a TbpProBHs Ha €1p0 W/HIIH BHOC HA JICKAPCTBEHH NMPOIYKTH, H31AJEHO OT
HUAJI unn ot perynaropes opras Ha Jpyra Abpikasa 4ieHKa, cbriacHo [asa nesera TeproBus Ha
enpo ¢ nexapctBeHu nponyktd ot 3JIIIXM - konwue, 3aBepeHo OT ywacTHHKa ¢ rpud ,Bspuo c
opHMruHana’;

15. Jlexnapaums, ue mpeAlaraHdTe JeKapcTBEHM MPOJAYKTH 3a XeMoJauanu3a ca
perucTpupanu 3a ynorpeba B cTpaHata W NpHTEXKaBaT paspelidTesHu 3a ynorpeba, CbrjlacHo
3JIIIXM, nputexkapar cepTHOHUKATH YAOCTOBEpABALIM KAvyeCTBOTO Ha MPOAYKTHUTE, JTHIICBAT
opunmaTHu choOLIEHUS MM OTPAHHYHMTETHH MEPKH 3a yrorpeba Ha JIEKAPCTBEHH IPOLAYKTH — C
MOAIKMC W MOKBP Mevar ChIIacHo, MPHIIOKEHUs KbM J0KyMeHTauusTa obpasent;

16. B cnyuaii Ha W3TH4YaHE HA Cpoka Ha paspellenuero 3a ynorpeda /PY/ ua JIII npes
2015/2016r., yqacTHHKBT NpecTaBs AeKiapauus, ye komuuectara ot JIIT me O6paat nocrassiuu B
neueOHOTO 3aBejleHue [0 H3THYAHE CPOKa Ha JIOTOBOpa, B ChOTBETCTBHE C 4lI. 55, an. 6 ot 3JIIIXM,
CBIVIACHO, NPHIOKEHHS KBM JOKYMEeHTalusTa obpasel;

17. Jleknapaums 3a OCTaTb4HUS CPOK HA NOAHOCT HA JIEKAPCTBEHHTE CPEJICTBA, KOUTO e ce
nocrasat — nowe 60 % or cpoka Ha rOAHOCT Ja € OCTaThYeH CHPIMO JaTaTa Ha JlocTaBkara — C
NOJIHKC ¥ MOKBP MeYaT, ChIIacHO, IIPHIIOKEHUS KbM J0KyMEHTaIuATa oOpasell;

18. Jlexnapaius, 3a OCHTypsABaHE HA HEOOXOIMMHUTE KOJIMYECTBA TEKAPCTBEHH NPOJIYKTH 3a
XEMOaHAITH3a 3a 1CITHs CPOK Ha J0roBopa — € noAnHdc H MOKBP 1eHar, CBIIIACHO, MPHIIOKEHHA KM
JOKYMEHTalmsTa odpasetl:

19, Jlexnapanmsi, 4e y4YaCTHMKA MMa IPaBOTO Jla M3BLpIIBA THProBUs Ha €Ipo Ha
obepupaHuTe NPOAYKTH Ha TepHTOpHATa Ha Penybiuka boirapus 3a cpoka Ha 10rosopa s3a
J0CTaBKa;



20. Jlexnapanus 3a npueMaHe Ha yCIOBUSTA B NpoeKTa Ha J0oroBopa 110 wi.56, an.1. 1. 12 or
3011 - ¢ noamue 1 MOKBP [eyar, ChriIacHo, IPHIOKEHNS KbM JIOKyMeHTallusTa 00pasell.

Hoxymentn B Ilauk Ne2 ¢ naanuc wllpertoxkenne 3a w3nbauenne na nopbuKkara’:

I. Texnnuecko mpeznokenue 1o obpasen (o6pasery Ne 13) 3a ChOTBETHHTE 0GOCOBEHH
MO3HLMH, Ha XapTHEeH H onTudeH Hocuten(CD)

Konoukute ot Tabimuara Ha TEXHHYECKOTO NpeUIOKeHHE Ce MOMBIBAT KAKTO Clle/Ba:

- ChABPKAHWETO HA KOJOHH OT (1) -710 (6) ciesiBa 1a € HACHTHYHO ChC ChAbPKAHHETO HA
Kk0J0HH OT 1 110 6 Ha Ilpunoxkenne No | - CnenHdHKaims W CHIHCHK Ha CTOKHTE, MpeaMeT HA
JOCTABKA T.€. KOJIOHUTE Ce KONMUpaT Oe3 MpoMsiHa Ha TAXHOTO ChIbpiKaHHe

- B KojoHa (7) ce mombiBa THPrOBCKOTO HAMMEHOBAHME HA IpelaraHus JeKapcTBEH
NPOAYKT Ha OBITapeKu;

- B KOJIOHa (8) ce nOMmb/IBa HMETO HA MPOM3BOAUTENS HA NPeUTaraHus POLYKT, TaKa KaKTo
€ 3anmucaH B 3aloBeITa 3a PErHCTpaLlks Ha 3asdBEHATa OT HEro HeHa, M3/ajeHa OT MUHHCThpa Ha
3paBeona3BaHeTo;

Beska CTpaHHWIla HAa TEXHHYECKOTO MPEIJIOKEHHE C€ MOJAMMCBA H MMOJIe4YaTBa 0T HeroBUs
34KOHCH Npe/IcTaBuTeN

Hoxymentn B [link Ne3 ¢ namnuce ,Ilpennarana nena”:

1. llenoso npemnoxenue no obpazen (obpazen Neld) croTBeTHO 3a Beska obocobena
MO3HIHUS HA XapTUEH H ontiyeH Hocuten (CD);

Kononkute 0T Tabamuara oT HEHOBOTO NPEIOKEHHE C€ MOMB/ABAT, KAKTO Clle/1Ba:

- ChIBPKAHMETO HA KOJOHHM 0T (1) -0 (6) cnenpa na € HASHTHYHO ChC ChABPKAHHETO Ha
konoHd ot 1 no 6 Ha llpunoxenne Ne | - Cneumukaius W CIHCHK HA CTOKMTE, MpeaMeT Ha
J0CTaBKa T.€. KOJIOHHTE ¢e Konupar 6e3 npoMsHa Ha TAXHOTO ChIbpKaHHe

- B KosioHa (9) ce nonwiBa (camo ¢ uupu) Kpaiinara nocrassa nena ¢ JIJIC 3a expnuuara
MSIPKa;

- B konona (10) ce nombiasa (camo ¢ uudpu) obuiara nporHosua croisoct ¢ JIJIC na
KOJHYECTBOTO JIEKAPCTBEHU NPOAYKTH 3a XeMOAHaIM3a/ko1oHa 6*kosona 9/;

IIL. MMoaroroska ua llenosa odepra — Ilpexnarana uena (mpexcTaBs ce CLIJIACHO
HiHcKBanusTa Ha Wi 57 or 301I1)

1. Llenosara odepra ce U3roTBs u Npe/ICTaBs ChIIIACHO NPHIIOKEHHs obpaselr.

VYuacTHHKBT TpaOBa Jla npeicraBu TonKoBa Iumka No 3 3a KoukoTo 000COOeHH MO3HLHK
yuactsa. Ha Bcexn rumk Ne 3 tpsibea na e orGensszan HomepsT Ha 060coDeHaTa NOIMIMA, 3a KOSTO
CE€ OTHACH M IThJIHOTO HAMMEHOBAHHE HA YYACTHHKA.

Beeku oraenen mumk Ne 3, tpsGsa ja Obje 3anewatan W Henpospaden. ChIbpKAHUETO HA
BeekH oTaelieH ik Ne 3 Tpsbsa j1a e 1eHoBO NpeAnokKeHHe 3a no3uunaTa, obo3Ha4yeHa Ha rinka,
HA XapTHeH M CNEKTPOHEH HOCHTE (110 NPUIOKeHHs B JOKyMeHTanusTa obpasen).

2. llpemmaranara emuanvHa ueHa e ¢ JIJIC, ¢ BKIOYEHH pasxoad 10 CKnaja Ha
Brinoxwurens. Enunnunara nena cneasa ga Obne odepupana 3a eaunuia mspka (bpoit rabnerka,
(nakonna dopma u Ip. cnopen 3anoxkeHoTo B obpasena) u ciaeasa aa 6bae odepupana 10 TPETH
3HAK CJIE]] IECeTHYHAaTa 3aneras.

3. llenoBara oepra 3aABIKHTEIIHO Ce NPECTaBs HA XapTHEH U eIEKTPOHEH HOCHTEI.

4. Y4acTHHKBT OTIOBaps 3a MJICHTHYHOCTTa Ha UHPOpPMALMATA BBPXY XapTHEHHS H
€JIEKTPOHEH HOCHTE/l. AKO B X0Ja Ha KIAaCHPAHETO M CJIe TOBAa Ce YCTAHOBH. Y€ MMa pa3inMKa B
leHara, (Urypupania Ha XapTHeH HOCHTENl M Ta3W Ha e/IeKTPOHEH HOCHTEN, TO Ce B3eMa [eHara,
purypupama Ha xapTuen HocuTel. OTrOBOPHOCTTA 3a pa3iIMKHTE C& HOCH OT yJacTHHKA.

5. OdepruTe, KOUTO HE ca U3TOTBEHH ChIIacHO obpasena Ha neHosara odepra, NpUJIoKeH B
HacTosLaTa JOKYMEHTAIMA, HAMa Jla Ce pasriexiar.

6. Beexn yuacTHHK MOKE J1a TIPE/ICTaBu camo eiHa odepra.

7. BaianoeT Ha neHosara odepra TpsOBa na e He no — manko o1 100 kaneHzapau IHH,
CYMTAHO OT KpaifHusi Cpok 3a nozaBaxe Ha odeprute. Odepra, mogageHa ¢ Mo-MajlbK CPOK Ha



BAJTHJAHOCT, MIE Ce CcYuTa 3a oﬁsbszaLua YUaCTHHKA 3a MHWHHMATHHUNA CpOK. omnpeineieH oOT
Bo3noxurens, a umenso — 100 kanenzapan aum.

8. Y4acTHHUH, KOUTO 110 KaKbBTO M J1a € HAYHH ca BKIIOYH/IH HIKBIC B oeprara CH H3BbH
rka ,[lpeiiarana tiena”™ enemeHTH, CBbp3aHH C Mpe/ylaraHara HeHa (MM 4acTH OT Hes). e
Obaar OTCTpaHEeHH OT y4acTHe B POLEAYpaTa.

9. IlpencraBnsBammaT yuacTHiKa MOANKCBa .| [eHoBara odepra® Ha Besika CTpPaHHIIA.

IV. lloaroroka na TexHH4eCKOTO NpeaIoKeHHe

1. ., Texuu4eckoTo npeUtokeHue™ ce H3roTBs | IPECTaBs CHITIACHO NPUJIOKEHHUS obpasert.

» [EXHHYECKOTO npeiokenne” ce noctass ce B [Tk Ne 2

YyacTHUKBT TpsOBa na npeicTaBd TOMKOBA rmMka Ne 2 3a KomKoTo 000CODEHH NMO3AIAK
yuactBa. Ha Bcexu numk Ne 2 tpsibsa 1a e orbenszan HoMephT Ha 060cobeHaTa Mo3ULHs. 38 KOATO
Ce OTHACid M MBJIHOTO HAWMEHOBaHHWE HA yuyacTHuKa. Beekn otaenen mmmk Ne2, tpsbsa na 6nie
3arievartaH U HErpo3payeH.

2. TexHHYeCKOTO MpPEATOKEHHE 3aB/DKHTENHO Ce MPEeACTaBs Ha XapTHEH M eleKTPOHEH
HOCHTEIL.

3. Y4aCTHHKBT OTroBaps 3a HMICHTHYHOCTTa HA MHMOPMALMATA BHPXY XApTHEHHS H
CIEKTPOHEH HOCHTEN. AKO B X0Jla Ha KJIACHPAHETO M CJeJl TOBA Ce YCTAHOBH, Y€ MMa pasiuka B
[leHaTa, (pUrypupalla Ha XapTMeH HOCHTEN M TasH HA eJeKTPOHEH HOCHTEN, TO Ce B3eMa [eHaTa,
(urypupaina Ha XapTHEH HOCHTEII.

4 [lpencrapnspammsT yuacTHHKA NOANHKCBA ,, Texnudeckara opepra’ Ha BCAKa CTPaHUIIA.

YCJOBUS 3A IIPHEMAHE HA O®EPTH
B o0mecTBeHa nopbykKa ¢ npeamet: ., JIocTaBka Ha JeKapeTBEHH MPOIYKTH 3a XeMOHATH34a
3a Hy)KIAuTe oTeneHue 3a Xemoananusa va ,MbAJI - Ceunenrpax”™ EOOJT”

1.O¢eprata ce npencraBs B 3anedaTaH HeNpoO3pavyeH IUIMK OT y4acTHHKA WM OT
YO'BJIHOMOIIEH OT HEro NPEeACTaBHTEN JIMYHO MM 110 TI0IaTa ¢ [pernopbyaHo mueMo ¢ obparHa
pasnmucka. YNbIHOMOIIABaHeTo 3a nojaBaHe Ha odepra TpsiOBa Ja € M3PHUYHO C HOTAPHAIIHO
3aBEPEHO ITHJIHOMOIIHO H KOITHE OT INLJIHOMOIMHOTO Ce OCTass B CeKTop AJIMHHMCTpalMs -
HenosoactBoto Ha ,, MBAJI - Ceunenrpan™ EOO/L.

Koraro moxymeHnranusTta ce [ojasBa 4pe3 KypHep HWJIM [0 [OLIaTa HE C€ W3HCKBA
YI'BJIHOMOIIABAHE Ha KypHepa /noleHckara ciyxba/.

Bbpxy mumKa y4acTHHKBT IMOCOYBA aJpec 3a KOPECTOHCHIMsA, TeledOH U 10 BB3MOKHOCT
(hakc U eneKTPOHEH ajIpec, KaKTo | 3a KoM 000CODeHH NO3ULHM Ce OTHACS.

2. Ilpu npuemane Ha odeprara BbpXy Hesl ce 0TOenA3BaT NOPEJHHAT HOMEp, jarara Ha
MoJiydaBaHe, KaTo Te3u JaHHH Ce 3alHCBAT BbB BXOAALL PErHCTHP, BEIHO C Haca Ha NoJjyvaBaHe.

3. Bw3noxuTensT He NpMemMa 3a ydacTHe B Mpoleiaypata ¥ Bpbula He3abaBHO Ha
YYACTHHIIATE OhepTH, KOWTO ca MPeJICTABEHH CJe/l H3THYaHe Ha KPaiHWs CPOK 3a NojydaBaHe Uil
B He3arneuyaTaH WK CKbeaH MK, Tes3n obcrosTencrsa ce 0T0esS3BaT BbB BXOJAIIMA PETHCTHP.



