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NPUTEXATEJIMTE HA

PA3SPEHIEHUE 3A ThbPI'OBHUSA HA
EJPO C JIEKAPCTBEHM ITPOAYKTH

IMIOKAHA
3a

nodasamne Ha ogepmu 3a d0CmagKa Ha 1exapcmeeHy npodykmu, exnoyenu 6 Cnucvka no
yn.266a, an.2 om 3axona 3a rexapcmeeHume RPOOYKmMu 6 XyMAaHHama MeoOuyuna

YBAXKAEMMUM JAMHU U T'OCIIOJIA,

,»Y HUBEpCUTETCKa MHOTONpoduiHa GOTHHULIA 32 aKTHBHO JIEYSHHE U ClieliHa MeauLuHa H.
W. Muporos*“ EAJl —rp. Codust, Ha ocHOBaHMe 4.266a, an.5, T.3 oT 3aKOHa 3a JIEKApCTBEHUTE
NPOLYKTH B xyMaHHarta mMeauimua /3JIITXM/ u 4n.156 or Hapen6a NelO ot 17 noemspu 2011 r.,
¢ HacTOsIIATa NoKaHa, Bu kaHu jia npeacrasute odepTa 3a AOCTaBKa Ha JIEKAPCTBEHM MPOJYKTH,
BKroyeHH B CnMchka 1o ui.266a, an. 2 ot 3JIIIXM, npu cieaHure ycnoBus:

I. MPEJAMET HA IIPOIEJYPATA:

IpeameT Ha mpolleaypaTa € J0CTaBKaTa Ha JEKapCTBEHHU NPOAYKTH, BKIIOYEHH B CIIMCHhKA
no W.266A, an.2 oT 3aKoHa 3a JIEKapCTBEHUTE NPOLYKTH B XyMaHHATa MEJIMIIMHA 33 HYXIWUTEe Ha
,YMBAJICM H. W. Iuporos“ EAJl -rp. Codwusi, CBrIIACHO TEXHMYECKA crielrpUKaims,
npuiioxkeHa B Hactosimata Ilokana.

II. TEXHUYECKA CIEOH®UKAIINA:

MexayHapoano HenatenTHo | JlekapcrBeHa ¢gopma n koaudecTso Ha | Koauyectso/
HaNMMEHOBAaHHE AKTHBHOTO BeHIECTBO Opoii

Fentanyl 50 micrograms/ml-10 ml solution for 4000 6posn
injection amp.

Labetalol 20mg/4ml solution for injection amp. 20 6pos




II1I. MH3UCKBAHHUSA KBM YHACTHHHUTE:

ITokanata ce oTHpaBs 10 BCUYKH NMPUTEXKATENM Ha paspelieHye 38 ThbPrOBUSA Ha €po C

JeKapcTBeHW TpPOAYKTH, mojydyeHo mno pesa Ha ['naBa gesera ot 3JHIXM. VuyactHuk
4yXKAECTPAHHO JIMLIE CleJBa /ia NMpUTeXaBa paspelieHUe 3a ThProBus Ha €p0 C JIEKapCTBEHH
MPOAYKTH, M3AAAEHO OT CHOTBETHHSA KOMIIETEHTEH OpraH, CBIJIACHO 3aKOHOJATENICTBOTO Ha
IbpKaBara, B KOATO € YCTAaHOBEH.

B cnyqaﬁ 4e TBPTOBELBT Ha AP0 C ICKapCTBEHU NPOAYKTH HMa CKIaA0BU ITOMCHICHNA Ha

TepuTopusTa Ha Peny6auka bbarapus, To TOH ciienBa Aa NpUTekasa paspelieHue 3a ThproBus,
U3AaJeHO OT U3ITbAHUTENHUA aupexTop Ha MAJL

IV. YCJOBHUA U PEJ 3A NPEACTABAHE, PA3IJIEXJIAHE H
OIHEHKA HA O®EPTHUTE

MsicTo 32 nmoaasaHe Ha odepTi: Bceku paboren e, ot 08:00 u. go 15:30 u. B Otaen
Jenosoactso u apxue” Ha YMBAJICM ,H. U. ITuporos” EAJl — rp. Codus, 6yn. ,,I'en.
E. Torne6en” Ne21. Odeprara ce afpecupa 10 UMBIHUTENHUS JUPEKTOP HA JI€4e6HOTO
3aBeieHre M ce NOANMMCBA OT 3aKOHHMA/ T€ MpEACTaBUTEN/ M Ha JPYKECTBOTO MM
II'BJIHOMOIIHUK C NPEACTABEHO IThIIHOMOIIHO.

*BceKkH YYaCTHHK MOXE Ja yYacTBa 3a BCAKA HOMEHKIIATYPa. KnacupaHeTo Ha YYaCTHULIMTE

CC M3BBPUIBA OTACTHO 33 BCAKA HOMEHKIIATYpA.

2.
3.

Kpaen cpoxk 3a nogaBane Ha odepru: 04.11.2024 1.

Oreapsine Ha nojay4denute opepru: 05.11.2024 r., ot 10:00 yaca B bonnuyna anreka Ha
,»YMBAJICM H. U. ITuporos“ EAJ, anpec: rp. Codus, 6yn. ,,Torneben™ Ne21. Oepture
IIE ce pasriexaT OT KOMHCHS, HA3HaueHa CbC 3aMOBE ] Ha U3IThbIHUTEIHUSA TUPEKTOP.

Pesynrarure ot paboTaTa Ha KOMUCUATA CE OTPa3sBaT B NPOTOKOJI, KOWTO C€ MOJIKUCBA OT
BCHYKM uieHoBe. KomucusaTa Kiacupa y4acTHULMTE, KaToO pasriiexja INpeJCcCTaBeHHUTE
odepTH, YCTaHOBSIBA CHOTBETCTBUETO UM C M3MCKBaHMATA Ha BB3JI0XKHTENS W OUCHIBA
odepTUTE HA IOMYCHATHTE YYACTHHIM, CHIIIACHO KPHTEPHHUTE 32 OLIEHKA Ha oiepTHTE.

Ha pasriexiane NOAJeKaT eJHHCTBEHO odepTH, KOHTO CBHABPXKAT CleaHaTa
nHdopmanusi:

» MexayHnapoiHo HenateHTHO HauMeHoBaHue (INN) Ha aKTHBHOTO BELIECTBO;
> TBproecko HaMMEHOBAaHME Ha JIEKAPCTBEHHUS NIPOLYKT;

> Bup Ha nexapcrseHata popma U KOJIHYECTBOTO Ha aKTMBHOTO BEILECTBO B I030Ba
eJVHNLIA;

» [Ipoussoauten;
»  KonunuecTBO B €Ha ONAKOBKa;
EnunuuHa 1ieHa Ha JeKapCcTBeHuUs MPOIYKT 3a elH Opoii B 6barapcku Jesa;

Cpok 3a focTaBKa;

Y V¥V V¥V

Cpok 3a BaJIMAHOCT Ha MpeoCTaBeHaTa ieHoBa odepTa —MUHUMYM 30 KaneHaapHu
JHY;



* IIpIHOMOILIIHO 3a IT0jiaBane Ha odepra, KoraTo odeprara ce 11ojjasa oT YIIbIHOMOLIEHO JHIE.

5. OcraTbyeH CPOK HA FOJHOCT HA JieKapcTBeHUs NPoAYKT: KbM Jarara Ha ipUeMane Ha
JIOCTaBKAaTa, IOCTABCHUAT JICKAPCTBEH MPOAYKT ClIe[Ba 1a € ¢ OCTaTb4€H CPOK HA FOJHOCT
He no-masnko ot 1 /enna / roguHa.

*3abenesicka: He ce pazenescoam opepmu, nonyyeHu u3evH onpeoesieHus CpoK Ha NOKaAHama.

V. KPUTEPHH 3A OHEHKA

M360pbT Ha M3MTBJIHUTEN HIE Ce NpOoBelie B3 OCHOBA Ha MKOHOMHMYECKHM Hal-M3rojHara
oepra. Criara me ce ompeaesd Mo KpuUrepuid, KONTO OueHsBa Hal-HHUCKaTa MpeIOKeHa
eJAMHUYHA LIeHa.

[Ipu u36opa Ha THProwell Ha eApo ¢ JIEKapCTBEHU MPOJYKTH OCBEH NpeJularaHa LeHa ce
obCcHKaT ¥ ChoOpa3sBaT M APYTM aclekTH Ha odepTuTe, KOUTO ca CBBP3aHH C KAYeCTBOTO,
6e3omacHOCTTa W/HIHM €UKACHOCTTA Ha NEKApCTBEHUS MPOLYKT.

Ha II'BPBO MSCTO CE KJIacHpa ydJacTHHKa, NPeIIOKUIT Haif —HHCKa 1IeHa 3a JCKApCTBCHUA
NpOAYKT.

Ilpunoxenue: npoexm Ha 002080p 3 OOCMABKA HA NEKAPCMEEHU NPOOYKMIU.

W3NbJIHUTEJAH JUPEKTOP HA
»YMBAJICM H. . IMPOI'OB* EA/]
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ENwpOras -yuUBEPCUTETCKA MHOIOIPOOUIIHA  BOJIHULIA  3A
AKTMBHO JIEYEHHE U CTEILIHA MEJIMLIMHA H.ITMPOTOB” EAJ[

I poexr!
AOTr0OBOP

3a JOCTABKA Ha JIeKaPCTBeHH NPOAYKTH, BKJIKYEHH B CITHCHKA 110 *L1.
2664, aix. 2 ot 3JIIIXM

Huec, .......... 2024 r., B rp. Codus, Mexay:
1. ,, YHHBepcuTeTcka Maoronpoduina 60JHHIA 32 AKTHBHO JICHEHNE U ClIeIHA MEIHIMHA H.
M. Huporos“ EAJl, Bnucano B THproBckus perucTbp U peruc ga FOJIHII xuM AreHums 10
BIIMCBaHMUsTa NpH MuHHCTepCTBO Ha npasockaueto ¢ EMK 13 86, chc cepanMile M ajapec Ha
ynpasienue rp. Codua 1606, paiion KpacHo ceno, oyn. ,,Tope MpeICTaBIABaHO OT 1 —P
BanenTnH JIMMHUTPOB —U3MBIHUTENEH IUPEKTOp, HapUIaHO b3JIOKHATEJL, or exHa

CTpaHa,

I/I 3 i

2. speeesraveanasasassncrsssrsasacecas ) srsvesersreses ) At ‘al Ha YIIPABICHUE B ...........
........................................................ ” ErUCTBP KbM ATeHUHs 10
paucBaHuITa C EMK oo TEBHHO OT (v everevnennnnsss , B Ka4€CTBOTO MY
HA ooineeanneinninnn , HApUYaHO 3a KpaTKo

(BB3JIOXUTEJIAT n U3ITBJIHUTE hannTe”, a BCEKH OT TAX MOOTHEIHO
,CTpana®);

Ha OocHOBaHue Wi. 266a, ain. BEHUTE MPOAYKTH B XyMaHHaTa MEJIUIMHA, BbB
Bp. cun 1, am 1, 1. 2, 4 u un. 156 or HapenGa Ne 10/17.11.2011 r. na

MI/IHI/ICTCpCTBO Ha 3P CKJIKOYH TO3H JJOTOBOp 3a CIACIHOTO!

4
4

Yn. 1. (1) B T nara, a M3meIHMTENST NpUeMa, Cliel MojyyaBaHe Ha IHCMO -
cerimacue ot M3mbiHK a arennus mo nekapcrsata (MAJI) m mucmeHa 3asBKa 3a J0CTaBKa Ha
A0JIYyIOCOYEHHS JEKAPCT NPOAYKT, A2 H3BHPIIHN JOCTABKA HA CJIEJHUS JIEKAPCTBEH NPOAYKT, B
KoJm4ecTBaTa npeanucany ot , YMBAJICM H. H. IInporos® EAJl ¢ mpoToxos —~ IIpunoxenne Ne
1 win Ne 2 (koemo e npunocumo), usnajes no pena na Hapenba Ne 10/17.11.2011 r., no odepra Ha
W3NBJIHHUTEJIS, kakTo caeaBa:

Ne Tuproscko bpoii B O6mo Ennnaugda
MexayHApOH 0 HAHMEHOBAHHE | ONAKOBKa| KOJMYECTBO| HeHA Ha
AnaroMoTepaneBTH HENATEHTHO JlekapcTBeHa ONaKOBKH | OHAKOBKa
yen ko /ATC-xon/| HanMeHOBaHNe dopma c AAC
/INN/ KoauuecTBO HA
AKTHBHOTO
JIEKAPCTBEHO
BeIHECTBO




) JloroBopbsT nopaxkaa AefcTBUE U 3aAbIDKEHUE 38 U3BLPIIBAHE HA JIOCTABKA, €ANHCTBEHO
pH HaJlMuMe Ha ChIilacyBaHe oT M3mbJIHMTENHA areHUMs MO JieKapCcTBaTa Ha W3JaAEHUA OT CTpaHa Ha
neyebHOTO 3aBefenue npotokoi — [punoxerne Ne 1 umn Ne 2 (koemo e npunosicumo), w3aiet no peaa
ua Hapenba Ne 10/ 17.11.2011 r.

3 TToco4eHOTO KONMYECTBO OT JIEKAPCTBEHUsI MPOLYKT MOXKe Nja ObJe AOCTaBEHO I10 eHa
WM HSAKONKO OTIEJTHH 3a4BKH 32 J0CTABKa, B 3aBMCHMOCT OT KOHKPETHHMTE MOTPEOHOCTH Ha e4eOHOTO
3aBeICHHE.

“@) BB3710XKUTEIHAT € 3aQb/DKEH Ja TIPUeMe U 3alIaTd CcaMo KOJIMYECTBOTO, KOETO € 3asiBUI M
KOETO € JOCTaBEeHO MpH YCIOBUATA Ha HacTosums Jloropop. JIocTaBKHTE Ha CTOKHMTE C€ M3BBPIIBAT B
paMkwuTe Ha pabOTHOTO BpeMe Ha Bh3/ioxxuTes.

5 JlexapcTBeHUs IPOAYKT, IIpeAMET Ha Jlorosopa, crieipa &%@%e MpUAPYKEH OT CbOTBETHHTE
JIOKyMeHTH, m3uckyemu 1o Hapemba Ne 10/17.11.2011 r. ma M348 ycnosusta 1 pelja 3a BHOC Ha
HEperuCTpUpaH! JIEKapCTBEHU TPOAYKTH 3a JIEYeHHE C Hep 3a ymnotpeba B PemyGimka
ejTHa ynorpeba, KakTo H 3a
YCIIOBMATA U pela 3a BKIIOYBAHE, NMPOMEHHM, M3KIIOYBAHE U apCTBCHH TPOOYKTH OT
CITUCHKA Mo UiI. 2664, an. 2 oT 3aKOHa 32 JIEKapCTBEHUTE §
10/17.11.2011r. rHa M3) '

Yna. 2. (1) Be3HarpaxicHue %) )T
BB3JIOXKUTEIIA nocraBka ce U3BE ] fa L[eHa 32 OMAKOBKA OT JIEKAPCTBEHUS
MPOIYKT MOCOUYeHa B TabMuaTa no-rog

2) Enunuynara uer ) BEHMS NMPOAYKT MOco4YeHa B TabHiiaTa no-rope

€ OKOHYaTeIHa ¥ HC NONJICKH

&)

Un. 3. (1

JIeKapCTBEHUA MIPOLYKT;

0) npefocTaBeHa Ot BJIHUTEJIA daxtypa opurnHall, 3a ChOTBETHAaTa JOCTABKA C BCUUKH
HeoOXOIMMH 3aKOHOBU PEKBU3HTH;

B) JBYCTPAHHO ITOAMKMCAH OT ONPAaBOMOLIEHH NpejcTaBuTed Ha CTpaHUTe MPOTOKOJI 32
ChOTBETHATa JOCTaBKa.

2) BB3JIOXUTEJIAT e u3pbpiuy Mianiane B jeBa, B cpok 10 60 (1ecTaeceT) KaleHAapHHA
J(HM Clie[] pefCTaBsiHe Ha JOKYMEHTHUTE 1Mo ai. 1.

3) IMnamanusTa o JOroBopa ¢e W3BHPHIBAT MO 0aHKOB MBT C IUIATEXNKHO HapeXAaHe N0
cnequara cmetka Ha USITBJIHUTEJIA:
O6cayxBama 6aHKA: ............ooveinennen.

KaTo BCHYKHM pa3Xogd 3a OTKPHUBAaHETO, TErIEHETO W MOAABPKAHETO Ha CMeTKaTa ca 3a
W3ITBJIIHUTEJIA.




“4) Ilpy npomsHa B OaHKOBaTa CMETKa, MO KOSTO M€ CE€ H3BBpIIBA IUIALIAHETO,
USITBJIHUTEJIST cnensa na ysemomu nucMmerno u aa npeipcrasu Ha BB3JIOKHUTEJA nannute Ha
HOBaTa CMeTKa He MO-KBCHO OT 3 (Tpw) IHM OT HAacThIIBaHE Ha NpoMsgHaTa. Bceaxko miamaHe 1o
npeaxoqHaTa cMeTKa, U3BbpuIeHo npenu ga 6sae ysenomen BB3JIOXKUTEJIA 3a npoMsinaTa, ce cuuta
3a ACHCTBUTEIHO.

5 3a gaTa Ha TUIALIAHETO C€ CYWTA JaraTa Ha 3aBepsBaHe Ha OaHKOBaTa CMETKa Ha
WU3ITBJIHUTEJIA cbe choTRETHATA OBDKUMA CyMa.

III. CPOKOBE
Yn. 4. Hacrosmmar JloroBop BAK3a B CHJia OT JaTaTa Ha HErOBOTO MOAHNHMCBAHE M € ChC CPOK HA
JeiictBre 3 (TpH) Mecela.
IV. MJSCTO 1 YCJIIOBHUA HA JTOCTABKA
Y. 5. (1) Mscroto Ha nocraska ¢ ,,YMBAJICM H. W. Iuporos* EA}I c aapec: rp. Codus 1606,
paiion Kpacno ceno, 6yn. ,,Torneben™ Ne21, bosinnyna arnreka. b
(2) UBITHJIHUTEJIAT € paexken fa OOCTABH 3asBEHUS JIEK BCH MPOJYKT B CPOK JO .........

Ha BB3JIOKUTEJIA, B cnyyait, 9e He MOXKe Ja
CpOKa 3a M3BBHPILBAHE HA KOHKPETHA JOCTABKA.

Y. 6. (1) Besxa 1octaBKka ce yo0CTORB

3) Cnen non

KONMYECTBO U OcTa OCT Ha JIeKapCTBEHUTE MPOAYKTH, KOUTO mie OBbAAT JOCTABEHH.
) IT YaCTUYHO WM LJIOCTHO HECBOTBETCTBHE Ha JOCTABEHUTE

MPOTOKOJIA, KOHCTATHPAHWIR, HETOCTATBIIH, JIUIICH W/UITH HECHOTBETCTBHS.
Y. 7. BB3JIOXKUTEMAT uma npaso Ha peknamaums npex U3ITBJIHUTEJIA 3a:
a) HeChOTBETCTBHE Ha JOCTABEHUTE JIEKaPCTBEHHU IIPOAYKTH 110 KOJIMUECTBO, BHJI, OCTATHYEH CPOK
Ha FOJHOCT HJIM HEKOMIUIEKTHOCT Ha ChIThTCTRAIATa JOKYMEHTALIUS (ABHU HEJOCTaThLUH);
6) HECLOTBETCTBHE Ha JOCTABEHUTE JICKaPCTBEHH ITPOAYKTH IIPH KOHCTATHPaHE Ha JIeQEKTH NpH
yroTpeda Ha JIeKapCTBEHUTE NMPOIYKTH, KaUeCTBEHHU MOKa3aTenn (CKPHTH HENOCTAThIIN );

Y. 8. (1) PexaManuu 3a SBHY HEJJOCTAThIM HA JICKAPCTBEHHUTE TIPOLYKTH CE MPABAT OT JIE4eOHOTO
zasegenne — Bb3JIOXKHWTEJL npu nojiydyaBate Ha JOCTaBKaTa MM [0 H3THYAHE Ha cIeABalusi paboTen
JIEH CYMTAHO OT JaTaTta Ha MOJMHUCBaHe Ha TPOTOKONa o 4. 6, all. 1 ot JloroBopa, pexiamanuy 3a CKpUTH
HEIOCTaThUM — 10 7 (ceAeM) AHM OT KOHCTATHPAHETO HM.

(2) B pexyamanmsaTa ce MOCOYBa [aTata, MpeAMeT M HOMEp Ha [OroBopa, HOMEp M jJaTa Ha
dakxrypaTa ¥ TOYHOTO KOJIHUYECTBO Ha MOTYYCHUTE JIEKAPCTBEHM MIPOAYKTH C TEXHHUA KATaIOXECH HOMED,
npeaIMeT Ha peKjlaMalusaTa U onmucaHue Ha npobnema. KM peknaManuara ce npuiarar JOKyMeHTHTE,
NpUIpYXKaBaliu JOCTaBKaTa.



Y. 9. Pexnamaiure 3a CKpUTH HEAOCTATHIM HA JIEKAPCTBEHUTE NPOAYKTH CE NIPABAT NPe3 Leus
CPOK Ha FOJHOCT Ha JOCTaBEHUTE CTOKH.

Ya. 10. Ipu pexnamanys 3a ssuu win ckputy HepoctaThy, M3ITBJIHUTEJIAT e nibxen B cpox
10 10 (mecer) nuM OT nojiygaBaHe Ha pekiamaruara 1a sbpHe Ha B'b3JIOKHUTEJIA sannarenara ot Hero
cyMa 3a peKjlaMHpaHWTE JIeKapCTBEHW MPOAYKTH HIIM Ja M3BBPLIA HOBA JIOCTABKA, 33 CBOS CMETKA, C
KOATO J1a 3aMEHHU PEKJIaMH paHUTE JIEKapCTBEHH NMPOAYKTH C TAKWBA KOUTO ia OTTOBAPAT Ha U3UCKBAHUATA
Ha [{oroBopa.

Y. 11. (1) CobcTBEHOCTTa M PUCKBT OT CIy4alHO MOBPEX/AHE WIIM NOTMBAaHE Ha JICKAPCTBEHUTE
TIPOYKTH, NIpeaAMET Ha noctaeka, npemurasat oT U3ITBJIHUTEJLA sepxy BB3JIOXKHUTEJIA ot natara
Ha NPUEMaHETO UM, YIOCTOBEPEHO B IBYCTPaHHO NMOJIHMCAHHMA PUEMO -IPEaBaTesICH NPOTOKOII.

(2) BB3JIOKHUTENAT HE HOCH OTTOBOPHOCT 3a ITOTMBaHE Ha JOCTABEHO KOJMYECTBO, HAJBHIIABAIIO
3aBEHOTO, KaTo ¢hi0TO ce Bpbina Ha U3ITBJIHUTEJI, 3a Herosa cmeTka.

V. ITPABA U 3BAABJIKEHUS HA U3ITBJTHUTEJIS

1ax Ha Bb3JIOXKUTEJIA cernacHo ycnoBusita Ha Jlorosopa. J
) UBITBJIHUTEJAT e naekeH Oa U3ITBIHAB Hugra cu no Jloroeopa M na

b

3) HUBITBJIHUTEIAT e mrpxkeH Ha W3Bb 0 Ha INEKapCTBEHHTE
MPOAYKTH 34 CBOSi CMETKa. by
@ VBITBJIHUTEIIAT e amexen i
npenseeaute ot B3JIOXKUTEJIA pemaMauI/m
(5) Ilpu TOouHO W HaBPEMEHHO M3
WBITBJIHUTEJIAT uma npaBo aa mogy+
IJIalaHe. 7
(6) USITBJIHUTEJIAT nm
3a OCBHIIECTBABaHE Ha paboTaTall
JOKYMEHTH 3a U3I'bJIHEHUE
) W3ITHJIHA
MIPEeACTaBUTENN TIPO &
CBITBTCTBAIIM 10
TIpeACTaBUTEITH
BB3JIOXKUTEILS 14, U3ITBJIHUTEJISL kxoHCTaTWRBEH TPOTOKOA, TOANMCAH OT CBOHM

IIpEeACTaBUTE, KOUTO

o1 BB3JIOXXUTEJIS Heo6X0AHMMOTO ChEHCTEBIE
eJIHO NpeNOCTaBsiHe Ha Hy)XHaTa MH(popmManus u

3a‘b- Ba Ja TNOANMCBA Ype3 CBOM  OIPAaBOMOLIEHH
taBka M ja npenoctaBs Ha BDB3JIOXUTEJIA poxymenturte,
)YTH TIpEIBHIEHM B Hacrosums [loroBop. IIpn orTka3 Ha

PABA U 3AABJIKEHUA HA BB3JIOXHUTEJIA

Yna. 13. (1) BB3JIOKMTEIUIT ce 3agpmkasa Ja 3anjaTd LeHaTa Ha JIOCTABCHUTE W TPHUETH
JIeKapCTBEHH NMPOAYKTH MO MpeiMeTa Ha JloroBopa, ChIIacHO YCJIOBHMATA W MO Ha4dWHA, NTOCOYCHM B
Hactosmus J{orosop.

2) BB3JTOXHUTEJLIT ce 3anbipkara j1a nipaeMe JOCTaBKaTa Ha EKapCTBEHUTE IPOLAYKTH,
npeaMeT Ha JIoroBopa, ako ChIUTe OTrOBApsT Ha N3MCKBAHHATA, ChABPXKAIIM CE B HACTOA KA J[oroBop.
3) BB3JIOXKUTEJIAT onpaBoMolniaBa CBOM PEACTaBUTENHN, KOUTO JIa IIPUEMAT JOCTaBKUTE

B YTOBOPEHOTO BpEME.
4 BB3JIOXKUTEJIAT uma npaso ga ucka ot U3ITbJIHUTEJIA na usnennsBa qoctaBKata
Ha JIeKapcTBEHUTE TIPOIYKTH JI0 MOCOYEHOTO B WI. 5, all. 1 0T ZOroBOpa MACTO Ha I0CTaBKa, B CPOK 1 6e3
OTKJIOHEHHS OT JIOTOBOPEHHUTE U3HCKBAHUA.
(5) BB3JIOXUTEIAT uma npaso ja monydaBa MHGOpPManusa IO BCAKO BpeME OTHOCHO
MOATOTOBKATA, XO[a W OpraHu3alusTa MO W3IMTBJHEHHETO Ha J[OCTaBKaTa W JEHHOCTHTE, NPEIMET Ha

Horogopa.



(6) BB3JIOXKUTEJAT wma mnpaBo Ha pekiaMaunud Ha [JOCTaBEeHUTE 10 JOrOBOpa
JIEKapCTBEHH MPOAYKTH, IIPH YCIOBUATA, TIOCOUEHH B HacTodmus Jlorosop.

) BB3JIOXKUTEJIAT wuma npao ga wusucka ot HM3ITBIIHUTEJS 3amsnara Ha
HECHOTBETCTBAIM ¢ M3UCKBaHUATA Ha JloroBopa JiekapcTBEHM NPOAYKTH.

8®) BB3JIOXUTEIAT mma npaBo gAa oOTkaxe IHpUEMaHETO Ha J0CTaBKara, KOraro
USITLJIHUTEJIAT we cna3ma w3uckBaHusaTa Ha porosopa, gokato U3ITBJIHUTEJIAT ne m3nbiHu
H3IIAIO CBOMTE 3aBJDKEHUS CBITIAaCHO YCIIOBUATa Ha J{oroBopa, Wi OTKaXe Ja M3IJIaTH YaCTUYHO VK
M3IAJI0 JOTOBOPEHATa IeHa.

VII. OTrOBOPHOCT 3A HETOYHO U3IIbJIHEHHE

Ya. 14. (1) Tlpm 3abaBeHo uU3MBIHEHHWE Ha 3aabiDKeHus 1o JloroBopa oOT cTpaHa Ha
WBITBJIHUTEJI, cemmsat sammama Ha BB3JIOXKUTEJIIS neycroiika B pasmep Ha 10 % (mecer
NPOIIEHTA) OT CTOMHOCTTA Ha JIEKAPCTBEHUTE IPOAYKTH, YMSITO JOCTaBKa € 3a0aBeHa, WM 110 OTHOIIEHHE
Ha KOSITO He ¢a OTCTpaHEHU KOHCTaTUPaHUTE HECHOTBETCTBUA B JOTOBOPEHUs CPOK, 3@ BCEKH IIPOCPOUEH

oTHacs 3abapara.
2) [lpu 3abaBa Ha JocTaBKa OT CTpaHa Ha

CTOHHOCTTA Ha NIeKapCTBEHUTE TIPOAYK]
ot B'b3JIOXKUTEIIA no onpenencHu 1
“4) Ilpn npexparaBasn

oropop ot BB3JIOXKUTEJIA Ha nHakoe ot
. 2 ot poroeopa, Bb3JIOXHTEJIAT uma npaso

Jla TMIONYYH HeycTolika B p pOILIEHTa) OT MaKCHMAJIHO JOMyCTUMaTa CTOMHOCT
Ha Jlorosopa. ,

(5 Bn3g { a mpereHaupa obe3leTeHHe 3a HAaHECEHW BPeM M IpPOILYyCHATH
[I0JI3H 110 001H

(6) He i (AT He3aGaBHO, NpH TIOUCKBAHE OT BEB3NOXKUTENS, 110 CleqHATa
GaHKOBA CMETKA: | D

banka:

IBAN:

BIC:

VIII. YCJIOBHS 3A IPEKPATSIBAHE HA IOI'OBOPA

Yun. 15. (1) Hacrosmusar Jlorosop ce npekparssa B CJICIHUTE CIy4an:

a) Mo B3aUMHO chriacue Ha CTpaHMTe, U3pa3eHo B NUcMeHa dopma;

6) ¢ U3TUYaHE Ha YTOBOPEHMS CPOK M U3MIBITHEHUETO Ha BCUUKH 3aJb/DKCHHUS 110 HErO OT CTPAHUTE,

B) NIpH M3IBJTHEHHE Ha JIoroBopa B MBJIEH 00eM.

r) p¥ BUHOBHO HEM3ITBJIHEHHE HA 3a/IbJDKEHHATA Ha €/IHa OT cTpaHuTe no Jlorosopa ¢ 5 (neT)
JHEBHO MACMEHO MPEeJU3BecTHE OT M3MpaBHATa O HEU3IpaBHaTa CTpaHa;

1) TIPY HACTHITUIIN CHINECTBEHH IIPOMEHY BB (PMHAHCUpaHeTo Ha Jlorosopa, H3BEH PaBOMOLIHATA
Ha BBH3JIOXUWTEJLA, kouTo TOM HE € MOT'BI HJTM He e OWJT JIThXKEH Ja NPEeJBUAH WIH [a IPeJoTBpaTh —
C MIUCMEHO YBEIOMJICHHE, BeJHATa CJIe]l HACTBhIIBaHE Ha 00CTOATENCTRATA;

¢) IpHd HACTHIIBAHE HA HEBWHOBHA HEBB3MOXHOCT 32 HM3ITBJIHEHHME — HENPEABHIACHO WM
HeNnpeqoTBPaTUMO ChOMTHE OT U3BBHPEACH XapaKTep, BE3HNKHAIIO CJIE]] CKIIIOYBAHETO HA IOTOBOpPA



(,,HETpeonoINMa CrIa‘’), TpOABDKHIIA TTOBeY€E OT 7 (CeeM) JHH;

) B pe3yJITaT Ha JEHCTBUS MM aKTOBE Ha KOMIIETEHTHH ABPXKAaBHM OpraHu, KOWTO BOJASAT 1O
orpaHMYaBaHe MPaBOMONIMATA WM (GYHKIMHTE Ha KOATO U [ja 610 oT cTpanuTe. [lepcoHanHu mpoMeHy,
Kacaelly HAKOS OT CTpaHKTe MO HAcToS 1M JJoroBop, KOMTO ca HACTBIIMIIM CJIE[ CKITFOUBAHETO MY, HE €
CYHUTAT 3a OOCTOSATENICTBO, BB3NPENATCTBAIIO M3MBIHEHUETO HA NOTNOBOPHHUTE 3aJbJDKCHHS M HE ca
OCHOBaHHE 32 MPEKPATIBAHETO MY.

2) BB3JIOXKUTEJIAT moxe Ja npekpaTé eqHOCTpaHHO Hactosimus JJoroBop ¢ 5-IHEBHO
nucMeno npeaussectue, koraro M3ITBJIHUTEIDIT:

a) 3a0aBY M3IIBIHEHMETO Ha HAKOE OT 3aABJDKEHHATA cH 1o Jlorosopa ¢ nosede oT 5 (mer)
KaJIeHIapHU THU;

6) He oTcTpanu B cpok, onpenerncH oT Bb3JIOKHUTEJIA, xoncTatnpaHo HEU3IbIHEHHUE;

B) OpJ1c OO0SBEH B HEMIATEXKOCMOCOOHOCT MM KOraTo 6he OTKPUTO MIPOU3BOJICTBO 32
00sABsIBAHE B HECHCTOATEIHOCT WIIM JIMKBUIALMS.

3) IIpexpaTsBaneTo B/M3a B CUja CJel ypeKIaHe Ha
MEXJLy CTpaHWTE 3a W3BBPIICHUTE OT CTpaHa Ha V3mbianuTens u oAt
1o u3neJIHeHHEe Ha Jlorosopa. ' 4

IX. VCJOBWUS 3A U3BMEHEH¥

Ya. 16. JoroBopbT MOXe Aa Objie M3MEHAH 110 B3aHMHO
nucMena gopma.

X. L

Yn.17. (1) Beuuku yBegOMIIEHUS MEXLY
nucMeHa ¢opMa M MoraT Aa ce mpejaasat JIHY
€JIEKTPOHHA ITOILa.

(2) 3a uenuTe Ha TO3X JOTOBOP [

1.3a BB3JIOXKUTEJA: ’

MHAHCOBHTE B3aUMOOTHOIIEHHS

Ten.: 02/9154 581
e-mail: genvan,
JInne 3a koHTY

JIMIIE 38 KOHTAKT: +.niveennniaeiaaenaiinninns

3 Bceska KOpeCHoHISHUMS MEXK/y CTPaHMTE LIE Ce CUMTA 3a BaJiM/IHA, aKO € U3MpaTeHa Ha
NIOCOYEHHTE MO-Trope agpecH (B T.4U. EJIEKTPOHHHU), Upe3 MOCOYEHUTE M10-TOpe CPeICTBa 3a KOMYHUKALIUA
¥ Ha TIOCOYEHHTE JIMLA 3a KOHTAKT. IIpH NpoMsHa Ha OCOYEHHTE aApecH, TenedoHM U [IpYTH JaHHHU 34
KOHTaKT, ChOTBETHATA CTpaHa € JUIbXKHA [a YBEIOMM pyraTa B IIMCMEH BUJL B CPOK 10 3 (TpH) IHH OT
HacThIBaHe Ha npoMsiHata. [Ipy HeM3BJTHEHME Ha TOBA 3aJbJDKEHUE BCAKO YBEIOMIICHHE MIE CE CYMTa
3a BAIMIHO BPBYEHO, aKO € M3MPAaTEeHO Ha MOCOYEHHMTE MO-TOpe aJipecH, Upe3 ONMCAHHUTE CPEACTBa 3a
KOMYHHUKAIMS U Ha TIOCOYEHUTE JILA 32 KOHTAKT.

“@ Ilpu  mpeobpasyBane 6e3  mpekpaTsBaHe, MpoMsHa Ha  HaNMEHOBAHHETO,
NpaBHOOpraHM3aMoHHaTa hopMa, CelanvIeTo, aJpeca Ha yIpaBJIeHue, IpeiMeTa Ha IeHHOCT, CpOKa Ha
CBIECTBYBaHE HJIM OpraHuTe Ha yrpasiieHue M npeictaputenctso Ha M3ITBJIHUTEIL, cemumsar ce
sagpmkaBa fa ysegomu BB3JIOKUTEIIS 3a npomsixata B cpok fo 3 (Tp) JHM OT BIHMCBAHETO U B
CHOTBETHHS PETHUCTHY.



XI. HEIPEOJOJHMMA CHJIA

Y. 18. (1) Crpanute ce ocBoO0KAaBAT OT OTTOBOPHOCT 3a HEU3IIBIIHCHHUE Ha 3aAbJDKCHUATA CH,
KOTaTo HEBL3MOXKHOCTTA 3a U3ITbJIHEHHE Ce IBJDKY Ha HENpPEeo1ouMa cuiia. HuKos OT CTpaHuTe HE MOXKe
Ja ce T030BaBa Ha HENpeojoMMa CHiTa, ako e 6uia B 3a0aBa U He € WHGOPMHUpaAa Jpyrara CTpaHa 3a
BB3HUKBAHETO Ha HENPEOLOIMMA CHJIIA.

2) Crpanara, 3acersara OT HETIPEo10IMMa CUJla, € JUThKHA J1a TIPEANpHeMe BCHYKU pa3yMHH
YCUIIMSL ¥ MEPKH, 33 ] HAMaJTH O MUHUMYM ITOHECEHUTE BPE/IM M 3ary0H, KaKTO ¥ JIa yBEIOMH IIMCMEHO
JpyraTta cTpaHa He3a0aBHO MpH HACTBIIBaHE Ha HEMPEOAOJMMATa CHIIa.

A3) JlokaTo Tpae HEMpeoAoIMMaTa CHJia, U3ITBIHEHHETO Ha 3albJDKEHUETO CE CITUpa.

“) He Moxe [ja ce I030BaBa Ha HEMpeOoJoIrMa CHIia OHA3HM CTpaHa, YHATO HEOPEXHOCT UK
YMUILIEHH JAeWCTBUS Wik Ge3eiicTBHS ca JOBENH 10 HEBB3MOXKHOCT 3a U3NIbIIHEHHE Ha JloroBopa.

XI1I. JOIBJHHUTEJIHH PA3IIOPEI{BI/I
Y. 19. 3a BCHUKH HEYpeAeHU B HacToA WM JLoroBop BBIIPOCH €€

3aKOHOJATENCTRO.
Y. 20. (1) Benuky chobuieHus M YBEAOMIICHHs, CBBP3adil C HANLIHEHMETO HA TO3W JI0TOBOD,
ciiefBa 1a CBHIBpXKAT HauMeHoBaHuWe, Homep Ha [lorosopd, aT B nucMeHa dQopma 3a
HEeRCTBHUTEIHOCT. , ‘
(2) Crpanute ce 3a1bJDKaBat Aa ce UHYOPMHUPAT B3 0 34 BCsIKa npOMﬂﬁ%%’wa NIpaBHUS CH CTATYT,

aJIpecHTe CU Ha yIpaBlieHHe, TeneOHUTE U JIHLATa g?@mo\%
. MM ce 10 Hero, mwe ownuar

TpaHHUTE, KaTo B Cllyyall Ha crop,

B /1Ba efAHooOpasHu exzemruiipa — 3a BB3JIOJKUTEJIA u 3a

BB3JOXKHUTEJ: N3IIbJIHUTE:

ERrama¥ssaRRIAYRYIACR REn esan ArmREasTESA sMNERCRIRE YRS ART NS i

I —p Banentun }IHMHTpOB
W3npaHuTeNleH IMpeKTop Ha
» YMBAJICM H. U. lInporos*“ EA/]

Hensanka J{anosa
['naBed cHETOBOIHTEIN





