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JOT OBOP

? "
llHec, f“4u-/4, 2015 r., B Tp.Byprac, Ha ocHopaHue ui.l0le or 30I, mexny:

1.“KOMIINIEKCEH OHKOJIOTHMYEH NIEHTLP-BYPI'AC - Byprac” EOOO, ¢ alpec Ha
yrpagJjeHue e. Byprac, By, “IeMorpaumsa” I 86, ENK 000053191,
npepcTagiAaBad orT n-p Xpucro JHeder Jledes - VYhOpaeuTen oT eldHa CTpada,

HapuuaH no-poJay 3a xparxkocT “BB3JIOKWTEI"

5

2. LMEIEKC” 0OI, EWMK 131268894, c¢®BCc ceganume ¥ alIpec Ha yhpabsjsHUe
rp.Codua, 1138, paiton Mnanoct, x.k.[opybBingne, Oyun.”CamoxkoBcko moce’ W 21,
NpefcTaBlgABaHO BaelHo M nooTmenHo oT Ewmua AnexcaHipoe llaneB u Benwsap
AHTOHOB Jlparoes — yNpaBUTenu oT OpyDa CcTpaHa, Hapuyad MNo-—OoJy =a KpaTKOCT
“HMSIIBIHUTEI”, onpenesedH clel OpoBexiaHe Ha [Opolelypa 2Ba Bb3NaraHe Ha
ofumecTBeHa MopbYKa upes nybJuuHa noxkaHa N 904 73 76/2015 r. or POII,

ce CKJI4YM HACTOANUAT OOI'OBOP, 3a&a CJIenmHOTO!:

I.[IPEIMET HA JOT'OBOPA

1.1. BBINOXUTEJIAT »BRJarTa, a UBINBIHUTEIAT ce =2agpjikaBa Jga JgocraisAa
JEKAPCTBEHM NPOINYKTM, HapU4UaHM IO [OJy Y“CTOKM’, CBIJIACHO YCJIOBMATA Ha
HacToOAWMSA HOOTOBOP, KakKTO cCJjenBa:

AHaTomo- MexayHapogHo Konuuecreo Ha M E
Ne | TepanesTnye HenaTeHTHO TNekapcteeHa dopma :T”B:OLO qu‘%3$§H‘;°g"q:°T:§’ eA”HCMHEC
H kog (ATC) HaumeHoBahue /INN/ nekARCTEEHO (& noc e DT Lena,
BeLiecTBo (MApKa)
1 2 3 4 5 8 7
1 | AD4AAQ1 Ondansteron solution for injection 2mg/ml-4 ml 3000 2,11 nB.
4 | AD4AAODS Palonosetron solution for injection | 0,05 mg/ml-5 ml 10 128,98 ns,

1,2. Ipr USIIBIHEHME Ha CKIOYeHMSA HOOTOBOP, BBIJIOXMTENAT me M3TOTBA CBOUTE
SagBKM [0 TBPIUOBCKO HaVMMEeHOBaHMe 13a JeKapCTBeHM H[pOonyKTH, KOMTO, KBbBM
maTaTrTa Ha [@DojapaHe Ha BsagBkaTa, ourypupatT B [IOBMTUBHMSA JIEKAPCTBEH CIMCHBK
- llpujoxeHue 2.
1.3. M23TOTBEeHUTEe OT Bb3IOXMTENA NOMCMEeHM SBasgBKM 3@ JocTaBKa wme ObaaT
MsnpamaHyM Ha WsnbiaauTens usa tdaxc N 02/917 55 38, ¢ KoeTo ce TapaHTUpa
noJiydapaHeToO MM Ha maTaTa Ha M3OpallaHeTO M MBMNBJIHEHMETO MM B JOT'OBOPEHUTE
cpokoee o T.4.1. u T.4.3. ‘

1.4. KoJguMuecTBaTa SBasBeHM CTOKM lle OpHaT B C%OTBeTC?EMG C peajIHUTe HYXIU
Ha JIeue®HOTO 3BaBelleHUeE.

II. OEHM M OBINA CTOWMHOCT HA TOCTABKMUTE IIQ IOTOBOPA

2.1. llenaTa Ha BCeKM JIeKapCTBEH MNPONYKT BXIOYBa CTOMHOCTTa Ha CTOKAaTa,
OMaKoBKa, BacTpaxOoBKa ¢ TpPaHCIOPT, TakKcu, MUTa M IOpyrM pasxonm, 00
KpaliuMsa nojryvyaTes - OOJHMUHATa alTeka Ha JeuebHOTO 3aBeieHue, C Joc.

2.2. llemara e OMKCHMpaHa ¥ He MOJJEXM Ha [NpPOMAHA Ba Cpoka Ha [OelCTBHEe Ha
OOTOBOPa, OCBEH NPM BBIHMKBaHE Ha OOCTOATEJCTBa BUSHpaHM B un.43, an.2 om
30II. “i

2.3. Ipu HamaJgBaHe Ha UeHara no u4n.55 or Hapenbara Sa YCIOBMUATE,
npaBuJIaTa M pela 3a peryiupaHe M PerMcTpypaHe Ha LeHUTE| Ha, JIEKapCTBeHUTE




NpOOyKTH — pedepeHTHATA LEeHAa, HACTBIWIO OT HOeHA Ha oTBapsHe Ha odeprara
Ha WBIILIHUTEJS 0o XxpaliamMsa CpOK =2a MINBJIHEeHMEe Ha LOTOBOpa, BB3JIOXKUTENAT
fesyCJIOBHO lle 3aljlalla JeKapCTBEeHMA MNPOOYyKT Ha Tasy I[IO—-HMCKa ULeHa, OT
maTaTa Ha BJMSBaHe B CHMJla Ha KOHKPETHOTO pelleHue.

2.4, Tlpu M3BBPLIEHA M IpMeTa HOCTABKA Ha JIEKAPCTBEHM CpelcTBa CbC 24dBMIIEHA
LLeHa, He3aBMCMMO OT MOMEHTa Ha KOHCTaTupaHe Ha | ToBa OOCTOATEJICTBO,
VUSOBIHUTEIAT IBJIKM Ha Bb3JIOXMTENIS CTOMHOCTTA Ha BaBUIEHUETO.

2:5. IpoTrHo3HaTa ofWa CTOMHOCT Ha OOToBOpa Ce Onpenend Ha 6349,83 uera,
Bes JIC.

ITITI.YCJOBMA M HAYMH HA IIJIAIIAHE

3.1. IInamaHeToO OO HACTOAWMA LOTOBOP Ce& OChUlecCTBABa Hpe3 OaHKOB IpPeBROod OT
cTpaHa Ha BBINOXKUTEINA, Do nocodyeHaTa B HacToAlMA OCTOBOP OGaHKOBa CMeTKa
Ha WSIBIHUTEA.

3.2. BamjamaHeTo Ha CTOKMTE IO IOTOBOpa MOXe Oa Cce M3Bbplba OTJIOXEHO, OO
60 (mecTneceT) KajJleHOaAapHM IHU, CJel MSBbpIBaHe Ha HJOCTaBKaTa.

3.3. JocraBHaTa OakTypa, CBhCTaBeHa CBIJIACHO uaMCcKBaHMATa Ha 30IC n
NI300C, chObpXa U PEeKBMSBUTM OTHOCHO MNAapTHMIEH HOMep Ha MeIMKaMeHTa, CPOK
Ha TDOOHOCT M HOMEP Ha paspelleHMeTo 3a npolaxoda.

3.4. JocTaRkKkaTa ce CuUMTa Ba W3BbplleHa CJel [NoAnKcBaHe Ha QakTypa u
npreMaTeyieH oOnMc OoT YnpaBuTensa Ha OoJNHMYHATA - dalTeka, C KOoeTo ce
VIOCTOBEpABa IIPUMEMaHeTO Ha JieKapCTBeHMA NOpoOyKT B OOoJHMYHATa alTeKa Ha
Jed4e®HOTO =BaBeIeHue.

3.5. Bcgka OocTaBKa Ha HOBa NapTuIa OT JIeKAapCTBEeH HPOAYKT, 3aObJLDKUTEIHO
ce npuipyxkaBa C IOKYMeHT (cepTuduxar), cCoBOABpXaL uHEopMalMda 3a narara Ha
NpOM3BOOCTEO M CPOK Ha IOOHOCT HAa JIEKADPCTBEHMA NPOOYKT.

3.6. BannikeHMeTO Ha BBIJIOXMTENS 3a 3aljallaHe Ha BCHAKa INOCTaBKa Bb3HUKBA
cled W3SBLPUBAHE Ha [NOCOYEeHMTe B T.3.4. IOeNCTBUA.

3.7. Koraro USIBIHUTEJAT e CKJIIOUUII noroBop/u 3a NOOMBMNBJIHEHUE,
BB3JIOKUTEJAT wMsBbpWBa [Jamane KpM Hero, CcJiel Karo OpOoaT INpengcTaBeHU
mokasaTeJICTBa, ye USIILJIHMTEIAT e =samiaTuil Ha [OOOWBIBJIHUTENs/uTe 3a
MBIBIHEHUTE OT TAX paboTu, KOUTO ca NpMeTy IO pena HE T.4.6.

IV.CPOK ¥ MACTO HA JOCTABAHE

4.1. Bcsaka oOTHEJHA IOCTaBKa, [OpelMeT Ha HaCToAWMA OOIOBOP, ciensa pa Obhe
gocraBeHa B Ccpok no 10 (mecer) paboTHM OHM CJeJ NOJy4daBaHe Ha 3adBkaTa Ha
BB3JIOKUTEIISA M 3a KOJMYEeCcTBaTa, TOUHO OoNpeneJIeHu B HeA.

4.2. Ba koJUYeCTRa, MOOCTABEHM W3BLH 3asgexarTa no T.4.1., BBIJIOXUTEJAT HsaMa
3albJIKeHMe 13a IJlallaHe.

4.3. Tllpu BB3HMKHAJA HeOOXOIMMOCT, WU3BBH CPOKOBETE Ha IMepuoOMuHa HOoCTaBKa,
USOBIHMTENAT € IJbKeH Oa OCBIeCTBM INOoCTaBKa B CPOK g0 5(neT) paboTHU [OHU
OT IOomaBaHeTO .

4.4. CTokuTe ce IOOCTAaBAT B OGOJHMUHATa anTteka Ha “KOI-Byprac”EOOI.

4.5. PHUCKBLT OT CJYYaMHOTO IIOTMBAaHe WM I[IOBpPexInaHe Ha CTOKMTE MOpeMMHAaBAa
BBppXy BDBIJIOXUTENS oT MOMeHTa Ha IpMEeMaHeTO MM Ha MACTOTO Ha pocTabAHe, C
M3IOaBaHe Ha IIpMeMaTeJieH ONuC.

4.6. KoraTo WSOBLJIHUTENAT e cCrIOYUMI OOTOBOPR/M 3a NOIM3NBIHEHMe, padorara
Ha [NOOUBHBIHUTEINTE ce npmneMa oT BB3JIOXUTEIIA B OPUCBECTBUETO Ha
MSIIBIIHUTEJIA ¥ NOOUBMNBIHUTEIA.

V. B3AIOBIIXEHVA HA USMNBIHUTEIA

5. VSIBIHUTEIAT ce 3ambiXaRa: _
5.1. B cpok mo 1 paBoreH meH Oa NOTBBPOM [OJy4YaBaHETO Ha NMCMeHard JaABKA
Ha BrsmoxuTensa Ha daxc 056/876656. }
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5.2. JIa wuaOopaT™4 OMCMEH OTKas, IIpM HEBb3MOXHOCT [a |MSBIBJIHM 3BaABKaTa Ha
BbaJIOXUTEJIS, B CpoKa Ba MBNBJHEeHMe Ha JJgocTaBkara. B ciydauTe Ha OTKasz,
BLBIOXMTEIAT e MMa NPpaBo Oa SBakylu OTKAazaHUTe JEKAPCTBEHM NPOIYKTM OT
OpyT IOoCTaBuMK. Pas3jukaTa B LeHaTa Ha JieKapCTBeH [IPOOYKT [0 HACTOAMNS
IOTOBOPp ¥ Ha JpYyITMA OOCTABYMK (KOTATO € IOJIOKMTEeJIHa EellMdMHa) Wie Cce OBIIKN
OT M3NBJIHUTEJS KAaTO HEYCTOMKA.

5.3. Ja pmocTaBuM SasBeHMTe CTOKM B JOT'OBOPEeHMA CPOK M B 3asBeHaTa
JexkapcTeBeHa oGopma (rpamax, pasdpacorka, omakoska) M Oa TM Ipejane Ha
KpaMHus [oJjydared.

5.4. Ja npemame CTOKMTE, [IaKeTHMpaHM M MapkKupaHu B CBOTBETHMA BUL,
KOJIMUECTBO M KAUeCTBO, Ha MACTOTO Ha HOOCTaBAHE.

5.5. Ba MSOBJIHEHMEe U3UCKBaHUATA O T.2.4. OT | HacTosamMsa  OOTOBOP,

NBOBJIHNTENAT He Oble IIBXEeH Oa M3OaBa HeoOxXommMmsa IOKYMEHT IO 3akKoHa 3a
CYeTOBONCTBOTO 3a KOpeKUMda Ha leHaTa B Cpok no 5(mer) paboTHM IOHM OT
JjaTaTa Ha IMOJIyuaBaHe Ha MCKaHeTO 3a TOBa OT Bb3JOXUTEIS.

VI. BAIOBIXEHUA HA BB3JIOKUTEIA

6. BBIJIOXUTEJNAT ce zapgbjixaBa:

6.1. Ja momapa ImMcMeHaTa 3aspBka Ba JLOOCTaBKa KbBM MWMBNBIHMTEINA IO HAauMHA,
ompeneJied B T7.1.3. OT HacToAmMA HOTOBOP.

6.2. Ia npueMe IOOCTABEHMTE B CPOK M Ha MACTO CTOKM, CEBOTBETCTBANM [NO BMI,
KOJMYECTBO M KAadeCTBO Ha ONMCAHOTO B HacCTOANUA LOTOBOD.

6.3. Ja samjaTH IOCTaBeHMTE CTOKM HO pela Ha T.3 OT HaCTOAlMs HOTOBROP.

VII. KAUECTBO, TAPAHIMA M CPOK HA TOIHOCT

7.1. KbM pmaraTa Ha JOoCTaBkKaTa, OCTaTBYHMA CPOK Ha TOOHOCT Ha CTOKHUTeE,
OpeIMeT Ha HacTOoSmMsa LNOTOBOP, cjlelBa Ja Obge He no-mansk oT 30% (rTpunecer
npoueHTa) oT OO0ABEHUA OT IPOMBBOOUTENISA.

7.2. B cayuam Ha JOCTaBKa Ha JeKapCTBEHM MNpOOYKTM C [NO-KparTek OT
NOTOBOPEHMS CPOK HA TONHOCT, VSOLIHUTENAT 3amjama HeycToMKa, u3passasama
ce B IPOLEHT BBPXY CTOMHOCTTa Ha OOCTaBKaTa, KAKTO ClelBa:

or 29,99% mo 20% - 10% BBPXYy CTOMHOCTTa Ha HOCTaBKaTa;
or 19,99% no 10% - 30% BBpPXYy CTOMHOCTTA Ha LOCTABKATE;
non 10% - 40% BBpXY CTOMHOCTTa Ha IOOCTABKATH.

VIII. OTTOBOPHOCT 3A HETOUHO MS3MNBJIHEHME. PEKIAMAINN

8.1. BBIIOKMTENAT Moxe ma Openaeu pekjamauuu npen MIIIBEITHUTEJA sa:

a) KOJMYUeCTBO M HEKOMIIIEKTHOCT Ha CTOKMTE MM TexXHMUYecKaTa HNOKyMeHTalMSd
(ABHM HeJZOCTaTBUU) ;

B) kadecTBO (CKPUTU HEJOCTaTbLM) @

- @OpM mocTaBAHe Ha CTOKM He OT JOTOBOPEeHMA BUE, [Nocoden =B T.1 or
HacToAmMsa HOTOBOP;

- OpM KOHCTaTupaHe Ha JedpexTu npM yrnorpeta Ha CTOKUTE.

8.2. PexjlamMaluM =a HBHM HeIOoCTaTbhLUM Ha CTOKMTE Ce NpaBsaT B MOMEHTa Ha
npegaBaHeTe wuM  oT BB3JIOKUTENA Ha USIBIHUTEIA, sa  KOeTo Cce CBCTaBd
IPOTOKOJ, IOAMMCAH M OT IBETEe CTPaHM.

8.3. PexkjJaMauuMM 3a CKPUTUM HEINOCTaThUM Ce MNpaBaT [opes LeJMa CpoK Ha
TOIHOCT Ha OocTaBeHUTe CTOKM, KaTo peryamMaumara ce npuIpyxaBa
SaObJKUTEJIHO OT KOHCTATUBEH MNPOTOKOJ.

8.4. BDBIJIOKUTEJNAT e mItXeH Oma yeBenomu nmcmeHo WSBIIBIIHUTEIIA 3a ycTaHOBeHMUTE
OebpexTn B 15 (meTHameceT) OHEBEH CPOK OT KOHCTAaTUPAHETO VM.

8.5. B perjaMauyuTe Ce [I0COYBa TOUHOTO KOJUYUECTBO Ha [OJydeHUTE CTgKM,
TexHMA NapTUIeH HOMEpP, OCHOBAHMETO 3a pekjaMalusa M KOHKPEeTHOTO, MUKAHE Ha
BB3IOKATEIA . /l
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8.6. Ilpu pexaaMaumsa Ba ABHM HemocTaTbuu, WIITBIHUTEIAT e oawxeH B 14
IJHEeBEeH CpPOK OT IoJiydaBaHe Ha pekjJaMauuaTa 3a CcBoA CMeTKa JQOa JOCTaBM
CTOKa, OTIOBapAlla Ha M2BUCKBaHMATA.

8.7. Ilpu pexkjaMauMsa Ba CKPUTU HenocTaThbuu, WIILIHUTEIAT e nOnvxen B 14
OHEeBEH CpOK OT MNOJyYaBaHeTO Ha [IpoTokoJa no T. §.3, Ha OOCTaBM =2a CBOA
CMeTKa CTOKa, OTI'OBapAlla Ha MBMCKBaHMATA, WMIM [0 NpeleHKa Ha BDb3JIOXUTEIA
- Oa BBbpHe CBHOTBETHATa 4YacT OT BaljaTeHaTa LeHa.

8.8. MN360opBT Ha NOCOYEHMUTE [IO-T'OPe BBEBMOXHOCTM - Oa C& BbpHE CBOTBETHATA
YyacT OT ILJJATEHOTO, MM Ha Ce JOOCTaBAT HOBM CTCKM — [OIPMHAILJIEXM Ha
BBIJIOXUTEJIS M ce yhopaxHABa OT Hero nol ¢opmMaTa Ha MNMCMEHO YBeImoMJieHMe HO
VSIIBIIHUTEJIA, kaTo pasxolUTe U PUCKOBETe IO HOBOTO INOCTaBAHE Ca 3a CMeTKa
Ha WBNBIHUTEJIA.

8.9. PerJlaMUMpPaHUTE CTOKM C€ CbXpaHSBAT OT CBOTBETHMS KpaeH HOoJydaTes, Hno
ypexIaHe Ha perJaMaluuuTe.

8.10. py w®BTeIJIgsHe OT THPTOBCKAaTa Mpexa Ha | oopenejieHa  OapTuia
JIeKapCTBEHM CpeIcTBa, KOJIUMYECTBOTO M BMIa Ha CBIOUTE Ce& BB3CTAHOBABAT OT
MN3OBJIHMTENIS, B €OHOMeCedeH CPOK M 3a HeroBa CMeTKa.

8.11. Ipr HeMBNOBJIHEHME Ha 3SalbJIXeHMeTOo 3a HOoCTaBKa B 2 ONPeleJIeHUuTe
CpOKOBE, WBNBIHUTENST OBIKM Ha BB3JIOXMTENS HeycToWka B pasMep Ha 0.7% Ha
OeH BBPXY CTOMHOCTTA Ha HEMSIBIHEHOTO, HO He noeeue ot 10% (mecer
OpoleHTa) OT CTOMHOCTTA Ha HeMBsIBIHEeHMeTOo, KakTo wu obesmeTeHue 3a
NnpeTpplIeHnuTe OEeMCTBUTEJHU BpeIu, B CIy4dYautTe, KOTaTo Te  HaOXBBPJIAT
IJOTOBOpPEeHaTa HeyCTOoMKa.

8.12.1lpy HeMSOBJIHEHMETO Ha S3alb/DKeHMEeTO 38 LOoCTaBKa B 3asBeHaTa KOHKpeTHa
TOTOBA JO3MpaHa JekapCTBeHa ¢opMa (KpaeH OPOOYKT), HV3IBJIHUTENAT HOBIIXNU
HeyCcToMKka Ha Bopsnoxurens, B pasMep Ha 30%(TpupeceT IpPOLIEHTA) oT
CTOMHOCTTAa HAa HEeUSII'BIHEHUETO.

8.13.BBRJIOXMUTENIAT MMa IPaBo a MB3BBLPUM I[IO CBOA NOPELeHKa MNpMXbBailaHe Ha
HeycToixure nmo T.7.2, T.8.11., T.8.12. wnim Ha =3aBumeHuWeTo OO T.2.4. OT
HacToAmMMSA MOTOBOP OT IBJIXMMMTE KBM WM3MNBIHUTENA CyMM IO TO3M LOTOBOP, WMIM
OT TapaHuusiTa 3a LoOpo MIMN'bJIHEHUE.

IX. OTT'OBOPHOCT IIPYM HEUS3IIBJIHEHWE

9.1. [Ipu HeM3MnbJIHEHNUE Ha OJOTOBOPEHUTE 3a0bJIKCHUA oT CTpaHa Ha
N3OBJIHUTEIS, BeanoxmuTesiaT Ma nopaso na paszpajin OoToBOPAa, C IIMCMEHO
yBeIOOMJIEHUE o VB3OBLJIHUTEINT, tes Ia MYy DaBa OOINBJIHUTEJICH CpPOK 3a

USMIBJIHEHME Ha KOHKPETHOTO =alb/XeHMEe, KaTo 3albpXuM BHEeCeHaTa TapaHuua 3a
OOOpO M3IBJIHEHNE.

X. IOPYT'U YCJIOBUA

10.1. Ba HeypeIeHMTEe BBIPOCM B HACTOAUMA HOTOBOP Ce Npujlara IEeHCTBAlOTO
OBITAPCKO B3aKOHONATEJICTBO.

10.2. BBBAOKMTEJAT MOXe Ia IIpeKpaTu LoroBopa, ako B pesyJaTar Ha
HelpelBUIeHu OOCTOSTeJICTBa, PBB3HMKHAIM CJen CKRIpYBaHeTO My, He e B
CBCTOSHUE Jla MBIBIJIHM CBOUTE BaIOBJDKECHUS.

10.3. Bb3HMKHaJAUTE MEXIy CTPaHUTe CIOOpOBe [0 TO3M HOTOBOP Ce& pemaBaT npen
KOMIIETEHTHMSA CBI B T'p. Byprac.

10.4. AmpecuTe Ba KOPECIOHIEHUMS MeXOy CTpaHMTe [0 HacTosAWMs LOTOBOP ca
KakTo CcJenBa:

- =3a WsneiaHuresas : Tp.Codusa, x.x.[opyGnsaHe, Oyy.”’CaMOKOBCKO moce” W 2]
sa PBop3joxuTens : Tpan Byprac, Oyi.»Credpan Crambonos» N 73, XupyprudeH
kopnyc Ha MBAJI-Byprac All, erax 7, wrex./bakc 056 876 656 - DBosnndHa
anrTexa.

10.5. BcaAka OT CTpaHuTe IO HacTOoAmMMA HOOTOBOP € ILibXHa Hesabapho &
yBeIOMM gpyTraTa IpM NOpOMsAHa Ha agpeca CHM. B OpPOTHMBEH Ciy4ai, a%ﬁﬂo
J/



M3NpaTeHo CBHOOMEeHMEe Cce CcMATa 3a NoJIydYeHO, aKOo € MIZNpaTeHOo Ha NoCHelHnA
IIOCOYEeH ajpec 3a KOpeCHOHIeHLMS.

10.6. Bcsgka OT CTpPaHMTe O HaCToAmMS IOI'OBOP Ce 3aibjkaBa Ja  He
pasnpocTparnasa uHbopMaUMa Ba IpyTaTa CcTpaHa, CTaHajla ¥ U3BeCTHa IPM WK
[10 MNOBOJL MS3MNBJIHEHMETO Ha morosopa. MHHpopmaumaTa 0O [1PeOXOOHOTO M3peueHue
BKJIOUBA M OOCTOATEJICTBA, CBBPS3aHM C TBPTOBCKATa HeMHOCT, TeXHUYeCKUTEe
npoHecy, npoexkTu unn OMHaHCKM Ha CTpPpaHUTe WIM BBE BpPB3Ka C HOy—Xay,
nzcobpereHus, MNOJIE3HM MOJIEJM WMIM OPpyTM LIpaBa oOT nNolnobsH XapakTep, CBBP3aHu
C M3IOBIHEHMEeTO Ha ofmecTBeHaTa IIOpbYKa. ToBa MNpaBMIIO He Ce Ipujara Io
OTHOMEHMEe Ha SaObJDKMTesHaTa MKHOopMalMsa, KOoATO BhaNOXUTENAT CcaelBa na
npencraeM Ha AreHUuMATa IO oOOWEeCTBEHM [IOPBYKKM CBOOpAa=mHO pena, NOpelBUAOeH B
30I1.

10.7.32a BauOHM OaHKOBM CMETKM, 3a ILUIallaHMsS CBBP2aHM C HACTOAUMA OOTOBOD
ce cMATaT:

Ba M3 neaHuTenda: BAHKA ICK, yn.MockoBcka 19

BIC xronm STSABGSE

IBAN BG738$TSA93000012218515

XI. 3BAKIOUWUTEJIHWN PA3IOPEIEN

11.1. IOoroBopbT BJAMZ2a B CHMJIa OT HAaTaTa HAa CKIOUBAHETO, My M € CBhC CPOK IO
01.03.2016 romuxa.

11.2. HacrosumsaT IOOI'OBOP Ce CBbCTABM B IBa eOHOoOOpasHUM eK3eMIdApa — 0O
enMH 3a BCSKA OT CTpPaHUTE.

ManwaHUTEN /;
YopasuTen: 4 1
/nffp Evwun Tanes/




OBpaszer B 2

no
,KOl-Byprac” EOOQI
rp. BYPTAC

TEXHUYECKO IIPENJIOXKEHME 3A MBIBIHEHME HA I[IOPBUKATA

oT: ,MEIEKCY 0OO-

C HacToAmoTo, BuM npemcrarAMe HalleTo NpenJjIoXeHue 23a AOOCTaBKa Ha:

MexayHapoaHo Konnuectao Ha aTBHOTO
Ne ATC - koa HenaTeHTHO JlekapctBeHa opmal NekapcTBeHO BELLECTBO MporHo3sHKU konuyecTsa
HammeHobaHue /INN/ (MsapKa)
1 2 3 4 5 | 6
4 AQ4AAOS Palonosetron ECltianifan 0,05 mg/mi - 5mi 10
injection

1. lpenjaraMe CcleIHNTEe CPOKOBe 3a M3IbIHEHME:

- Opu [IepUOIMNYHM JOCTABKU: He noBede oT 10 paGoTHM IOHM OT IIOOaBaHe Ha
sSagBkaTa;

— OpM BB3HMUKHaJIA HeoOxoOMMOCT W3BTBH CpOKa Ha [NepruomudHUTe JOCTAaBKM
He noBede OoT 5 pa®oTHM IHM OT NOLaBaHe Ha 3adBKaTa.

2. IlpemjmaramMe BCAKA NIMCMEeHa =BasdBKa Ba IJOCTaBKa Ha Bb3JOXMTENsS Oa Hu
6ole MBOpamaHa Ha obaxc N 02/9175538, ¢ xoeTo ce TapaHTMUPa MNOJYYABAHETO WU
Ha JaTaTa Ha M3OpallaHeTo M WMBNBJIHEHMETO M B OINMCAHUTE [NO-TOpe CPOKOBE.

3. TpenjoxeHneTo HU e BaJuIHO 103 kajneHIapHM LOHU OT KpalHMUA CPOK 3a
nomaeaHe Ha opepra, T.e. mo 01.03.2016 r.

IDaTa TN 16/11/2015T.
MMe u QaMMInAa . ) I-p Emma Janes
[Toonuc Ha YIBIHOMOUWEHOTO JMLE "," g/ He e OpuUJIOXMMO

f A [leuaT
JJIBXHOCT of yopasuTe
HavMeHOBaHMe Ha ydaCTHMKA ) _ 494 ,MEIEKCY 0OI




OBpazey M 2

oo
»KOIl-Byprac” EOOI
rp. BYPTAC

TEXHUYECKO NPEIJNOXKEHUE 3A M3NBIHEHME HA [OPBYKATA

oT: ,MEIOEKC"™ OO[

C HacToAwWoToO, BM npencraBbaMe HalleTO MMPenjIOXeHMe B3a IOOCTaBKa Ha:

MexayHapogHo KonuyecTtso Ha aTMBHOTO
Ma ATC - kop HenaTeHTHO Nekapcreera chopmal  nexkapcTseHO BELBCTEO TpOrHO3HK KONMYECTEA
HaumeHosaHue INN/ (mapka),
1 2 3 4 5 &
1 AO4AAD1 Ondansteron 59'5‘"".“ or 2mg/ml-4 ml 3000
injection

1. MMpennaraMe CJeIHUTE CPOKOBE 3a MBIBJIHEHUE!:

- Opu OEepMOIMYHM HOOCTaBKM: He mnoBede oT 10 paboTHM OHM OT IIOIaBaHe Ha
3a4BKaTa;

— I[IpPpM PBB2HUKHAJA HeOBXOIOIMMOCT MSB3BBH CpOKa Ha NepUoIMYHUTEe HOOCTarBKMU
He noBede oT 5 paboTHM IOHM OT HNolaBaHe Ha 3asBKaTa.

2. IpepmaramMe BCAKA IMCMeHa BasBKa 3a JOCTaBKa Ha Bb3JIOXMTeNsT La HU
GpOe usnpamaHa Ha daxc N 02/9175538, ¢ koeTo ce TapaHTMpa OOJyYaBaHETO M
Ha INaTaTa Ha M3NpPallaHeTo M M3NBJIHEHMEeTo | B OMNMCaHMTEe MO-I'Ope CPOKOBe.

3. TpefoxkeHMeTO HM e BayupHo 103 kameHmapHK OHKM OT KpalHUA CPOK 3a

nonaepaHe Ha ogpepra, T.e. po 01.03.2016 »r.

16/11/2015T.
. EMmar JaHen
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[Iognuc Ha yObBJIHOMOUWEHOTO JIHULE
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Hpe,[maraMe cJienHaTa LeHa Ha O(bepmpaH JekapCcTBeH IIPOOYKT:

LIEHOBO MNPEINNOXEHUE

oT: ,MEIEKCY“ 00X

O6paserr B 3

F MexayHapoaHo KonnyecTtBo Ha
Ne | ATC - ko HenaTeHTHO JlekapcTBeHa n:J:B:TOBTeOHo MporHosHu Emg:gq:a
B oh HauMeHoBaHve dopma P KonuyecTsa H
: BELECTBO nac
/INN/
(mspka)
1 2 3 4 5 6 7
1 | AO4AAO1 |  Ondansteron s‘l’r']:‘;'cc’t?ofr 2mg/mk-4 ml 3000 &1
L/ r’Z/:”/
.«-—"‘"ﬂf




Obpaszey N 3

LIEHOBO NPEINJIOXEHNME

oT: ,MEJEKC" OOX

£

lpeasaramMe cjelHaTa leHa Ha obepupaH JieKapCTBEH NPOOYKT:

MesxXayHapoaHo Konn4ecTBo Hal
yHap n aTUBHOTO M EanHudHa
Ne | ATC - xon HenaTeHTHO ekapcTBeHa NeKapCTBEHO POrHO3HN HEEE €
HanumeHoBaHWe thopma KonudecTea
BellecTBO 0acC
JINN/
(maApka)
1 2 3 4 5 6 7
4 | A04AAOS | Palonosetron | Soufionfor | 0,05 ma/mi-5 10 128.98
injection mi




