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| 'KpaTKOCT ,,HSII’I)J]HIITEJI” oT ;prra cTpada,

_ “Ha OCHOBAHHE TIL 112 ot SaKOHa 34 O0IecTBeHHTE TOPEIKA (BOII) BB Bp1331<a ¢ TIPOBETICH .
*-"BBTpemeH KOHKypeHTeH HBGOP/,?IO]IT:JI[—IEHEL oepra 1O PaMKOBo CIIOpasyMEHHe No PA-11-

- 57-'163/29 03 2021r ce cmzoqn HaCTOHBIKSI nororaop 33 CIEHOTO:

1L IIPE)IMET W CPOK HA )IOFOBOPA

1 (1) JIE‘]EBI—IO 3ABEJIEHHE - B’I)SJIO')KI{ITEJI B'LSJIaI‘a a I?ISH'LJIHI/ITEJIHT ce-

'3am:m1caBa I[a I/ISB'BPHIH ILOCTaBKa Ha CJIG,Z[HI/ITe Helcapchesz IIpO,D:yKTH

‘Hapente

. 12,78

- 1| AG38BOL . ‘Butylscopolamine .| panka _ [mE 0,045746 | 12000 :|0,035491 0,042589 425,892

II HEHPI I/I OEIIIA CTOI/IHOCT HA ,IIOCTABKI/ITE ]10 I[OI‘OBOPA

‘(2) I[ororsopm BHI/IS& B cyma oT ,t{aTaTa HA' nommc:BaHeTo MYOT JBETE CTPAHH | € ChC CPOK [0 -

" ,::"ln. 2. (1) I_IeHaTa HA CTOKI/ITe o tml ¢ CHITACHO IICHOBO HPCIIJIO}KGHI/IG Ha HBHBJIHI/ITEJI}I

B __HepaB,JleJIHa HacT OT AOTOBOPA.

_- -:_ (2) Ilenara BKIDOYBA CTOHHOCTTA HA' OTOKaTa OIIaKOBKa, 3achaxo‘BKa W TpaHCl'IOpT 110 JIE‘E[EBI—IOTO‘ .
~;.?53ABEI[EHHE B'bSJIO}KHTEJI TIpY MHHUMAJICH CpOK HA TOJIHOCT HE IIO—KpaTI:K ot 40 A> ‘ot



00SBEHHS OT IIPOU3BOJIMTENA 34 JIEKAPCTBEHHATE HPOXYKTH HIH He IIO-Kpatsk 0T 20 % oT 06sBerns ot
UPOH3BOMATENT 33 OHOIIPOAYKTHTE Wi OHornonobHuTE IPOIYKTH. MUHIMAIHAST CpoK Ha TOZTHOCT ce
- OIPCHEII KBM /1aTaTa Ha BCAKA HOCTABKA Ha JICKapCTBCH IPOAYKT. o o S
(3) Obmiara croitnoct Ha AOCTaBKHTE TI0 JOTOBOPA € JI0. 425.89 (vetupucroTam NBAJIECET ¥ TIeT JieRa,
oceMzaeceT U JEBET CTOTHHKH) JeBa 0€3 BKIHOYeH HIAC u no 511,07 (ercroTas n e/MHaieceT Nesa u
- CelleM CTOTHHKE) NeBa. ¢ BKITI0UeH JUIC. Pl Tl S
(4) Ilenara mo JIOTOBOpa € burcrpana, me momTeKy Ha TIpOMIHA 3a CpOKa Ha JIEHCTRHE Ha JOroBOp4,
| OCBEH B citydaute 2 116 ot 3011, : ‘ o - -

UO-HHCKa OT JOroBOpeHaTa, medeSHOTO 3apercHme — BB3IOXKHTEN O€3yCIOBHO 3amiama
JICKApCTECHATE IIPOJTYKTH HA IT0-HHCKATA CTOMHOCT, CYMTAHO OT: . '
- /lalaTa Ha BIM3AaHC B CHIA HA peIleHHero Ha Hawwomansms ceser mo nemw o
permOypcupare Ha feKapeTBeruTe npozykty ( HCIIPIIID); - :
_ - narata Ha akTyammsanyara Ha HosuTuerms nexapersen CIIICEK 110 pena Ha O, 57, an. 1 o
Hapenbara 3a ycrosmara, TpABMIATA H pema 3a. PETYIMpAHE W DErHCTpHEpaHe Ha NeHuTe Ha
- Jlekapersermte mpoaykra (HYTIPPPIUII) 32 JIEKApCTBEHHTE TIPOJYKTH ¢ HAMANeHA CTOHHOCT 3a -
OIIAKOBKA, H39MCIeHa Ha Gasa pedepenTHa cToMmoct S ' ' ' '
B cmywamre mo JIPCAXOMHOTO M3peYeHHe, CTOMHOCTTA co OLpeNens KbM MOMEHTA Ha
MocTaBKata (TIojIIAcBane Ha UpMEeMO-TIpefiaBaTeNleH IPOTOKOT). - '

L YCJIOBHS 1 HAYMH HA TITAIITAHE,

a3 (1) Imamasero mo macTosmms /IOTOBOD €€ OCBINECTBSARA Upe3. GAaHKOB MpeBOx oT CrpaHa Ha

JEYEBHO 3ABEJEHNE — BB3JOKUTE o mocoserara B . 15, ar. 3 Gamkosa cMerka Ha

HM3ITbJIHUTEJISL. : _ ' ' ' : ‘o

2) 3annamareTo Ha CTOKHTE 110 JIOroBOpa Ce M3BBPIIBA OTNOKEHO B Cpox 110 60 /mectecerns/ JEH,

CIIE/ TIPEACTABSHE Ha CIIE/THHTE JoKymemrm: : -
1. Jloctapra axtypa, crcrasena CEBINACHO M3HCKBANUATA Ha 3AAC n INIBIYIC;

2. Hpuemarenno-npegararemmu IPOTOKOIIH;

H3HCKYEM Ce JIOKYMEHT. _ : .

(4) TIpm (axTyprpane Ha 3asBennTe KOIAEeCTBa ICKAPCTBEHH IPOLYKTH, IO BCSKA OTHENHA 3asBKa,
LCHATa Ha OIAaKOBKa He CJICHBA Ja HaJZIBHINaBa ONIpeeIcHaTa B llosurusams JICKapCTBEH CIMCHK-
- Ilpmnoxenme No 2, pedeperTHa cTOMHOCT Ha OTIaKOBK2 32 CBOTBETHMA JICKAPCTBEH OponyxT. B
ciydaii Ha H3YMCIIBAHE HA CTOHHOCT HO-BHCOKA OT pedepenTHara CTOMHOCT Ha OIaKoBKa 3a
CHOTBETHIs WICKAPCTBEH IIPOIYKT, CTOMHOCTTA ce HamallBsa o 3alIaa o CTOXHOCTTa HA ONAKOBKa . -

N !

onpepeyera 8 I03HTHBHMS NeKAPCTBeR CIHCEX- Ilpunoxerye Ne 2.

IV. CPOK HA TOCTABSHE

Y. 4 (1) JEYEBHOTO 3ABEJIEHUE - B],SB..JIO}K:H.TEJI 3a5BABA HEOOXOIMMHUTE MY KOJIHIECTRa.

O6paTHa pazIucKa, o haxe w o CIEKTPOHEH ITBT. | |
(2) Bosixa orpenna AoCTaBKa, clenpa na ObIe JOCTABEHA B CPOX H0 7 KaJCHAapHy - JIHH - cae
- IOJy9aBaHe Ha 3a3BKATA OT JEYEBHOTO 3ABE/IEHUE — Bb3JIOKUTE 1 32 xommaecrsara i



OIIpEenEeIeH0 OT Ieue0HOTO 34BEINEHHEe — BBIMOKHUTENL HpH clejBaIny IOOCTABKH Ha JIEKApCTBEHHI

IPOJYKTH OT ChINaTa NapTH/a, CEPTUUKATET He Ce IPE/ICTABL.

(3) B cryuait Ha HEOOXOZMMOCT OT CHENIHA NOCTABKA, JEYEFHOTO 3ABEJEHHE -
BB3JOKUTEJ ocouBa M3pudHO B 3adBKara, ¢ ¢ HeoOxomumo na Obie M3BBPIICHA CHEIIHA
JiocTagka. B To3w ciuyuali, mocTaBkara CiexBa ja Obe U3BBPHICHA S0 6 "aca OT IOJy4aBaHE Ha
sagEKaTa W 34 KOoJWdecTBaTa M omakopxure (CHO0pa3BO KOHKPETHWTE JICKAPCTBEHW IPOAYKTH, -

. HOCOYEHH B TEXHUYECKOTO IPEIOKEHIE Ha P3IBIHUTEIIS), TOYHO OIPEACIICHHE B 3asIBKATA.

(4) MBIBJAHATEJIAT ce 3annmKana, B Cpok 710 1 pabOTeH JieH, B CIIy4anTe TIo ai. 2 H B cpok 10 1
Hd¢, B ClIy¥anTe Ha ajl. 3, CIIC/ IOJNydaBaHeTo Ha BCAKA 3asdBKa Jia yBEAOMH IHCMEHO MM IO daxc
JEYEBHOTO 3ABEJEHUE — BB3JIOXKUTEI B ciyJaii e He MOXE 2 W3BHPIIH KOCTaBKA I

B CIydaif, Ye HE MOXe Jia Clia3d CPOKET 3a M3BRPIIBAHE HA JOCTABKATA, IPEIMET Ha KOHKPETHATa
3a9BKA. _ ‘

(5) Ksm jmarara Ha BedKa AOCTABKA, OCTATHUHMAT CPOK Ha TOIHOCT Ha JEKApCTBCHWUTE NPOIYKTH,

- cenpa.ia 6bie e mo-Mansk oT 40 Yo /derHpuaecer HA ¢T0/ OT obABeR¥st 0T IPOHIBOAATEILL.

(6) KM matata Ha BCAKA TOCTABKA OCTATHYHHST CPOK Ha TORHOCT Ha GHOMPORYKT HTE GHOMOTOOCH
IPOJyKT; CenBa fia Obje He [io-MatbK oT 20 % /ABajteceT Ha €Yo/ OT OOSBEHI OT HPOM3BOIUTCILL
(7) 3a KommdecTBa AOCTABEHM W3BBH 3asekara mo @il 4, arl, JIEHEBHOTO 3ABEJAEHHUE —
BbH3JTOKATEIL usma saqsDKenre 3a IUTamase.

(8) B ciyuaure mo wi. 10, anm. 7 oT JOToBOpa, CPOKET WO al. 2 u 3 3amodBa 7a TEUEe OT Jarara Ha
macmesoro cemacie za JEUEBHOTO 3ABEJJEHUE — Bb3J10JKUTEJL

V. MSICTO HA TOCTABSHE

Yn. 5. (1) 3a MscT0 Ha JOCTaBiHE HA CTOKHTE HO TO3H HOrOBOP €O ONpEnens CISIHH a/pec:
rp.Ilymen yin.Bacui Anpiios Ne63, Gomudna anTeka.

(2) PHCKET OF CIly4aiHOTO OTHBAHE MM MOBPEKIAHE Ha CTOKHTe peMuiaa Bepxy JEYEBHOTO
3ABEJIEHHUE — BB3JIOJKUTEJL 0T MOMEHTA Ha IPHEMAHETO MM Ha MSICTOTO Ha JOCTABIHE C
HpreMaTeIHO-IpEAdBATCIICH IPOTOKOM.

VL IATA HA TOCTABSIHE HA CTOKHUTE

Y1, 6. 34 gaTa Ha JOCTaBgHE CC cOiiTa jlarata, Ha KOATO CTOKHATE ¢a NOCTABCHHU JI0 ampeca IIOCOYCH B
it 5, ait. 1, Ipu ycnoewmsita Ha uiL. 9,:ai. 2.

VII. 3ATBJDKEHVS HA 30 bJHATEJS

Y. 7. MBIBJIHATEJNAT ce sannpkasa: , .
1. Jla JoCTaBHE CTOKHTE B JOTOBOPEHHS CPOK U Jia T mpenane Ha JJEYEBHOT O 3ABEJAEHHUE —
BB3JIOKUTEL |
2. Jla mpefaje CTOKWTE, IAKETHPAHH ¥ MAPKHPAHH B CHOTBETHHS BHJ, KONHMYCCTBO M KaIeCTBO HA
MACTOTO Ha NOCTABAHE. 7
3. I1pu MOAMMCBANETO Ha JOTOBOPA /13 IPe/ICTaBH:
&) noxyMeHTH 1o 4. 112, air. 1 ot 3011

'6) rapafifad 3a UIMbIHEHNE, B eHa OT GopmuTe, ompenenend & @i 111, ai. 5 ot 3011, ¢he cpox Ha
BammyEoct 60 THU Ciex W3THYAHe CPOKa Ha OroBOpa, KOATO C& ocBobOXKIaBa B CpOK Ho 60 nHu clen
H3ITBIHEHNE Ha OTOBOPA. B ciIydaif, 9e BANMAHOCTTA HA TAPAHTAATA H3THYA IPEJH IOTOBOPA /12 6B1e
- miresien, U3IMTBJIHATEIT ce sajeokapa Jfa YABIDKE CPOKA Ha BATMAHOCT HA TAPAHIEATA C
_ TONKORA JIHH, TAKA e TAPAHINTA Jja MOKPUBA OTAKBAHHAS CPOK 3a M3IBIHEHNC Ha JOrOBOPa IIIOC 60.
- mem. TapammasTa ¢ B pasmep Ha 3% 0T croiHocTTa Ha foToBOpa Oes JJIC Bp3am3a Ha 12,78

o ..JgeBa.

"~ (4) Jla jmocraBs JICKApCTBEHH IIPOAYKTH, KOWTO OTTOBapsST HA H3WCKBAHMATA Ha 3aKoHa 32
TeKapCTBEHUTE ITPOYKTH B XyMaHHATA MEHIHHA (3JIITXM) — na npuTexaBaT BATAIHO Pa3peIIeHHe
3a ymoTpeba B crTpaHara, m3fiaieHo 1o pena ma 3JITIXM umm Pernavent (EO) Ne 726/ 2004 1. ma
Esponeiicxus mapnavent 1 Csera /aiL. 23, ait.]1 ma 3JITTXM.



(5) Ja mocrass JIeKapCTBeHH TIPOJIYKTH, KOUTO ca Bmoqemer B sznoxcerme No 2 Ha HOBHTHBHPISI
JIEKapCTBEH CITHCHK. : :

(6) B ciryuait, ge ce mpasu IIBPBA JOCTaBKa IO JaleHa Hapmna Ha JIeKapCTBEH IPONYKT, ia IpeCTaBst
- Ceptudurar 3a ocBobOXKIABAHE HA nmapThjata, HIaneH OoT Keanumdumupano mmne mo 3JIIIXM ma
CJICKTPOHECH HOCHUTEN MIF II0 EIEKTPOHEH IIHT Ha eJIeKTpOHHaTa oA, TOCOYEHA KATO apec 3a

KOPECHOHNEHIML, TPUAPYXKEH C TPEeBOJA Ha OBIrapcku: e3uk OT (GHpMa, CKIOTMIA JIOTOBOp € -

MPIHE[CTCPCTBO Ha BHHITHATE: pa6om 3a HBB'Bp]IUIBaHe Ha O(bnuHaJIHH npeBoz[H

VIII 3A,ZI’BJDKEHH}I HA .JIE'—IEBHOTO 3ABEI[EHI/IE B'I;BJIO)KI/ITEJI

Y. 8. JEYEFHOTO 3ABEJAEHMUE — BT)SJIO}KI/ITEJI ce 3aaBIKaBa; _
1. Ta IpAeMe MOCTABEHHUTE B CPOK M Ha MACTO ‘CTOKH, C’BOTBGTCTB&HIH IIO BUZ, KOJMIECTBO K KadecTBo
Ha OIIACAHOTO B HACTO;MIAS OTOBOP. : '
2. Jla-3a1m1aTy JOCTaBEHUTE CTOKH 110 pesia Ha 9. 3. OT HacTOSIMHA TOFOBOP.

3. Cneg NPUKIFOIBANC U3NBIHEHHETO Ha JOT0BOPa a 0CBOOOM rapaHusTa 3a Hsm.JIHeHHe 683 ,:[a
):[LJDKH JTHXBI/I 3a CpOKa, IPe3 KOUTO: CPeICTBATA 3KOHHO Ca TIPECTOSIIH Y HETO.

IX. IIPI/IEMAHE n HPE)IAB HE HA CTOKHUTE

‘I.ﬂ 9. (1) IlpreMaBeTO HA CTOKHTE Ce H3BEPIIBA HA MSICTOTO Ha OCTaBAHE [IOCOYEHO B WI. 5, ai. 1.

(2) MBIODBJHUTENAT mimm  yOBIHOMOMEH OT HETo TPeACTaBHTeN W NPEJCTaBHTEN Ha
JEYEGHOTO 3ABEIEHHUE - Bb3JOXUTEI ]IOI[HECBEIT TIPHEMATEHO-TIPEAABATENEH
- IIPOTOKOT, yz(OCTOBepﬂBam TONY9aBaHeTO Ha CTOKHATE.

X. KAYECTBO, FAPAH[[I/II/I n CPOK HA TOTHOCT

'-IJI. 10. (1) Croxumre, npenmer Ha HACTOSIINS JOIOBOP, CJIQ/IBB, na OTFOBapﬂT Ha HBHCKBELHI/IHT& Ha 9. -
7,am4u5. : : :

- (2) KsM parara Ha JIOCTABKaT4, OCTAaTHYHUSAT CPOK HA TOJHOCT Ha JIeKAPCTBEHATE IIPOIYKTH, CIeNBa
a 6pz1e He mo—Mawek ot 40 % /geTEpraeceT Ha ¢TI0/ 0T OOIBEHHS OT TIPOHU3BOIUTEIA.

-(3) B ciyHait Ha ocTapKa Ha JIEKapCTBEHHS IPOJAYKT C IO ~— KPaThK OT JOTOBOPEHHS CPOK HA TOIHOCT,

ABIDKAMATA HOYCTOPIKa Zia 6B/ IPOMEHEHS, KaKTO CIICHBA:

0T 39,99% 1o 30% - 3 % BEPXY CTONRHOCTTA Ha JIOCTaBKATa;
ot 29,99% 10 20% - 5 % BBpXY CTOHHOCTTA Ha ,z:othaBKaTa
ot 19,99% mo 10% - 7 % BepXy cToMHOCTTA Ha JIOCTaBKATa;
1oz 10% - 10 % BBpxy croiiHOCTTA Ha ZIOCTABKATA.

@ OCTaTB‘IHH_SIT CPOK Ha TOJHOCT HA 6HOHPO,JIYI{T /6KOH0,[[066H UPOJIYKT, CIenBa ia 6bae He' 110-"_

ManeK oT 20 % /nBageceT Ha €TO/ OT OOSBEHHAS OT IPOM3BOAUTENA KBM JIATATA HA BCSKA IOCTaBKa. =
(5) B ciy3aii ma joctaBKa Ha 6HONPOAYKT/GHONONO0EH IPOAYKT ¢ TIO — KPATEK OT ,HOI‘OBOpeHHJI CPOK~
Ha T'OJHOCT, ;[Bmma'ra HEYCTOHKa € KaKTO ClIe/Ba: :

01 19,99% 1o 10% - 2 % BEPXY CTORHOCTTA HA JOCTABKATA;
- 019,99% 1o 5 % - 4 % BRpXy cTORHOCTTA HA ,uoc:TaBIcaTa
- nox.5% - 6 % sz.pxy CTOHHOCTTA Ha JOCTABKATA.

', (6) JIE‘IEBHOTO 3ABEI[EI—II?IE B-T»BJIO)KI/ITEJI'Moxce A OTKAXKE, IPHEMAHETO Ha CTOKHTE, |
4K0 B JICHSI HA TAXHOTO IPHUCTHIAHE WM IPHEMAHS OCTATHIH CPOK Ha TOIHOCT € IO — MAJBK 0T
onpenenesns B4 10, al. 2. v al. 4 MUHAMATEH CPOK Ha TOIHOCT. : :
(7) Hocrapkara Ha JTE€KapCTBEH IPOMYKT C OCTAThYeH CPOK HA TOTHOCT HO-MATBK OT 10 Ha ¢ro oT - _
00sIBEHHS OT IPOM3BOAUTENA ¥ Ha OHOIPOAYKT/OHOMOA00EH IPOMYKT ¢ OCTATHIEH CPOK HA TOMHOCT. - -
TIO-MAITBK OT 5 Ha CTO OT OGSBGHHS OT LPOUBBOJTENS CE M3BHPIIBA CAMO ¢ TIHCMEHO CHITIACHS Ha
JEYEBHOTO 3ABEJNEHUE — Bb3JIQKHUTEJL 33 KOEKPETHO KOIHIECTRO, OIIPEMENIEHO OT HETO. "



Bes wmspuumo TIMICMEHO CBITACHE Ha JIE‘IEBHOTO 3ABE/JIEHUE — BH3JIOKUTEJL CTOKI/ITG E

- - HiIMd na OpJar 3amiamany.

" (8) Vckanero 3a MACMEHO CBINACHE, B CIyJauTe Ha ajl. 7, cllefsa Jia HOCTHIHA B JIE‘]EEHOTO :

3ABEEHHE — Bb3JIOXKUTE B cpok o 1 (¢7(uH) paGoTeH e OT IOJyJaBake Ha 3asBKata.
(9) B cirydanTe Ha CIENIHH JOCTABKE ITOCOIEHHTE B &)L, 3 U ail. 5 HCYCTOMKY He C& IpHUIIarar.

X1 OTTOBOPHOCT 3A HETOYHO M3 IHEHUE, PERTAMAIIAN

Y. 11. (1) JEYEBHOTO 3ABEAEHUE -~ BB3JOKUTEI moke Aa npesispssa peKIaMaliy
ripest M3ITBJIHUTEIA 3a:

4) KOJIMYECTBO ¥ HEKOMINIEKTHOCT Ha CTOKUTE MIIH TEXHAIeCKaTa JIOKyMEHTAIE (ABHA HEAOCTATHIL);
6) KagecTBOo (CKpKTH HENOCTATHITH):

- TIPM AOCTABSHE Ha CTOKY HE OT JOTOBOPEHHA BHJ, TOCOTEH B I 1;

- Ip¥ KOHCTaTHpaHe Ha AS(heKTr mpy yrnoTpea Ha CTOKUTE.

(2) Pexnamaiir 3a SBHE HEZOCTATHIOM HA CTOKUTE CE IPABAT OT JJEYEGHOTO 3ABE,I[EHI/IE -

BB3JIOXKUTEIL B MoneHTa Ha NpPeIaBaHeTo UM, 33 KOETO C€ CECTABs HPOTOKON, HOMIHUCAH U OT
JBETE CTPAHH. .
(3) Pexmamarpin 3a CKPHTH HCII;OCTaT',B[L'I/I ce MpaBiT Tpe3 Hends CPOK Ha FOAHOCT Ha HOoCTaBeHuTe
CTOKH, KATO PEKIAMAIIATA ce MPHAPYKaBa 3aIb/DKATEIHO OT KOHCTATHBEH IPOTOKON, M3JAJICH OT
WanbiHuTeniaTa areHITis 3a JIeKapeTBaTa. . _ ,

(4) JEUEBHOTO 3ABEJEHUE - BDB3JOXHTEJ ¢ mrexHo Ia YBEIOMH IMCMCHO
M3 BJIHATEJIS 3a ycrarosenuTe Nedekty B 5 (IET) AHEBEH CPOK OT KOHCTATUPAHETO FM.

(5) B pexnamanuute ce HocodBa HOMEPET Ha JOTOBOPa, TOYHOTO KOIMICCTBO Ha MOJIyIECHUTE CTOKH C
TeXHis MapTHACH HOMEP, OCHOBAHHMETO 32 PEKIAMAIMsd B KOHKPETHOTO HCKAHe Ha JEUYEBHOTO
- BABEJIEHUE - Bb3JIOKATEJL

(6) B 5 (iret) mEeBeH CpoK OT IOIy4YdBame Ha pema:manmna M3OBJIHUATEJAT ciensa xa

orrosopr Ea JEYEBHOTO 3ABEJIEHUE — BBL3JOKUTEJ mucMEHO ¥ KOHKPETHO fMald —

HprEeMa PeKIIaMAIIAsTa WK I OTXBBPILL. _
- (7) Ilpw pexnaMariiiis 3a sSBHY HeOCTATBIM PIBI[T)JIHI/ITEJIHT € IUILXEH B CPOK 0T 2 paGOTHH THU
'OT HOJyuaBaHe Ha peKIaMalisara 3a CBOS CMETKa M PHCK ja JOCTaBH HAa MSICTOTO Ha AOCTABIHC
KOJIM4ecTBOTO JIMICBAIIH B [0CTABKaTA / HEKOMIDIEKTHY JIOTOBOPEHM CTOKH.

(8) Ilpz pexiaMamus 3a CKPUTH HEZOCTATHIM, B Clydad He M3OBJIHATEIAT ¢ up}z{en
_ pexnaManumara, chmsT € guexed B 10 (mecer) AHEBeH CPOK OT IONyJaBaHeTO M Jia 3aMEHH

~_focTdBeHWTE HEIOTOBOpEH#H o B/ / AehEeKTHH CTOKH 3a CBOS CMETKa W PUCK MM IO IPENCHKa Ha

JIEYEBHOTO 3ABEJAEHHE — BB3JOXHUTEJ 1a BbpHe CHOTBETHATA UacT OT 3aIUIaTeHAaTa
1614, BEIHO C JBIDKUMUTE JITXBH.
- (9) U360p®T Ha TIOCOTCHUTE TI0-TOPE BE3MOKHOCTH 3 CC BEPHE CHOTBETHATA TaCT OT IIATEHOTO MK
A e mOCTaBAT HOEH cToku npuHamiekw na JEYUEBHOTO 3ABEJAEHUME — Bb3JIOKUTEJI i ce

“ylipaxXHIBa OT HEro o $opMaTa Ha MHCMEHO YBEIOMIIECHHE 0 M3 BbJIHUTEJISL kato paskoaaTe
“H PRCKOBETE 1O HOBOTO J(OCTaBsMe Ca 33 CMCTKA Ha N3O BJIHUTEJILS.

(10) Croxmre, mpemIMeT Ha peKIaManus C¢ CBXPAHABAT OT .JIE‘IEBHOTO SABEJIEHHUE -
‘ BB3JOXKHUTEJ fo ypexkare Ha peKIaMarunTe.

XIL OTI OBOPHOCT P HEM3ITHLJHEHHAE
qJI 12. (1) 3a HEH3IIHIHEHHE Ha 38bIDKEHMSTa CH 110 HACTOSIUA JOTOBOP € M3KIIOYCHHE Ha TE3H 1O

i 10, am 2 w an. 4, ASITBJIAUTEJIST nsmku meycrodika B pasmep wa 0.5 % Ha jeH BEPXY
CTOMHOCTTA Ha KOHKpeTHATA 3agBKa, HO He noBede oT 10 % (fieceT MpoleHTa) OT CTOMHOCTTA Ha

o .KOHKPCTHaTa SaSIBI(a KaKTo ¥ ofe3merehHue 3a HPGT’Bpl'IeHHTC HefCTBUTeN N Bpe,I[I/I B CIYYaHTC,

| Koraro Té HamXBBPIAT JOTOBOpEHata Heycrodka. B cuydwamre mo @i 4, an. 3, mOCoueHara B
' fipeXONHOTO HapeucHre HeyCToMKa B pasmep Ha 0.5 % ce HAYMCIBA 38 BCEKY JaC IIPOCPOTHE, HO HO
nosede oT 10 % (meceT mpoienTa) 0T CTOMHOCTTA Ha KOHKpeTHATa 3a9BKa, KaKTO ¥ obesmerenre 32
. IIpeThpHeHUTe TCHCTBHTENHA BPEIH. B CI[y9anTe, KOTaTo T¢ HaIXBEPIAT IOTOBOPCHATA HEYCTOHKA.

(2) Koraro npy Hamudwe Ha peKyIaMailid, M3IbJHUTEJIAT He M3IXbIHA 3aIBIDKEHAATA CH IO
pasfgen XI OT HACTOSIIMSA JIOTOBOP B CPOK, CBHIMEAT ABIDKA Ha JIE‘IEEI—IOTO 3ABEJIEHAE-



BB3JOKHUTEJ seycroiixa B pasmep Ha 2 % or neHaTa HA 'CTOKHTE, 38 KOHTO ca HanpaBemfr

pEKITaMAaIHKTE.
(3) JIEHEBHOTO 3ABE,ZIEHI/IE BB3JTOXKUTEI YI[OBJIGTBOpﬂBa, NPETEHIIHATE CH OTHOCHO
HEW3IBIHEHHETO Ha JOrOBOPA, KaKTO H ‘33 - 3aIUIANIAHE HA- HEYCTOHMKHTE OT CTpaHa Ha

N3O BJHHATEJA xato 33/(BPKa TapAHIAATA 32 U3TIEJIHEHAE IO WL, 71, am. 3, Oyksa “6” oT JioroBopa, - .

KaT0 IpeINpHeMa JeHCTBUS 34 HEHHOTO ycBOsBaHe. B ciydal, ge CTOMHOCITA Ha TapaHIWMATa 33
~M3NBIHCHWE He noxpuBa Bemukd Ibmkuvu of M3IMIBJHUTEJNS seycrotixu, JEUEBHOTO
3ABEJEHUE - BB3JTOAKUTEJI npuxeama AbDKEMATE CyMH OT HACPEIIHH HJIaH_IaHPISI KBM
N3OBJIHUTEJISA.

(4) TTpm Tpw oBTH BHHOBHA 3a0ara Ha H3MTHJIHUTEJIS, mpoasmKyia ¢ oBede 0T TOTOBHHATA OT
CPOKa 3a M3IBIHCHHC Hd CBOTBCTHOTO 33ab/DKCHHE, B pamMkuTe Ha Tpu Mecena JIEUEBHOTO
3ABEJEHHUE - BB3JOXKHUTEJ uma IpaBo 7la IpexpaTy ,I{OI‘OBOpa EOHOCTPAHHO ¢ 15-,B,'H6BHO
TIPEIU3BECTHE.

(5) IEYHEFHOTO 3ABEJAEHUE — B'I)SJIO)KI/ITLJI ¥Ma IIPaBo - Jia IpPEeKpaTh eI_LHOCTpaHHO u be3
IPeIM3BECTIC HACTOAIIMS ZIOTOBOP B CHIYYail HA CHCTEMHO HETOTHO M3NBIHEHYE HA 3aBIDKCHISTA OT
HMBITBJIHUTEJISL u npefgsery moBede OT TPH DEKNaMAllWM B PaMKUTEC HA TPH Mecena oT
, JIE‘-[EBHOTO 3ABEJIEHHE — BH3JIOKUTEJI o pezia Ha riapa XI1.

(6) B cnyqait, e mo orromerwe va M3 JIHUTEIS HacTrusT 06CTOSTENCTBATA [0 L. 54, al. 1'
m Wi 55, am. 1 or 3akoma 3a ofmectsernre mnoptuxy, JEUEBHOTO 3ABEHEHI/IE :
'BB3JIOKHTEJ mMma mpaBo Aa TpeKpard eﬂHOC’I‘paHHO HACTOAIIHAL ,I[OI‘OBOp, 6e3  mHCMEHO
npentecme 7 6e3 Jja ABIDKA HEYCTOHKH. -

XIIL (I)OP_CMA}KOPHH_ OBCTOSATEJCTBA

Y 13.(1) CrpanuTe 1O HACTOSIIUS IOTOBOP HE ,ZL'BJDI(B.T 0663HJ;6T6HPI€ 33 TIOHCCCHA BPEH H 3ary6171
© @KO TIOCTIeIHUTE Ca IIPHIMHCHH B PE3YITAT Ha HEIMPEONOIHMa CHIIA. o
(2) Axo crpamaTa, KOSTO € CIEIBAIIO. 1a H3IILIHY CBOE 3aIBDKCHIE TI0 JIOroBOpa, ¢ Omna B sa6aBa Ts
HE MOXe 3 C€ MO30BaBa Ha HENPEOI0IHMA CHIIA. '
(3) “HempeoponmmMa cuia” mo cMECHIA Ha TO3H LOTOBOD € HEMPEABHICHO W/ UK Henpe,HOTBpaTHMO' '
- CBEOHTHE OT U3BBHPE/ICH XapaKTep, BE3HEKHATIO CIE CKJFOUBAHETO Ha JIOTOBOPA. :
(4) Crpapara, 3acersara OT HENPEOHONHMA CHIZ, € JUILKHA /4 npenaneMe BCHYKH AcHCTBHA ¢
TprKata Ha noGEp CTOTAHME, 3a Ja HaMallk 10 MUHUMYM IOHCCEHHTE BPENH H 3ary0H, KaKTo W 1
YBEIOMH IIHCMCHO ApyraTa CTpaHa B /-ITHERCH CPOK OT HACTBIBAHETO HA HETPEONOTAMATA CAIA. Ilpu
HEYBEJIOMSBAHE B IIOCOYEHUS B IIPEIXOIHOTO H3PEUeHEE CPOK Ce [BDKE OOE3MIETEHHE 33
HaCTBIHIIATE OT TOBa Bpemd. Hempeomormmara CHIa ce JOKa3Ba OT 3acerHarara’ CTpaHa CBC
cepraukar 3a GopeMaKop, H3IANCH IO CHOTBETHHS Pefl OT KOMIIGTCHTHUS Opram B ):&p}xaBaTa B
'KOATO Ca HACTBIIHIHN (POPCMAasKOPHUTE OOCTOATEICTRA, -
(5) Hoxato Tpae HCTIPCOJONIMATA CHIla, MSIBIHEHHCTO HA 3a/(bIDKCHHATA 1 CB'BpBaHI/ITe ¢ TIX
HACPEIITHH 33bDKCHHL ce crmpa. :
(6) He mpencrasnasa “mempeomonrMa  cria’ 0'56]?1’,1‘_1/16, I;[pI{IfIH;EIeHO' o He6pe>,KHQCT YTH apes
YMUIWICHO JCHCTBAE HA HAKOS OT CTPAHWTE HIIH TEXHU IPe/CTaBATCH H/¥IH CITY>KHATENH, KAKTO U -
HEJIOCTAra HAa TApWIHH CPEACTBA HA HSHT).JIHPITE.}IH 51 JIE‘—IEBHOTO SABEII;EHI/IE =
BLSJIO}KI'ITEJI : :
XIV. CHQPOBE

Ya.14. (1) Br3HAKHAILATE IIpe3 BPEMETpacHeTo Ha ,z[orOBopa cnopOBe 1 PA3HOLTIACHS MEX/Ly CTpaHuTe '
~ Ce DerraBar dpe3 IPeroBOpH MExAy TaX. IlocTrmaThre HOFOBOPEHOCTH C& O(bopwm: B OHCMEHA

-(bopma ¥ ce IPeBPEIAT B Hepas/leHa JacT OT JOTOBOPA. : . o
(2) B cyqait Ha HEHOCTATAHE Ha JOIOBOPEHOCT MO TPEXOTHES WICH, BCHIKH CHOPOBE, IIOpOI[EI—II/I oT
TO3H JIOTOBOP UM OTHACAIIM CE€ IO HETO, BKITFOIATEIHO onopOBeTe IIOPOAEHH OT. HIIA OTHACSIIH €& J0-
HErOBOTO THIIKYBAHE, HCICHCTBATEHOCT, HEM3MBIHEHNE MK IpeKpaTIpade e OBIaT pasperiasaiy
cropes OBArapeCKUTe MATCPHAIHE K HPOLECY THH 3aKOH] OT KOMIIETEHTHHS Ch/1 110 pema Ha ITIK.

XV. ChOBINEHUS



. e

Y. 15. (1) Bemdku croOMeHs MEKTy CTPAHUTE, CBBP3aHH ¢ M3IIBJIHCHHETO HA TO3M IOTOBOP ca

BATHITHIY, 4K0 ca HaIpaBeHH B IECMEHd dopMma 1 ca TIOIIACAHY. OT YIBIHOMOIICHATS TipeCTaBuTenH

sia WBTUTHUTEIS ww JEYEBHOTO 3ABEJEHHUE ~ BBH3JTOXKUATEJL '
(2) 3a nara Ha CHOCIIEHEETO O CMATA!

v patara Ha IpejaBaHeTo — IIPY PHIHO UPE/ABaHe Ha CLODINEHHETO;
v/ jarara Ha IOHICHCKOTO Kiielimo Ha 06paTHaTa PasIicKa — NPy M3IPANTate 1o TIOTIIATA;
v JlaTaTa HA TIPUEMAIETO — IIPH H3Tpaliane 1o dake wim e-mail.

(3) Ba BamumEE ajpecu 3a IpHEMAHC Ha CROOMmEeHUs H OaHKOBH CMETKH, CBBP3aHHA C HACTOSIIHL
. JIOroBOp ce CMATaT: '

3A WSITHJIHATEILS:  3A JIRYEBHOTO 3ABEIEHME- Bh3JOKHTE:
Anpec 3a KopecHOHzieHiiﬁa': AZnpec 32 KOPeCHOHISHITAS:
I'p.Codms, x.x. Muagocr 1, 6m.385,8x.3  rp.Jllymen, ynBacun Arpuios 63
Te.02/9743709 1en.054/800 832

- daxc 02/9743708 baxc — 054/800 3137 _ .o

e-mail: georgikatinov@medopharma.com e-mail: ofﬁce@onébeéﬁter-.-.coﬁi;;"-‘-:

BankoBa cMeTKa: apteka@ oncoceﬁf{é%'. com -
BAN-BGISUNCR70001523780090 g
BIC-UNCRBGSF

VauKpeut Bynoasx AL

(4) Tlpw fipoMsaHa Ha IIOCOTCHAS IO Al 3 azpec wim OaHKOBA CMETKA CHOTBETHATA CTPaHA ¢ JUTBXHA -
J1a yBEIOMHE APyTara B TPH/IHEBEH CPOK OT IPOMIHATA. ' ' :

XVIL IPYT'H YCJIOBUSA

Y. 16: (1) llpaBara ¥ 3aJBIDKSEMATA TO HACTOSIIAS IOTOBOP HE MOTar jia ce IPeXBBPILAT
eHOCTPAEHO HA TPETH JHNA U HOJO0HM aKTOBE HE IOpaKIaT npapHO JeiicTEEE O3 MHCMEBOTO
CBITIACHE Ha JIpyrata cTpada, OCBEH B CIyJauTe Ha obesmeyasaie (rapaHthpane) Ha 3abIDKCHUA 110
OAHKOBH KPEJUTH.

(2) 3a mHeypenmenuTe BBIPOCH B HACTOSTIZAS JOTOBOP Ce Tprlara JeiCTBAIioTo OBITapcKo
3aKGﬁonaTenc’rBo. E ' '

XVIL TOAM3IBJIHATEIA _
(MpunoJicUMO Camo 8 cryaume, 6 KOumo usbpanys 30 USNBIHUMEN YIACTHUK € ROCOYUN, e uje
NON360 NOOUSHBIHUMMENY, NPU CKII0UEAHE HA DPamMKo6omo cropasymenue)

gy, 17, (1) HTOAU3MBIHATEIMTE Tpatea 1a 01roBapst Ha CHOTRCTHHIC KpHTepHY 3a IoAbop
C’BOGpaSHCi BHOA ¥ Jea OT IMopriKara, KOM¥TO Te W3IbITHIRAT, | 3a TIX Ja He ca HaIHIE OCHOBaHH 34
OTCTpaHsgBaHe OT IpoLeaypara.
(2) JIEYEFHOTO 3ABEJEHUE — BB3JMOKHUTE mamoxsa sasa ma O (U3IIbIHATEL,
‘KolTO He OTroBaps Ha yCIOBMsTa Mo alL.l. _ :
.~ (3) Koraro wactTa OT HOpBUKATa, KOATO C& MBUBIMHIB OT IOM3IBJIHATEI, moxe 1a 65re
| fpemaziena Karo OTHENCH obext ra VBIIHJHUTEIS mwm Ha JIEYEBEHOTO 3ABEJIEHUE -
BBIIOKATEIL, nocieaaus 3aiama Bh3HarpakIeHAe 32 TasH 9acT Ha HNOAM3ITBJHATEA.

. (4) PasunamaHmiTa 0O Al 1 e OCHIIECTBABAT B3 OCHOBAa HA WCKaHe, OTIPABEHO oT

 NOAW3UBIHUTEIA o JEYEBHOTO JABEAEHHE - BB3JTOKUTET wupes
. MSITBJIHUTEJSL, xo#iTo e ATEKEH [Ja IO HPEJIoCTaBH Ha BEAfioNuTeNsT B 15-AHEBeH CPOK OT
| TOIyYaBAHETO MY. | \ - _ -

(5) Knm wckaseTo 110 al. 3 VBIIBJHUTEIST mpesocTas CTAHOBHIIE, OT KOSTO I3 € BUAHO Jayd
- ocmopsa NIANABRATA WM 9acT OT TIX KaTO HEThIDKUMHA.



(6) IEYEBHOTO 3ABEEHHE — BB3JTOKATEN mva mpaso 7 oTxae mwIamane mo ax 3,
KOraTo HCKaHETO 32 IITAIIaHe € OCIIOPEHO, /10 MOMEHTA Ha OTCTPAHABAHE Ha NPHIAHATE 38 OTKA3a.

(7)  HesaBucumo or msmomssamero ma I1O/M3ITH JHUTENW otroBoprOCcTTa 32 B TEeHHG HE
zoroeopa e va U3IbJTHATEJLA. : o "

* XVIIL 3AKIOIATEHA PA3IOPEEH

Y. 18. (1) IIpu CBCTABAHETO 'HA HACTOSIIIHAST TOTOBOD C€ IIPEACTABYXA CIIEIHHTE JNOKYMEHTH:

HoxymenTd no 4. 112 ot 3017, _ ' - : R
Aexorapanus 0 5x1. 55, an. 6 ot 3MITXM (korato e DpHIOKIMO);

Papammms 3a psupimenwe; - N

Texmraecko u Llenoso TIPEIUIOXKEHHE, HepasHenHa JacT OT JOTrOBOpa;

BN

..PI' B I1Ba eHOO0pasHu CK3EMILIIPA Ha 6T>JIrapcm?1 €3HK — €JIAH 3a

W3ITh THUTE JI5]s YBEHOTO 3ABE/IEHHE ~ BH3JIOKATEL
L ‘
JEYEBHO 3ABETE N\ IOSKTATE . C L rmwre e - N

‘e 39 IMYEHO HA OCHOBAHHUE o
i w37 or 3011, BBB Bp. ¢ wi.4, ain.1 or
...~ Pernament (EC) 2016/679
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