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L. IPEAMET X CPOK HA NOTOBOPA

Y. 1 (1) JIEYEBHO 3ABEJEHHE - Bb3JIOKHUTEJ Bp3tara, 2 W3IBJIHATEAAT ce JaTBKaBa 1a H3BbpUM

J10CTaBKa Ha ceannTe .'IeKElpCTBCHH IIPOII}'KT“'.

|

us Nel
l[_—gg:frfma = MeKaYHAPOIHO Hauun na | Mspka KoanuecTso
TepanesTHYCH KON | HENnaTeHTHO NpHIOAKEHHE /mg, tabl,
{ATC-xon/ nauvenonanne /INN/ ml. u ap./
HO1BAO4 | Terlipressin [ napentepaina | mg | 1280
| HO1CRBO1 | Somatostatin | napcHTepaIHA | mg | 2700

(2) [loroBopbT BAK3A B CHIA OT AaTaTa 11 TIO/UTHCBAHETO My OT ABETE CTPaIH H € ChC CPOK a0 31.12.2021 r.

1L IIEHH U OBLLA CT OITHOCT HA AOCTABKUTE [10 JIOTOBOPA

Un. 2. (1) Llenara Ha cTokuTe 10 il € ChIIACHO LHEeHOBO MPEATOKEHHE HA W3MTBJAHUTEJNS, nepaziensa qact 0T
AOTOROPA.

(2) Lienara BxmouBa CTOHOCTTA HA CTOKATA, ONAKOBKA, 3aCTPAXOBKA M TPAHCIIOPT 20 JIEYEFHOTO 3ABEJEHUE —
BbL3JOKHATEJ npy MHHHMAIEH CPOK HA TOAHOCT HE no-kpaThk OT 40 % OT 0D#BEHMA OT npou3BoauTENs 3a
feKapcTBEHNTe MPOAYKTH WIH HE TO-KpaTeK OT 20 % OT o0fResMs OT NPOM3BOAHTENA 33 OHONpOAYKTHTE WIH
rono/obuuTe MPOAYKTH. MUHUMATHHAT CPOK H3 FOAHOCT €€ ompe/lens KhM aaTarta Ha BCAKa 10CTaBKa Ha JICKapCTBEH
MPOUYKT.

(3) OGwaTa croffHOCT Ha JOCTABKHTE NO A0r0BOpA ¢ 10 143 851,83 118 (CTO HCTHPHACCET H TPH XHIIALIHN OCeMCTOTHH NCTAECET
w e u 83 ct.) nesa Ges sxmouen JUIC u 10 172 622,20 718 (CTO M CeAEMASCCT H /IBE XHAAN MECTCTOTHH aBazeceT U ABe
1 20 ) neBa ¢ skmogen JUIC.

(4) LleHaTa no Torosopa € GUKCHPaHa, He MOIEXIT Ha NPOMAHA 3a CpOKa Ha JeHCIBHE HA OTOBOPA, OCBSH B clayqauTe Ha
116 o7 301L

(5) B cayuaii, ue npe3 BpeMeTo HA aeficTBHE HA CHOTBCTHHA 10T0BOD cTOfiHOCTTA, KOSTO CeABa N ¢ 3analia ¢ 1y onHuHH
CpeacTBa HA JCKapCTBEHH MPOLYKTH OT TTO3UTHBHHA NeKAapCTBEH CITHCHK CTaHe NO-HHUCKA OT A0roBOpeHaTa, aeuednoTo
3aBe/ICHHE — BLATOKHTE: 5e3yC/I0BHO 3aN/IAla AeKapCTBEHUTE MPOAYKTH Ha [10-HHCKATa CTOAHOCT, CHHTAHO OT:

- 7aTATA Ha BM3ANE B CHIA Ha peleHueTo Ha HauHOHAHIA CHBET MO UCHH | penMOypeHpane Ha ICKapCTBCHHTE
npoayktH ( HCLIPJITT);

- narata Ha akTyanulanuaTa Ha [MO3UTHBHHA NeKapCTBEH CIHCHK MO peaa Ha WL 57, an. | or Hapcabarta 3a
yeNoBMATa, MPaBMIIATa | Pela 3a peryIHpanc 1 perMcTpHpaNe Ha LeHUTe Ha JCKAPCTBCHHTE POAYKTH (HYTIPPPLUIII) 3a
NeKapcTBEHHTE MPOYKTH C HAMAICHA CTORHOCT 33 OMaKoRKd, yauncieHa na 6a3a ped)epentHa CTOHHOCT.

B cayManTe 10 MPeIX0IHOTO H3pEHeHHe, CTORIOCTTA c¢ orpenens KbM MOMEHTA Ha I0CTARKATA (noanucBaHe Ha
npHEMO-NpeIaBaTecH TIPOTOKO).

TL YCJOBUSI U HAYHWH HA TUIAIIAHE

Ya. 3 (_l) [NaW@HeTo 10 HACTOMLIHA JIOrOBOP CC OCHIICCTBABA 'IPE3 GaHKOBR MpeBOA OT cTpaHa Ha JEYEBHO
3ABEJAEHHE — BB3JIOKWUTE] o nocotcHata 8 ‘L1, 15, an. 3 DaHkOBa CMETKA HA HU3NMBJIHUTETA.



(2) 3annauaHeTo Ha CTOKUTE 110 IOTrOBOpPa Ce M3BLPIIBA OTAOKEHO B cpok A0 60 /mecTacceTHa/ JeH, el NPEACTaBsiHe Ha
CJIeIHUTC JOKYMCHTH:

1. JHocrasra GakTypa, CBCTABEHA CHITACHO HIHCKBAHUATA wa 3JIC m 3 AC:

2. IIpucmarenuo-npenana'rejmu NPOTOKO!IH;
(3) B cyuaii, e focoueniTe B yn. 3, an, 2 JOKYMCHTH €2 HepeJOBHH WIH HE Cd KOMILICKTOBAHH, CBIMTC C€ BpLLUIAT Ha
M3NMBJIHHATENS ¢ npremareano — npejasareneH MPOTOKO: 3a WAMpaBsHe Ha HCPEHOCTHTC. CpoKsT 110 413, an. 2.
JamouBa Ja Teue OT 1aTaTa Ha 1IPENCTARAHETO Ha TIOCHEAHIA W3HCKYEeM Ce JOKYMCHT.
(4) Mpy daxTypupase Ha JasBeNATE KOINUECTBA JIEKAPCTREHM MPOAYKTH, NO BCAKA oT/le/HA 3aBKA, 1I€HATA Ha ONaKoBka He
cnepa Ja HANBHIIABA OMPCASICHATA B ITo3MTHEHKA TeKapcTBel CIMCHK- TMpunoxerne Ne 2, pedepesTHa CTOMHOCT Ha
OMAKOBKA 33 CHOTBETHHA JICKAPCTBCH npoaykT. B ciyvait Ha 3TMCIABAHE HA CTOMHOCT NO-BHCOKA ot pedepenTHATa
CTOMHOCT Ha OMAKOBKA 33 CHOTRCTHMA nexapcTBe MPOIYKT, CcTOHHOCTTA C& MaMansBa H 3aniand a0 crofinecTTa Ha
onakonxa onpenenena B [103THBHIA JIEKAPCTREH CIHCHK- Mpunoxerue N 2.

1V. CPOK HA JTOCTABSHE

qu.4(J EYEBHOTO 3ABENEHME — BB3JIOKHUTEJ 3assdsa HeOBXOAMMHTE MY KOHIECTBR C NHCMEHA 3a9BKa 110
M3bJIHUTEJIS. 3asskara ce BPLHEA JMMHO Cpely HOANUC Ha W3IIhJIHUTEJISA mnn YITBIHOMOIIEHO OT HETO JMLe
JUIH C¢ H3NPAILA C NPENopHYAHO IHCMO € ofpaTHa pasnucka, 1o daKc Wik 10 eNeKTPONCH ITBT.

(2) Beaka oTaenna I0CTapKa, cienpa Ia ObAC NOCTAaBeHA B CPOK 110 7 kaneHJapHH JHH CIeR fosyyaBane Ha 3assKara or
JEYEBHOTO 3ABEJIEHUE - BB3JOKUTE 1 3a KOJHYecTBald u onakoskure (ChHOOpasHO KOHKPETHHTE
NeKapCTBEHH NMPOAYKTH, MOCOueHH B TEXHHIECKOTO MPeUIOHEHHE Ha W3ITBTHUTENS), TOHHO OMPEAE/ICHM B jagpkara. B
coyyait, ue ce TpaBH (1BPBA J0CTaBKa OT JajeHa naprind ha NlekapcTBeN MOPOIYKT, €€ npeacTand Cepruduxar 3a
0cBOGOK/IABAHE HA NAPTHAATA, M3JANCH OT kBau(UUHPAHO NHLEC 10 JIITXM Ha eeKTPOHCH HOCHTE HWIH f10 CNEKTPOHEH
(BT Hd ENCKTPOHHATA NOMA, MOCOEHA KaTo ampec 33 KOPECNOHACHIIHA, MpHIpYAel ¢ MPeBoA Ha GLATAPCKH €3UK OT (upMa,
CKTOUNA OTOBOP € MMHHCTEpCTBO Hd RLHMMMTE PaboTH 33 W3BBpUIBAHE HA oduuMATHE NPEsOM. Habpoenute
JOKYMEHTH € TPENCTaBAT B CHOTBETHOTO 3BEHO, OMPEIENCHO OT neuebHOTO 3aBeleHHe — BBITOKHTEL. [Tpn cacaBauly
NOCTABKH Ha NeKApCTEeHM NPOAYKTH OT ChIATA NAPTHAA, CCPTHOHKATET HE CC NpeacTaBA.

(3) B cnyuail Ha HEOBXOIMMOCT OT CreliHA NOCTaBKa, JIEUEBHOTO 3ABEJAEHUE — BH3JOKHUTEJ noco4ea
HIPHUTHO B 3a8BKaTa, He € HeoBXxoAMMo 1a Obe W3BhpUIeHa CNCUHa gocraska. B 103m cyyali, A0CTaBKaTa cnejsa n1a onie
W3BBPLICHA /10 6 4aca OT NoTyHasaHe Ha 3a4BKaTa | 32 KO/IM4ECTBaTa 1 ONAKOBKUTE (cp0obpa3no KOHKPETHUTE NICKapCTBEHH
NPOIYKTH, NOCOUCHH B TeXHHYECKOTO MpeTOKEHHE Ha MAITB/IHHTE/IR), TOHHO ONPENCICHH B 3aABKATA.

4) W3IMTBJIHATEAT ce 3amm1xasd, B CPOK 10 | paGoTeH AcH, B CAYUAHTE no at. 2 ¥ B ¢pok Ao 1 yac, B CIyyanTe Ha al.
3, cre] MOTYHaBaHeTo na BCAKa 3agBka Ad yBeAOMM TIMCMEHO Wi 110 thake JIEYMERHOTO 3ABENEHHE -
BH3JIOKHTE & ciyyaii 4¢ He MOKE 43 M3BLPILIH JOCTABKA WAM B CTyqail, e He MOKE Ja criash CPOKBT 3a H3BBPILBANC
Ha NOCTARKATa, TIPE/IMET HA KOHKPETHATa 3a5BKa.

(5) KbM zaTara Ha BCAKA NOCTABKA. OCTATHLUHHAT CPOK HA TOOHOCT Ha NeKapcTBEHNTE MPOYKTH, CACIRA na Obae He 10—
maThk oT 40 % /4eTnpHAeCeT Ha ¢T0/ OT OBABCHHA OT MPOH3IBOAUTCIA.

(6) KpM gaTara Ha BCAKA JOCTABKA OCTATBUHHAT CPOK 11a FOAHOCT HA GHOMPOIYKT pa GuonoAofeH NPOLYKT, Cileana 1a
He ne o-Mankk 0T 20 % /aBageceT HA cro/ oT 00ABCHNS OT NMPOH3BOINTCIA.

(7) 3a KONWUECTBA NOCTABCHH W3BbH 3asBKaTa no 4a. 4, arl, JIEYEBHOTO 3ABE/IEHME - BH3JTOKHUTEJ Hiva
3aMEIKEHNE 33 IUIaNaHe.

(8) B caywaute 10 i 10, an. 7 OT n0roBopa, CPOKLT 110 an. 2 1 3 3amoysa la Teye OT /araTa Ha MHCMEHOTO ChITIACHE Ha
JIEMEBHOTO 3ABEJIEHHE — BB3JOKHUTEIL

V. MSICTO HA JOCTABSAHE

Y. 5. (1) 3a MAcTO Ba JOCTABANC Ha CTOKHTE 10 TO3H A0rOBOP C& Onpeiens cneanus aapec: MOBAJI JJ-p Credan
Yepreszon™ AJL rp. Beymxo TrpHOBO, ya, Hum Ne 1, BonnuiiHa anTexa.

(2) PHCKBT OT cayyaltHoTO MOrHBaHe WK MOBPEK/IAHE HA CTOKHTE NpEMHHABA BBPXY JIEYEBHOTO 3ABEJIEHHUE —
BhH3JIOAKHTEJ 0T MOMEHTA Ha [PHEMAHETO M Ha MECTOTO Ha J0CTaBAHC € npHEeMATENHO-TIPENABATCIEH 1IPOTOKOI.

VL JATA HA AO0CT ABSHE HA CTOKMUTE
Y. 6. 3a 1aTa HA NOCTapsiHE ¢ CHHTA naTaTa, Ha KOSTO CTOKHTE Ca J0CTABEHM 10 anpeca [focouen B 4. 5, an. 1, npH
yCIOBHATA HA 4L 9, an. 2.

VII. 3ABbJIKEHUS HA N3N bJHUTESA

Y. 7. M3IBJHUATEJIAT ce 3anpukasd:
1. Jla loCTaRM CTOKHTE B TOTOBOPCHHA CPOK ¥ [a (¥ npenaie na JIEYEBHOTO 3ABEAEHME — Bb3JOKUTEL
2. Jla npenajie CTOKHTC, NAKCTHPAHH H MAPKHpPaHH B CHOTBETHUA Bit, KOIMYECTRO H Ka4eCTBO HA MACTOTO Ha JOCTaRsHE.



3, Ilpy nOANMCBAHETO HA AOFOBOPA 1 MPEACTABH:

a) JOKYMEHTH No 1. 112, an. | ot 3011

©) rapaHuns 3a HIMHIHSHUE, B exna oT (hOPMITE, ONpPeAECHH B . 111, an. 5 o1 3011, cBbC cpoxK HA ganuanocT 60 anu cield
W3THUAHC CPOKAa Ha 10TOBOPA, kosTo ce ocpofokiasa B CpOK A0 60 miw el M3MBLJIHSHHE Ha porosopa. B cayuai, ue
BATHHOCTTA HA FAPAHIMATA H3ITHYA NPt gorosopa aa Obie H3MBAHCH, M3ITBJIHUTEJIAT ce 3aibnkaba A2 Y ABIKH
CpoKa Ha BAIMIHOCT Ha rapaHLMsTa C TONKOBA /HH, Taka ye rapaHLMATA J1a MOKpHEa ouaKBaHms CPOK 3 M3MBJHENHE Ha
aoropopa futoc 60 jiEH. TapaHuusTa ¢ B paimep na 3% oT cToiigocTTa Ha aoronopa 6e3 JUIC n BhL3aH3a Ha 4 315,55
71eBa.

(4) Jla nocTasd JIEKapCTBCHE MPOMYKTH, KOWTO OTCOBAPAT HA w3HCKBaHMATa Ha 3aKOHA 33 JIEKapCTBCHNTE NPOIYKTH B
XyMaHHATa MeIHLITHE (37IMIXM) — aa MpHTEXaBaT BaNMAHO paspellcHue 32 ynorpeda B CTPaHaTa, W3AANCHO (10 pela Ha
3TTTIXM man Pernament (EQ) Ne 726/ 2004 r. Ha Esponefickua 1apaaMent 1 Cuaeta fun 23, anl Ha 3JUTXMY.

(5) Jla nocTand ACKApCTBEHH MPOIYKTH, KOHTO Ca BKIFOHEHH B Tpunoxenue Ne 2 na [To3uTHBHMA NCKAPCTBCH CIHCEK.

(6) B cayuait, e ce npani mppBa I0CTABKA N0 1aj1¢Ha napTHAA Ha JIEKapCTBEH NPOJIYKT, Aa MPEACTABA Cepraduxar 3a
0cBOBOKAABAEE HA NAPTH/ATA, H3NALCH OT KBATH(HLIMPAHO JHIE IO F7IMXM Ha e1eKTPOHEH HOCHTEN WK 110 C/IEKTPONEH
[T Ha CAEKTPOHHATA MO1IA, OCoHeHa KaTo a/Ipec 3a KOPECTIOHACHLINA, npUIpYAKEH ¢ MPEBOA HA GHArapeKH e3HK 0T GHpMa,
cKMOYMIA 1oroop ¢ MHHUCTEPCTRO Ha ghHINHHTE paboTH 32 HIEBPIIBANC HA ObHIUIAIHH PEBOIH.

VIIL 3A{bJIKEHUA HA JEYEBHOTO 3ABEJAEHHE — Bb3JOKHTE

Y 8. JEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI ce 3arb1wasa:

1. Jla mpueme NOCTABENHTE B CPOK H Ha MACTO CTOKH, ChOTBETCTBAUIH 110 BUI, KOMHYCCTBO ¥ KAueCTRO HA OMHCAHOTO B
HACTOALIMA TOTOBOP.

2. Jla 3an;1aTh AOCTABEHNTE CTOKH 1o peja Ha Wi, 3 OT HACTOALIHA IOTOBOP-

3. Ciell NPUKIOUBAHE H3ITBIHCHHETO Ha JOrOBOpa A2 0cBO00/1H rapaH|HATa 32 WA HEHHE, 0€3 12 ThIIKN JTHXBH 33 CpoKa,
Npe3 KOHTO CPencTBaTa 3aKOHHO €4 NPCCTORIH Y HETO.

IX. IPUEMAHE U TIPEJABAHE HA CTOKMUTE

Y. 9. (1) [lpnemanero Ha CTOKHTE C& H3BBLPIIRA HA MACTOTO HA AOCTABANC noco4eno B wit. 5, at. L.
(2) U3MBJIHUTEJAT win VITBTHOMONICH 0T HETO NPEACTABHTEN | npejCcTaBHTe ! Ha JIEUEBHOTO 3ABEAEHHUE -
Bh3JIOKHUTEJ noanuceat npHeMaTeNHO-NPEAaBaTCACH fIPOTOKOJ, YAOCTOBCPABALL MOJTy4aBalcTo HA CTOKHTC.

X. KAYECTBO, TAPAHUHH U C POK HA ITOJIHOCT

Y. 10. (1) CrokuTe, NPEaMeT Ha HACTOAMMA 0TOBOP, C/IENBA 13 OTTOBAPAT HA wsMCKBaHusTa Ha 1. 7, a1 4 u 5.

(2) KuM gartara Ha 10CTaBKATa, OCTATLYHMAT CPOK Ha TOIHOCT Ha JIEKAPCTRCHATE NPOLYKTH, C/CABAE 13 Obe HE MO-MATEK
ot 40 % /ucTHpHMaCCcET Ha CTO/ OT o0sBeHHA OT HPOH3BOANTEIA.

(3) B cayuail na 1oCTaBKa Ha NexKapcTBEHNS [POAYKT € M0 - KpaTeK OT AOrOBOPCHHA CPOK Ha TOMHOCT, AbIAHMATa

HeycTolika 1a Gbe MpoMEHeHa, KakTo cneqBa:

ot 39,99% 10 30% - 3 % BBPXY CTOIHOCTTA Ha JI0CTAaBKaTd,
o1 29,99% no 20% - 5 % BBPXY CTOITHOCTTA Ha JIOCTABKATA,
ot 19,99% a0 10% - 7 % BBPXY CTOIHOCTTA Ha /I0CTaBKaTa;
nox 10% - 10 % BBpXy CTOHHOCTTA HA A0CTABKATA.

(4) OcTaThHHUAT CPOK Ha FOANOCT Ha OHOMPOZYKT /GuornonodeH NPoIyKT, CICABa jia Guie He no-MaThk oT 20 % /aBajncceT
wa cTo/ OT 00SBeHMs OT IIPOM3BOIHTENA KbM NaTaTa ja BCAKA A0CTaBKA.

(5) B cayuaif Ha HOCTaBKa Ha GuonpoaykT/oHonofodeH MPOIYKT € N0 = KpaTLK OT HOTOBOPCHHA CPOK Ha TOAHOCT,
THAAHMATA HEYCTOHKA € KaKTO C/ICIBa.

ot 19.99% 1o 10% - 2 % BLPXY CTOHHOCTTA Ha NOCTABKATa,

ot 9,99% no 5 % - 4 % BBPXY CTOITHOCTT2 Ha JI0CTaBKaTa;

1107 5% - 6 % BBLPXY CTOMHOCTTA HA JOCTABKATA.

(6) JEYEBHOTO 3ABEJIEHHE - BBb3JIOKHTEJ Moke Ja OTKAKC IIPUCMANCTO 1a CTOKHTE. aKo B AeH:A Ha TAXHOTO
NPHUCTHTANE HAM MPHeMaHe OCTATHUHNA CpPOK Ha TOAHOCT € N0 — MATBK 0T onpenecHus B 4. 10, 1. 2. Wat 4 MHHUMaNCH
CPOK Ha TOLHOCT.

(7) MdocraBkara Ha feKapcTReH MPOIYKT € OCTaThUYEH CPOK HA TOAHOCT no-manek ot 10 nma ¢To 0T o0gBeHHs OT
NPOH3BOAATE/A H 1A GronponyKT/Guonoaoben NpoAyKT ¢ OCTATHYEH CPOK Ha FONOCT NO-MATBK OT 5 Ha cTO OT 00ABEHUA
OT NPON3BOMMTENA CE H3IBLPIIBA CaMo € MUCMEHO ChbITacHe Ha JNEYEEHOTO 3ABEJEHHE - BB3JIOKHTE] 3a
KOHKPETHO KOIN4CCTBO, OMPEASacHO ot Hero. Be3 MIpHYHO TMHMCMEHO CLINAcHe Ha JIEYEBHOTO 3ABEIAEHHE —

BB3JOAKWUTEJ crokute HAMa 1d OBbaaT 3ananadi,

(8) Hckanero 3a MHCMCHO CBIJaCHe, B Caydawre Ha al 7, cnensa Aa (1OCTbOH B JNEYEBHOTO 3ABEJEHUE -
BRb3JJOKHTEJ s cpok 1o 1 (1K) paGoTeH Nen OT NOMy4aBanc Ha 3aABKaTa,
(9) B ciryyauTe Ha CreuEH JOCTABKH IOCOYEHHTE B &l 3 p an. 5 HeyCTOJIKH He ce npuiarar.



XI. OTTOBOPHOCT 3A HETOYHO W3ITLJIHEHUE. PEKJIAMATIIMH

Ya. 11. (1) JJEYEBHOTO 3ABEJAEHME — Bb3JIOKHTEJI moe na npe/iBina pexnaManu npea H3IBJIHUTESA
3a:

a) KONWIECTBO H HEKOMILIEKTHOCT Ha CTOKHTE WK TEXHHHECKATA AOKYMCHTaUHA (ABHH HEAOCTATBUM);

§) KayecTBO (CKPUTH He0CTATBLH):

- pH ZOCTABANC HA CTOKH HE OT JIOTOROPEHMS BUI, MOCOYCH B 1. I;

- NP KOHCTATHPaKe Ha Je(eKTH [pH ynoTpeda Ha CTOKHTE.

(2) Pexnamani 3a sBHH HELOCTATBIM Ha CTOKHTE Ce Npapat oT JNEYEBHOTO 3ABEJAEHHE - Bb3JIOKHTEIL B
MOMCHTA Ha MPEIaRaHETO MM, 33 KOSTO €€ ChCTARA NpOTOKOJI, MOANNCAH H OT ABETC CTPaHH.

(3) PeknaManmit 3a CKPHTH HEOCTATLUM €& NpaBAT [Ipe3 LENA CPOK HA FOTHOCT Ha OCTABEHMTE CTOKH, KaTO PEKIaMalHATa
ce MpHApPYKasa 3a/lb/IKHTEIHO OT KOHCTATUBEH NPOTOKO, M3AaneH OT M3mb/IHHTE.IHaTa areHiHA 3a JCKapersaTa.

(4) JEYEBHOTO 3ABEJAEHME - BB3JIOKUTE] e ATekHO na YBCIOMM nneseno M3IMTBJIHUTENIA 34
YCTAHOBCHHUTC Ae(CKTH B 5 (neT) mieBeH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamalmuTe ce 11ocousa HOMEPDT Ha 0TOBOPA, TOYHOTO KOJIIMECTBO 1A oydeniTe CTOKH C TCXHIA napruaeH
HOMED, OCHOBAHHETO 3@ pCKNamMallus KONKPETHOTO HCKaHe Ha NEYEBHOTO 3ABEJAEH WUE - Bb3JIOAKHUTEJL

(6) B 5 (neT) AHEBEH CPOK OT NOMYHABAHE 1Ha peKiaMalaTa, W3NBbJIHUTEJIAT cnensa na 0TrOBOPH Ha JEYEBHOTO
3ABEJAEHME — Bb3JIOKHUTEJI nucvexo # KOHKPETHO /IANTH NPHEMA peKiaMauHiTa WIW # OTXBBPJIA.

(7) TpH peknamauus 3a S HEeOCTAThLUH M3IIBJIHUTEJSAT € jurbikeHd B CPOK OT 2 paboTHH AHH OT NMOJAyHaBAHE Ha
peK/aMaLiiaTa 33 CBOA CMCETKA W PHCK Ja NOCTaBM Ha MACTOTO Ha AOCTABAHC KOMMUECTBOTO [IHTICBAINM B J0CTABKATA /
HECKOMIUIEKTHH .T.IOI'UBOPCHH CTOKH.

(8) MMpu pexnamais 3a CKPUTH geJoCTaTbigH, B CIy4ail ue M3ITBJAHUTEJIAT e npHen pexiaMaiiaTa. CHILHAT € [UThKEH
g 10 (1ecer) AHEBCH CPOK OT nonmyyasaneto i na 3aMeHH NOCTABCHHTE HEZOTOBOPCHH 110 BHA / neeKTHN CTOKM 32 CBOA
CMETKa M PHCK MIIM TIO NPEIEHKA Ha JIEYEBHOTO 3ABEJAEHHE - BBH3JI0KUTEJI na BhpHE CrOTRCTHATA HacT oT
janiaTeHata LHena, BeIHO ¢ IBIDKHMHTE JIHXBH.

(9) WU360pHT HA NOCOYCHHTE 110-TOPC BLIMOKHOCTH N Ce BhpHE ChOTRETHATA HacT OT [JIATeHOTO HIIH Jjia Ce IOCTABAT HOBH
CTOKH MPHHAICKH HA JIEUEBHOTO 3ABEJAEHHE - BB3JIOKMTEJ u ce YNpaxHABa OT HEro noi popmara Ha
NUCMENO YBEAOMICHHE 10 W3TTBJIHUTEJS, kato pasxomure H PHCKOBETE 1O HOBOTO OOCTABAHE €4 32 CMETKa Ha
U3MBJIHUTEISA.

(10) CrokuTe, MPEIMET Ha PeKIaMalis ce cuxpanssar o1 JIEY EBHOTO 3ABEJAEHHE ~ BBH3JIOKHUTEJ o ypemxaane
Ha pexnauamm're.

XI1. OTTOBOPHOCT I1PH HEW3IThJHEHHE

Uur, 12. (1) 3a HEH3MBLIHEHHE HA 33, 1b/DKCHHATA CH TIO HACTOSIHA IOTOBOP C H3K/TIOHEHHE 1a TE3H noun 10, an. 2 wan. 4,
W3ITHJIHUTEJAT 15140 HEYCTOKA B pa3Mep Ha 0.5 % Ha JIcH BbPXY CTOMHOCTTA Ha KOHKPETHATA 3asBKa, HO HE 110BEYC
ot 10 % (ZeceT MPOLCHTA) OT CTOHHOCTTA HA KOMKpPETHATA 3afBKa, KaKTO 1 oBe3NETeHHE 3 NPETHPTIEHHTE ACHCTRUTETHM
BPEIH B CIYYANATE, KOTATO TC HAMXBBPIAT JI0TOBOpEHaTa HeycTodika. B ciyyante no . 4, an. 3, nocodeHara B NPEAXO/HOTO
WIPCUEHHE HEYCTOMKA B pasMep Ha 0.5 % ce HauMCIABA 3@ BCCKH Yac NPOCPOtHe, HO HE noseue ot 10 % (aecer NPOLEHTA)
oT cTofiHOCTTA HA KOHKPETHATA 3aiBKa, KaKTO ¥ 0Be3IeTeHHE 3a IPETLPICHHTC ASHCTBHTE/IHA BPEH B C/TyuauTe, KOraro
Te HAIXBBLPIAT AOTOBOPCHATA HEYCTOIKA.

(2) Korato mpy HaIH4HE HA peKIaMaLliH, M3MTBJAHUATEJISAT 1e u3ims1HH 3abDKCHIATE CH NO pasaen X1 0T HaCTOAIMA
JIOCOBOP B CPOK, CBIMAT ALJIKH Ha JIEYEBHOTO 3ABEJEHHE- BBL3JOKHUTE neycrofika 8 pamep 1a 2 % ot
1LCHATA Ha CTOKWTE, 32 KOHTO Ca HanpaBeHH peKIaMaluuTe.

(3) JIEYEBHOTO 3ABEJIEHHE — Bh3JIOKHUTEJ] yaosacTeopsisa MpCTEHIMHTE CH OTHOCHO HeM3IIBIHEHHETO Ha
J0rOBOpa, KaKTo M 3a 3aruialianc Ha HCYCTOMKHTE OT CTpaHa Ha U3MbJHUTEJIS kato 3aibpika rapasuisTa 3a
W3ITbIHenMe o wi. 7, an. 3, Oyxksa “0” OT 10roBopd, Kato npennpuema aeficTsud 3a sefinoro ycsoasane, B cayuail, s¢
crofiHOCTTa Ma TAPaHUMATA 32 MW3MBIHCHHE HC TOKpHBA BCHYKM TBITKAMH OT HU3MbJAHUTESA  neycTOHKH,
NEYEBHOTO 3ABEJEHHE - BBH3JOKHUTEJ npuxsama IbDKUMHTE CyMH OT HACPCUIHN [UTANIAHHA KBbM
U3IMTBJIHATEJI.

(4) TTpu Tpn MBTH BHHORIA 3a6ana Ha U3ITHJIHUTEJIS, npoabakuaa ¢ nopeuc ot HOORMHATA OT CPOKA 3@ H3ITh/IIHEHNE
Ha CHOTBETHOTO 3aAbDKEHNE, B PAMKHTE Ha TPH MeceUa JIEYEBHOTO 3ABEJEHHUE - BH3. 10 KHUTEJ uma npaso 1a
NpeKpaTH 10rOBOpa EAHOCTPAHNO € | 5-{HEBHO MPEIH3BECTHE.

(5) JEYEBHOTO 3ABEAEH UE - BB3JIOKUTEJ uma npaBo Aa npekparH e/HOCTPaHHO H 0e3 MpeiiIBecTHE
HACTOSLIMA AOrOBOP B CilyHail HA CHCTEMHO HETOHHO H3ThJHENHE HA 3a0BIKEHUATA OT U3NMBJIHUTEA 1 npenssehn
MOBCUE OT TPH PCKIAMaUiH B PAMKHTE Ha TpH meceua ot JEYEBHOTO 3ABEJEHME — BB3JIOKHUTE no peda na
rnasa XL

(6) B ciyuail, e 110 OTHOLIEHHC 1a M3NTBJIHUTEJL nacthnar obcrogTeNcTBaTa Mo Wi 34, an. 1. nun 55, a1 1 or
Jakona 3a OOIECTBEHWTE MOPBUKK, JEYEBHOTO 3ABE/JAEHHE- BB3JIOKUTEJL umMa mpaBo Ja NpeKpat
¢/IHOCTPAHHO HACTOALIHA I0TOBOP, Be3 MICMEHO MpeJr3pecTHe H 0e3 1a AnukA HEYCTOMKH,

XI1I. ®OPCMAKOPHH OBCTOSATEJICTBA



Y, 13 (1) CrpasuTe N0 HACTORIUHA OrOBOP HE AbKAT ODC3LUIETEHHC 33 NOHECCHH Bpean i 3arydu. ako MocJIeAHmTe ¢a
pHYMHEHM B PE3yITaT Ha HEMPEeoIoTHMa CHa.

(2) Axo cTpaHaTa, KosiTO € C/IEARAI0 11 V3 ITh/THH CBOE 3a/(bJDKCHHE 110 10r0BOpa € 6ua B 3a0aBa, TA HE MOXKE J1a C¢ 030828
Ha Henpeo10inmMa Ciia.

(3) *Henpeono:mMa cuna’ 10 CMHCHA Ha TO3H I0rOBOp © HenpeaBUIeHO H/HiIH HENpenoTBparuMo ¢HOUTHE OT H3BBHPCICH
XapakTep, Bb3HIKHAI0 CICh CKJIFOMBAHETO Ha A0r0BOPE.

(4) Crpanara, 3acersara oT HenpeoAOTMMa CHia, ¢ LTLKHA Ad npeanpHeMe BCHUKH nelicTeHA ¢ TpHxKara Ha go0Bp
CTONAHMH, 3@ 13 HAMATH A0 MHHHMYM MOHECEHUTE gpean # 3aryOu, KaKTO H J1a yRCAOMH HCMeHo IpyraTa CTpaHa B 7-
JHCBEH CPOK OT HACTBIIBAHETO HA HEMpeoa0aHMaTa CHia. [lpn HeyseIOMABANC B NMOCOHCHNA B MPENXOIHOTO M3PEHCHHE
CPOK Ce Am/IKM 00e3IeTeHHE 32 HacTHMLMTE OT ToBa Bpenu. Henpeoionnmara ciia ce IOKa3Ra OT 3acCerHaTaTa CTpaHa Cbe
cepTuduKar 3a (GOPCMAKOP, HIIAACH 10 CHOTBCTHHA Pell OT KOMMNETCHTHUA Opra B ALPAKARATa, B KOATO €4 HACTBHIIIN
dopcmakopHHTE 0BCTOATENCTE.

(5) Jlokato Tpae HEMpEOAOANMATA CiLia, W3ITHIHEHHETO HA 3AXBIKEHMATA 1 CBBP3AHHTE € TAX HACPELLIH 3a/IBIKCHHA CS
crmpa.

(6) He npeacTanifpa “HEMPEON0IIMA cuna” ChOUTHE, NPHYMHEHO N0 HEOPEKHOCT HAK HpPes YMHULLIEHO AcficTBHE 1A HAKOA
OT CTPAHUTE MLl TEXHH NpeCTABUTEIH H/WTH CIYKHTCIH, KAKTO M HEAOCTHIA Ha MAPHYHN CPE/ICTRA HA M3NBJIHUTEJA
4 TEYEBHOTO 3ABEJAEHHE - BBH3JIOKHTEJL

X1V. CITOPOBE

Yi.14. (1) BpIanHKHAINTE 1peE3 BpEMETPacHETO Ha 10rosopa CMIOpOBE M PASHOTAACHA MEALY CTpaHiTe C¢ peiuaBar Hgpes
NperoBOpH MEXIY TAX. TTOCTHrHATHTE TOTOBOPEHOCTH C& OpOPMAT B nucMena GopMa i ce NpeRphllaT B Hepasaenina HacT
OT J1OTOBOPA.

(2) B cayuaii na HENOCTHTAHE Ha JIOrOBOPEHOCT NO MPEAXONHHMA HIICH, BCHYKHM CMOpOBE, MOpPONeHH OT TO3H IOTOBOP HIH
OTHACAIM Ce [0 HEro, BKTIOYHTENHO CIOPOBCTE, [OPOACHH OT WIH OTHACAIM C€ N0 HErOBOTO ThIKYBAHE,
HeeliCTBHTENHOCT, HEH3ITBIHEHHE HIH npexkparssane we Onaar pazpelasaHi Cropei GuArapckuTe Marepdanii M
MPOLECYATHH 3aKOHH OT KOMIETCHTHMA cba no pena Ha 'K,

XV. CbOBIEHHA

Y. 15, (1) Bowdky cHO0INCHHA MEKLY CTpaHHTe, CEBPIAHH € MAMTLIHEHHETO Ha TO3H JOrOBOP Ca BANWIHH, 4Ko ca
Hanpasesy B nRcMeHa Gopma u ca [OMTHCAHN OT YIThIHOMOMICHUTE NPEICTABHTEIN na MM BJHUTEIA wix
JIEYEBHOTO 3ABEJEHHWE — Bh3JOKUTEJL

(2) 3a nara Ha CbOOINCHHETO C& CMATA:

v JlaTaTa Ha NPEABAHETO — IPH PHUHO NPEIARAHE Ha CBOOIIERNETO;

v 1aTaTa Ha NOMIEHCKOTO K/EHMO Ha 00paTHaTa pasnHcka — fph u3MpalaHe o NOWATa;

v JaTara Ha NPHEMAHETO — NPH M3IPAINAHE 1o paxc nim e-mail.

(3) 3a BATHAHE ANPCCH 33 NPHEMAHE Ha CHOGNICHNA ¥ GAHKOBH CMCTKH, CBBPIAHH C HACTOALLIA [OTOBOP CE CMATAT:
3A U3IThJHUTEJS: 3A JIEYEBHOTO 3ABEJAEHME- Bb3JIOKHTE:

...... Anpec 3a KOpeCnOHACHINA

¢.Passo mose 2129, obuwna Enun Teaun
[MpomuniicHa 3042 Bepuna
g-mail: propharmacial 23@gmail.com
Ten.: (02) 971 80 05
BAHKOBA CMETKA:
O6enusena barapcka baHka
UBRSBGSF
BG63UBBS80021097272540

(4) llpy NpoMAHA Ha NOCOHCHHAA NO AL 3 anpec wi GankoBa CMETKA CHOTBETHATA CTpaHa € JUTH/KHA /1 YBE/IOMH JIpyrata B

TPHAHESEH CPOK OT POMAHATA.

XVL JIPYTH YCJIOBHS

Y. 16. (1) Mpasata ¥ 32ABIKSHUATA 11O HACTOSIIMA JOTOBOP HE MOTAT 3 e MPEXBBLPAT eIHOCTPAIHO Ha TPETH il H
noao0GHM AKTOBE HE MOPAXIAT MpPasHO feficTBHe §¢3 MUCMEHOTO ChITIAcME Ha ApYrata crTpana, OCBEH B CIy4auTe Ha
obesncuapane (rapasTHpaHe) Ha 3aThIKEeHHA [0 GaHKOBM KPEHTH,

(2) 3a HeypelenuTe BhIIPOCH B HACTOAIILMA JoTOBOP CE MpHiara ACHCTRAMOTO GBArapeKo 3aKOHOMATENCTBO.

XVII. [IOAH3NbJIHUTEIH



(P‘Ipu.’lOJIClLHO camo 6 caydaume, 8 Koumao u'36pam¢x 3a USHBANUMEN YHACMHUK € ROCOYNA, Ye ufe non3ea NOOUINTBAHUMENU,
npu CKIOYBAHE Na paMKOBOMO cm)pan',uenue)

Y. 17. (1) TOAM3ITH.J HHUTEJIMTE Tpsi0Ba 1a OTTORAPAT Ha CHOTBETHHTE KpHTEpHH 3a noadop choOpazHo BHAA H ACa
OT MOpHUKATA, KOHTO [Ie W3bANABAT, U 32 TAX 1a 1e Ca HATHIIC OCHOBAHHS 32 OTCTpaNABaHe oT NpoLEeAypaTa.

(2) JJEUEBHOTO 3ABEJEHHUE - BB3IJOKUTEI usicKkaa 3aMaHa Ha MOAU3MBJIHUTEL, KONTO HE OTroBaps Ha
yeaopusta no anl.

(3) Korato HaciTa 0T nophukara, KOATo ¢e H3IIBIHARA OT NOJAUIITBJIHHTE, Mmoxe a2 fble npefa/iena KaTe OTIeNCH
obext na W3IMBJIHUTENA nim na JEYEBHOTO 3ABEIEHHUE - BB3JIOKHUTEJL, nocreisua saniaula
BhL3HATPOKICHUE 3a TA3H HaCT HA NOJU3ITBJIHUTEJA.

(4) PazniamanuaTa no an 3 ce OCLUIECTBABAT B3 OCHOBA HA MCKAHE, OTNPABEHO or NMOAU3NMBJIHUTEJA 0
JIEYEBHOTO 3ABEJEHME - BB3IJIOKHUTEJ upes W3MbJHUTEJISA, koiiTo € urpier na 1o NpeAOCTaBH HA
BHLATOKHTENS B 1 5-nHEBEN CPOK OT N0y 1ABAHCTO My.

(5) KM HCKaHETO 1o an. 3 U3NM'bJIHUTEJIAT npenoctass CTAHOBHILE, OT KOCTO /1d € BHIHO AATH OCTIOPBa NIallanHATa
JUTH 9aCT OT TAX KaTO HE/TbJIKHMH.

(6) JEUEBHOTO 3ABEJAEHUE — Bb3JIOKMTET mva npaso 43 orkaxe Mualiane no ai. 3, KOraro MCKaHero 3a
AaLaHe ¢ OCIOPEHO, 10 MOMEHTA Ha OTCTPANABAHE HA NpHIHIATA 38 OTKa32.

(7) HesaBHCHMO OT H3MON3BAHETO Ha ﬂOllI/I3ﬂ'bJIHHTEJM OTTOBOPHOCTTA 33 H3MBIHCHHE HA JlorOBOpa ¢ Ha
U3IMTBJAHHTEJIA.

XVIIL 3AKTHOYUTETHH PA3MOPEABH

Y1 18. (1) TIpH CHCTABSHETO Ha HACTOAIIMA IOTOBOP Ce NpencTaBuxa Ce/IHATC AOKYMEHTIL

v Tokymenti o wi. 112 oT 3011,

v Tlexnapauus 1o ui. 55, at. 6 ot 3JITIXM (koraro € NPIIOKHMO);

v Tapanus 3a M3MbIHCHHE,

v Texuuuecko 1 LigHos0 NpeIOKCHNE, HEPAIICIHA 4acT OT JONOBOPE,
v Jlexnapanmu no IMUIT.

(2) Hacrosmuat 10rosop §¢'ChCTaBit B TpH ¢/1HOOGPA3HHN €K3eMIL1APA HA ORATApCKH S3HK — cxun 3a U3MTBJIHUTENSA u
182 32 JEUYEBHOTO 3ABEAEHHE — BB3JIOKHUTEJL

JIEYERHO 3ABEIIFHH! WUTE: U3 BJIHUTEL: ‘
- 2 2 is [copru Beceannos TlacKoE
/[',/) [ ;379 ' AL 7\ 2 Vupasuren ,[po @apmaus




Cneuudurauma

NPO ®APMALINA
MexayHapoaHo Ea. LeHa 3a Ea. Uena 3a Obuwa
HENATeHTHO HauuH Ha Heobxoaum eAUHMLIA MAPKA (eauHMUA mApKa ¢ |croidHoct 6e3 (O6wa croiMHocT
ATC-kop, |HaMmeHOBaHWE |[NPUNOKEHUe Mapka 3abenexka |bpoin mapka 6e3 A4AC aac aac c aac
HO1BAO4 |Terlioressin napavtepania |[mg 1280 31,216666 37,4599992| 39957,33248| 47948,79898
HO1CBO1 |Somatostatin napadTepanHa |mg 2700 38,479444 46,1753328| 103894,4988| 124673,3986
O6wa croiHocT 143851,8313| 172622,1975
FapaHuun 4315,554938




