JOTOBOP Ne /Z

3A TOCTABKA HA JIEKAPCTBEHH ITPOAYKTH

IHec, }Dogﬁm r., B rp. Codus, Mexy:

“MHOTI'OIIPO®HUIHA BOJIHMIA 3A AKTHBHO JIEYEHHE - XACKOBO” All, cue
celaiMie ¥ azpec Ha ympasneHue: rp. Xackopo 6300, Oy “Crenuucaue” Ned9, EMK 126529015,
npencrasngeano ot A-p [eopra Hukosior I'enos — M3nbiHATENEH AMPEKTOP, HAPHIAHO TO-A0IY 3a
kpatkoct o, JIEYEBHO 3ABEJEHHE - BB3JOKHUTE” oT ejHa cTpaHa

H

LOLOHHKC ®APMA” EOO/l, che cemamuiue M 4upec Ha YNpaBICHHE: rp.Codua 1700, paiion
JCrymentcxu”, yn."Oxonoepserer mpr” Ne 1994, EUK 203283623, npeacrasnssano oT Becenus
Benmukor Kynes u Huxonali bunes Kones — YnpaBuTenH, HauHH Ha Tpe/ICTaR/IsBaHe- OT ABaMa oT
VipaBdTeNHTe 3a€[HO0 HIH OT €IMH YIpaBUTeN 3acIHO C CNHH IIPOKYPHCT (IOKOJIKOTO HMa
VITBIHOMOIIEH ), HAPHYAHO 33 KPATKOCT “U3MBJIHUTEJ” ot apyra cTpasa

Ha ocHoBamie w1, 112 o 3akona 3a obmectsennTe nopsukd (3011), BbB BPh3Ka ¢ NPOBEICH BHTPEIICH
KOHKYpeHTeH H3bop/nomsiHena ofepra mo PaMKoBO COpasyMeHHe No PJI- 11 -55 or 28.01.2021r. ce
CKITIOUH HACTOAIIMA JOTOROP 3d CNETHOTO:

I. MPEJMET H CPOK HA 1OI'0OBOPA

Ya 1 (1) JEYEBHO 3ABEJEHHME — Bb3JIOKHUTEI swinara, a MINLJIHHUTEJAT ce
3aTBIDKABA JIa H3BLPIUM JOCTaBKa Ha CJICIHHTE JICKapPCTBCHH TTPOTYKTH:

' OBocofena mosuuns Ne 1
AHnaromo- MekayHapoaHo Haunn Ha | Mapka KosnuecTBo
TePANEHTHICH KO | HONATCHTHO npuIoKenHe /mg,
ATC-kon/ nanvenopanne /INN/ tabl., ml

u ap./

CO1AADS Metildigoxin [epOpaIHa TEEPAa | mg 120
C04ADO3 Pentoxifylline nepopaiHa TBepHa | mg 3456000
C04AX2] Naftidrofuryl TIepOpaiHa TEbpaa | mg 216000

- COBCADS Nifedipine IepopanHa TEEpAa | mg 57600

| CO9AALS Zofenopril epopaiHa TEEPIA | mg 216000

(2) IloroBopsT B/M3a B CHJA OT JaTara Ha MOANKMCBAHETO MY OT ABETE CTPAlM H € ChC CPOK A0
31.12.2021 r., Ho He no-kscHO 0T 31.12.2021 1.

IL. IIEHH W OBILIA CTOIHOCT HA IOCTABKHUTE 110 IOT'OBOPA

Y. 2. (1) Llenara Ha CTOKWTE MO W] € ChIVIACHO USHOBO NPEUIOKCHHE Ha W3NbJIHUTEJIA,
Hepas/ieHa 4acT OT JI0roBopa. L]

(2) Llenara BxmOUBa CTOHHOCTTA HA CTOKATA, ONAKOBKA, 34CTPax0BKa H TPAHCLIOPT 10 JEYEBHOTO -
3ABEJEHHE — Bb3JIOJKUTEJL npi MHHHMaTeH CPOK HA TOJIHOCT HE TO-KPaThK qrﬁgﬂ’ 9% oTN e\

) ¢ 1

0GABEHHA OT [IPOM3BOJUTEA 32 TEKAPCTBEHHTE IIPOJIYKTH KM HE NI0-KPaThK OT 20 % ot ofsBeHUd 6‘1"__ \ J |
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0OSBEHUS OT NMPOM3BOINTENN 32 NEKAPCTBEHUTE NPOJAYKTH WK He 10-KpaTek oT 20 % ot obsBeHns oT
IPOU3BOARTENS 3a DHONpOAYKTHTE WK OHOnoo0HKTE NpOAYKTH. MUHUMATHUAT CPOK HA TOJHOCT C&
ONpenens KbM JaTaTa Ha BCAKA H0CTABKA Ha IEKAPCTBEH IPOIYKT.
(3) OGmarta cTOHHOCT Ha IOCTABKUTE 10 JI0roBopa e 1o 7727,05 (ceaeM XMILLIM CeIEMCTOTHH JBANECET
u cenem nesa i 0,05 crotunku) nesa Ge3 sxmoder JJIC u mo 9272,46 (aeseT XHIAIH JBECTA CEAEMIECET
1 mpa nesa i 0,46 crotuuky) neea ¢ BkmoueH JJIC,
(4) IlenaTa mo norosopa e (PHKCHpaHa, HE NOIEKH Ha NPOMAHA 38 CPOKA Ha OSHCTBHE HAa JOIOBOPA,
ocBeH B coryante Ha 116 ot 3011
(5) B ciryuaii, 9e mpes BpemMeTo Ha jelcTBHE Ha CLOTBETHHA JOTOBOP CTOHHOCTTA, KOATO CNEABA 14 Ce
3alliaiia ¢ MyOIHYHE CPeICTRa Ha JEKAPCTBEHH IIPONYKTH 0T [[o3HTHBHHA EKAPCTBEH CIHCHK CTaHE
NO-HHCKA OT JOTOROpeHaTa, JieyeOHOTO aBeIeHHE — BB3N0AHTE) De3yCI0BHO 3AINAlNa ICKAPCTREHHTE
MIPOIYKTH Ha MO-HUCKATA CTOHHOCT, CYHTAHO OT:

- [aTaTa Ha BUM3aHe B CHJIA HA pemreHHeTo Ha HauuoHaHHA CLBET IO IeHH H penMOypcHpane
Ha nexapcteennre npoaykry ( HCLIPJIIT);

- marara Ha akTyammsanaaTa Aa [To3sHTHBHKS JeKApCTBEH CIHCEHK 1O pena Ha wi 57, an. 1 ot

Hﬂpﬁ'ﬂ,ﬁﬂTﬂ 38 YCMOBUATY, TpABIIATa M PETd 3d PeryIUpaHe K PCTHCTPHPAHC Hd LCHHIC Ha

nexapersenute npoaykri (HYIIPPPIJIIL) 3a nexapcTBeHHTE MPOAYKTH ¢ HaMa/leHa CTOHHOCT 3a
OIAKOBKA, H3UACcIeHa Ha Oasa pedepeHTHA CTOHHOCT.

B cnyuauTe 10 IPeIXOJHOTO H3peUueHHe, CTOMHOCTTA ce onpe/ess KEM MOMEHTA Ha IOCTABKATA
(IIO/MICBaHe Ha IPHEMO-IpeaBaTeNeH IPOTOKOI).

III. YVCIIOBHA H HAYHH HA ILTAIITAHE

Y. 3 (1) [Inamasero o HACTOAIMA JOrOBOP ¢€ OCHIIECTBABA upes GaHKOB NpeBOn OT CTpaHa Ha
JEYEBHO 3ABEJIEHHE - BLIJTOKHTEJ no nmocodenara B w1, 15, an. 3 Gankosa cMeTKa Ha
H3OLJIHHUTEJIA.
(2) 3amamaneTo HA CTOKMTE II0 J0TOBOpPA CE M3BBPLIBA OTJIOKEHO B CpoK 10 60 /mecTaeceTns/ neH,
Clle 1l peCTaBsiHe Ha CHeJHATE JOKYMEHTH:
TocraeHa daxTypa, cecTasesa csrnacHo winckeanuara va 3[1J1C u ITTI3AIC,

2. IlpuemarenHo-npenapaTe/lHH NPOTOKOIH;
(3) B ciyuai, ye 1ocodeHHTe B Wi 3, an. 2 JOKYMEHTH Ca HEPEIOBHH HIH HE Ca KOMILIEKTOBAllH,
ceigure ce Bpbmat Ha H3IThJIHHTEJIS ¢ npueMaTentio — npejaBaTeIeH IPOTOKO 3a H3NPABAHE Ha
nepennocTHTe. CPOKBT Mo w3, an. 2. 3amo4sa ja Teue OT jJaTaTta Ha MPeACTABAHETO HA MOCTCAHHA
HIHCKYEM C& NOKYMEHT.
(4) Tpu daxrypupade Ha 3afBEHHTE KOIMYECTBA JIEKAPCTBEHH [POIYKTH, O BCAKA OT/IEIHA 3AARKA,
[leHATa HA OMAKOBKA HE cileipa a HaJBHIIasa onpejeineHaTa B [[03MTHBHMA JIEKAPCTBEH CHUCBK-
Tpunoxenne Ne 2, pedepenTHa CTOMHOCT Ha OIIAKOBKA 32 CHOTBETHHSA NEKapCTBEH NPOIYKT. B cnyyai
HE M3YHCIARANC Ha CTOHHOCT [O-BHCOKA OT pedepeHTHAaTa CTOWHOCT HA ONAKOBKA 33 CHCTBETHHA

JIeKapCTBEH TIPOIAYKT, CTOMHOCTTA ce HaMaslgBa H 3amialla 10 CTOAHOCTTA Ha ONakOBKa ONpe/IelieHa B
IMosuTHEHEA NexapcTBeH cnHebK- [IpHnokenue Ne 2,

IV. CPOK HA TOCTABHHE

Y. 4 (1) JEYEBHOTO 3ABEJIEHHUE - Bh3JIOKHUTE/ 3assasa HeoOXOIMMHTE MY KOJIHYECTBA
¢ mucmena zaseka jo0 HM3INBJIHHATEJISA. 3asekara ce BpbYBa JIMYHO Cpelly OOANMC Ha
HINMBJHHUTEJIA unu yosiHOMOIIEHO OT HETO JIHIE WIH CC H3OpPAalld ¢ Npenopb4aHo IHCMO C
0BpaTHa pasnucka, no $akc KM No eNeKTPOHEH MET.

(2) Besika oThenHa qocTaska, clieipa 1a Ob1e ocTareHa B Cpok 10 7 KaneHAapHH JIHH CTIe/ MoJIyyaBaHe

na sasskata o7 JIEYEBHOTO 3ABEJIEHHE - BB3JIOKHTEJI 1 3a konu4ecTBaTa i ONAKOBKHTE

(cho0pa3HO KOHKpETHHTE JICKApCTBEHH NOPOJAYKTH, [IOCOYEHH B TEXHHYECKOTO Hpe;mmﬂ HHE Ha.
M3TBIHUTENA), TOYHO OMpejeneHH B 3askara. B ciydaii, 4e ce mpasH mbpsa ,mcraﬂm [} ﬂﬁhﬂ
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MapTHI4 Ha TEKapCTBEH NPOAYKT, ce mpeacTars CepTHQHKAT 3a 0cB0o00K JaBaHEe HA MAPTH,IATA, H3A1EH
or kBamH(HOUpaHo mmue no 3JIIIXM Ha eneKTpOHEH HOCHTEN WM N0 ENeKTPOHEH MhT Ha
EACKTPOHHATA TOMIA, [10COYEHa KATo aJIpec 3a KOPECTOHIeHIHS, IPHAPYKEH ¢ IpeBo] Ha GhIrapck
E3HK OT (HpMa, CEIFOYMIA JOroBop ¢ MUHMCTEPCTBO HA BRHIIHATE paloTH 3a WIBLpIIBAHE Ha
opumany npesogH. MabpoenuTe DoOKyMeHTH ce MpeCTABAT B CHOTBETHOTO 3BEHO, ONpeaeNieHo OT
ne9e0HOTO 3aBCACHHE — BB3NOKHTEN. [Ipa cneapauy JOCTABKH Ha IEKAPCTBEHH IPOJYKTH OT ChLUATA
OapTHIA, CEPTHOHKATET HE CE MPEICTARA.

{(3) B caoyuali Ha HeoOxommmocT or cnemna poctaeka, JIEHEBHOTO 3ABEJIEHHE -
Bb3JOMKHTEJ nocoysa m3pHYHO B 3agBKaTa, 49¢ ¢ HeoOXogumo ga ObOe M3BLPIIEHA CHELIHA
JocTaBka. B To3H cimyuaii, mocTaBkaTa ciensa aa 0sae H3BBPIISHA 10 6 Yaca OT IOIYy4YaBaHe Ha 3aABKATa
M 3@ KOJWYecTEaTa M onakopkuTe (choGpasHo KOHKpPETHHTE NCKAPCTBEHH MPONYKTH, IIOCOYEHH B
TEXHHYECKOTO NPEIVIOKEHHE HA H3ITBIHWTENA ), TOYHO ONpPE/IeNeHH B 3adBKaTa.

(4) K3ITBJTHUTEJIAT ce 3amsmkaga, B cpok o | paboTeH AeH, B CIyYauTe no an. 2 B B Cpok 1o 1
4ac, B CIYYAHTE HA . 3, C/ieq MOJTy4aBaHETO HA BCAKA 3aiBKA /1A YBELOMH IIHCMEHO HIM IO (axc
JJEUEBHOTO 3ABEJAEHHE - BB3JIOKHUTE B ciyuaii ue He MOKE 13 M3BBPLIM JOCTABKA HIIH
B Ci1yuaid, 4e He MOXKe /Ia CTa3H CPOKET 38 H3BHPIIBANE HA JOCTABKATA, IPEIMET HA KOHKPETHATA 3aABKa.
(5) KM jaraTa Ha BCAKA JOCTARKA, OCTATEYHHAT CPOK HA TONHOCT Ha JIEKAPCTBEHUTE NPOIYKTH, Cle/1Ba
aa Obae He no—Mansk oT 40 % fMernpujecer na ¢rof o1 00ABEHNA OT NPOH3IBOIHTEINL.

(6) KeM jaraTa Ha BCKA NOCTABKA OCTATLYHMAT CPOK HA TOJHOCT HAa OHONPOAYKT MM OHononoben
NIPOAYKT, cneaBa aa Ouae He no-Manek o1 20 % /apagecer Ha cro/ 0T 00ABCHAA OT NPOH3BOAHTENA.
(7) 3a komudecTBa JOCTaBEHH H3BBH 3asBkara mo w1 4, an.l, JJEUEBHOTO 3ABEJEHHE -
BBb3JIOKHUTEJ naMa 3agnoiense 3a NnamaHe.

(8) B cnywamte mo 4. 10, an. 7 or morosopa, CPOKBT MO an. 2 W 3 3alo4Ba Ja Tede OT JaTara Ha

MHEMSHOTO Soracs ia IETERHQTOQ JABEAEHIE - BB3/I0KHTE,

V. MACTO HA JJOCTABSIHE

Y. 5. (1) 3a MacTO HA JOCTABANE HA CTOKHTE [0 TO3H JOMOBOP Ce ONpejens cliefTHAA ajpec: (paHKo
cknan Gonnuyna antexa Ha , MBAJI-Xackoso™ AJl rp. Xackoro 6300,6y1. ,,Crenunenue™ Ned9

(2) PHcKBT OT cy4aiiHoTo NMOrHBaHe WM MOBPEKIAHE HA CTOKHTE npemMuHasa Bepxy JJEUEBHOTO
JABEJEHHE - Bb3JIOANTEJ o1 MoMEHTA Ha NPHCMAHETO MM Ha MACTOTO Ha JOCTABAHC ©
NPHEMATETHO-TIPelaBaTelleH TTPOTOKOIL.

V1. JATA HA JOCTABHHE HA CTOKHTE

Y. 6. 3a 1ara Ha JOCTABAHE Ce CYMTA JIaTaTa, Ha KOATO CTOKHTE ¢a JOCTARCHH 10 aapeca MoCo4YeH B 4L
5, an. 1, npu ycnoprATa Ha 4. 9, an. 2.

VII. 3SAABJUKEHHSA HA H3ITBbJIHHTEJIA

Ui 7. K3ITBJIHUTEJAT ce 3aaemxasa:
1. IJa nocrasu crokare B jgorosopenus cpok H aa ru npepane Ha JIEHEBHOTO 3ABEJIEHHE —
BL3JTOKHTEJL

2. Jla npenaje cTOKWTe, NAKETHPAHH H MAPKHPAHHM B ChOTBETHMH BHJI, KOMHYECTBO W KAa4YeCTEO Ha
MACTOTO Ha JOCTABSHE.

3. Ilpr noguuceaneTo Ha JOrosopa ja Mpe/icTaBH:

a) nokyMenTs o 41, 112, an. 1 or 30IL

@) rapaHis 33 U3NBIHEHHE, B eHa oT hopmMuTe, onpenenenn B wi. 111, an. 5 ot 3011, cbe cpok Ha
paTAaAocT 60 THH ciel H3THYAHE CPOKa Ha JOTOBOPA, KOATO Ce ucuoﬁumna:aa B cpok 1o 60-mii cnen
H3NELITHEHHE HA JoroBopa. B ciyuai, 4e BaHIHOCTTA HA rapaniiuATa H3THYA NPeIH nomhnparnaﬁw
nanbiHen, HIITBJIHHUTEJIAT ce zagbmkasa na yIBIDKH CPOKa HAa BalMIHOCT qu" ﬁd{mm‘m }:



TONMKOBA JHH, TAKA He rapaHilfATa JMa MOKPHEd O4YaKBAHHMA CPOK 3d M3I0BJIHEHHE HA JOTrOBopa ILTHOC 6{]
muu. I'apanuusra e B pasmep Ha 3% oT cToiiHocTTa HAa Jorosopa He3 JIC u Bb3am3a na 231,81
(1BecTa TpHAECET H equ JeBa H 0,81 croTHHKH) JeBa.

(4) Jla nmocraed nexapcTBEHH NPOJYKTH, KOHTO OTTOBApAT HA HIMCKBAHMATA Ha 3akoHa 3a
JNeKApCTBEHHTE NPOAYKTH B XyMaHHata MenunuHa (3JIITXM) — na npureskasaT BaAMIHO paspelleHHe
3a ymotpefa B cTpanata, m3ganeno mo peaa Ha 3JIIIXM wam Permament (EO) Ne 726/ 2004 r. Ha
Epponefickus napnament # CeeeTa /. 23, an. | na 3JITIXM/,

(5) Ha mocraBs nexapcTBeHH NPOAYKTH, KOHTO ca BmodeHH B [Ipunoxkenne Ne 2 ma IlosmTHBHHS
TEKAPCTBEH CIIHCEK.

(6) B cayuaii, 9e ce npasd NEpEa JOCTaBKa 110 JaieHa NapTHIA Ha IeKapCTBEH IPOOYKT, 1a IPEeacTassd
Ceprudmrar 3a ocsofoxkTaBaHe Ha NAapTHAATa, H3ageH oT KBanuguumpano auue no 3JIIIXM na
€/IeKTPOHEH HOCHTel WIHM TI0 eNeKTPOHeH IILT Ha EIeKTPOHHATa Iolnd, IIOCOYEHa KaTo agpec 3a
KOPECIOHIESHLHA, NPHAPY)KEH ¢ IpeBoj Ha OBIrapckd €3WK OT (HpMa, CKIIOYHIA JOTroBOp C
MuHHCTEPCTBO HA BBHIIHKTE PA0OTH 3a HIBBPIIBAHE HA O(HIIHATHH TPEBOJIH,

YL, IAABVIREHIA HA JIEMERHOTOQ JABEAEHHE - Bb3JIOKHTEL

Yn 8. JEMEBHOTO 3ABEJTEHHE - BB3JIOKHTE.I ce 3annmkapa:

1. Jla npreme J0CTABEHHTE B CPOK H HA MACTO CTOKH, CHOTBETCTBALH 10 BHI, KOJIHYECTBO H KA4ECTBO
HA OTMHCAHOTO B HACTOSAIIHA JOTOBOD.

2. Jla 3annati IOCTABEHWTE CTOKH IO PEJa HA WI. 3 OT HACTOSMLIMA JIOT0BOP.

3. CrneJ NpHKTIOUBAHE M3MBIHEHHETO Ha 10roBopa Ja ocBo0ONH rapaHIHATa 3a M3NbIHEHHE, Oe3 na
OBIAH JTHXBH 34 CPOKA, IPe3 KOWTO CpeIcTBATA 3aKOHHO Ca IPECTOAIH ¥ HEro,

IX. MTPHEMAHE H ITPEJABAHE HA CTOKHTE

U 9. (1) [IpreMadeTo Ha CTOKHTE CE H3BHLPIUBA HA MACTOTO Ha JOCTABAHE TIOCOYCHO B ul. 5, a. 1.
(2) H3INNBJHHTEIAT mnu yORIHOMOLIIEH OT Hero MNpelcTaBHTEl H IMpPEICTaBHTEN HAa
JEYEBHOTO 3ABEJEHHUE - BbB3IJIOKHTEJ noanucsar npHeMaTelHO-TIpeJaBaTe/IeH

NpOTOKOI, YOOCTOBEDARBALL IMONMYYARAHETO Ha CTOKHTE.

X. KAYECTBO, TAPAHIUHH H CPOK HA TOJHOCT

Ya. 10. (1) Crokute, npeaMeT Ha HACTOAMAA AOTOBOP, CAENBA 14 OTIOBAPAT HA HM3HCKBAHHATA HA 4L
T,an 4 u 5.

(2) KtM naTaTa Ha DoCTaBKAaTd, OCTATHYHHAT CPOK Ha FOQHOCT HA JICKAPCTBEHHTE IIPOIYKTH, CIeIBa Aa
Gbae He mo—Mamrsk o1 40 % /fseTpuiecer na eTo/ oT 00ABEHHA OT MPOH3BOIHTEA.
(3) B ciny4aii Ha 10CTABKA Ha JICKAPCTBEHMA HPOIYKT G 110 — KPATbK 0T AOTOBOPSHHIA CPOK Ha IOmHOET,
ABLILKHMATA HeYCToHKa qa 6Be npoMeneHa, KakTo cleaBsa;

oT 39,99% mo 30% - 3 % snpxy cTolHOCTTa Ha JOCTABKATA;

ot 29,99% o 20% - 5 % BBPXY CTOHHOCTTA HA JOCTABKATA,

ot 19,99% mo 10% - 7 % ebpxy crolfHOCTTA Ha JOCTABKATA,

noa 10% - 10 % BupXy cToHHOCTTA HA JOCTABKATA.
(4) OcTaThuHEAT CPOK Ha rogHocT Ha GuonpoaykT /GHomomobeH mpoaykT, chenpa Aa Obae He Mo—
matek ot 20 % /gsageceT Ha cTo/ OT 00ABEHHA OT NPOH3IBOIHTENA KbM JaTaT4 HA BCAKA JOCTaBKA.
(5) B cyuait Ha gocTaEKa Ha OonpoayKT/OHonogo0eH NpojIyKT ¢ MO — KPaThK OT JOr0BUPEHHI CPOK
HE TOAHOCT, AbIKAMATA HEYCTOHKA € KAKTO ClIelBa: | i

or 19,99% mo 10% - 2 % BbpXy CTOHHOCTTA Ha IOCTABKATA; N @

ot 9.99% 1o 5 % - 4 % REPXY CTOHHOCTTA HAa JOCTABKATA, P“’ W\

nox 5% - 6 % BepXy CTOHHOCTTA HAa JOCTABKATA. [ f‘."_”f\\ |2
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(6) JEHEGHOTO 3ABEJEHHE - Bb3JIOKHTEJI Moske 1a 0TKaxe IPHEMaHETO Ha CTOKHTE, aKo
B IIEHA Ha TAXHOTO NPHCTHraHE HIM TPHEMaHe OCTATHYHHMA CPOK HA TOJHOCT € [0 — MANTBK OT
onpeaenenud B 9. 10, ain, 2. 1 an. 4 MHHEMANEH CPOK Ha FOIHOCT.

(7) HocTaBkara Ha JIEKAPCTBEH MPOIYKT C OCTATHYEH CPOK HA TOJIHOCT Mo-Maxsk or 10 Ha ¢ro oT
00ABEHHA OT IPOH3BOIMTEN H Ha GuonpoaykT/OHoNoA06eH MPOIYKT ¢ 0CTAThYEH CPOK HA FOIHOCT I10-
MallbK OT 3 Ha CTO oT O0ABEHHS OT MPOW3BOJHMIEN C€ M3BLPLIBA CAMO ¢ MHCMEHO CEHIVIACHE HA
JEYEBHOTO 3ABEJJEHME - Bb3.JIOKHTE.I 3a KOHKpPeTHO KOMAYECTBO, ONPEIEIEH0 OT HETO.

bes uapnuno nucmeno crriacie Ha JEYEBHOTO 3ABEJJEHUE - BL3J0OXKHTEJ crokuTe HaMa
na OLOar 3annamany,

(8) HckameTo 3a IHCMEHO CBITIACHE, B COYYaHTe HA al. 7, ciensa ga nmoctemu B JIEMEBHOTO
3ABEJIEHHE - BB3JIOZKHTEJI B cpok 1o 1 (exum) paboTeH IeH OT NOJIYyY4BaHe Ha 3adBKaTa.
(9) B cmydanTe Ha CleMIHM JOCTABKH IIOCOUSHHTE B all. 3 H aJl. 5 HeycTOHKM He ce mpHiarar.

XI. OTTOBOPHOCT 3A HETOYHO H3ITBJIHEHHE. PEKJTAMAIIHHA

Y. 11. (1) JEYEBHOTO 3ABEJIEHHE - Bb3JTOKHUTE.T Moke J1a npeisBsea peKIaMamie Ipes
H3ITBJIHUTENA 3a:

4) KOIHYECTBO H HEKOMIINIEKTHOCT Ha CTOKHTE MITH TeXHHYECKaTa JOKYMEHTAlHs (SBHH HEJOCTAThLH);
0) KagecTBO (CKPUTH HeNOCTATHIH):

- [IpH OOCTABAHE HA CTOKH HE OT JOTOBOPEHHAA BHIO, MOCOYEH B 9L 1;

- IIpH KOHCTAaTHpaHe Ha nedekTd np ynotpeba Ha CTOKHTE.

(2) Pexnamanuu 3a siBHM HemocTarblu Ha cTokuTe ce npaesar ot JIJEYUEBHOTO 3ABEJIEHHE -
BB3TOKHTEJL B mMoMeHTa Ha TpeIaBaHeTO MM, 3@ KOETO C€ ChCTARA MPOTOKOI, IIOAIHCAH H OT JIBETE

CTPAHH.

(3) Pexnamariiuy 3a CKpHTH HEJOCTATBIIH CE IPABAT IIpe3 LENHA CPOK Ha IOJIHOCT Ha JIOCTABEHHTE CTOKH,
KATO PpeKNaMallHATA Ce MPHIPYXKABA 3aIbL/DKHTENHO OT KOHCTATHBEH IIPOTOKON, H3JAJeH OT
M3nsnanTenHaTa areHIKA 3a JIeKapcTBara.,

(4) JEYEBHOTO 3ABEJIEHHE - BDB3JOMKHTEJ e nrekHO 13 VBEIOMH ITHCMEHO
H3ITbJIHUTEJIA 3a ycranosenuTe nedexTd B 5 (DET) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamanmuTe ce NOCOYBA HOMEPBT Ha JOrOBOPA, TOYHOTO KOJMYECTBO HA MONYIEHATE CTOKH C
TEXHHA NapTHACH HOMEp, OCHOBAHMETO 33 peKiiaMauusi W KOHKpeTHOTO uckade Ha JIEYEBHOTO
3ABEJEHHE - Bb3JIOKHUTEJL

(6) B 5 (mer) nHeBeH cpok ot nony4yasane Ha pexinamauuara, H3ITBJIHHUTEJIAT cnensa na otrosopn
Ha JIEHEBHOTO 3ABEJAEHHE - BB3JIOWKHTE nucMeH0 B KOHKPETHO JIAiH IpHeMa
PEKIAMALHATA HIIH 4 OTXBBPII.

(7) IIpu pexnamauus 3a aeuf HegocTaTsd H3ITBJIHHTEJISAT e mieiken B cpok ot 2 paboTHH IHH
OT MONMyYaBaHe Ha peKllaMalMATa 3a CBOA CMETKA H PHCK Ja J0CTaBH Ha MACTOTO Ha JOCTABAHE
KOJIHYECTBOTO JIHIICBAINH B TOCTABKATA / HEKOMILIEKTHH JIONOBOPEHH CTOKH.

(8) llpu pexiamanmmEa 3a cKpHTH HefocTaThmd, B cayyail uve H3INBJHHTEJAT e npuen
peKIaMallHATa, CEUHAT e Jurked B 10 (eceT) IHEBEH CPOK OT MOIYYABAHETO i 13 3aMEHH JOCTABCHHTE
HE/IONOBOPEHH 10 BHI / Ne(EKTHH CTOKH 3a CBOS CMETKA H pHcK MM no npeueska Ha JEYEBHOTO
JABEJEHHE - BB3JIOMKHUTEJ na srpue choTBeTHATa HacT OT 3alIaTeHaTa IeHd, BEIHO C
IUbJIKHUMMTE JTHXBH.

(9) H3bopsT Ha MOCOYEHHTE MO-TOPEe BEIMOMKHOCTH JIa C& BEPHE CHOTBETHATA YACT OT MIIATEHOTO HITH
na ce noctasar HoBH cTokH nprHamekd Ha JIEYEBHOTO 3ABEJEHHUE - Bb3JIOAKHTE 1 ce
YHpaKHsABa oT Hero noj opmara Ha nucMeno ysenomMnenue 1o HIIMTbJIHHTEIA, kato pazxonuTe B
PHCKOBETE 110 HOBOTO JocTaBaHe ca 3a cMeTka Ha H3IThJIHUTEJIA.

(10) Crokmre, npemmer Ha pexnamaius ce cwxpausear ot JIEUEBHOTO 3ABEJEHHE -
BB3JIOKHTE.I no ypesanaHe Ha peKlaMalHHTE.

XIL. OTTOBOPHOCT INPH HEM3ITbJIHEHHE Qe



Wi 12, (1) 34 HEU3NBIHEHHE HA 38/(bJ/DKEHUATA CH 110 HACTOALNHA JOTOBOD C M3KIIOUYEHHE HA TE3H 110
ul. 10, an. 2 u an. 4, HAINBJHUTEJAT nbemxku Heycrodika B pasmep Ha 0.5 % Ha neH BbpXy
CTOHHOCTTA H4 KOHKpeTHara 3adBka, HO He nosede orT 10 % (mecer mpoueHTa) OT CTOHHOCTTA Ha
KOHKPETHATA 3a4BKA, KAKTO U o0e3meTeHHe 3a MPeTLPIeHHTE NeACTBHTE/NHHE BPE/IH B CIIyYaHTe, KOTaTo
Te HAJXBBP/IAT [OrOBOpeHaTa HeycTolika. B cnydaurte mo 4. 4, an 3, nocoyeHara B NMPeIXOAHOTO
u3pedeHue Heycrolka B pasmep Ha 0.5 % ce Haumc/IABA 3a BCEKH 4ac MPOCPOUKE, HO He nosede ot 10
% (jeceT MPOIEHTA) OT CTOMHOCTTA HA KOHKPETHATA 3a4BKd, KAKTO i 00e3IIeTCHHE 32 NPEThPIEHHTE
HEHU'I'BHTEJIHH BpEOH B CIIYYaAHTE, KOraro 1¢ HaIXBBPIIAT JoroBOpeHaTa HE}’CTGﬁKﬂ.

(2) Koraro npu uamuume xa pexnamarnun, H3IITBJIHHTEJIAT #e u3nbiuu 3aj(bOKeHHATA CH 10
pagien XI OoT HacTOAmMA JOrOBOP B CpoK, chumar aeikd Ha JIEMEBHOTO 3ABEJEHHE-

BB3JIOKHUTEJL neycroiika B pasmep Ha 2 % 0T ueHara Ha CTOKHTE, 38 KOMTO Ca HalpAaBEHH
peK/IaMalHiTe.

(3) JEYEBHOTO 3ABEJEHHE - Bb3JIOKHTE yaosieTBOpsABa NPETEHIMUTE CH OTHOCHO
HEM3MBIHEHHETO Ha [OrOBOpa, KAKTO M 3a 3anjamale Ha HEYCTOHKHTe OT CTpaHa Ha
M3NBJHUTEJIA kato 3aqspika rapadiMaTa 3a H3INBIHEHHE 10 WI. 7, al. 3, Oyksa “0” ot Jorosopa,
KaTO [pelnpHeMa feifcTBua 3a HeifiHoTo ycBosBane. B ciyuai, 9¢ CTOHHOCTTAa Ha rapaHuudra sa
W3NBIHEHHe He TokpuBa Beuukd AbmkEMH or M3IIBJAHMUTEJIA neycroiiku, JIEHEBHOTO
3ABEJEHHE - BBL3JIOKHTEJ npuxpama IbIAKEMHTE CYMH OT HACPEIIHH IJIAINAHHA KBM
M3NLJIHUTEJIA.

(4) TIpu Tpu meTH BuHOBHA 3a0asa Ha H3ITbJIHHUTEJIS, npoxsikiia ¢ mosede 0T NOJOBHAATA OT
CpOKa 3a M3NTBTHEHHE HA CHOTBETHOTO 3aNbiDKeHHe, B pamkute Ha Tpu Mecena JIEHEBHOTO
3ABEJEHWE — BB3JIOJKUTEJ uMa npaso Aa NPeKpaTH [0roBopa €IHOCTPAaHHO ¢ 15-IHEBHO
npeu3BecTHe.

(5) JEYUEBHOTO 3ABEJEHHE - Bb3/JIOKHTEJI uma npaso jja NpeKpaTH eJHOCTPaHHO H 0e3
[peIU3BECTHE HACTOALINA JOTOBOP B CiIyyait Ha CHCTEMHO HETOYHO H3NBIHEHHE HA 3aIb/UKEHHATA OT

HIITB/IHNTE/IA | RpSARBCHE ROPTYe 9F TPV pepEemEE B P - T Mecena or
JARYEBHOTO 3ABEAEHUE - BEITOKHTE no pena na rnasa X1.

(6) B ciryuaii, ge o ornomenne Ha H3ITBJIHHUTEJIS nacTenaT odcroaTeacTBaTa o wi. 54, an. 1, |
wir, 55,a1. 1 oT 3akona 3a obmecTrennTe nopeuky, JEUEBHOTO 3ABEJJEHHE- Bb3J10KHTEJ

HMA MPAB0 18 NPEKPaTH CAHOCTPAHHO HACTOAIIHA I0TOROP, {ie3 mUCMEHD [peaH3IBeCcTHE H 0e3 na mTemKH
HEeYCTOHKH,

XL @OPCMAKOPHH ObCTOATEJACTBA

Un. 13 (1) CrpanuTe 0o HaCTOANIAA JOTOROP He ALDKAT obe3leTeHHe 3a MOHECeHH Bpemu u 3ary0u,

4KO NOCTeIHATE ca IPHIHHEHH B PE3YNTAT HA HENpPeoI0olIiMa CHIA.

(2) AKo cTpanara, KOATO ¢ CTIEIBAN0 Ja H3MBJIHK CBOE 3a[kIDKeHHe II0 JoroBopa e 6una B 3a0asa, T4 He
MOJKE J1a Ce II030BaBa Ha HEMpPeoa0IuMa CHIIA.

(3) “Henpeogonuma cHia” 10 CMMCHIA HA TO3H JOrOBOP € HETpEJBHIACHO H/HIM HElpeI0TBPATHMO
chOMTHE OT H3BLHPEIEH XapaKkTep, Bh3HUKHAIO Clell CKITIOYBAHETO HA JIOrOBOpa.

(4) CrpasaTta, 3aCErHATA OT HEMPEOI0IMMA CHIIA, € JTHKHA Ja MPEeAnpHeMe BCHYKH JIelCTBHA ¢ TPIKaTa

Ha Jo0Lp CTOMAaHMH, 33 A2 HAMAIH 10 MHHEMYM IIOHECEHHTE Bpe/H M 3ary0H, KakTo H Ja YBEIOMH
MHCMEHO JAPYraTa cTpaHa B 7-JHEBEH CPOK OT HACTHIBAHETO Ha Hempeononumara cuna. Ilpn
HeyBeJOMSBAHE B IOCOYEHHA B MPEJIXOTHOTO HIpeUeHHE CPOK e Ab/IxH obe3meTenne 3a HaCTBIHINTE

oT ToBa Bpemu. HempeomonmuMara cCHIa cc AOKa3Ba OT 3acerHaraTa CTPaHa CLC CEpPTHOMKAT 3a
hopcMakop, H3IAIEH 110 CHOTBETHHA Pell OT KOMIETEHTHHA OPraH B AbpPiKaBaTa, B KOATO Ca HACTBITHIIH
(opeMakopHuTe 00CTOATENCTRA.

(5) Hokaro Tpae HENMpeoAONMMATA CHIIA, H3MBIHCHHETO HAa 3a/IbJKEeHHATA H CB'Lp.EaHHTE ¢ THX
HACPEIIHH 3aTb/KEHHS CE CIIHPA. T AP
(6) He mpeacraensea “HenpeosoimmMa cHna” ceOHTHE, NpHYHHEHD 10 HEOPEKHOCT HITH 9pe3 }Mﬂpﬂem ; N\
JeficTBHE HA HAKOA OT CTPAHHTE MM TEXHH IPE/CTABHTENH H/HITH CIYXKUTEH, KAKTO B HEAOCTHTE HA\ \2
napuunu cpepcrsa Ha H3IMTBJIHHTEIA 1 JEYEBHOTO 3ABETEHHE - BLHGHCH'] EJLL/ /_, 3
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XIV, CIIOPOBE

Y114, (1) Be3asuKHATATE TIPE3 BPEMETPAGHETO Ha A0I0BOPa CTIOPOBE H PA3HOTIIACKHS MEIKITY CTPAHHTE
ce pelasar 9pe3 IPeroBopH MeX Iy TAX. [locTHrHaTHTE JOrOBOPEHOCTH Ce othopmsT B MHCMeHa dopMa
H Cg HpﬂBp'blLLﬂ'l’ B HEpa3Ic/IHa HAacT OT JOTOBOPA.

(2) B ciryyaii Ha HENOCTHTAHe Ha JOrOBOPEHOCT M0 HPEIXOHHS WIeH, BCHHIKH CIOPOBE, NOPOACHH OT
TO3H JOTOBOP HITH OTHACAIIM Ce JO HETO, BKIIOYMTEIHO CIOPOBeTe, IOPOJIEHH OT HIIH OTHACALIM C¢ 10
HETOBOTO THIKYBAHE, HeJeHCTBHTENHOCT, HEH3MBITHEHHE WM [IpeKpaTsBane e Ohiar paspelasati
criopen OB/IrapcKHTE MATEPHATHE H MPOLECYAIHH 3aKOHH OT KOMIICTEHTHHA ChJl IO pela Ha I'TIK.

XV. ChbOBIIEHHA

Y. 15. (1) Benuke cho0uieHnst Mexay CTPAHHTE, CBBP3aHH ¢ H3IBJIHEHHETO HA TO3H JOroBOp €4
BATAIHHM, 4KO ¢4 HANPABEHH B MHCMeHa GopMa M ca NONHACAHH OT YIIBTHOMOLIEHHTE TIPEICTABHTE/H
na M3 BJIHUTENS win JEYEBHOTO 3ABEJEHHE - Bb3JIOKHTEJL

(2) 3a mara Ha cHODMICHHETO Ce CMATA!

v NATATA HA IPENABAHETO — IPH PHYHO IpeJaBaHe Ha ChoOWEHHETO;
¥ JATATA HA NOMEHCKOTO KiefiMo Ha o0paTHaTa pasmucKa — [pH H3MPAmaHe 110 HOIIATa;
v JIaTATA HA IPHEMAHETO — NpH H3Tpaliaxe no dake wim e-mail.

(3) 3a B MK aIPecH 3a MPHCMAHE Ha CHOOIIEHHA H HAHKOBM CMETKH, CBBP3aH| C HACTOSLIHA JOTOBOP
Ce CMATAT:

3A W3ITbJIHHUTEJIA:

rp. Codus 1700, paiton ,,Crynenteku”, yn."OxonospbeTer np1” No 199A
Te.: 02/9658100, daxo; 02/9658172, smail: ofliesi@jprognixpharma.b
BAHKOBA CMETKA: ,,.YHUKPEIIAT BYJIBAHK” AJl

IBAN: BG32UNCR96601030899517, BIC KOJI: UNCRBGSF

3A JJEYEBHOTO 3ABEJEHHE- BB3JIOKHUTEJI:

rp. Xackopo 6300, 6y, Crenunenne” Nod9

rert.; 038/606701, dake: 02/606702, email: mbal_haskovo/@mail.bg
BAHKOBA CMETKA: ,,PAMOAM3EHBAHK” EAJ]

IBAN: BG30RZBB91551085611213, BIC KOJI: RZBBBGSE

(4) Tpu mpoMAHA HA TOCOYEHHS 110 an. 3 ampec WK OaHKOBA CMETKA CHOTBETHATA CTPaHa € JUTBKHA 1a
YBEIOMH JpPYTaTa B TPHAHEBCH CPOK OT IPOMSHATA,

XVL JIPYTH YCJIOBHS

Y, 16. (1) IIpasara B 38 IBDKEHAATA 10 HACTOATITAA JOrOBOP HE MOTaT Ja ¢ NPEXBBPIIAT eJIHOCTPaHHO
Ha TPETH JHIA i MoJ06HH AKTOBE HE NOPAKIAT PABHO NEHCTRHE He3 mHCMeHOTO CBITIACHE HA Ipyrara
cTpaHa, OcBeH B cydauTe Ha ofesnedapane (rapaHTHpaHE) Ha 3aILDKCHNS 110 OaHKOBM KpPEeTHTH.

(2) 3a HeypeleHHTE BBIPOCH B HACTOAIIMA [0TOBOp ce [pHIara peficTpamoTo OBITAPCKO
3aKOHOATENCTBO,

e PARS

XVIL TOAU3ITbIHATEH /o

(MDUAONCUMO CAMO 8 CRYHAUME, 8 KOUMO usgpanuﬂ sa wsnuJHIMAN YUASMNIN Hﬂﬂb.ﬁualm 4

NONZEA ROOUIHBINUMENY, NP CKUOYEANE HA PAMKOEOMO cnopasymenue) - | i
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Ya. 17. (1) NOAH3INBJIHUTEIUTE TPAGBA 12 OTrOBApAT Ha CHOTBETHITE KpHTepHH 3a noatop
cboOpasHo BHga U AENa OT HOPBYKATA, KOHTO LIE H3TBEIHABAT, M 3a TAX /3 He Ca HaTTHIIe OCHOBAHMA 34
OTCTPAHABAIE OT Npouemypara.

(2) JIEYEBHOTO 3ABEAEHHE - Bb3JIOXKHTE.] H3UCKBA 3aMAHA Ha [IOJTU3ITBJIHUTET,
KOHTO He 0TroBaps ua YCIOBHATA MO a7, ],

(3) Korato wacrra or lIOpbUKaTa, KOATO Ce H3MBbIHABA OT HO,!]HL%H'I:JIHHTE.II, Moke jJa Gnje
TIpelaneHa Kato OTAGICH 06exT Ha W3ITBJIHATENY wmy na JTEYEBHOTO 3ABEJEHME -
BB3JIOKHUTEL, TIOC/ICHIA 3aNalla BE3HATPANKICHHE 33 Ta3H dacT Ha [IOJU3ITBJIHHUTEJLS,
(4) Pasmnawammsra mo an 3 CE€ OCHIIECTBABAT BL3 OCHOBA W4 HCKaHe, OoTIopaBeHo or
[MNOTU3IIBJIHUTENSL no JEYEBHOTO 3JABEJEHHE - BB3JIOKUTEJ upes
M3ITBJIHUTEJIS, koiito e ATRHKEH 1d TO TPeIoCTaBH Ha BHAIOKHTENS B 15-nneren cpok or
MOTY4aBAHETO MY.

(5) KuM Bekamero no an, 3 H3IIBbJIHUTEJIAT TIPEAOCTABA CTAHOBHIIE, OT KOSTO Jid e BHANO Jaly
OCIIOpBA INIAAHEATA HIIH HaCT OT TAX KATO HEJbIIMKHM.

(6) JEYEBHOTO SABEJIEHHE - BB3JIOJKHTE,] HMa NpaBo 1A OTKaXe IUlalllaHe no an, 3
KOTAaTo HCKAHEeTO 34 Imama”ne e OCIIOPEHO, OO MOMEeHTA Ha OTCTpaHABaAHE Ha NPHYHHATA 34 OTKA3A.

(7) Hesapuenmo oT msmomssareto Ha HOIU3ITBJIHUTEIU OTTOBOPHOCTTA 33 HM3ITRIHEHHE HA
Aorosopa e Ha HAINBJIHHATEJIH.

XVIIL 3AKTIOYHTETHH PA3IIOPEJIBH

. 18. (1) Ipu crerassineto Ha HACTOALIHA JOrOBOp Ce NPeCTABHXA ClIeIHHTe OOKYMEHTH:
HoxymerTs mo w1, 112 ot 30IT;

v Hexnapamus o wn. 55, an. 6 ot 3JITTXM (koraro e nprnoKEMO);

v I"apanuusg 3a mansnHenue;

v Texunuecko u Lenoso OPCIUIOMEeHITe, Hepa3ae/iHa YacT oT I0oroBopa;

v Hexnaparyu mo 3MMIT.

(2) Hacroaumar AOTOBOP C& CHCTaBH B TPH eaH000pasHy CK3EMINIAPa Ha OBATAPCKH e3MK — ey 3a

H3I'bJIHHTEJIS 1 npa 3a JEYEBHOTO 3ABEJIEHUE - BB3JTOKHUTEL.

JEYEBHO 3ABEJIEHHE — Bb3JIOKHTET: H3ITBJHHATE:

H3IThJIHUTEJIEH JUP
HA ,2MBAJI-XACKOBQ”
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HA ,,®bL0HH KCDAPMA® EOO]

/]
A-p TEOPT'H I'EJI( | /
Crriacysaro / f AT
Pnaseis caerosoppre; SSS—— 1 | ¥ S -

1Opuckoncynr:




