HOTrOBOP Ne 1

T

3A 1OCTABKA HA JIEKAPCTBEHH IPOJAYKTH

Huec, AO‘OB .

................ 2021 r., B rp. Codma, mexcmy:

“MHOT'OIIPO®HUIHA BOJIHUIIA 3A AKTHBHO JEYEHHE - XACKOBO” AJl, cuc
CeAanuUe H anpec Ha ynpapiesue: rp. Xackoso 6300, Gyn. “Ceenunenue” Nod9, EUK 126529015,
npeacTagiasano ot n-p [eopru Hukonos Ienos — Mansaautenen IUPEKTOP, HAPHYaHO TO-[0IY 3a
kpatkocT W JIEYEBHO 3ABEJJEHHE - BB3JIOKHTE” ot ellHa cTpana

H

»@bOHHKC ®APMA” EOO/I, cbe cepammme u anpec na ynpaenenune: rp.Codus 1700, pation
+Cryzentexu”, yn.”Okonospseren mer” No 199A, EMK 203283623, npencrasngsano ot Becemun
Bennuxos Kynes u Hukonait bunes Kones — YTIpaBHTeH, HAYMH HA NPENCTAB/IABAHE- OT ABAMA OT
Ynpasurenure 3acmgHO WM OT efuH YNpABUTEN 3a€QHO € €IMH NPOKYPHCT (JOKOIKOTO HMa
YITBIIHOMOLUEH), HapH4aHO 32 kpatkocT “H3ITbJIHHTE” ot Apyra cTpaHa

Ha ocxesanue wi. 112 ot 3akona 3a ofmectsennte mopwuku (3017), pLo BPB3KA C IPOBEACH BBETPELLEH

KOHKYpeHTeH u3bop/nonsnnena odepra no Pamkoso cnopazymenne No PI-11 -54 o1 28.01.2021r. ce
CK/TIOHH HACTOALIMA TOTOBOD 38 CHEIHOTO:

I. HPEJIMET H CPOK HA JOTOBOPA

a1 (1) JIEYEBHO 3ABEAEHHE - BB3JIQ/KHTEI ppazara, @ HIMBJAHWUTEIT ce

Ja0EHaBa I8 H3BBPIIH JOCTARKA HA CIEeIHHTE JTeKapCTBEHH OpoOYKTH.

 Otocoliena nosumus Ne 2 _ N
' Anraromo- Mexaynapoano Haunn Ha | Mapka Komwuaecrso
| TEPANEBTHYEH KO | HeMATEHTHO NPHIOKEHHE /mg,
JATC-rop/ ' HauMeHoBanme /INN/ | tabl., ml.
E | 1 ap./
CO1CAQ7 Dobutamine | TAPEHTEPAITHA mg 1080000
COIDAO2  Glyceryl trinitrate | NapeHTEPaTHA mg 21600
CO9CAQ] Losartan | IepOpATTHA TBEPIA | mg 403200
CO9CA02 Eprosartan | mepopania TBBpIa | mg 504000
C10AA07 Rosuvastatin NEpOpaiHa TBepIa = Mg 86400

(2) JloroBopsT BIM3a B cHna OT naTaTa Ha [OAMHCBAHETO MY OT JBETE CTPAHH M € CLC CPOK [0
31.12.2021 r., Ho He mo-kscHO ot 31.12.2021 1.

[I. HEHH H OBIIA CTOMHOCT HA IOCTABKHUTE 11O AOTOBOPA

Y, 2. (1) Lenara Ha cTokuTe Mo wrl e criacHo HeHoBO npeanokenne Ha HU3ITBJIHHTEJIA,
HEpazdenHa YacT oT IEGI'DBDIJE.

(2) Llenara Bkmousa croiuocrTa na CTOXaTa, OMAK0BKa, 3aCTpaxoska H Tpancmopt g0 JEYEEHOTO
JABEJEHHE - BB3JIOKHTE NpH MHHHMATICH CPOK HA TOJHOCT HE no-xparek o1 40 W 0T

00aBaNES b MIPOMSBOMIMTE 1A 33 ICKAPCTBEHATE IPOJYKTH Il HE 10-KPaTsk T 20 % 0T 0GHBEHUs oT
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[POM3BONMTENM 3a OHONponyKTHTEe Ml GHomo100HKTe nponykTH. MEHHMAIHMAT CPOK HA TOOHOCT Ce
OTIPENENS KbM JATATA HA BCAKA JOCTABKA HA JICKAPCTEEH ITPOIYKT.

(3) OBmara crofinocT Ha JocTaBKMTE MO JOroBOpa € 10 38170,30 (Tpuuecer u oceM XMISAH CTO M
cenemaecer nesa i 0,30 crotrHkH) nesa Ge3 sxmoyen JIJIC 1 mo 45804,36 (veTupuneceT u meT XAISIH
OCEMCTOTHH H 4eTHpH Jeea u 0,36 cToTirkw) nesa ¢ smouen JIJIC.

(4) Llenara no gorosopa e GpuxcHpana, He MOMNEKH Ha IPOMAHA 3@ CPOKA Ha JIeHCTBHE Ha JOroBopa,
OCBEH B coydanTe Ha 116 ot 30I1.

(5) B ciyqati, 4e npes BpemeTo Ha JelicTBHE Ha CBOTBETHHS JJOTOBOP CTORHOCTTA, KOSTO ClE/IBa 1a Ce
3AITama ¢ MyO/IHYHH CPEACTBA Ha JIEKAPCTBEHH IPOXYKTH oT [TO3UTHRHNAS MEKAPCTBEH CIMCHK CTAHE
MO-HHCKA OT [I0roBOPEHATA, 1e9ebHOTO 3aBeIeHHe — BL3N0NHTe/1 (e3yc/I0BHO 3aIlIala IeKapeTBEeHHTE
IPOAYKTH Ha MO-HACKATAa CTOHHOCT, CUMTAHO OT:

- JlaraTa Ha BAM3aHE B CHJIA Ha pelueHueTo Ha HannoHaHuA cbBeT Ho neHd W perMOypeipane
Ha nexapcTennTe npoaykr ( HCLPJIIT);

- IaTata Ha akTyanu3zauuara Ha [lo3MTHBHMSA /leKapCTBEH CIMCHK 10 peja Ha Wi 57, an. 1 ot
Hapenfata 3a ycnoeusTa, MpaBHIaTa H pela 3a PeryidpaHe H DPEerHCTPHpaHe Ha LEHHTE Ha
nexaperBennTe npoaykte (HYTIPPPLIJIIT) sa nexapcTBeHHTE NPOAYKTH ¢ HAMAIEHa CTOHHOCT 3a
OTAKOBKA, H3YHC/IeHa Ha Dasa pedepenTa cTOHHOCT.

B cmyyauTe 110 npeaxoJHOTO H3pEYeHHAE, CTOHHOCTTA ce OIpenent KbM MOMEHTA Ha 1OCTaBKATA
(moJHCBAHE HAa NIPUEMO-NIpeaaBaTeNeH IPOTOKOI).

IIL. ¥YCJIOBHA H HAYHH HA IVIAIIAHE

Y. 3 (1) [namareTo MO HACTOALIMA JOrOBOP CE& OCHLIECTBABA YPE3 DAHKOB IPEBOJl OT CTpaHa Ha
JEYEBHO 3ABEJEHME - BB3JIOXKUTEJ no nocouenara & un. 15, an. 3 Gankosa cMeTKa Ha
H3MTBJIHHATEJIA.
(2) 3annamanero Ha CTOKHTE 1O JOrOBOpa ce H3BBPINBA OTI0KEHO B cpok g0 60 /mectaecetns/ nem,
CIIEJT Ipe/ICTaBAHE HA CNEIHHTE JOKYMEHTH:

1. HocrasHa daxTypa, cheTaBera chriacHo H3uckBanmsTa na 3JJIC u TI3JJIC;

2. IlpmeMaTenHO-NpenaBaTENHE IPOTOKOIIH;

(3) B ciryuaii, ye mocoueHnte B yn. 3, an. 2 NOKYMEHTH ca HEpeIOBHH HIH He A KOMIITEKTOBAHH,
comuTe ce Bpbiuat Ha H3ITbJIHHTEJIA ¢ npuemarenHo — npeagate/ien MPOTOKOM 3a HANPABSHE HA
HepenHocTHTe. CpoksT 1Mo wi.3, am. 2. 3anmo4ea ja Tede OT JaTaTa HA MPEeICTABIHETO HA MOC/TETHHS
H3HCKYEM C€ JIOKYMEHT.

(4) Tlpr daxrypupane Ha 3aMBeHHTE KONHYECTBA JIEKAPCTBEHH MPOIYKTH, 10 BCAKA OTHENHA 3afBKA,
LCHATa Ha ONAKOBKAa HE CTe/lBa Jla HAIBMINABA OnpejeieHata B [IO3HTHRHMS NeKapCTBEH CIHCEHK-
ITpunoxenne Ne 2, pedepeHTHA CTONHOCT HA OMAKOBKA 34 CHOTBETHHMS JIEKapCcTEeH NpoaykT. B coyuaii
Ha MIYHC/IABAHE HA CTOHHOCT NO-BHCOKA OT pedepeHTHATA CTOMHOCT HA ONAKOBKA 38 CLOTBETHHH

ICKAPCTBEH MPOIYKT, CTOHHOCTTA C& HAMAJABA H 3alJlallia 10 CTOHHOCTTA Ha ONAKOBKA OIpeleNieHa B
llosuwrnsuna nekapeTsel cnucsk- [prnokenue No 2.

IV. CPOK HA IOCTABSIHE

Ya. 4 (1) JEYEBHOTO 3ABEJEHHE - BB3JIOKHUTEJI 3anss8a HeoOX0IMMHTE MY KOTHYECTBA
¢ mucMena sagpka o M3ITBJIHHMTEJIA. 3asskara ce BphYBa IMYHO CpEmy I[OJNIMC Ha

H3ITbJIHHTEJIA #me yIBIHOMONIEHO OT HEro JHIE HIM Ce H3Upala ¢ NPEnopbuaHo [MHCMO ¢
obparna pasnkcka, 0o Gaxe KK 10 eNeKTPOHEH LT,

(2) Besika otTensa mocraska, cliefia ia Gbe SOCTABEHA B CPOK 10 7 KATCHIAPHH [HH C/IE] [10] 4ABAHE T\
ia saspkara ot JEYEBHOTO 3ABEJIEHME - Bb3JIOKUTEJI 1 32 KOIUYeCTBATA ¥ ONAKOBKHTE .

(CbOOpasHO KOHKDETHHTE NEKAPCTBEHH MNPOAYKTH, TOCOYEHH B TEXHHYECKOTO npeﬂnqﬁ&&m_e’ﬁaa
H3MBIHKTENSA), TOYHO ONPENENCHH B 3aiBKara. B ciyuaii, ge ce IpaBH ITHPBA JOCTABKA GT| Lta,geHa'/;f

MapTH/IA HA T€KapCTBEH NPOAYKT, ce mpeacTass Ceprudukar 3a ocsoboxaaBane Ha napmnaT'afjgﬂagaEE'ﬁ /
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or xBatHduuupano nmuue no 3JIIIXM Ha eneKTPOHEH HOCHTEN MM [0 EIEKTPOHEH BT Ha
CNEKTPOHHATA TIOMA, NOCOYEHa KATO a/ipec 38 KOPECIOHISHUMS, IPUIPYHKEH ¢ IPERO] HA OBIrapeku
€3MK 0T (Up™a, CKIIOYUIA NOroBop ¢ MHHHCTepCTBO Ha BEHHINHHTE pafoTH 3a M3BLpLIBAHE Ha
o(uuHanHy npesoad. Mibpoenure J0KyMeHTH ce TIPEICTABAT B CHOTBETHOTO 3BEHO, OMPENeIeHo oT
neyedHOTO 3aBefeHHe — BE3NOKATE)N. [IpH cieBald JOCTABKH HA EKapCTBEHH IIPOIYKTH OT CBIIATA
NapTHIg, CEPTHYHKATET HE Ce [PE/ICTAB.,

(3) B cmyuaif na neoOxomumocT oT cmemma gocraska, JIEYEBHOTO 3ABEJIEHHE -
Bb3JIOKHTE nocodsa m3pHuHO B 3asBkara, 4e ¢ HeoOxomumo ga ObJe M3BLPINEHA CIENIHA
mocTaeka. B To3u ciyyaid, nocraekara cnenga ga 6be H3BLPIIEHa 10 6 9aca OT [O/Ty4aBaHe Ha 3a4BKaTa
U 34 KOMMMALTRATA # onakopkmTe (cHODPAIMO KOHKPETHHTE NEKAPCTBEHH NPOAYKTH, MOCOYEHH B
TEXHHYECKOTO NPEAI0MKeHHE Ha H3TBIHHTENA), TOUHO ONpeJIe/IeHH B 3asBKaTa.

(4) H3ITBJIHHUTEJIAT ce sansmkasa, B cpok a0 | paboTeH meH, B CIyYanTe Mo al. 2 H B ¢pok 1o |
Yac, B CJAYYaHTe Ha al. 3, c/le] MolydyaBaHEeTO HAa BCAKA 3a8BKA Ja YBEJNOMH ITHCMEeHO MIH no dakc
JEYEBHOTO 3ABEJJEHHE — Bb3JIOAKHTEJ k cinyuail ue He MOMKE 12 H3IBBPILHA JOCTABKA HIIH
B CJly4aii, 4e He MOJKE J1a CIIa3H CPOKLT 3a HIBLPIIBaHe Ha JOCTABKATA, Ipe/MeT Ha KOHKPETHATa 3aiBKA.
(5) KuM narara Ha BeAKa JIOCTABKA, OCTATHYHHAT CPOK HA TOAHOCT HA TEKAPCTBEHNUTE IPOIYKTH, CleBa
na Onj1e He no—Manek o1 40 % /MeTHpHIeceT Ha cTo/ OT 00ABEHHA OT HIPOHIBOIMTEA,

(6) Kem natara na Beaxa gocTaBKa OCTATHLYHHAT CPOK HA TOJHOCT HA GHONPOAYKT Wi Ouomogoben
NPOIYKT, cleasa ga Onje He no—mManek ot 20 % /apagecer Ha ¢To/ oT 00ABEHHA OT NPOH3BOJUTENA.
(7) 3a KONHYECTBA JOCTABEHH M3BLH 3adBkara mo w@i 4, anl, JEYEBHOTO 3ABEJIEHHE —
Bb3JIOKHTEJ] HaMa 3a1bIIKEHHE 32 [IalaHe.

(8) B ciyyamre mo 4. 10, an. 7 ot gorosopa, CpoKBT Mo an. 2 ¥ 3 3anoyea jga Tede OT jJarara Ha
nuemedoro cernacue Ha JJEHEBHOTO 3ABEJIEHHE - BB3JTOKHTE!L

V. MACTO HA JOCTABAHE

Y. §. (1) 3a MACTO HA JOCTABAHE HA CTOKHTE [0 TO3H JOTOBOP C& ONpeieNd clnenHua agpec: jpanxo
cknagl Gonanyuna antexa Ha ,,MBAJI-Xackoso” AJ] rp. Xackopo 6300,0vi. ,,Crenunenne™ Ne49

(2) PuckeT oT cy9alfHOTO [I0IHBaHE HIIH [OBPEXIaHe HA CTOKHTe npemuEnara Bupxy JJEUEBHOTO
JABEJEHHE - BB3JIOKHTEJ or MoMeHTa Ha NPUEMAHETO MM HA MACTOTO HA JOCTABAHE C
OpHEMATETHO-TIpeIaBaTe/IeH IPOTOKOIL.

VL JATA HA TOCTABAHE HA CTOKHTE

Y1, 6. 3a nara Ha NOCTABAHE CE CUMTA JATaTa, HA KOATO CTOKHTE ¢a JOCTABEHH JI0 a/ipeca [I0COYeH B Wil
5, an. 1, mpw yenosuATa Ha 91, 9, an. 2.

VII. 3ANBJDKEHHS HA H3ITBJIHUTEJIA

HYa. 7. H3ITBJIHHUTEJSAT ce 3agemxasa:

1. la gocTaBH CTOKATE B JOTOBOpeHHsA cpok H na ru npegane Ha JIEHEBHOTO 3ABEJEHUE —
BBL3JIOKHTEJL

2. la mpefane CTOKHTE, NAKETHPAHH W MAPKUPAHW B CLOTBETHHS BHJ, KOJIMYECTBO H KAYECTBO HA

MACTOTO HA OCTABAHE.

3. [Ipu noanyceaneTo HA NOrOBOPA Ja IPe/ICTARH:

a) noxymenTs mo wi. 112, arn. 1 ot 30IT.

) rapaHiuA 3a H3NLIHEHHE, B eJHa oT (opmuTe, onpenenenn B wi. 111, an. 5 or 3011, ¢ Ha N

BanHAHOCT 60 HH ciell H3THUAHE CPOKA Ha JIOTOBOPA, KOATO ¢ 0CBODOIKIABA B CPOK 10 éﬁ n nen\ &\

H3IBIIHEHHE Ha JoToBOpa. B ciryuail, ye BanmuaHOCTTa HA rapaHiisTa H3THYA NPEeIH J0rof ﬁia a ﬁLi:e " ;

usneaned, H3ITBJIHHUTEJISIT ce 3anbmxaa Ja YABLDKH CPOKA Ha BATHIHOCT Ha aﬂu@fc | 2]

TOJIKOBA [IHH, TaKa 9€ FapaHlHATa JIa MOKPHBA OUAKBAHHA CPOK 34 M3TbIHEHHE Ha J0TOBOf ‘ﬂ.;@*: 5Ef
M r.‘_ i) :,3_,.-/'




nHH. lapannusTa e B paszmep Ha 3% oT cToiiHocrTa Ha jorosopa Ges JJC u sbiinsa na 114511
(xpysia ¢ro yernpugeceT | ner geea | 0,11 crorHEKH) JeBa.

(4) [Jla gocrasi NeKapcTBEHM TPOAYKTH, KOMTO OTrOBapsT HA M3MCKBAHMATA HAa 3aKkoHa 3a
NEKAPCTBEHHTE MPOMYKTH B XyManHara Mequmuna (3JIITXM) — na npuTexaraT BATHIHO paspellleHHe
3a ynorpeba B crpanara, n3gageno nmo pega Ha 3JUIXM mmu Pernament (EQ) Ne 726/ 2004 r. Ha
Esponeiickus napramenT u Cosera /w1, 23, an.1 ma 3JITTXM/.

(5) Jla nocraes neKapcTBEeHH NPOAYKTH, KOWTO ca BikoueHH B [Ipunoxenne Ne 2 wa [TosnTuBHuS
NIEKAPCTBEH CIHCEK.

(6) B ciry4ail, e ce mpaBH MEPBA JOCTABKA M0 JAIEHA TIAPTHIA HA JIEKAPCTREH NPOJIYKT, 1a NPEICTaBs
Ceprudurar 3a ocsoOoxiapane Ha maprujara, winaied or keanmduuupano muue no 3JITXM ua
C/IEKTPOHEH HOCHTEN HIIH MO €NeKTPOHEH NBT HA CICKTPOHHATA I[I0MIA, [IOCOYEHA KATo ajpec 3a
KODECIIOHIEHLMA, NPUIPYXKEH ¢ OpeBol Ha OBIrapck e3Mk oT (UpMa, CKIKYHIA JOTOBOp C
MuHHCTEPCTBO Ha BLHITHUTE paboTH 3a H3IBLPIIBAHE HA OQUIMATHH [IPEBOIH.

VIIL 3AQABJIKEHHSA HA IEYEBHOTO 3ABEJEHHE — Bb3JIOKHUTE.T

Ya. 8. JEYEBHOTO 3ABEJAEHHE - BB3JIOKHUTEI ce 3anrkasa;

1. Jla npreme 10CTABEHHUTE B CPOK H HA MACTO CTOKH, CLOTBETCTBAITH 110 BHJ, KOTHYECTBO H KAYECTRO
Ha OITHCAHOTO B HACTOSALIHS JOTOBOP.

2. a sannatu gocTaBeHHTE CTOKH IO pejja Ha 971, 3 OT HACTOSIHA J0TOBOP.

3. Cnen npHK/IOYBaHE H3ULIHEHHETO HA A0I0BOpa Aa ocBo0OOH rapaHuMsTa 3a H3MBIHEHHe, Oe3 Ja
IBIKH THXBH 34 CPOKA, Npe3 KOHTO Cpe/icTBaTa 3aKOHHO ¢a MPECTOANIH ¥ HETo.

IX. IPHEMAHE H IIPEJABAHE HA CTOKHTE

Yo, 9, (1) IlpremManeTo Ha CTOKHTE Ce H3BLPIIBA Ha MACTOTO Ha JOCTABAHE MOCOYEHO B €I, 5, am. 1.
(2) H3IBJIHHUTEJIAT mmi  yUBIHOMOLIEH OT HEro NPEACTABHTEN W MPEACTABHTEN Ha
JEYEBHOTO 3ABEJEHHE - BB3JIOKHTEJ noamucBaT OpHEMATETHO-TIPEIaBATEICH
MPOTOKO/, YI0CTOBEPSBALI IOTYy9aBAHeTO HA CTOKHTE.

X. KAHECTBO, T'APAHIIHH H CPOK HA I'OJAHOCT

Y. 10. (1) CrokuTe, OpeMET Ha HACTOAMIAA JOI0BOP, C/IEBA Ja OTTOBAPAT Ha H3HCKBAHHATA Ha YL
T.an 4us,
(2) KeM jgarara Ha gocTaBKaTa, OCTaTEIHHAT CPOK HA I'OJHOCT Ha IEKAPCTBEHMTE MPOIYKTH, ClIeBa 1a
Owae ne mo-Mansk or 40 % /deTHpueceT Ha CTO/ OT OOABEHHA OT IPOM3BOIUTENA.
(3) B cayuaii Ha gocTaBKa Ha NEKAPCTEEHHA NPOAYKT C [0 — KPATHK OT JOrOBOPEHHA CPOK Ha TOIHOCT,
ILDKHMATA HEYCTOHKA Ja O'blle NPOMEHEHA, KaKTOo CIICIBa;
o1 39,99% mo 30% - 3 % Bepxy cTOMHOCTTA HA OCTABKATA;
ot 29,99% no 20% - 5 % BBpXY CTOMHOCTTA HA OCTABKATA;
ot 19,99% 1o 10% - 7 % BBpxy cTOHHOCTTA HAa JOCTABKATA;
noa 10% - 10 % Bepxy cTolHOCTTA HA OCTABKATA.
(4) OcTaTh4HHAT CpPOK Ha roamocT Ha Ouonponykr /OuonogobeH npoaykr, cieaea jga Osae He mo—
mamek oT 20 % /npajecer Ha cTo/ 0T 00ABEHNA OT IPOM3IBOJATENA KEM JIATATA HA BCAKA JOCTABKA.
(3) B cyuail na nocraska Ha OHOMpOAYKT/OHODOMOOCH POAYKT € 10 — KPATBK OT JOTOBOPEHHA CPOK
Ha I'OJIHOCT, JIb/IKMMATa HeyCTOHKA e KAKTO Cle/IBa:
or 19,99% no 10% - 2 % BBpxy croliHOCTTA Ha OCTABKATA; |
0T 9,99% 110 5 % - 4 % BLPXY CTORHOCTTA HA JOCTABKATA; s~

S N
moa 5% - 6 % BBpXy CTOHHOCTTA Ha JJOCTABKATA. E?f// L \B\
(8] JLoeniX |
B\ N
N\

~.



(6) TEYEBHOTO 3ABEJEHHE - Bb3JIOKHTEJI moxe 1a oTKaKe TPHEMAHETO HA CTOKWTE, 2KO0
B JICHA Ha TAXHOTO [IPHCTHTAHE HJIM NPHEMaHe OCTATHUHHA CPOK HA NOJHOCT € [0 — MATEK OT
onpenenenus B 4. 10, an. 2, 1 a. 4 MHHEMATEH CPOK Ha TOJHOCT.

(7) Hocraskara Ha JekaperBeH NPOAYKT ¢ OCTATBYEH CPOK HA FOJHOCT mo-Matbk or 10 ma c1o oT
00ABEHNA OT IPOH3BOAUTENS H Ha GuonpoayKT/GHONOA00EH MPOIYKT ¢ OCTATHYEH CPOK HA FOAHOCT TI0-
MaNLK OT 5 Ha CTO OT OOABEHMA OT NPOHM3BOIMTENS & M3BLPINBA CAMO C ITHCMEHO ChIVIACHE Ha
JEYEBHOTO 3ABEJEHHE - Bb3JIOKHTEJI 32 KOHKpETHO KOJHYECTBO, OTIpefIENIEHO OT HeTO.
bes uapuuno nuemero cernacue va JEYEBHOTO 3ABEJEHWE — Bb3JOKHTEI cTokuTe HiMa
Ja OBbIaT 3arnanaH.

(8) Meranero 3a mmeMeHo chriacde, B ciyuanTe ma an. 7, ciegea na noctsmd B JIEYEBHOTO
3ABEJIEHHE - Bb3JIOKHTEJI B cpok sio 1 (emun) paGoTen 1eH ot NOJIy4YaBaHe Ha 3adBKaTa.

(9) B ciiyuanTe na criemHn J0CTABKH MOCOYEHUTE B &l 3 M a1, 5 HeycToliKku He ce IIpUIIArar.

XI. OTTOBOPHOCT 3A HETOYHO M3ITBJIHEHUE. PEKJIAMAIIHH

Y1 11. (1) JEYEBHOTO JABEJAEHUE - BEATOKUTE woce Iia TIpeIABsBA PEKIaMAITHHE TIpeSy
H3OBJITHHATEA aa:

a) KOIM4EeCTBO ¥ HEKOMILIEKTHOCT Ha CTOKHTE HIIH TEXHHYCCKATA JIOKYMEHTAHS (ABHH HEOCTATBIH);
0) KauecTBO (CKPHTH HEIOCTATELIM):

- IPH A0CTABAHE HA CTOKH HE OT JOTOBOPEHHA BHJ, II0COYEH B 4l 1;

- IPH KOHCTATHpaHe Ha Ae(EeKTH npy ynorpeda Ha CTOKUTE.

(2) Pexnamanuu 3a SBHM HeJOCTATHLM Ha crokuTe ce mpasar or JEYEBHOTO 3ABEJEHHUE —
BB3JIOYKHTEJL, B MOMeHTa Ha [IpeIaRaHETO HM, 33 KOETO CE ChCTaBs IPOTOKO, MOAMHCAH H OT JBeTe
CTPAHH.

(3) Pexnamanuu 3a CKpHTH HEOCTATHLH Ce IPABAT MIPE3 [I/IHs CPOK Ha TOAHOCT HA JOCTABEHHTE CTOKH,
KaTo perknaMalnuAra oe OPHIPYEABA 3I40BJDKHTENTHO OT KOHCTATHBCH NPOTOKOII, H3ITATEH oOT
HM3nenuHTEMHATA dreHIIHA 3a JICKAPCTRATA.

(4) JIEYEBHOTO 3ABEJEHHME - BB3JIOKHUTEJ] e mibxHO 1a VEEIOMH IHCMEHO
H3ITBJIHHTEJIA 3a yeranosennte feexrd B 5 (meT) JHEBEH CPOK OT KOHCTATHPAHETO MM,

(5) B peknamauuute ce mocousa HOMEPLT Ha JOrOBOPA, TOYHOTO KOJIHYECTRBO HA OMYHEHHTE CTOKH C
TEXHHMA TMAPTHICH HOMED, OCHOBAHHETO 34 pEKIaMalHA W KOHKPEeTHOTO Mckane na JIEYEBHOTO

3ABEJTEHHE - BL3JOKUTEN.

(6) B 5 (met) auesen cpok o nomyuasaHe Ha peknamaruara, H3ITBJIHUTEIAT crensa na OTrOBOPH
na JIEYEBHOTO 3ABEJEHME - BB3JIOJKHUTEJ micMeno W KOHKPETHO JalH IpHeMa
PEKIAMAITHATA HIIH 4 OTXBEPIIA.

(7) Ipu pexnamaius 3a asun Hegpoctrarsin HIMMBJIHUTEJIAT ¢ mrbked 5 CpoK oT 2 pabOTHH JHH
0T NOJY4aBaHC Ha PEKIaMalHATa 33 CBOA CMETKa H PHCK [Ja JOCTABH HA MHCTOTO HA JOCTABAHE
KOIHYECTBOTO JIMIICBALIY B JIOCTABKATA / HEKOMILIEKTHH JOTOBOPEHH CTOKH.

(8) llpu pexnamamus 3a CKpUTH HeJocTarbuu, B cmyualik we WM3IIBJHUTEIAT e TIpHeT
pexnaMalHATa, CBIIAAT € AnbkeH B 1 () (1ecer) qHEBEH CPOK OT nI01y4YaBaHeTo i Ja 3aMeHH JOCTABEHHTE
HEIOrOBOPEHH 10 BHA / AeleKTHH CTOKH 33 CBOA CMETKA W PUCK MM o mpenenka va JJEYEBHOTO
3ABEJAEHHME - BB3JIOKHTEJ na snpHe CHOTBETHATA YA4CT OT 3alIaTeHATa LigHa, BEJHO C
ABIKHMHATE JTHXBH.

(9) M3BopsT Ha NOCOYEHHTE MO-TOPE BHL3MOKHOCTH 14 Ce BBPHE CHOTBETHATA YaCT OT ILIATEHOTO WK
Aa ce nocTaBat HOBH cToKH npHHaIeky Ha IEYEBHOTO 3ABEJJEHUE - BB3JIOKHTEJ u ce
YOpajkHABa OT Hero nojt hopmata na mucmeHo ysegomnenue no M3MbJIHUTEJIS, kato pasxojute u
PHCKOBETE 10 HOBOTO 0CTaBAHE ca 3a cMerka Ha U3 BJIHUTEJLSA.

(10) Crokure, mpeaMer Ha pexnamarus ce cpxpanssar or JIEUEBHOTO 3ABEJEHHE -
BB3JIOJKHTEJ no ypexnase Ha pexIaManinTe. -
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Y. 12, (1) 3a HeH3INBJIHEHHE HA 3aIBIDKEHHMATA CH 10 HACTOMIIMSL AOTOBOP ¢ H3KIIOYEHHE Ha TE3M 110
1. 10, am 2 w an. 4, H3ITBJIHUTEJIAT ek HeycTolka B pazmep Ha 0.5 % Ha gew BBpXy
CTOHHOCTTa HAa KOHKPETHAaTa 3aiBKa, HO He nosede ot 10 % (mecer NPOLEHTa) OT CTOHHOCTTA Ha
KOHKPETHATA 34BKa, KAKTO H 00€3MIETeHHE 3a IPEThPIICHATE TeHCTBUTEIHN BPE/IM B CIIYYaHTe, KOFATO
T€ HaAXBREPIAT JOroBOpeHara HeycTolika. B cnygante mo unm. 4, an 3, nocodeHaTa B NIPEIX0JHOTO
HIpe4eHHE HCYCTOHKA B pasmep Ha 0.5 % ce HauMcIIABA 32 BCEKH Yac TIPOCPOYHE, HO He moseye ot 10
% (oeceT mpouenTa) OT CTOHHOCTTA HA KOHKPETHATA 3aABKA, KAKTO H obe3IeTeH e 328 NpPeTHPICHATE
ACHCTBHTEIIHM BPEIH B CIIy4auTe, KOTATO Te HAINBLPIIAT JOrOBOPEHATA HeycToHKa.,

(2) Koraro npn nanuuwe wa pexnamauuu, H3NBJIHUATESAT He H3mBIHH 3a1b/DKCHHATA CH 110
paszien XI OT HacTOAIIMsS JOTOBOpP B CPOK, CHIHAT abmxi Ha JJEUEBHOTO 3ABEJIEHHE-

Bb3JIOKUTEJI ueycroiika B pasmep Ha 2 % OT HeHATa HA CTOKHTE, 38 KOHTO ca HalpaBeHH
peKaManinTe.

(3) JIEYEBHOTO 3ABEJEHHE - Bb3JOKHTEJ ynosieTBopsBa NPETCHIMATE CH OTHOCHO
HEM3MEICHHETO HA JIOTOBOPA, KAKTO H 33 3anjallaHe Ha HEYCTOHKHTE OT CrpaHa Ha
H3IIbJIHHTEJIA karo 3aappika rapasnuaTa 3a H3MbIHEHUE 10 wI. 7, al. 3, Oyxea “0” oT gorosopa,
KaTo npeanpHeMa NeHcTBHA 3a HeliHOTO ycBosBaHe. B ciygail, €e cTolfHocTTa Ha rapa’ngiaTa 3a
H3MBITHEHHE HE TokpHBa BewdKH OBMAHMH o1 H3IIBJIHUTEJIA meycroiiku, JEYEBHOTO
SABEJEHHE - BB3JIOJKHTEJI npuxsama IbLDKMMHTE CYMH OT HACDEIUHH IUIAIAHHA KbM
H3ITbJIHHTEJIAL.

(4) ITpu Tpu mbTH BiHOBHA 3a0aga Ha H3IIBJAHUTEJIA, mpoaL/kuia ¢ MOBeue oT MONOBHHATA OT
CPOKa 34 M3NBIHEHHE HA ChOTBETHOTO 3aJR/DKEHHE, B paMKHTe Ha TpH Mecena JIEUEBHOTO
SABEJEHHE — Bb3JIOJKHTEJI uma npaBo Ja IpekpaTH HOTOBOpa €IHOCTPAHHO ¢ 15-IHEBHO
IpeH3BECTHE,

(5) JEHEBHOTO 3ABEJAEHHE - BB3JTOKHTEJI uma npaso fa NpeKxpaTé eNHOCTPAaHHO H 6e3
MPeH3BECTHE HACTOAIMHA JONOROP B CIy4all Ha CHCTEMHO HETOYHO H3IE/HEHHE HA 3aTBIAKEHHATA OT
H3ITBJIHUTEJISl u npenssenu mnoBeye OT TPH pPeKIaMalMM B PAMKHTE Ha TPH MECELd OT
JEYEBHOTO 3ABEJAEHHE - BB3JIOMKHTEJI no pena na riasa XI.

(6) B ciyuaid, ye no otHomeHue Ha M3ITbJIHUTEJIA nacrenar obetosrencetsara no wr. 54, ar. 1, u

un. 55, an. 1 or 3axona 3a obiecteenute nopbukd, JEYEBHOTO 3ABEJAEHHE- Bh3JI0KHTE

HMa LIpaBO 1a TPEKPATH €AHOCTPaHHO HACTOAIHA J0roBop, 063 MHCMEHO Ipeu3BecTHE H 0e3 1a IbIIkH
HEYCTOHEH.

XL POPCMAKOPHH OBCTOATEJICTBA

L. 13 (1) CrpanuTte o HACTOAWMA JOrOBOP HE JBIUKAT 0Ge3MeTeH e 3a [IOHECEHH BPe/l | 3ary6m,
KO MOC/ICIHKTE Ca TPHIHIEHH B Pe3yNTaT Ha HEIPeoa0TMa CHIIA.

(2) Ako crpaHaTa, KOATO € CIEIBAI0 Ja H3ITBLIIHH CBOE 3aNbIKeHHE 110 noroeopa e Ouna B 3abaBa, T4 He
MOJKE 18 CE M030B4ABA Ha HETPEOJ0JIHMa CHIIA.

(3) “Henpeojoimima cunma™ Mo CMHCHIE HA TO3H JOrOBOP € HETpPEIBHACHO W/HIH HEIPeIoTEPATHMO
CBOMTHE OT H3BBHPENEH XapaKTep, BE3HUKHANO Cliejl CKIIOUBAHETO HA JOTOBOPA.

(4) Crpanara, 3acernara oT HEIPEO/IOHMA CHIA, € JUTBXKHA [1a IpEATIPHEME BCHYKH JeHCTBAS ¢ [PHKATA
Ha N0GEp CTONAHUH, 32 J1a HAMATH 0 MHHHMYM [OHECCHWTE BPEIH M 3ary6H, KAKTO M [a YBeIOMHu
MTHCMEIO 1pPyrara CTpaHa B 7-JHEBEH CPOK OT HACTBIIBAHETO Ha HempeojoimMMara cuia. Ilpm
HEYBEIOMABAHE B IOCOYEHHA B IIPEIXONHOTO H3PEUEHHE CPOK C& IB/IKH obesiueTene 3a HacThIHIINTE
or ToBa Bpequ. Hempeojolmmara cuia ce nmokassa OT 3acerHaraTta cTpaHa ChC CEpTHOMKAT 3a
(hopemazkop, M31aeH N0 CHLOTBETHHA PEZl OT KOMIIETEHTHHA OPTaH B TEPIKABATA, B KOATO C4 HACTHITHIH
(GopeMaxkopruTe 00CTOATENCTRA.

(5) Moxaro Tpae HempeojoIMMATA CHITA, W3IIBIHCHHETO HA 34Ib/DKCHHATA H CBBP3AHHTE € TAX
HACPEIIHH 3aIb/KEHHS CE CITHPA, i »;; ," _
(6) He npencrasnasa “nenpeononnma ciia” chuTue, NPHUHEEHO N0 HeGPEKHOCT HILH qpe:}:_.ﬁrg;g&m'ﬁcllﬂ--
JIeHCTBHC Ha RAKOS OT CTPAHHTE I TEXHH NPEICTABHTE/IH /A CTyKWUTEH, KaKTo H HEAOCTHTA Ha e
napuduy cpenctsa Ha H3ITBJIHATEJIA u JEYEFHOTO 3ABEJEHHE - HL3HGHMEb' | : __..'
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XIV. CITOPOBE

.14, (1) Brsnuknatare npes BpeMETPaEHETO Ha JI0roBOpa CIIoOpoBe i PasHOITIACHS MEKAY CTPAHUTE
CE PeLIaBRaT 4pes MPETOBOPH MEMIY TAX. [NocTHrHaTaTe AOTOBODREHOCTH CE l:l(l]ﬂl.'lMHT B [ITHCMEHA (l)D]I}MH.
H € TIPEBPBINAT B HEpa3e/Ha HacT OT J0roBOpa.

(2) B cayyaii Ha HemocTHraHe Ha JIOTOBOPEHOCT IO [PEAXOHMS 4IEH, BCHUKH CIIOPOBE, OPOJIEHH 0T
TO3H JOTOBOP HITH OTHACALIH CE OO0 HErQ, BEIMHKYHTEIHO CIIOPOBCTE, IMIOPOICHH OT HJIM OTHACAIIH CE IO
HEroBOTO ThIKYBAHE, HENCHCTBUTEIHOCT, HEM3NBIHEHHE HIH NMpeKkpaTasane lie ObJaT paspellaBanl
cropes; ObJIrapCKHTE MATEPHATHH H NPOUECYAIHH 3aKOHH OT KOMIIETEHTHHA ¢b11 o pega Ha ['TIK.

XV. CbOBIIEHHA

Y. 15. (1) Benukn cnoOmenns MekLy CTpaHHTe, CBBP3AHHM ¢ H3MBIHEHMETO HA TO3H JOTOBOD Ca

BETH/IHH, 8KO Ca HANpPaBeHH B IHCMEHA (QopMa H ca MOJNHCAHH 0T YIIBIHOMOILEHHTE NPEICTABHTENH
#a H3ITbJIHHTEJIA wm JEYEBHOTO 3ABEJEHHE - Bb3JIOKHTEJL

(2) 3a nmara Ha CHOOIIIEHHETO CE CMATA:

v AdaTaTa Ha IpeJaBaHeTo — IIpPH PEHUHO IPCIABANE Ha C’LDEH.I,EHHE!TU;
v J1aTaTa Ha IONIEHCKOTO KueHMo Ha o0paTHaTa pasiucKa — IPH H3NpaIlaHe 1o Momara;
v JaTaTa Ha pHeMaHeTo — NpH u3npamane no daxe WK e-mail.

(3) 3a BaymHK apecH 3a IpHeMane Ha choOLIeHH s i GAHKOBH CMETKH, CELP3aHH ¢ HACTOANIHS JOIOBOP
Ce CMATAT:

3A H3ITBJIHHUTEJISA:

rp. Coua 1700, paiion ,,Cryaentekn”, yn."Oxonospecter meT” No 1994
ten.: 02/9658100, daxc: 02/9658172, email: officed@proenixpharma.be
BAHKOBA CMETKA: ,,YHUKPEIUT BYJIBAHK™ AJ]

IBAN: BG32UNCR96601030899517, BIC KOJI: UNCRBGSF

3A JJEYEBHOTO 3ABEJEHHE- BLE3JIOAKHUTE:
rp. Xackoso 6300, 6yi.,,Cregunenne” Nod9
Ten.: 038/606701, daxe: 02/606702, email: mbal_haskovo@mail by

BAHKOBA CMETIEA:  DATISATRUBAMIS BAN

IBAN: BG30RZBB91551085611213, BIC KOJI: RZBBBGSF

(4) Ilpn npomsHa Ha mocoYerys 1o a1, 3 afpec i GaHKOBA CMETKA CHOTBETHATA CTPANA € [UTHKHA 18
YBEJIOMH JpyraTa B TPHAHEBEH CPOK OT MPOMAHATA.

XVL JAPYTH YCJIOBHSI

. 16. (1) TIpasara 1 3a//bIKEHHATA IO HACTOALIHA JOTOBOP HE MOTAT JIa CE TIPEXBLPIAT e/IHOCTPAHHO
Ha TPETH JHILA H N0 100HHK AKTOBE HE MOPa/IaT IPaBHO JeifcTBie (e3 MMCMEHOTO ChITIACHE Ha ApYrata
CTpama, 0CBEH B Ciy4anTe Ha oOe3neyasane (rapaHTHpaNe) Ha 3a)(b/UKEHKS 10 DAHKOBY KPEJIMTH.

(2) 3a HeypenenWTe BBIPOCH B HACTOSNIAA [OrOBOP Ce NpHNara AelcTBAaWOTO GHLIrapeKo
JAKOHOIATEIICTBO.

XVIL MOAM3IbJIHUTEJN / /
(RPUAONCUMO CAMO & CAYHAUME, 8 KOWMO UIOPAHUA 30 USNBLANUMEN Y4ACHUK @ nnmyw( tﬂ!’ e
NOA36G NOOUSHBIHUMENRY, NPU CKUOYEANE NG PAMKOSOMO CHOpA3yMenye) | %
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Y. 17. (1) HOTH3ITBJIHUTEJIMTE TpaGpa 1a OTroBapAT Ha CHOTBETHHTE KPHTEPHH 23a noadop
ch00pasHo BHIA M Jella 0T NOPBYKaTa, KOHTO [Ie H3MBIHABAT, | 3a TAX Ja He Ca HAIMIIE OCHOBAHMI 34
OTCTPAHABAHE OT MpOLEIypaTa.

(2) JIEYUEBHOTO 3ABEJIEHHE - BB3JIOKHTEJI u3ncksa 3amana va IMMOJU3ITBJIHHATE,
KOHTO He OTTrOBapA Ha YCIOBHATA MO an, 1.

(3) Koraro gacTra ot nopbuxara, koato ce m3nbausea or [NOJH3IIBJIHHUTE, Moxe na Gnie
npenajgesa karo orgencH obexr Ha M3INBJAHUTEIA wmu va JEYEBHOTO 3ABEJEHME -
BBb3JIOMKHTEJ, nocieqHus 3amana Bp3HArpaxkaeHue 3a tasy yact na NOJH3ITBJIHUTEJISA.
(4) Pasmnamasmara nmo a1 3 ce OCHMIECTBABAT BB3 OCHOBA HA HCKAHE, OTMPABEHO OT
MNOIH3IBJIHHTEA no JEYEBHOTO 3ABEJEHHE - BB3ITOKHUTEN uypes
U3ITbJIHHTEJIA, xoiito e mnexkeH Ja ro NpejOCTaBH HE BBIIOKHUTENA B 15-mHeBEH CPOK OT
MONYYaBaHeTO MY.

(5) Kum nexanero no an. 3 H3IITBJIHUTENAT npenoctaes cTAHOBHAINE, OT KOETO Ja € BUIHO JalH

OCIOPBE [UAWMAHAATA HIH YACT 0T TAX KATO HEIBIKUME.
(6) JEHEBHOTO 3ABEJEHHE - BB3JIOJKHTEJI uma npaso oa OTKaxke IUlAaHe no an. 3,
KOTATO HCKAHETO 34 IU1ALaHe € OCTOPEHD, 10 MOMEHTA Ha OTCTpAaHABaHe HA [IPHYHHATA 34 0TKa34.

(7) Hesamucumo or m3monssanero wa [NOJMU3ITBIIHWUTEIIM otrosopHOCTTa 3@ M3MbIHEHHE Ha
aorosopa e Ha H3ITBJIHHTEJIA.

XVIIL SAK/TIOYHTEJIHH PA3SIIOPEIBH

Ui 18, (1) Ipu cheraBAHETO HA HACTOANIAA JOTOBOP CE IPEACTABHXA CAEIHHTE JOKYMCHTH:

¥ Jowxysments mo wi. 112 ot 3011;

v Jexnapanus o 4n. 535, an. 6 ot 3JIIIXM (xoraro e mpunoxmmMo);

v [apanus 3a H3MBTHEHHE;

v Texnuaecko u LlenoBo npeyIoKeHHe, HePa3IelHa 4acT 0T JOT0BOPA,

v Hexnapannu mo 3MHIL

(2) Hacrosmust 10roBop ce CECTAaBH B TPH eIHO00PA3HH eK3eMILpa Ha OBIrapcKi €3UK — eIHH 3a
H3ITbJIHHUTEJIS 1 npa 3a IEYEBHOTO 3ABETEHHE - Bb3JTOXKHTEL

JIEYEBHO 3ABEJIEHUE — BB3JIOKHTEJI: H3IbJHUTEJ:
U3IIBIHUTEJEH JUPEKTOP YIIPABUTE
HA ,MBAJI-XACKOBO"” A HA ,,®hOHHKC GAPMA”
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