AOI'OBOP Ne /1

3A JTOCTABKA HA JIEKAPCTBEHM INPOAYKTHU
B0, TSvisva S0 Wvan benis e 2021 r., B rp. Codust, Mmerxy:

*“MHOI'OITPO®UJIHA BOJIHUIIA 3A AKTUBHO JIEYEHUE - XACKOBO” AJll, cne
CejanuIe 1 aapec Ha ynpasieHue: rp. XackoBo 6300, 6yn. “Coenunenne” Ned9, EMK 126529015.

HpecTaBisiBaio ot A-p 'eopru Hukonos I'enos — Msnennurenen aupexrop, napuuano mo-gony sa
kpatkoct ,,JIEHEBHO 3ABEJAEHHE — Bb3JIOKUTEJI” ot exna cTpana

H

»@®bOHUKC ®APMA” EOO/JI, che cexammmie u ajpec Ha ynpaslieHue: rp.Codus 1700, paiion
»Crynenrekn”, yn."OkonoBpseren nur” Ne 199A, EMK 203283623, npejicTaBisBaHo ot Becenun
Bemrukos Kynes n Hukonait bunes Kones — Yipasurenu, nayun Ha NpeCTaBIsBane- OT JABamMa oT
YIpaBATeNuTe 32€MHO WIM OT CAMH YNPaBHTE] 3ae[HO ¢ EIHH IPOKYPUCT (JOKOJIKOTO UMa
YIBJIHOMOILEH), Hapiyano 3a kparkoeT “USITBJIHUTEI” ot apyra crpana

Ha ocHosanue 1. 112 or 3akona 3a o6mecTBerute nopsuku (3011), BHB BPB3Ka C IPOBEJCH BLTPEIICH

KOHKypeHTeH n300p/ionbianena odepra no Pamkoso cropasymense No PJI- 11 -62 or 01.02.2021r. ce
CKJIIOYH HACTOSIIMS JOTOBOP 38 C/IEAHOTO;

L IIPEJMET U CPOK HA JIOTOBOPA

Ya. 1 (1) JIEYMEBHO 3ABEJEHUE - BB3JIOJKUTEJ swsnara, a U3IMIBJIHUTEST ce
3a/(bJIKaBa JIa H3BBPIUIN IOCTABKA HA CJICHUTE JIEKAPCTBEHH ITPOIYKTH:

OGocobena mozumms Ne 1
AHATOMO- Mexaynapoano Hauuu Ha | Mspka Kosmuecrso
TePANeBTHYECH KOJ | HENMATEHTHO NPHJIOKEHH e /mg,
/ATC-kon/ Hanmenosanue /INN/ tabl., ml.
u ap./
BO1ABOS ENOXOPARIN NapeHTepaHa U " 175285600

(2) JloroBopsT BiM3a B CHNIa OT JATaTa HA MOMHCBAHETO My OT JBeTe

CTPaH# U € CBC CPOK JI0
31.12.2021 r., Ho He mo-KbeHO oT 31.12.2021 r.

IL. HEHH U OBIA CTOUHOCT HA JJOCTABKHUTE IO JAOI'OBOPA

Y. 2. (1) Llenara na crokure 1o wi.l e CHrIACHO LEHOBO npemioxkenne Ha U3ITbJHUTEJIS,
HepasJie/Ha YacT OT JA0roBOpa.

(2) Llenara BkmouBa CTOHHOCTTA Ha CTOKATA, OMAKOBKA, 3acTpaxoBka u Tpancnopr o JEYHEBHOTO
SABEJAEHUE - BB3JIOKHUTEJI npu MusnMmancn CPOK Ha TOJHOCT He mo-Kpartek oT 40 % or

OOsIBEHHS OT IPOM3BOUTEIS 32 JIEKAPCTBEHHTE IIPOYKTH HITH He no-kpaTek oT 20 % ot 06sBenus o




MPOM3BONUTENS 33 OHONPOAYKTHTE MK GHONOZOGHUTE POAYKTH. MHUHUMATHHST CPOK Ha FOJIHOCT ce
OIpEICIIA KbM JlaTaTa Ha BCsAKA J0CTABKA Ha JIEKapCTBEH MPOYKT.

(3) Obmara CTOWHOCT Ha MOCTABKHUTE IO morosopa e g0 59776,76 (mermecer M AeBeT XWISIH
CCACMCTOTHH ceniemaeceT u mect jieBa u 0,76 CTOTHHKH) jeBa Ge3 BKIIOYCH AAC u no 71732,11
(CemeMIeceT 1 e1Ha XHIIAH CeIeMCTOTHH Tpuzaecer u asa nesa u 0,11 crotunku) nesa ¢ sxmoven JJIC.
(4) Lenara no oroBopa € QpuKcHpana, He MOUTEKH Ha pOMsiHa 3a CpOKa Ha JEHCTBHE Ha J0roBopa,
OCBeH B ciayqauTte Ha 116 ot 3011,

(5) B ciyuaif, ye npes Bpemero Ha jeHcTBHE Ha CbOTBETHHSA JOTOBOP CTORHOCTTA, KOSTO CIIE/BA JIa Ce
3ariama ¢ myG/IMYHY CPeJICTBA Ha JIeKapCTBeHM MpoayKTH OT [TO3HTHBHHS NeKapeTBeH CIIUCHK CTaHe
MO-HACKA OT IOTOBOPEHATA, JICYeOHOTO 3aBEICHHE — BH3I0KUTEN Ge3yCIOBHO 3ariamma JIEKAPCTBEHUTE
ITPOJIYKTH Ha IIO-HHUCKATA CTOMHOCT, CYUTAHO OT:

- /laTaTra Ha BJIM3aHe B CHIIa HA peleHneTo Ha Haimonanuus chBerT 1o 1enn u peumOypcupane
Ha nekaperBenute nipoaykru ( HCLIPJIIT);

- JlaTara Ha akTyanu3anuaTa Ha [103uTHBHUS JIeKapeTBEH CIHMCHK 110 pena Ha wi. 57, an. 1 or
Hapenbara 3a ycnosmsta, mpasmiata u pexa 3a peryjiupase W perucTpupaHe Ha LEHATE Ha
Aekapersennte nponykru (HYITPPPIUIIT) 3a nexkapcreennte NPOAYKTH C HaMajleHa CTOHHOCT 3a
OnaKoBKa, H34KcieHa Ha 6a3a pedepenTHa CTONHOCT.

B carywante no npeaxoanoro uspevenue, croitnocrra ce Onpeaens KbM MOMEHTA Ha JIOCTARKATA
(noAmHcBane Ha PHEMO-TIpe/IaBaTelIeH IIPOTOKOJ),

III. YCJIOBUSI U HAYUH HA ILJIALIIAHE

Y 3 (1) Inawanero no wacrosms AOTOBOp Ce OCHINECTBABA “pe3 GAHKOB NMPEBOJ OT CTpaHa Ha
JIEYMEBHO 3ABEJAEHUE - BB3JIOKUTEJI 1o nocouenara B wI. 15, an. 3 GankoBa cMmeTka Ha
U3ITbJIHUTEJISI.

(2) 3annamanero Ha CTOKHTE 110 AOroBopa ¢e U3BbPIIBA OT/IOKEHO B CPoK 10 60 /mectaeceTus/ jieH,
CJIE/L IPE/ICTABSHE Ha CIEHUTE IOKYMEHTH:

1. JlocraBra dakrypa, cheTaBeHa ChIIacHo usncksanusTa Ha 3JJ1C u I[MTI3JIC;

2. IlpuemareHo-npeiaBaTeITHY IPOTOKOIH;
(3) B ciyuait, ve nocouenure B wi. 3, an. 2 AOKYMCHTH Ca HEPEIOBHM HJIK HE Ca KOMIUIEKTOBAHH.
chiure ce spuiiar #a U3IMIBJIHUTESI ¢ npuemaresnto — fpejasaresieH poTOKOJI 3a U3NPABIHE Ha
HepeanocTuTe. CpoksT Mo wi.3, an. 2. 3amousa ja Teye OT JATATA HA NPEJICTABIHETO HA IOC/EAHUS
H3HCKYEM C€ JIOKYMEHT,
(4) lpu paxrypupane Ha 3asBeHHTE KOMHUECTBA JICKapCTBEHH MPOJYKTH, IO BCSKA OT/IE/HA 3a5BKA,
liCHaTa Ha ONAKOBKA HE Cle/Ba Ja HaJBWIIABA OnpeneieHata B [103UTHBHUS JIEKapCTBCH CITUCHK-
Ilpunoxenne Ne 2, pedepenTa cToHHOCT Ha OMakoBKa 3a CHOTBETHHS JICKAPCTBEH NPOAYKT. B cryyai
Ha H3UHCIABAHE HA CTOHHOCT MO-BHCOKA OT pedpepeHTHATA CTOMHOCT HA ONAKOBKA 34 CHOTBETHHS

JICKapCTBCH NPOAYKT, CTOHHOCTTA Ce HAMANISBA M 3AIUIAINA 10 CTORHOCTTA HAa OTIAKOBKA Ollpe/iesiena B
[lo3uTuBHUS NTeKapeTBeH CIUCHK- [Ipunoxenne Ne 2.

IV. CPOK HA JOCTABSIHE

Yo 4 (1) JEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJ 3asBsBa HEOOXOAUMHUTE MY KOJNHYECTBA
¢ nucmena sasska a0 U3ITBJIHUTEJISL. 3asskara ce BPBYBA JIHYHO Cpery
M3ITBJIHUTEJISE wau yire HOMOMWIEHO OT HEro Jule WiIH ce H3MIpalia ¢ Ipenopbya
obparna pasnucka, 110 pakc wid 1o CJIEKTPOHEH IIBT,

(2) Besika otnenna nocraska, ciensa 1a 6u11e 10cTaBena s CPOK 210 7 KaJleHAapHH JIHHU CJIE/ HOMyYaBaHe
Ha sasskara or JEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJT 1 3a KOJIHYECTBATA U OIIAKOBKUTE
(cbOGpasHO KOHKpeTHHTE NeKapcTBeHH MIPOLYKTH, MOCOYEHH B TEXHHYECKOTO NPEUIOKEHUE Ha
H3IIBJIHUTEIIS), TOYHO ONpEeNeHH B 3asBKara. B Clly4ai, ¥e ce NpaBH IIbPBa JIOCTABKA OT JaJICHA
flapTH/Ia Ha IEKapCTBEH MMPOAYKT, ce npescTass CepTudukar 3a 0cBoGOKIABANE HA MapTHaaTa, u3jlaueH
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or kpamHduuupano jume mo 3JIITXM Ha elneKTpoHeH HOCHTEN WIH 110 €JIEKTPOHEH IbT HAa
¢/ICKTPOHHATA TIOLIA, NOCOYCHA KATO APEC 38 KOPECIIOH/ACHIUSA, IPHIPYIKEH ¢ NPEBOJ Ha GHArapcKu
€3MK OT (hUpMa, CKMOUMIA JOTOBOP ¢ MHHHCTEPCTBO HA BHHINHHTE paboTH 3a M3BBPIIBAHE HA
opuimansy npesosm. U3GpoeHuTe 10KYMEHTH Ce IIPSACTABAT B CHOTBETHOTO 3BEHO, OIPECICHO OT
J1eueOHOTO 3aBe/IeHNe — BB3I0KUTEN. [IpH crieBay 10CTaBKy Ha JICKapCTBEHH MIPOJYKTH OT ChllaTa
NApTH/A, CePTU(GHUKATHT He Ce IIPeJICTAaBS.

(3) B cmywali Ha HeoOxoammocT OT cremua nocraska, JIEHEBHOTO 3ABEJEHHUE -
Bb3JIOKHUTEJ nocousa m3puyHo B 3asBKaTa, 4e ¢ HEOOXOMMMO 1A Obie H3BBPIIEHA CIIENIHA
nocraska. B To3u cryvait, nocraskara cnessa j1a 6b1e M3BBPIIEHA 10 6 Haca OT [oJlyYaBaHe Ha 3asiBKaTa
H 32 KOJMYECTBATa M ONAKOBKHTE (CHOOPAasHO KOHKPETHHTE JEKAPCTBEHH NPOAYKTH, NMOCOUSHH B
TEXHHHECKOTO NPE/UTOIKEHHE HA U3ITBJHUTEIIN), TOYHO ONpE/IC/ICHH B 3asBKATA.

(4) U3ITBJIHUTEJIAT ce 3ansimkasa, B cpok 10 1 paGoten jew, B CITyYauTe 110 al. 2 U B CPOK Jio 1
Hac, B CIyqaHTe HA all. 3, cejl MOJy4aBaHEeTO Ha BCSKA 3asBKA 1A YBEAOMH MHUCMEHO HIIH 110 baxc
JIEMEBHOTO 3ABEJIEHUE - BB3JIOXKUTEJI B cyuait ye me Moxe 1a U3BBPILK J0CTABKA HIIH
B CJTyual, 4e He MOJKe /1a CIIa3H CPOKBT 3a U3BbPIIBAHE HA J0CTABKATA, Ipe/IMeT Ha KOHKPETHATA 3asBKa.
(5) Ko™ natara na Besika ocTaBKa, OCTATHYHEST CPOK HA TOHOCT Ha NEKAPCTBEHUTE NPOJYKTH, ClieBa
na Ow/ie He no-Manbk ot 40 % /qeTupumecer na ¢ro/ ot OGIBEHNS OT TIPOU3BO/IHTEIS.

(6) KM natata na Besika 0CTaBKa OCTATHYHMST CPOK HA FOHOCT Ha OnonpoaykT mim ouonooben
NPOAYKT, ciie/Ba fa Ob/ie He no-Mansk o1 20 % /aBajgecer na ¢ro/ oT 00SBEHUS OT [IPOU3BOUTEIIS.
(7) 3a konMuecTBa M0OCTABEHM HM3BBH 3aiBKATA MO Wi, 4, an.l, JEYEBHOTO 3ABEJEHUE -
BBH3JIOKUTEJI sma 3a1b/0KeHIE 3a MUIalIaHe.

(8) B ciywaure no wi. 10, an. 7 or A0roBOpa, CPOKBT 1O all. 2 ¥ 3 3armo4sa /a Teye OT jarara Ha
nuemenoto ceraacue Ha IEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJL

V. MSICTO HA JOCTABSIHE

Y. 5. (1) 3a MsicTo Ha TOCTABSHE HA CTOKHUTE 110 TO3H AOroBOp Ce OIpeseNs CleHns ajapec: GpaHKo
ckian Oonuuvna anrteka Ha ,, MBAJI-Xackoso”™ AJl rp. XackoBo 6300,6y:. ,,Crenunenne’ Nod9

(2) PHCK®T OT C1yualfHOTO NMOTHBaHE HITH MOBPEKIAHE HA CTOKHTE npemunasa Bspxy JIEUEBHOTO
3ABEJIEHUE - BB3JIOKUTEJI or MomenTa Ha NPHEMAHETO MM Ha MICTOTO Ha J0CTABSIHE C
[IPHEMAaTeIHO-TIPEIaBATEICH IPOTOKOI,

VI. JATA HA 1OCTABSIHE HA CTOKHUTE

1. 6. 3a fara Ha OCTABSHE Ce CYMTA ATATA, HA KOSTO CTOKHTE C4 IOCTABCHH JIO ajipeca IocoYeH B uJl.
5,an. 1, npu ycnosusTa Ha Wi, 9, an, 2.

VII. SAXBJUKEHUS HA U3ITBJIHUTEJIS

Yo, 7. UBIIBJIHUTEJISAT ce 3anskasa:

I. Jla nocrasu crokute B soroBopenus Cpox u za ru npenajge Ha JIEYEBHOTO 3ABE/JIEHUE —
BB3JIOKUTEJL

2. Jla npenane croxuTe, nakeTHpaHu u MapKHpaHH B CHOTBETHHS BHJI, KOJIMYECTBO U KAYECTBO H
MSCTOTO Ha JI0CTaBsHE.

3. Ilpn noanucpasero Ha orosopa ja NpeJICTaBH:

a) JokymenTH 1o wi. 112, an. 1 or 3071,

0) rapanums 3a H3IBIHEHHE, B eHA OT opmute, onpenenenu B wn. 111, an. 5 ot 3011, che CpOK Ha
BajmaHOCT 60 IHA ClIeN H3THHAHE CPOKA HA J0TOBOPA, KOSITO ce ocBoOOXkMaBa B ¢pok 10 60 muu cien
H3MBIHEHHE Ha foroBopa. B ciyyait, e BammasocTTa Ha rapanuusTa u3riya Ipe/u 10roBopa ja omne
n3nbaneH, USIIBJIHUTEJIAT ce saxsimkasa ja YABIDKH CPOKa Ha BAIWIHOCT HA TapaHiusTa ¢
TOJIKOBA JIHH, Taka Y€ rapaHlyisiTa a MOKPHBA OYaKBAHUS CPOK 33 M3IIBIHCHHE Ha Aorosopa 1toc 60
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Anu. lapanuusita e B pasmep na 3% or CTOliHOCTTA Ha 1oroBopa Ge3 JI/IC u BB3n3a Ha 1793,30
(Xnasaa cereMeToTHH KeBeTneceT 1 Tpu JeBa u 0,30 crorunkn) aesa.

(4) Mla mocrass nexapcrBenn NPONYKTH, KOMTO OTrOBapsAT HA MIUCKBAHHSTA HA 3akona 3a
JICKAPCTBCHATE POAYKTH B XyMaHHATa MEIHIHHA (3JIIIXM) — na npurekapar BAJIMIHO paspenieHue
3a ynorpeba B cTpaHarta, H31aleHO 10 pena Ha 3JIIIXM wunu Pernament (EO) Ne 726/ 2004 r. na
Esponefickus napnament u Coeera /u. 23, an.1 na 3JITIXM/.

(5) Ha nocrass nekapcrsenn MIPONYKTH, KOMTO ca BKioueHn B Ilpuioxkenne No 2 na [osutnsaus
JICKapCTBEH CITUCHK.

(6) B coyuait, ye ce npasu ITbpBa I0CTaBKA 110 /ajieHa MapTH/Ia Ha JIeKApCTBEeH HPOJYKT, Jia Npe/ICTaBs
Ceprudukar 3a ocBobosxnapane Ha flapTiaara, usjaues or ksanmuuumpano nuue no 3JIIXM Ha
C/ICKTPOHCH HOCHTEl MJIM 10 €JIEKTPOHEH MBT Ha C/ICKTPOHHATA NOINA, IOCOYeHA KaTo ajpec 3a
KOPECTIOH/CHIIAS, NPUJPYXKEH C MNpeBoj Ha Obirapeku esuk or dupma, ckmoumna JIOrOBOp ¢
MHHHCTEPCTBO HA BHHIIHUTE paloTH 3a u3BLpIIBaHE Ha odunmanHu npeBoy.

VIL 3AXBJIKEHUSI HA JIEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJ

YL, 8. IEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI ce 3a)IbJKaBa:

l. ﬂa [IPHEME T0CTaBEHUTE B CPOK M Ha MSICTO CTOKH, ChOTBETCTBALIM [10 BHJL, KOJIHYECTBO H Ka4yeCcTBO
Ha OIMHCaHOTO B HacTOAIIUS AOroBOp.

2. ,Ila 3aIlIATH JIOCTABEHHUTE CTOKH 110 pena Ha 4. 3 or HaCTOSLIHs JOTOBOD.

3. Criex npuKmoYBaHe M3MBAHEHHETO Ha JioroBopa a 0cBoOOM rapaHumsTa 3a u3nbjHenue, 6e3 ja
ABJIKH JIHXBH 33 CPOKa, 1IPe3 KOATO CPeIcTBATA 3aKOHHO ca PECTOSITH Y HEro,

IX. IPHEMAHE A IIPEJIABAHE HA CTOKHUTE

peacraBuren wu HOpeaCTaBUTEl HAa

JEYEBHOTO 3ABEJEHUE - BB3JIOKUTEJL nommucear [IpHEMaTeTHO-1Ipe laBaTeien

HpPOTOKOJI, YAOCTOBepsiBaw] NOJTy4aBaHeTo Ha CTOKHTE.

X. KAYECTBO, I APAHIIMHU U CPOK HA I'OAHOCT

" 10. (1) Crokure, [IPEIMET HA HACTOSIIMS JOrOBOP, Clie/Ba Jia OTrOBapsT Ha M3MCKBAHUATA HA Wl
7,am.4us.

(2) KbM narara na ocraskara, OCTATLHHHUAT CPOK Ha FOJHOCT HA JIEKAPCTBEHHTE NPONYKTH, ClieBa ja
Obe He mo-Manek or 40 % laeTupuaecer Ha cTo/ o1 0OKBeHHs OT IPOU3BO/IUTEIS.

(3) B cayuait na nocraska na JICKAPCTBEHHUA IIPOJYKT C 110 — KPaThk OT JIOTOBOPEHHSI CPOK HA FOAHOCT.
AbJKUMAaTa HeycToika aa Obie IPOMEHEHA, KaKTO Clie/Ba:

o1 39,99% 10 30% - 3 % BbPXY CTOMHOCTTA Ha JOCTaBKATa;
0T 29,99% 10 20% - 5 % BBPXY CTOHHOCTTA Ha J0CTABKATA;
o1 19,99% 1o 10% - 7 % BBPXY CTOHHOCTTA Ha J0CTaBKATa;
nox 10% - 10 % Bwpxy croitnocrra Ha JOCTABKATA.

(4) OcrarbunnsT cpok Ha roxmocT Ha Ouonponykt /6uononober NPOAYKT, cneasa ga Obje He 10—
Marek ot 20 % /nBanecet Ha cTo/ 0T 06sBeHUS OT NPOM3BOJIUTEIIS KBM JIaTaTa
(5) B cnyvait na nocraska ua Ouonpoxykr/6uononoben TIPOAYKT C I10 — KPaThK OT JOrOBOPEHHS CPOK
Ha TOZTHOCT, AbJKHMATA HEeYCTONKA € KAKTO Clie/Ba;

o1 19,99% 110 10% - 2 % BBPXY CTOMHOCTTA Ha JOCTaBKATA;
0T 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA HAa JOCTaBKaTa;
mox 5% - 6 % BBpXy cToMHOCTTA Ha JIOCTaBKarTa.




(6) IEYEBHOTO 3ABE/IEHUE - BB3JIOKHUTE moske Jla OTKaXke IPHEMAHETO Ha CTOKUTE, aKo

B ZICHA Ha TAXHOTO MPUCTHraHE WM NPHEMAHE OCTATHYHUS CPOK HA TOJHOCT € 10 — MAaJbK OT
onpenencHus B 4. 10, ain. 2. v an. 4 MEHHMANCH CPOK HA FOJIHOCT.
(7) Mocraskara Ha JiekapcTBeH [IPOZIYKT € OCTATBYEH CPOK HA IOAHOCT HO-MaasK oT 10 Ha ¢To Of
OOSBEHHUS OT IPOM3BOIATEIS U Ha OuonpoayKT/GHono06en NPOAYKT ¢ OCTAThYeH CPOK Ha I'OAHOCT I10-
MallbK OT 5 Ha CTO OT OOSBEHUS OT NPOH3BOUTENS Ce H3BBPIIBA CAMO C MHUCMEHO ChIVIACHE HA
JIEHEBHOTO 3ABE/JIEHUE - BB3JIOKUTEJI 3a KOHKPETHO KOJIMYECTBO, ONPEEIeHO OT Hero.
bes n3puano nucmeHo crriacue na JEYEBHOTO 3ABEJIEHUE - BB3JIOJKUTEJI crokute msiva
J1a OBJaT 3amiamany.

(8) Uckanero 3a mucmeno coriacue, B CaydauTe Ha ai. 7, ciexsa ga nocreiu 8 JIEYEBHOTO
3ABEJIEHUE - Bb3JIOYKUTEJ B Cpok 110 1 (emn) paGoTeH feH ot nojyuasane Ha 3asBKaTa.
(9) B cnyuaute Ha criemnm 1ocTaBky mocoueHuTe B an. 3 1 all. 5 HEYCTOMKH He Ce Npuarar.

XI. OTTOBOPHOCT 3A HETOYHO U3ITLJIHEHHUE. PEKJIAMAIINN

Y. 11, (1) JEYEBHOTO 3ABE/IEHUE — BB3JIOJKUTEJ mosxke na npesssssa pexiiamManum mnpes
W3IThJIHUTEJIS 3a;

a) KOJIMYeCTBO H HEKOMIUIEKTHOCT Ha CTOKHTE HH TEXHUYeCKaTa JOKYMEHTALMS (IBHU HEAOCTATBIH);
0) kauecTBo (cKpuTH HEJIOCTATBIH):

- TIPH I0CTABAHE HA CTOKH HE OT I0TOBOPEHHS BHJL, IOCOYEH B uJL. 1;

- [IpH KOHCTAaTHpaHe Ha AeeKTH IpH yrotpeba HA CTOKUTE,

(2) Pexnamanuu 3a sBHM HemocTaThIM Ha crokute ce mpassat or JEYEBHOTO 3ABEJAEHUE —
Bb3JIOKHUTEJI, B momenTa Ha PCAABAHETO UM, 33 KOCTO C€ ChCTABS IIPOTOKOJI, TIOAMMCAH U OT IBETE
CTPaHH.

(3) Pexnmamantny 3a CKpUTH HeZIOCTATHIH e TIPaBAT IPEe3 LUETHs CPOK Ha MOAHOCT Ha JOCTABEHUTE CTOKH.

KaTto pexjlaManusTa ce NpUApYXaBa 3adb/DKHTENHO OT KOHCTATHBEH TIIPOTOKOJ, W3JAJeH OT
Msneimnurennara arcHIys 3a JIeKapcTBara.

(4) JIEYMEBHOTO 3ABEJEHWUE - BB3JIOKUTEJ e mnexuo na YBEIIOMH [THCMEHO
W3ITBJIHUTEJIS 3a yeranosenute Aedextu B 5 (1€T) AHEBEH CPOK OT KOHCTATUPAHETO HM.

(5) B pexiamanmure ce nocousa HomepsT Ha AOrOBOPA, TOYHOTO KOJIMYECTBO HA MOJYYEHHTE CTOKH ¢
TCXHHA NAPTHIACH HOMEP, OCHOBAHMETO 3a peKnamaiius M KOHKPETHOTO ucKaHe Ha JIEYEBHOTQ
3ABEJIEHUE - BB3JIOKUTEJL

(6) B 5 (net) nueBen cpok ot nonyuasane na pexnamanusta, USIIBJIHUTEJST crensa na OTrOBOPH
na JIEYMEBHOTO 3ABEJEHME - BBb3JIOKUTEJ IMHCMEHO M KOHKPETHO g
PeKIaMalATa WK 5 OTXBBPII,

(7) Tlpu pexnamauns 3a sBHE HeOCTATHIM V3ITBJIHUTEJIST e mwrsxen B CpoK OT 2 paGoTHn
OT NOJyyaBaHe Ha peKJaMalMATa 3a CBOS CMETKA W PHUCK Ja JI0CTAaBH Ha MSCTOTO Ha JIOCTAI
KOJTHIECTBOTO JIMNICBALLM B JIOCTABKATA / HEKOMIUICKTHH JIOTOBOPEHM CTOKH.

(8) Tlpu pexnamauus 3a CKPUTH HenoCTaThuM, B ciyvaii we MBIIBJIHUTEJST e npuen
PEKJIAMALIAATA, CBIMAT € JUIbXKeH B 10 (necer) nuesen CPOK OT IOJTy9aBaHeTo M J1a 3aMEHHM IOCTABEHUTE
HEI0rOBOPEHH 110 BUJ / IeDeKTHH CTOKH 3a CBOSI CMETKA U PHUCK uim 1o nperenka na JEYEBHOTO
3ABEJAEHUE - BB3JIOKUTEJ na BbPHE CHOTBETHATA YacT OT 3alUIATEHATa IeHa, B
ABIDKAMHTE JINXBH.,

(9)14360pb1'ua ITOCOYEHHTE no-rope BB3MOXKHOCTH J1a CC BbPHC CROTBETHATA YaCT OT IJIATEHOTO MIIH
Ad CC 1I0CTaBAT HOBH CTOKH npunayiexy na JEYEBHOTO 3ABEJAEHHUE - BB3JIOKHUTE 1 ce
YHPpaXKHABA OT HEro noA opmara Ha UCMEHO YBEIOMJICHHE 10 HU3ITBJIHUTEJIS, kato pasxojure u
PHCKOBETE [10 HOBOTO Jl0CTaBsAHeE ca 3a cmerka Ha U3 bJIHUTEJISL.

(10) Croxure, mpemmer ma periamanus ce cpxpanssar or JEYEBHOTO 3ABE/IEHHE —
BB3JIOKHUTEJI 10 ypexane na peKJlamanuuTe.

QI npuema
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XIL. OTTOBOPHOCT ITPH HEM3IIBJHEHUE
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Y. 12. (1) 3a Hen3mbIHEHHE HA 3aIB/DKSHHSITA CH IO HACTOSIIHS JOTOBOP € U3KIIIOUEHHE HA TE3U 110
wi. 10, an. 2 u an. 4, UBNBJIHUTEJSAT j6imxu Heycrorka B pasmep Ha 0.5 % Ha JeH BbpXY
CTOHHOCTTAa HA KOHKpETHATa 3asBKa, HO He noseue ot 10 % (necer MPOIEHTA) 0T CTOHHOCTTA Ha
KOHKpETHATa 3a5BKa, KAKTO ¥ 00€3IIETCHHE 38 PETHPICHATE ACHCTBUTEIHI BPE/ B CIIyUaTe, KOraTo
¢ HaIXBLPIAT JIOTOBOPeHaTa HEyCTOHKa. B ciyuanre mo wi. 4, an. 3, nocouenara B npeaxoqHoTO
M3PEUCHHC HEYCTOHKA B pasmep Ha 0.5 % ce HA4MCIISABA 32 BCEKH Yac IPOCPOYKE, HO He roseye oT 10
% (AeceT NPOLEHTA) OT CTOMHOCTTA HA KOHKPETHATA 3asBKA, KAKTO M 0Be3meTeH e 3a NpeTbpHeHnTE
JICHCTBUTE/IHY BPE/IH B CIIY4auTe, KOraTo Te HAAXBLPIAT IOTOBOPEHATA HEYCTOHKa.

(2) Koraro npu mamiumne sa pexnavaruu, U3ITBJHUTEJSIT He wambinm 3aIbKEHUSITA CH 110
pasaen X1 OT HACTOSIIMS JIOTOBOP B CPOK, ChUsT jbkd na JEYEBHOTO 3ABEJIEHUE-
Bb3JIOKHUTEJL neycroiika B pasmep Ha 2 % OT LEHATA HA CTOKHTE, 3a KOWTO ca HanpaBeHu
peKJiaMaluuTe.

(3) JIEYHEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI YJOBIIETBOPSABA MPETEHIIMUTE CH OTHOCHO
HCM3ITBIHCHACTO HA JIOTOBOPA, KAaKTO M 3a 3aljalllaHe Ha HEYCTOHKHTE OT CTpaHa Ha
U3ITBJIHUTEJISA xaro 3axbpika rapaHiisTa 3a U3IbIHEHHE 110 Uil 7, an. 3, 6yksa “6” ot norosopa.
KaTo npeanpueMa JeHcTBHS 3a HelHOTO ycBosBame. B ciyuail, ue croifmocrra ma rapaHimsTa 3a
H3NBIHCHHE HE MOKpHBA BCHYKM ABKHMH 0T U3IIBJIHUTEJIS neycroiikn, JIEYEBHOTO
3ABEJIEHUE - BB3JIOKUTEJl npuxsama abmkaMure CyMHM OT HACpellHH IUIALAaHUS KbM
U3IThJIHUTEJISL.

(4) [lpu Tpu nbTH BUHOBHA 3a0asa nHa N3ITBJIHUTEJISL, [IPOJIBJDKHIIIA C TTOBEYE OT MOJIOBHHATA OT
CPOKd 3d M3IBIHCHHE HA CHOTBETHOTO 3aIbJDKEHHE, B pamkuTe Ha Tpu Mecena JIEUEBHOTO
3ABEJIEHUE - Bb3JIOXKUTEJ uma npaso za IPEKpaTH JIOroBOpa €HOCTPAHHO ¢ |5-1HEeBHO
NpeI3BeCcTHE,

(5) IEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJ uma NpaBo Jia MpeKpaTi eAHOCTPAHHO U Be3
HPCAU3BECTHC HACTOSALILKSA JIOTOBOP B C/Iy4yai HA CHCTEMHO HETOYHO H3IIBIHCHHE HA 3alb/DKCHISTA OT
V3ITBJIHUTEJISL u npexssesu nosede oT Tpu peKiamMallid B paMKHTe HA TPU Mecela or
JEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI 1o pena Ha riasa XI.

(6) B ciyuaii, 9e no ornowenue na U3IIBJIHUTEJIS HacTsIsT 06CTOSTENCTBATA 110 L. 54,am 1, n
4. 55, an. 1 or 3akona 3a oGuectenuTe nopbuky, JEYEBHOTO 3ABEJEHHE- BB3JIOKUTEJ

HMa [IpaBo J1a IPEKpaTH €IHOCTPAHHO HACTOSIILMUS JIOTOBOP, €3 IMCMEHO NpetH3BecTHe U 6e3 J1a JIbIIKi
HEYCTONKH.

XIII. ®°OPCMAXKOPHHU OBCTOSITEJICTBA

Y. 13 (1) Crpanure no nacrosuwms ZOTOBOP HE IABIDKAT 0OC3IUETEHHE 3a IOHECEHH BPE/id 1 3aryou,
KO IOCJICIHUTE Ca IPHYMHEHH B PE3yJITaT HA HENPEOI0/IMMa CHIIA.

(2) Ako cTpanara, KOSITO € CNIABANIO J1a H3IIBIHH CBOE 32, 1bIKEHIE 110 Jorosopa e Guna B 3abasa, 15 He
MOKE J1a Ce 11030BaBa Ha HENpeoJ0IMMa CHJIA, ’

(3) "Henpeononuma cuna” no cMuchia Ha 1034 JIOTOBOP € HENpPEABHICHO U/HIIH HETIPE10TBPATHMO
CBOHTHE OT H3BBLHPE/ICH XapaKkTep, BR3HAKHAIO e CKITIOYBAHETO HA JIOroBOpa.

(4) Crpanara, 3acernara 0T HEPEOIONUMA CHIIA, € JUTHIKHA 1A NpeNpHeMe BCHYKH ACHCTBHUS ¢ IpHiKaTa
Ha 100bp CTONAHKH, 33 Ja HAMAIM [0 MHHHMYM [OHECEHHTE BPEIU U 3aryOu, KakTo U 1a YBEJIOMH
[TACMEHO Jipyrata CTpaHa B 7-JHEBEH CPOK OT HACTBHIIBAHETO HA Henpeojonumara cuia. [lpu
HCYBCAOMABAHE B NOCOYEHHS B IIPEXOLAHOTO H3PEUCHHE CPOK CE IBIDKH 06E3IETeHHE 32 HACTLIIIITE
OT TOBa Bpeau. Hempeononmmara cuna ce JoKasBa OT 3acerHarara crpaHa ¢be ceprudukar 3a
(hopemakop, H3aZieH 0 CHOTBETHHUS PeJl OT KOMIIETEHTHUS OpraH B IbpikaBara, B KOATO ¢a HaCThITH/IH
(opemaxopruTe 06CTOSTENCTBA.

(5) Mokaro Tpae HenpeomonmMmara cuia, W3BIHEHHETO Ha 3aBJDKCHUATA U CBBP3AHHTE C TAX
HACPELIHN 3a1bJDKEHHUS Ce CIIUpa.

(6) He npencrasnssa “nenpeosonuma cuna” chburie. TPUYHHEHO 10 HEOPEIKHOCT MIIH YPe3 YMULIICHO
JICHCTBHE HA HAKOS OT CTPAHUTE WM TEXHH HPEACTABHTEH u/HiK CIIY)KUTE/IN, KAKTO U HEJJOCTUTE Ha
ftapuynn cpeactsa na H3ITBJIHUTEIS n JIEYHEBHOTO 3ABEJIEHUE — Bh3JIOKITEL



XIV. CIIOPOBE

Y114, (1) Be3uukuanure npes BPEMETPACHETO Ha JIOrOBOPA CIIOPOBE U Pa3HOTIIACHS MEXKJ1y CTpaHuTe
CC pellaBar 4pes nperosopu Mexay Tax. [locturnarute gorosoperocty ce oopmaT B nucMena hopma
1 CC MPEeBPBLIAT B HEPA3/Ie/IHA YacT OT J0r0BOPa.

(2) B cyuait Ha menocturane na HAOTOBOPEHOCT IO MPEAXOHMUS WieH, BCHYKH CIOPOBE, NOPOJEHH OT
103H JOrOBOp /I OTHACSIIM C€ 10 HEro, BKIOYHTEIHO CIIOPOBETe, MOPOACHM OT MJIN OTHACHIILH CE JI0
HCTOBOTO TBIIKYBaHEe, HEJAEHCTBUTEIHOCT, HEH3ITLIHECHHE HITH lpeKkparsBane uie Objiar paspenaBanu
CHOpet ObJIrapekuTe MaTePUATHU U IPOLIECYATHH 3aKOHK OT KOMIICTCHTHUS ChJl 110 pejia na ['TIK.

XV. ChbOBUIEHUS

Y 15, (1) Benukn choGmenus MEXKIY CTpaHHTE, CBbP3aHH C H3IIBJIHCHHETO HA TO3M JIOTOBOP ca

BAJIH/IHH, aKO Ca HaNpaBeHH B NUCMeHa GopMa U ca MOAIHCAHH OT YI'BIIHOMOIIGHHUTE MPEIACTABHTE M
Ha U3ITBJTHUTEN S wm JIEYEBHOTO 3ABE/IEHUE - Bb3JIOKHUTEL
(2) 3a nara Ha choGmenuero ce cmsTa:

v AaTata Ha Ipe/laBaHeTo — NP PHYHO NPeJaBaHe HA CHOOILEHHETO:
v AdTaTa Ha MOLUCHCKOTO KIIEHMO Ha oOpaTHaTa pasiucka — IIPH U3IIpAIaHe 110 [OLIATa;
v

AdTaTa Ha MPHEMAHETo — IIPH M3Mpaliaye 1o Gaxe um e-mail,

(3) 3a Bammy azpecu 3a npremane Ha ChOOImeHus u GaHKOBH CMETKH, CBBP3aHH C HACTOAINS JA0TOBOD
Ce CMSTAT:

3A UBITBJIHUTEJIS:

rp. Codust 1700, paiton ,,Cryaentcku”, yi1.”Oxonospseren bt Ne 199A

e 02/9658100, pakc: 02/9658172, email: office@proenixpharma.bg

BAHKOBA CMETKA: »Y HUKPEJIUT BYJIBAHK” AJ]

IBAN: BG32UNCR96601030899517, BIC KOJ1: UNCRBGSF

3A JIEMEBHOTO 3ABEJIEHUE- Bb3JIOKUTEL:

rp. Xackoso 6300, Gys.,,Chenunenue” Nod9

Ten.: 038/606701, daxe: 02/606702, email: mbal haskovo@mail.bg
BAHKOBA CMETKA: , PAOAU3EHBAHK” EAJ
IBAN: BG30RZBB9155108561 1213, BIC KOJI: RZBBBGSF

(4) Ipu npomsina Ha nocoyenus mo . 3 ajapec nim 6aHKOBA CMETKA CHOTBETHATA CTpaHa € JUIbiKHa Jia
YBC/IOMH JipyraTa B TPHAHEBEH CPOK OT NPOMSHATA.

.
)

XVL IPYT'HA YCJIOBUSI

"o, 16. (1) Ipasara u 3as/mkenusTa no HACTOSLIAA I0rOBOP HE MOraT JIa ce IPeXBLPIIAT CIHOCTPAHHO
Ha TPCTH JIMIA ¥ TOL00HK aKTOBE He nopaxaar PaBHO JiefcTBrE Ge3 IMHCMEHOTO ChITIACHE Ha Jpyrarta
CTpaHa, OCBEH B ciry4auTe Ha obesnevyasane (rapanTrpane) Ha 3aXbIKERKS 110 GAHKORM KPEeIAHTH.

(2) 3a Heypenenure BBIIPOCH B HACTOSIIMA JOrOBOP Ce Ipuiara JCHCTBAIOTO  OBIArapeko
3aKOHO/1aTEeJICTBO,

XVIL MOAN3IBJIHUTEINA
(npunodcumo camo 6 caywaume, 6 xoumo U3OPanus 3a uznvANUMen yuacmnuk e nocoy ui, ye ue
NOA36G NOOUINBIHUMEN U, NPU CKAIOYGANE N pamrosomo cnopazymenue)




Y. 17. (1) NOJUBITBJIHUTEUTE tpsitsa na OTrOBAapAT HAa CLOTBETHHUTE KPHTEPHH 3a 110100p
ChOOPA3HO BUJIA M JIeNIa OT HMOPBYKATA, KOHTO Ie H3ILIHABAT, H 3 TAX Ja He ca HaIMIe OCHOBaHMs 3a
OTCTPAHABAHE OT MpPOLELypaTa.

(2) JIEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI u3ncksa 3amsia Ha HOJMU3ITHJIHUTEJI,
KOHTO HE OTroBaps Ha yCJIOBHATA 110 ai. | .

(3) Koraro wacrra or nopsukara, KOSTO Ce H3IBIHSBA OT NOAUIIBJHUTEJL, moxe na 6be
mpefaieHa kato orzaeneH obext Ha U3IIBJIHUTEJIS wimm wa JEYEBHOTO 3ABEJIEHUE -
Bb3JIOKHUTEJL nocneanns 3amniama Bp3Harpak/IeHue 3a Tasd 4acT Ha HOAU3ITHJIHUTEJISI.
(4) Pasmnamanusta mo am. 3 ce OCHINECTBSBAT BH3 OCHOBA Ha HCKaHe, OTIPaBeHO OT
HO/MBITBJIHUTEJSI o JIEMEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJ  upes
M3ITBJIHATEJIS, Kkoiito e [ThkeH Ja ro NpeiocTaBd Ha BHATOKATENS B 1
MOJIy4aBaHeTo My,

(5) K™ nexanero no an. 3 U3ITbJIHUTEJISAT npenocrass CTAHOBHIIE, OT KOETO J1a € BHJIHO JIa/In
OCTOpBa MJIALIAHUATA HIIH YacT OT TAX KATO HEIBIDKIMH.,

(6) IEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEI uma MPaBO Jla OTKaXe IJIallaHe 1o am. 3.
KOTATO HCKAHCTO 32 IUIALIAHE € OCTIOPEHO, 10 MOMEHTA Ha OTCTPAHABAHE HA IPHYMHATA 33 OTKA3A.

(7) Hesasucumo ot wsnomssanero na TOJU3ITHJIHUTEIN OTFOBOPHOCTTA 34 M3MLJIHCHHUE Ha
Aorosopa ¢ Ha U3ITBJIHUTEJIS.

S-ZIHEBEH CPOK OT

XVIIL 3AKJIIOYUTEJIHHA PA3IIOPEIBU

Y. 18, (1) [pu cheraBsneTo Ha HACTOAIIMS JOrOBOp €€ Npe/cTaBuXa CIeHUTE JOKYMEHTH:
HoxymenTu no wi. 112 or 3011;

Hexnaparms o wi. 55, an. 6 ot 3JIIIXM (koraro e npuIOKHMO);

["apanius 3a usnbianeHue;

Texnnuecko u Llenoso npexyoxenne, Hepasienua yact ot J0roBOpa;
Hexnapauuu o 3MUIT.

(2) Hacrosmmsir norosop ce cherasu B Tpu €HOOOpa3sHH eK3eMILIApa Ha OBJIrapCky e3uK — e/MH 34
M3IThJIHATEJIS  18a 3a JEYUEBHOTO 3ABEJIEHUE — BB3JIOKUTEJL

LK AN

JIEYEBHO 3ABEJIEHUE - BB3JIOKUTEJ: M3ITbJIHUTEJL:

YIIPABUTEJI
HA ,,(DI:-OHIH/CC/;I)APM i 0 10) |

I'naBen cueroBomuTen: Q_/
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