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3A JIOCTABKA HA JIEKAPCTBEHHU ITPOJAYKTHU

Jnec, X OB..... 20"(.:/ r., B rp. Cobust, Mexy:

“YHUBEPCUTETCKA MHOI'OIIPO®UJ/IHA BOJIHUIIA 3A AKTUBHO JIEYEHHUE -
BYPI'AC” AJI, EVIK 102274111, che cepanvine u aapec Ha ynpasnienue: rp. byprac, 6y “Credan
CramGonoB” No73, mnpejicTaBIsBaHO OT W3NBJIHUTENHMSA JWpEKTOp A — p boiiko I'eoprues
Mupaszumiicks u 1. cyeToBoauTen — Anu ViBanoBa BhuBapoBa, HapW4YaHO I10-J0JIy 3@ KPaTKOCT
»wIEYEBHO 3ABEJIEHUE — Bb3JIOXKHUTEJI” ot ejina cTpana

"

»@bOHUKC ®APMA” EOO/JI, EUK 203283623, ckC cefanuile u agpec Ha YIpaBIEHHE: IP.
Codus - 1700, paifon Crynentcku, yi. ,,OxonoBpbered nbT’, No 199a, npejicrasnssano ot Becenun

Bennukos Kynes n Kpacumup Hukonaes HukonaeB-1rsTHOMOIIHUIM, HAPHYAHO MO-0JIy 3@ KPATKOCT
wHA3II'BJIHUTEJI” ot apyra crpana,

Ha ocHoBanue Wwi. 112 or 3akona 3a obmecrBenute nopwvuku (30I1), BB Bpb3ka ¢ IpPOBEJEH
BLTPEIIEH KOHKypeHTeH u3bop/pombsnneHa odepra no PamkoBo cnopasymenune Ne PJI-11-110 ot
01.03.2021r. ce ckJIIOYM HACTOAIIMS JIOTOBOP 3a CJIEJHOTO:

I. IIPEAMET U CPOK HA 1OT'OBOPA

Ya. 1 (1) JEHEBHO 3ABEJEHUE - BB3JIOXKHUTEJI pw3nara, a USITBJIHUTEJISAT ce
3a/IbJDKaBa /1a U3BBPINM JOCTaBKa Ha CJIEIHUTE JICKAPCTBEHHU NPOIYKTH:

Obocobena mozumus Ne 2
Anartomo- Mexxynapoano Haunn Ha | Mapka KoanuyecrBo
TepaneBTHYEH KO/ | HENATEeHTHO NPHIIOKEHHE /mg,
/ATC-xon/ HaumeHoBauue /INN/ tabl., ml.
u ap./
RO7AAQ2 Natural phospholipids WHTpaTpaxeanHa mg 26400
SO1ED51 Pilocarpine, Timolol BMUTpeasnHa TeyHa mg 50
VO3AB15 Naloxone napeHTepanHa mg 80
VO7ABOO Water for injection napeHTepanHa mi 140000

(2) JloroBopbT BiIM3a B CWJIa OT JlaTatra Ha IOJANMCBAHETO MY OT JIBETE CTPAaHU M € CBC CPOK JI0
31.12.2021 r.

I1. HEH! U OBILA CTOMHOCT HA JIOCTABKHUTE I10 JIOTOBOPA

Y. 2. (1) Ilenara va crokute no wi.l e cwriacHo uenopo npeanoxenne va U3INBJIHUTEJISA,
HEpasJie/iHa 4acT OT JJOroBOpa.

(2) llenara BKJIIOYBA CTOMHOCTTA HA CTOKATa, ONIAKOBKA, 3acTpaxoBka u Tpancnopt g0 JEHEBHOTO
3ABEJIEHHUE — BB3JIOXHUTEJI npu MUHHMalICH CPOK Ha roJHocT He no-kparek ot 40 % ot
00sBeHUS OT IPOM3BOIUTENIS 33 JIEKAPCTBEHUTE HPOAYKTH HIIM He 10-KpathK oT 20 % oT 006siBeHus oT
npou3BojmTes 3a GuonpoaykTuTe uim 6MonogobHNTE NPOAYKTH. MUHUMAIHUAT CPOK Ha rOJHOCT C€
ompejie/ig KbM JlaTaTa Ha BCSAKA JJOCTABKa Ha JIGKAPCTBEH IIPOJIYKT.

(3) Obmara cToifHOCT Ha JIOCTAaBKUTE 110 JioroBopa € j10 97 072,71 (neBerjecer U celleM XWISAU W
CeJIEM/IECET M JIBA 110 M cejieM/IeceT M eiHa cToTHM) neBa 6e3 BximoueH JIJIC u go 116 487,25(cto u
IIECTHA/IECET XWJISIIM YETUPUCTOTHH OCEMJIECET W CEIeM ISUIO W JBajeceT ¥ IeT CTOTHM) JieBa C
Bruoyen JIJIC.

(4) Ilenara 1o jjoroBopa ¢ GpUKCHUpana, He TOJIEKN Ha NIPOMSIHA 3a CPOKa Ha JICHCTBHE HA JI0I0BOPA,
ocBeH B ciryyaute Ha 116 ot 30I1.



(5) B ciryuaii, 4e npe3 BpeMeTo Ha JIEHCTBHE HA CHOTBETHUS JIOTOBOP CTOMHOCTTA, KOSATO CJI€/IBa J1a ce
3aluiaia ¢ nmyOIMYHN CpeJICTBA Ha JIEKAPCTBEHM HPOAYKTH OT [103MTHBHMUS JIEKAapCTBEH CIIMCHK CTAaHE
MO-HUCKA OT JIOrOBOpEHATa, JIe4eOHOTO 3aBeIeHME — BB3IOXKHMTEN OE3yCIOBHO 3aruama
JICKapCTBEHUTE MPOJAYKTH Ha [10-HUCKATA CTOMHOCT, CYUTAHO OT:

- JlaTaTa Ha BiIM3aHE B CWa Ha peEIIeHHMeTOo Ha HanwoHanHus cBHBET IO IIEHW H
peumbypcupane Ha jexapersennTe npoayktu ( HCIIPJIIT);

- /laTara Ha aKkTyauu3auusra Ha [103MTHBHMS JIeKapCTBEeH CIIUCHK 110 pejia Ha wi. 57, ain. | or
Hapenbara 3a ycnosusta, mpaBunata W peja 3a peryimpase u pErucTpUpaHe Ha IIEHUTE Ha
nexapcreenute npoayktu (HYIIPPPIUIII) 3a nekapcTBeHuMTe NMpPOJAYKTHM ¢ HAMalleHa CTOMHOCT 3a
OIIaKOBKa, U34uciieHa Ha 6a3a pedepeHTHA CTOHHOCT.

B ciysaure 1o npeaxoaHOTO M3peueHMe, CTOMHOCTTa ce OHpejesi KbM MOMEHTA Ha
JocTaBKarta (II0/IIMCBaHE HA IPUEMO-TIpe/JaBaTelieH IPOTOKOI).

III. YCJIOBUSA 1 HAYUH HA IUIAILIAHE

Y. 3 (1) IDramaneTo mo HACTOSIIMS JOrOBOP Ce OCHIIECTBSIBA upe3 GAHKOB MPEBOJ OT cTpaHa Ha
JEYHEBHO 3ABEJIEHUE — BB3JIOXHUTEJI no nocouenara B wi. 15, ain. 3 6aHKoBa cMETKa Ha
U3ITBJIHUTEJISL.
(2) 3amiam@anero Ha CTOKUTE 110 JI0roBOpa ce M3BBLPIIBA OTIOKEHO B CpOK A0 60 /mectaecerus/ JieH,
CJIe/l IPEJICTABSIHE HA CJIEJIHATE JJOKYMEHTH:

1. JlocraBha daxtypa, chcTaBeHa chriacHo u3ncksanusta na 3JJ1C u ITI3JJIC;

2. TlpuemarenHo-1pe/aBaTeIHi IPOTOKOIIN;
(3) B ciyuait, ye nocouenute B wi. 3, an. 2 JIOKyMEHTH ca HEPEJOBHU MJIM HE ca KOMILIEKTOBAHM,
cemute ce Bpbar Ha U3ITbJIHUTEJISA ¢ npuemarenno — npejaBareinieH IPOTOKOI 32 M3NpaBsHe
Ha HepeHocTuTe. CpoKBT 1o wi.3, aj. 2. 3a1o04Ba J1a Te4e OT JaTaTa Ha NPE/ICTABSIHETO Ha MOC/IeIHMS
H3HUCKYEM CE JIOKYMEHT.
(4) Ilpn daxrypupane Ha 3asBEHMTE KOJIMYECTBA JIEKAPCTBEHM MPOIYKTH, IO BCSKA OT/ICIHA 3asBKa,
[ICHaTa Ha OIAKOBKA HE Clie/Ba Jla HaJIBMINABA olpejeseHara B [I03UTHBHUS JIEKAPCTBEH CIMCHK-
IIpunoxenune No 2, pedepeHTHa CTOMHOCT Ha ONAKOBKA 33 CHOTBETHHS JIEKapCcTBEH MpojykT. B
Cly4ail Ha HM3YMCIIBAHE HA CTOWHOCT IO-BMCOKAa OT pe)epeHTHATa CTONHOCT HAa ONAKOBKA 3a
CHOTBETHMS JICKAPCTBEH IPOJYKT, CTOMHOCTTA Ce HAMaJIsgBa M 3aIljiaia /0 CTOMHOCTTA Ha OIAaKOBKA
oupezienena B [lo3utusaus nekaperBeH cnuchk- Ipunoxenne No 2.

IV. CPOK HA JOCTABSIHE

Y. 4 (1) JEYHEBHOTO 3ABEJIEHUE — Bb3JIOXKHTEJI 3as8518a He0OX0MMHUTE My KOJIMYECTBA
¢ mnucmena 3asBka g0 MBIIBJIHUTEJIS. 3asBkara ce BpbYBa JIMYHO Cpelly MOANMC Ha
M3ITbJIHUTEJISL mimv ynbIHOMOIIEHO OT HEro JIMIE WM CE M3Npama ¢ HPernopbhbyaHo MHCMO C
oOpaTHa pa3nucka, 110 $HaKc Ui 110 eJIEKTPOHEH ITBT.

(2) Besika oraenna jocraBka, cieipa aa ObJie JOcTaBeHa B CPOK 10 7 KalleHAapHM JHHM cjejl
nonyyasane Ha 3asskara ot JEYUEBHOTO 3ABEJAEHUE — BB3JIOXUTEJI u 3a konuyecTrarta u
OIIAKOBKMTE (ChOOPAa3HO KOHKPETHUTE JIEKAPCTBEHM IPOAYKTH, II0COYEHHM B TEXHUYECKOTO
NPEJIOKEHNE HA M3IBJIHUTENSA), TOYHO ONpE]EIeHM B 3asBKara. B ciywail, 4e ce mpaBu I'bpBa
J0CTaBKa OT /laJieHa IapTu/ia Ha JIEKapCcTBEH IPOAYKT, ce npeacrass Ceptudukar 3a ocBoOOXK [aBane
Ha naprujarta, usjiaged ot ksambunupano muue o 3JIIIXM Ha enekTpoHEH HOCHMTEN MM 110
CJICKTPOHEH I'bT Ha €JICKTPOHHATA IIOLIA, [I0COYEHA KaTO a/[pec 3a KOPECHOHJICHIUS, MPHAPYKEH C
peBoJl Ha OBJIrapcku e3uK oT GupMa, CKIIOYMIIA ZO0r0BOp ¢ MUHMCTEPCTBO Ha BHHINHUTE paboTH 3a
M3BBPIIBAHE HA OPUIMAIHU NpeBoau. M30poeHUTe JOKYMEHTH Ce NPEJCTABAT B ChOTBETHOTO 3BEHO,
ONpeJIesieHo OT JieueOHOTO 3aBejeHHe — Bb3NOXHUTeN. [Ipu cienBamy J0CTaBKM HA JIEKAPCTBEHM
IPOJIYKTH OT ChIIATa 1apTU/Ia, CEPpTU(RUKATHT HE CE HPEICTABS.

(3) B cnyuait na wsHeobxommmoct ot cnemna jocraska, JIEUEBHOTO 3ABEJEHUE -
Bb3JIOXKHUTEJI nocouBa M3pu4HO B 3asBKara, 4e € HEoOXOMMO jia ObjIe M3BLPIICHA CIICIIHA
JocraBka. B To3M ciyuait, jioctaBkara ciiejBa jia Obie HM3BBpIIEHA JIo 6 yaca OT NIoJy4YaBaHe Ha



3adBKaTa M 3a KOJIM4YECTBATa M ONAKOBKHTE (ChOOPa3HO KOHKPETHHTE JIEKAPCTBEHH IPOJIYKTH,
IIOCOYCHH B TEXHMYECKOTO IPEJUIOKCHUE HA U3ITBIIHUTEIIS), TOYHO OIIPE/IE/IEHH B 3asIBKATA.

(4) UBIIBJIHUTEJIAT ce 3agbipkasa, B cpok 0 | paboTeH jeH, B CJIy4auTe 10 ajl. 2 U B CPOK 10 |
4ac, B CIydauTe Ha all. 3, Cie/l NOJTyYaBaHETO Ha BCSAKA 3asBKa /i@ yBEJOMHM IMCMEHO WIH 110 (akc
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOXKHUTEJI B cyuait e He Moxe jia M3BBPIIX JIOCTABKA WJIH
B Cllydai, 4e He MOXE Jia Cllas¥ CPOKBT 3a M3BLPIIBAHE HA JIOCTABKATA, IPE/IMET HAa KOHKPETHATA
3asgBKa.

(5) KeM narata ma BcsiKa /10CTaBKa, OCTATHYHHMAT CPOK HA TOAHOCT HA JIEKapCTBEHHUTE IIPOJIYKTH,
ciejBa aa Obae He mo—Mansk ot 40 % /qeTupnjecer Ha cTo/ OT 00sBEHUS OT IIPOM3BOJIUTEIIS.

(6) Kbm narara Ha Besika I0CTaBKa OCTaTHYHHST CPOK Ha TFOJHOCT HA GMONPOLYKT MiM GHONOL06eH
IPOIYKT, cie/iBa /ia Ob/ie He o-Manbk oT 20 % /aBajecer Ha cT0/ OT OGSABEHUS OT IPOM3BOUTEIIS.
(7) 3a xosmyecTBa JOCTaBeHM W3BBLH 3asBkara 1o wi. 4, an.l, JEYEBHOTO 3ABEJIEHUE -
Bb3JIOKHUTEJI Hsama 3a1b/0KeHue 3a IUIalane.

(8) B ciyyaute mo wi. 10, an. 7 oT 0roBopa, CPOKBT 110 al. 2 ¥ 3 3amou¥Ba ja Tedye OT JaTaTa Ha
nucmenoTo ceriiacue Ha JEYEBHOTO 3ABE/IEHUE — BB3JIOXKUTEJL.

V. MsICTO HA JOCTABSIHE

Y. 5. (1) 3a MsCcTO Ha J0CTaBSHE HA CTOKMTE IO TO3W JOTOBOP CE OMpeses CIEIHMs ajpec: Ip.
Byprac, 6yi. ,,Credan Cram6os108” Ne 73, 6oHuuHa anTexa.

(2) PuckbT OT CiTyuaifHOTO ITOrHBaHE WM NOBPEX/IAHE HA CTOKUTE IIPEMHHABA sepxy IEUEBHOTO
3ABEJIEHHUE — BBb3JIOXKHUTEJI or MOMeHTa Ha NPHEMAHETO MM HA MSCTOTO HA JIOCTABSHE C
IpHeMaTeIHO-IIPeaBaTesIeH IPOTOKOII.

VI. IATA HA IOCTABSIHE HA CTOKUTE

Yu1. 6. 3a 1aTa HaA JIOCTABAHE CE CYMTA JIaTaTa, HA KOATO CTOKHUTE Ca JOCTABEHHM JI0 aJipeca Moco4YeH B
wi. 5, al. 1, npu yciioBuATa Ha 4. 9, ai. 2.

VII . 3AABJDKEHUS HA U3ITBJIHUTEJIS

Yir. 7. UBITBJIHUTEJISAT ce 3a;b1xasa:

I. Jla nocTaBu CTOKMTE B JIOrOBOpeHHsi CPOK M ja ru npexaie na JEUEBHOTO 3ABE/IEHUE —
BBb3JIOKUTEJL

2. la npenajie CTOKMTE, NMAKETHPAHH ¥ MApKUPaHW B CHOTBETHMS BMI, KOJMYECTBO M KAa4eCcTBO HA
MSACTOTO Ha JJOCTaBAHE.

3. Ilpu nojMcBaneTo Ha JIOroBOpa Jia NpejICTaBu:

a) noxymenTu 1o wi. 112, an. 1 or 30I1.

0) rapanuus 3a u3nbIHEHUE, B eHa oT dopmure, onpejesneny B wi. 111, an. 5 ot 3011, che cpok Ha
BaJIMAHOCT 60 JHU cjen M3THYaHe CPOKa Ha JI0TroBOpa, KOSTO ce 0cBOO0X/1aBa B Cpok 10 60 aHU ciiejt
M3ITbJIHEHUE Ha JI0roBopa. B ciyuai, e BaJMAHOCTTa HA rapaHIUsTa U3THYA [IPE/IU JI0r0BOpa Jia 6b1e
u3nbiaHeH, UBITbJIHUTEJIAT ce 3axbikaBa Ja yIBIDKA CPOKA HA BAIMIHOCT HA rapaHIusTa
TOJIKOBA JIHY, TaKa 4e rapaHuusTa Jia IOKpUBA OYaKBaHHsI CPOK 3a U3IIBIHEHHE HA JOTroBopa munoc 60
nuu. I'apannusita e B pasmep Ha 3% oT croiinocTTa Ha jJorosopa 6e3 JI/IC u Bb3n3a na 2 912,18
JieBa.

(4) Jla nocraBs JeKapcTBEHM HPOJYKTH, KOWTO OTrOBapsAT Ha HM3UCKBAHMATA Ha 3aKOHA 3a
JIEKapCTBEHUTE NPOJIyKTH B XymanHara meaununa (3JIIIXM) — na npurexaBar BaluIHO pa3pelieHue
3a ynorpeba B cTpanara, u3zianeHo no pezaa ua 3JIIIXM wim Pernament (EO) Ne 726/ 2004 r. na
EBponeiickus napnament u Coheera /wi. 23, an.1 na 3JITIXM/.

(5) /la nocraBsi nekapcTBEHM NPOIYKTH, KOUTO ca BkitodeHH B [lpuioxenue Ne 2 na IlozutuBHus
JIeKapCTBEH CIUCHK.

(6) B cimyuaii, ye ce npaBy mbpBa 0CTaBKa 110 JajieHa apTH/ia Ha JIEKAPCTBEH MPOJIYKT, J1a NPE/ICTaBs
Ceprudukar 3a ocBoboxkjaBaHe Ha napTujara, usjaneH ot kamduuupano june 1o 3JIITXM ua



CJICKTPOHEH HOCHMTE]l MIIM IO €IeKTPOHEH [T HA €JICKTPOHHATA IIOIIA, [OCOYEHA KAaTo ajpec 3a
KOPECTIOH/ICHIMS, NpPUJIPYXEH C NPEeBOJ Ha Obirapcku €3ux oT (upma, CKIIOYMIA JOrOBOp C
MunucTepeTBo Ha BEHIIHMTE paboTH 3a U3BbpIIBAHE HA OUIIMATHY IIPEBOJIH.

VIIL 3AIBJDKEHUS HA JIEYEBHOTO 3ABEJEHUE — BB3JIOXKUTEJI

Y. 8. JEYHEBHOTO 3ABEJIEHUE — BB3JIOXKUTEJI ce 3a1b/mKxapa:

1. Jla mpueme 10CTaBEHUTE B CPOK M HA MACTO CTOKH, ChOTBETCTBAIIM 110 BHJI, KOJIMYECTBO ¥ KAUECTBO
Ha ONMCAHOTO B HACTOSIIUS JJOTOBOP.

2. Jla 3a11aTi I0CTABEHUTE CTOKH 110 pejia Ha Wi. 3 OT HACTOSIIUS JJOTOBOP.

3. Crept npuK/IOYBaHe M3ITBIIHEHHETO HA JOrOBOPA J1a 0CBOGOIM rapaHIMsITa 3a U3IIbIHEHUe, 63 /1a
ABJDKY JIMXBY 33 CPOKA, IIPE3 KOWTO CPe/ICTBATA 3aKOHHO Ca IIPECTOSIIM Y HEro.

IX. IPUEMAHE U ITIPEJABAHE HA CTOKUTE

Y. 9. (1) llpuemaneTo Ha CTOKHMTE CE M3BBPIIBA HA MACTOTO HA JIOCTABSIHE IOCOMEHO B WiL. 5, aiL. 1.
(2) MBIBJHUTEJIAT wiM ynbiHOMOIUEH OT HEro MpeJCTaBUTE] M MNpEJACTABATEN Ha
JEYEBHOTO 3ABEJAEHUE - BB3JIOXKHUTEJ noanucsar npHeMaTtesHO-IpeIaBaTesicH
IIPOTOKOJI, yJIOCTOBEPSBALII [10JIy4aBAHETO HA CTOKUTE.

X. KAYECTBO, 'APAHIIMU U CPOK HA I'OJIHOCT

Yar. 10. (1) Croxure, npeMeT Ha HACTOALIMS JIOTOBOP, CJIE/BA J1a OTTOBAPAT HA M3MCKBAHMSATA HA YII.
7,am. 4mus.
(2) KpM narara na JioctaBKaTa, OCTATBYHMSAT CPOK HA TOJHOCT HA JIEKAPCTBEHUTE MPOIAYKTH, Clle/Ba
1a 6b/1e He no-mansk o 40 % /yeTupueceT Ha cTo/ OT 06ABEHHS OT IPOM3BOIUTEIS.
(3) B ciyuaii Ha ocTaBKa Ha JIEKAPCTBEHHS! IIPOIYKT C 110 — KPaThK OT JIOTOBOPEHHS CPOK HA TOHOCT,
JABIDKMMAaTa HeyCcTolKa J1a Objie IpPOMEHEeHa, KaKTo ClIe/IBa:

ot 39,99% 10 30% - 3 % BBpXY CTOHHOCTTA Ha JI0CTABKATA;

ot 29,99% 110 20% - 5 % BBpXy CTOMHOCTTA Ha JIOCTABKATA;

ot 19,99% 1o 10% - 7 % BBbpXY CTOMHOCTTA Ha JIOCTABKATA;

nozg 10% - 10 % BBbpXy CTORHOCTTA HA JI0CTABKATA.
(4) OcraTpunMsaT CPOK Ha roAHOCT HAa OHONPOAYKT /GHonon06EeH NPOAYKT, ciejBa jia Obje He 1mo—
mansk ot 20 % /aBajiecer Ha cTo/ OT OOSBEHMs OT IPOU3BOJIUTENS KBM JIaTaTa Ha BCSKA JJOCTABKA.
(5) B ciyuaii na jjoctaBka Ha 6MonpoyKT/6M0n0/106€H IPOAYKT € 110 — KPAThK OT JIOTOBOPEHUS CPOK
Ha roJIHOCT, JIbJDKMMATa HEYCTOHKaA € KaKTo CjIe/IBa:

ot 19,99% o 10% - 2 % BbpXY CTOMHOCTTA Ha JIOCTABKATA;

ot 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA Ha JIOCTABKATA;

oz 5% - 6 % BBPXY CTONHOCTTA HA JOCTABKATA.
(6) IEYHEBHOTO 3ABE/IEHUE — Bb3JIOXKHUTEJI mMoxe 1a 0TKaXe IPUEMaHEeTo Ha CTOKHUTE,
aKO B JICHSI HAa TSXHOTO IIPUCTUIAHE MJIM IIPMEMaHE OCTATHhYHUS CPOK HA TOJHOCT € M0 — MaibK OT
onpejenenus B wi. 10, ai. 2. u aji. 4 MUHUMAaJICH CPOK HA I'OJIHOCT.
(7) JlocraBkara Ha jekapcTBEH NPOJYKT C OCTATHYEH CPOK HA I'OJHOCT MO-Manbk oT 10 Ha cTo OT
00siBEHUSI OT NPOU3BOJAMTENS ¥ HA OHONPOIYKT/ONOII0100€H IPOAYKT € OCTATHYEH CPOK HA TOJHOCT
MIO-MA’bK OT 5 Ha CTO OT OOSBEHMS OT IPOM3BOIMTEIIS CE€ M3BBPIIBA CAMO C IIMCMEHO ChIilache Ha
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI 3a KOHKPETHO KOJIMYECTBO, ONPEJIEICHO OT HEro.
bes uspuuno nucmeno ceriacue Ha JIEUEBHOTO 3ABEJAEHME — BB3JIOXKUTEJ crokute
HsiMa J1a ObJ1aT 3anJIalany.
(8) Mckanero 3a nmucMeHO chrilacue, B ciydanTe Ha ail. 7, cieisa jga noctsnu B JJEUEBHOTO
3ABEJEHHE - Bb3JIOKHUTEJI B cpok 0 | (eaun) paGoTen JieH OT 110Jly4aBaie Ha 3asBKaTa.
(9) B ciryuavTe Ha crielnHyu JJOCTABKH MOCOYEHUTE B all. 3 U all. 5 HEYCTOMKM He ce MpUIIarar.



XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHUE. PEKJIAMAIIMH

Y. 11. (1) IEYEBHOTO 3ABEJIEHUE — Bb3JIOXKUTEJI Moxe /1a NpeisiBsBa pexiaMaini
npen U3ITbJIHUTEJISA 3a:

a) KOJIMYECTBO M HEKOMILIEKTHOCT Ha CTOKMTE MIIM TEXHHYECKATa JOKyMEHTAIMs (IBHM HEJJOCTATHIN);
0) xauecTBO (CKPUTH HENOCTATHIH):

- IPH JIOCTaBSAHE HA CTOKHM HE OT [JOrOBOPEHMUs BHUJI, IIOCOYEH B 4. |

- IpY KOHCTaTUpaHe Ha jaedexTy npu yrnorpeba Ha CTOKUTE.

(2) Pexnamauuu 3a sBHM HenOCTAaTBUM Ha crokute ce npasst or JEYEBHOTO 3ABEJ/IEHUE —
BB3JIOXKHUTEJL, B MOMeHTa Ha IIPEJdBaHETO MM, 3@ KOETO C€ CHCTaBs IIPOTOKOJ1, TOJIIMCAH U OT
JIBETE CTPaHH.

(3) Pexiiavauuu 3a CKpUTH HEJOCTATBIM CE NPABAT IIPE3 LEJIUS CPOK HA FOAHOCT HA JOCTABEHHUTE

CTOKM, KaTto peKiaMaluATa C€ NpUJPYKaBa 3aJbJDKUTEIIHO OT KOHCTAaTHBEH I[IPpOTOKOJI, H31al€H OT
Haneinurtennara arcHius 3a JIEKapcTBara.

(4) JIEYEBHOTO 3ABEJEHUE - BB3JIOXKHUTEJl e UIbXHO f1a YBEJOMH IHCMEHO
U3ITBJIHATEJIA 3a ycranosenute fedextd B 5 (1eT) AHEBEH CPOK OT KOHCTATHPAHETO MM.

(5) B pexiiamauuute ce nocoypa HOMEpPHT Ha JOrOBOPA, TOYHOTO KOJIMYECTBO HA MOJIYYEHHUTE CTOKH C
TEXHUS NAPTUJCH HOMEP, OCHOBAHMETO 3a peKyiamalusi U KOHKpeTHoTo Mckane Ha JIEUEBHOTO
3ABEJIEHME - Bb3JIOXKHUTEJL.

(6) B 5 (mer) gueBeH cpok oT noiydaBaHe Ha pexiamauusTa, UBIITBJIHUTEJSAT ciensa na
orroopu Ha JIEHEBHOTO 3ABEJEHHME - BB3JOXHUTEJl nucMeHo M KOHKPETHO Jaln
[IpUeMa peKIaManusTa M st OTXBBPJIS.

(7) Ilpn pexnamauus 3a ssuu Hepoctarsiy UBITbJIHUTEJIST e qurbxken B Cpok oT 2 paboOTHH JHE
OT IOJyYaBaHE Ha peKlamalMsaTa 3a CBOs CMETKAa M PUCK Jla JOCTABM HA MICTOTO HA JIOCTABSHE
KOJIMYECTBOTO JIAIICBAIIM B JIOCTABKaTa / HEKOMILUIEKTHH JIOTOBOPEHU CTOKH.

(8) llpm peknamauus 3a CKpuTH HejgocTaThid, B ciaydaii ue W3ITBJIHUTEJISAT e npuen
peKjlamManusTa, ChbUMAT ¢ JurbkeH B 10 (jiecer) JgHEBEH CPOK OT IOJydyaBaHETO ¥ jia 3aMEHH
JIOCTABEHUTE HEIOTOBOPEHHU 10 BHJI / NeEKTHH CTOKHM 3a CBOS CMETKA M PUCK WJIM 110 IIpElEeHKa Ha
JIEHEBHOTO 3ABEJIEHME — BB3JIOJKHUTEJI sa BbpHE CHOTBETHATA YacT OT 3aljaTeHara
1LIEHA, BEJIHO C JIbJDKUMUTE JIMXBH.

(9) U360psT Ha TOCOYEHHUTE T10-TOPE BB3MOXKHOCTH Jla C€ BhPHE ChOTBETHATA YACT OT ILIATEHOTO WA
Ja ce jocrasat HoBM cTOKH npuHauiexu Ha JEYHEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI u ce
YIPaXHsiBa OT Hero noja gpopmara Ha nucmeno yeezomienue 10 U3ITBJIHUTEJIS, karo pasxomure
M PHCKOBETE 110 HOBOTO Jl0cTaBsHe ca 3a cMeTka Ha U3ITbJIHUTEJIS.

(10) Croxure, npeamer Ha pekiamanus ce cbxpanssar or JIEHEBHOTO 3ABEJIEHHUE —
BB3JIOXKHTEJI 0 ypexiane Ha pekiaManuuTe.

XII. OTTOBOPHOCT IIPU HEU3ITBJIHEHUE

Y1, 12. (1) 3a HeM3ITbJIHEHUE Ha 3a/IBJDKCHUATA CH 110 HACTOSIIMS JI0TOBOP C U3KIIIOYEHHE HA TE3H 110
wi. 10, an. 2 u an. 4, UBII'BJIHUTEJIAT nbmxu Heycroiika B pasmep Ha 0.5 % Ha JieH BbpXY
CTOMHOCTTA Ha KOHKpETHaTa 3asBKa, HO He nose4e oT 10 % (mecer mpouenTta) oT CTOMHOCTTA HA
KOHKpETHATa 3asBKa, KaKkTo M 00e3meTeHHE 3a IPeThPIEHUTE JCHCTBUTEIHM BPEIU B CIIydauTe,
KOraTto T€ HaJXBBPJAT JIOIOBOpeHaTa HeycToiika. B cinywaure mno wi. 4, an. 3, mocoyeHara B
1IPEJIXOJIHOTO M3pedyeHue HeycTorKa B pasMep Ha (.5 % ce HauncsgBa 3a BCEKH 4Yac IIPOCpPOYME, HO HE
noseye ot 10 % (necer npoueHTta) 0T CTOMHOCTTa HA KOHKPETHATA 3asBKA, KAKTO ¥ obe3lieTeHue 3a
NPETHPICHUATE JCHCTBUTEIIHN BPE/IM B CIIy9auTe, KOraTo T€ HaJAXBBPIIAT JOrOBOpPEHATa HEYCTOMKA.

(2) Koraro npu namuue na pexsiamanuu, UBITBJIHUTEJISAT He M3NbIHM 3ab/DKEHUATA CH 110
paszsen XI or Hacrosmus Jorosop B cpok, chiumsaT Asmku Ha JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKUTEJI neycroiika B pasmep Ha 2 % OT IieHaTa HA CTOKMTE, 3a KOMTO Ca HAIPABEHM
peKIaManmuTe.

(3) JEYEBHOTO 3ABE/IEHUE — Bb3JIOXXHUTEJI ynoBieTBOpsiBa NPETEHIIMUTE CH OTHOCHO
HEM3II'BJIHCHUETO HA JIOrOBOpa, KakTO M 3a 3alulaliaHe Ha HEeyCTOMKMTEe OT CTpaHa Ha
MBITBJIHUTEJIA xato 3aabpika rapannusita 3a u3mbJHeHUe 1o wi. 7, ain. 3, 6yksa “6” ot gmorosopa,
KaTo npejanpuemMa JICHCTBUSL 3a HEMHOTO ycBosiBaHe. B ciyuail, ue cTOMHOCTTAa Ha rapaHuusTa 3a



U3IIbJIHCHUE HE TOKpuBa BCUYKHA ABDKUMU oT MUBITBJIHUTEJISA neycroiiku, JJEYUEBHOTO
SABEJAEHUE - BB3JIOKUTEJI npuxsama IAbDKUMATE CYMH OT HACPEIIHM IUIAIAHUS KbM
HU3II'BbJIHUTEJISA.

(4) Ilpu Tpu nbTH BuHOBHA 3a6aBa Ha U3ITBJIHUTEJISL, npombKuiia ¢ oBeYe OT I0JIOBHHATA OT
CpoKa 3a M3IIBJIHCHME Ha CHOTBETHOTO 3a/Jb/DKEHHME, B paMmkuTe Ha Tpu Mecena JIEUEBHOTO
3ABEJIEHUE — BB3JIOXKHUTEJI uma 1paBo ja npekpaTH JIOroBOpa €IHOCTPAHHO ¢ 15-HEBHO
Ipen3BECTHE.

(5) IEYEBHOTO 3ABEJIEHME — Bb3JIOXKUTEJI uma 1paso j1a IpeKpaTi eJHOCTPAHHO 1 6e3
NPEIU3BECTUE HACTOSAIIMS JIOTOBOP B CIIy4ail Ha CUCTEMHO HETOYHO M3IIBJIHEHHE HA 3a/[b/DKEHUSATA OT
M3ITbJIHUTEJISI u npejsBeHn IoBede OT TPM peKaMalliM B PaMKHTE HA TP Mecela OT
JIEHEBHOTO 3ABEJIEHHME — BB3JIOXKHUTEJI 1o pena na riasa XI.

(6) B ciyuait, ye no ornomenue Ha U3MIBJIHUTEJISA nacTsnsT 06CTOSTEICTBATA 110 HII. 54, an. 1,
u wi 55, am | or 3akoHa 3a obmectBenure nopsuku, JIEUEBHOTO 3ABEJIEHUE-
Bb3JIOKKUTEJI nma npao Ja HpekpaTd eJHOCTPAHHO HACTOSIIHMS JIOrOBOp, 0€3 [HCMEHO
npeau3BecTue 1 6e3 j1a IbJDKH HeYCTOMKH.

XIII. ®OPCMAXKOPHHU OBCTOSTEJICTBA

Yur. 13 (1) CrpanuTe 110 HacTOSIMS JIOrOBOP HE JBIKAT 00e3IeTeHne 3a TOHECEHH Bpe/M U 3aryom,
aKo IOCJIE/IHATE Ca IIPUYMHEHHU B Pe3yJITaT Ha HeNPeoI0JIMMa CHJIa.

(2) Axo crpanara, KOATO € CJIeIBajIO Jia M3IIBIHM CBOE 3a/IbIDKEHHE TI0 JIOroBopa ¢ Guia B 3abasa, Ts
HEe MOXeE JIa ce 11030BaBa Ha HEIPEO/10/IMMa CHIA.

(3) “Henpeononma cuiia” o cMUChIIa HA TO3M JIOTOBOP € HENPEABUIEHO M/WIIM HENPEIOTBPATHMO
CBOMTHE OT H3BBHPE/ICH XapaKTep, Bb3HUKHAIO CJIE]] CKIIOYBAHETO Ha JIOTOBOPA.

(4) Crpanata, 3acernata OT HENpeOAOJIMMA CHJA, € JUIbXHA Jla NpejArnpUeMe BCUYKH JICHCTBUS C
rpuxara Ha J100bp CTONAHMH, 3a Jla HaMalli JI0 MUHUMYM [IOHECEHUTE BPEAM M 3aryOu, KakTo H ja
YBEJIOMHM IIMCMEHO JIpyraTa CTpaHa B 7-JHEBEH CPOK OT HACTBHIIBAHETO Ha Henpeoaoimmara cuia. [lpu
HCYBEJIOMSBAHC B IIOCOYCHHs B IIPEAXOJHOTO HM3pEYEHHE CPOK Cce MALDKHM ob0esmereHue 3a
HaCThIIMIIMTE OT TOBa Bpeau. Henpeomonmmara cuia ce oka3Ba OT 3acerHaraTa cTpaHa ChbC
ceprudukar 3a GopcMaxop, U3JaJeH 110 CHOTBETHHS Pe/l OT KOMIICTEHTHHs OpPraH B Jbp)KaBara, B
KOSITO Ca HACTBIIMIIM HOPCMAXKOPHUTE 0OCTOSTEICTBA.

(5) Hoxaro Tpae HenpeojoiMMaTa CHiA, M3MBIHEHHETO HA 3aIb/KCHUATA M CBBP3AHHUTE C TSX
HaCpPEIHY 3a/IbJDKEHHS Ce CIIUpa.

(6) He mnpexcrasisisa “menpeojioimma cuia” chOMTHE, NPUYMHEHO 1O HEOPEXKHOCT WM dpe3
YMUIIUICHO JICHCTBUE HA HSAKOS OT CTPAHMTE MJIM TEXHM IPEJCTABUTENN M/MIHM CIYXMUTEJIH, KaKTO U

HejocTura Ha napuyau cpejacrtsa Ha M3ITBJHUTEJISA u JIEYEBHOTO 3ABEJIEHHUE -
Bb3JIOXKUTEJL

XIV. CIIOPOBE

Yur.14. (1) Be3nuknanure 1pe3 BpeMeTPacHETo Ha JJOroBopa CIIOPOBE M Pa3HOTIIACHS MEX/TY CTPAHUTE
Ce pelnaBaT 4pe3 NperoBopH Mexuy TaX. llocTurnarure JOroBopeHocTH ce OQOPMST B IMCMEHA
(opma 1 ce npeBpBIIAT B Hepa3/ielIHa YacT OT JJOroBOpA.

(2) B ciyyait Ha HENOCTUIaHE Ha JIOTOBOPEHOCT 110 IPEXOAHMS YWIEH, BCUYKH CIIOPOBE, IOPOJIEHH OT
TO3H JIOrOBOP MJIM OTHACALIM C€ JIO HEr0, BKJIIOYUTEIHO CIIOPOBETE, TOPOJICHH OT MJIM OTHACAIIM CE JI0
HEroBOTO TBIIKYBaHE, HE/ICHCTBUTEIIHOCT, HEM3IIBIHEHNE MIIM IIpeKpaTsBane uie 6b1aT paspelasanu
criopest 6bJIrapcKuTe MaTepHaTHK U IIPOLECYaIHHM 3aKOHH OT KOMIIETEHTHUS ChJ1 110 pejia Ha ITIK.

XV. CbOBIIEHHUS

Y. 15. (1) Benuku cpobnienus Mex/1y CTpaHHMTE, CBbP3aHM C M3IIBJIHEHHETO HA TO3HM JIOTOBOp ca
BaJIM/IHHU, aKO Ca HAllpAaBE€HHU B IIMCMEHA ()OpMa U ca MOJIIMCAHN OT YII'bJIHOMOIICHUTE IIPEACTABHTEIH
na U3ITbJIHUTEJISA win JEYEBHOTO 3ABEJIEHUE — BB3JIOXKUTEJL.



(2) 3a nara Ha chOOUIEHHETO CE CMSATA:

v JaTata Ha Ipe/laBaHeTo — IIPH PhYHO IIpe/laBaHe Ha ChOOIIEHUeTO;
4 Aarata Ha IOIIEHCKOTO KJIeHMO Ha oOpaTHaTa pa3IicKa — [P U3IpaliaHe 1o Molara;
v JlaTara Ha IIPUEMaHeTo — IIpY u3npamane 1o Gaxc uim e-mail.

(3) 3a Banugum ajapecu 3a npuemMaHe Ha ChoOIIEHNS W OAaHKOBH CMETKH, CBHP3aHHM C HACTOSIIHS
JIOrOBOp CE CMSTAT:

3A MBITBJIHUTEJISA: 3A JIEYEBHOTO 3ABEJIEHUE- BB3JIOKUTEJL:

I'p.Codpus rp. Byprac - 8000
V1. OxonoBpserer st Nol199A by ,,Credan Cramb0108” Ne 73
e.todorova@phoenixpharma.bg email:b_apteka@abv.bg

(4) llpu npomsiHa Ha NOCOYEHMS 1O ail. 3 ajipec MM OAHKOBA CMETKA ChOTBETHATA CTpaHa € JUIbXHa
J1a yBEJIOMHU JIpyraTa B TPH/IHEBEH CPOK OT [IPOMSHATA.

XVIL. IPYI'1 YCJIOBUSI

Ya. 16. (1) IlpaBata M 3aJbIDKCHMSTA 110 HACTOSIIMS JAOrOBOp HE MOrar Jia ce IpPEXBBpJIAT
CAHOCTPaHHO HA TPETH JIMLA U NOAOOHM AKTOBE HE NOPAXKIAT NPABHO JEHCTBHE 6e3 MHUCMEHOTO
ChIJIACHE Ha JIpyraTa CTpaHa, OCBEH B Clly4auTe Ha oOe3nedaBaHe (rapaHTUpaHe) Ha 3ab/DKCHHUS 110
OaHKOBM Kpe/IMTH.

(2) 3a HeypeienuTe BBIPOCH B HACTOSIIMS JOrOBOp CE HpHiara JeHCTBAIIOTO O6barapcko
3aKOHO/1aTEJICTBO.

XVII. NOAUSITBJIHUTEJIU
(npunodicumo camo 6 ciyuaume, 6 Koumo u3bPaNUA 3a USHBIHUMEN YYACMHUK € NOCOYUN, Ye wye
Non36a NOOUSNBAHUMENU, NPU CKNIOYEAHE 1A PAMKOBOMO Cnopasymenue)

Y. 17. (1) HOAUSIIBJIHUTEJIMTE Tpsi6Ba fa OTropapsT Ha ChOTBETHUTE KpUTEpHuy 3a noabop
Cb0Opa3HoO BU/Ia U JieJla OT OPBHYKATA, KOWTO IIe M3IBIHSABAT, ¥ 33 TSX Jia HE Ca HAIMIIE OCHOBAHMS 32
OTCTpaHsBaHE OT IIPOLE/ypaTa.

(2) JIEHEBHOTO 3ABEJAEHUE — BB3JIOXKHUTEJI usucksa 3amsHa Ha NNOAUZITBJIHUTEI,
KOMTO HE OTroBaps Ha YCJIOBHATA 110 ail.l.

(3) Koraro 1gactra ot mopbukara, kosTo ce u3nbanspa or IOJUIITBJIHUTEIL, moxe na 6bie
npejganena karo orzenes obexr na USIIBJIHUTEJS wm na JJEYEBHOTO 3ABEJIEHUE -
BB3JIOKUTEJL nocieuus 3amiama Bp3Harpaxienue 3a tasu yact sa [HOJAU3IIbJIHUTEJIS.
(4) Pasmnamanusra 1o amr. 3 ce OCBUIECTBABAT BB3 OCHOBA Ha MCKaHE, OTIIPABEHO OT
HNOJAUBITBJIHUTEJS 1o JIEYEBHOTO 3ABEJIEHUE - BB3JIOXUTEI 4ype3
MU3II'BJIHUTEJISL, koiito € JUlbXeH aa ro NpeJIoCTaBH Ha BB3JIOKHTEIA B 15-JHEBEH CpPOK OT
II0JTy4aBaHETO MY.

(5) Ku™m uckanero no ain. 3 U3INBJIHUTEJISIT NpelocTaBs CTAHOBUINE, OT KOETO Jia € BUIHO JIalu
OCIIOpBa IJIAIAHUATA WU YaCT OT TAX KATO HEAbJDKUMHU.

(6) IEYEBHOTO 3ABEJIEHUE — Bb3JIOXKHUTEJI uma npaBo ja oTKaxe IUialmane mo ai. 3,
KOTaTo MCKaHETO 3a IUIAlaHe € OCIIOPEHO, /10 MOMEHTA Ha OTCTPaHsABaHE Ha IIPUYMHATA 34 OTKA3a.

(7) HesaBucumo ot um3nonssanero na I1OJIU3ITBJIHUTEIJIU OTrOBOPHOCTTA 3a M3ITbJIHEHHE Ha
norosopa € Ha U3IThJIHUTEJIS.

XVIIL 3AKJIIOYUTEJIHHU PA3IIOPE/IBU

Yar. 18. (1) Ilpu creTaBsineTo Ha HACTOSIIMS JOTOBOP CE NIPE/ICTABMXA CIICIHNTE JOKYMEHTH:
Hoxymentu 1o wi. 112 or 30I1;

Hexnapanus no wi. 55, ain. 6 ot 3JIIIXM (korato € npHI0XIMO);

["apanuus 3a u3nbiaHeHHE;

Texuunuecko u IlenoBo npejuioKeHKe, HepasieliHa YacT OT JIOr0BOPa;

Hexnapanuu no 3SMUII.

sy



(2) HacTtosmusT 10roBop Ce CbCTaBu B TPH eHO0Opa3Hu ek3emiuigpa Ha ObJrapcky €3k — CAMH 3a
U3ITBJIHUTEJIA 1 n8a 3a JEYEBHOTO 3ABEJIEHHUE - Bb3JIOXKUTEJL

JIEHEBHO 3ABEJIE =

(2 — p b. Mupa3uniic_
Hsan. }IHpCK‘FO!P)

IMoanucure ca 3aandyenu Ha ocHoBaHue 4wi1.37 3011 BbB
BpPb3Ka ¢

w14, ana.1 ot PETJIAMEHT (EC) 2016/679 HA
EBPOINEMCKUS MAPJIAMEHT U HA CbBETA

(A. bruBaposa — |11.
CYCTOBOJUTEII)

ﬁ Recoverable Sianature

X CyrnacysaHo

Esrenun Yanos
I0puckoHcynT dwoHunkc dapma EOOA
Sianed bv: evaeni.chalov@phoenixqroup.eu
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"®dbOHUKC

Natural WHTpaTpaxean
110 2|RO7AAD2 phospholipids Ha 26400 mg 3,548725 dAPMA" EOOO
Filocarpine, BUTpeanHa "dbOHUKC
110 2| S01ED51 Timolol TeyHa 20 mg/ 5 mg/ml |50 mi 1,5652000 DAPMA" EOO
"PbOHWKC
110 2|V03AB15 |Naloxone napeHTepanHa 80 mg 1,984586 DAPMA" EOOQO
Water for "ObOHUKC
110 2|VO7AB00O injection napeHTepanHa 140000 ml 0,022500 DAPMA" EOCOO




Endotrache Chiesi
opulmonary | Farmaceutic
Natural 80 mg/mi - 1,5 | instillation, i SpA, "ObOHUKC dAPMA"
110 2|RO7AA0Q2 phospholipids MHTpaTpaxeanHa CUROSURF ml suspension | Wranua 454 EOOA
20 mg/5 mg/mi| Eye drops, | Santen Oy, "ObOHUKC ®APVA"
110 2|SO01ED51 Pilocarpine, Timolol |BuTpeanta Teyna |20 mg/ 5 mg/mi FOTIL -5m solution | ®uHnaHawna 436 EOON
Warsaw
Pharmaceuti
cal Works
Naloxon Solution for | Polfa S.A., "ObOHUKC dAPVA"
110 2|V03AB15 Naloxone napeHTepanHa WZF 0,4mg/ml injection MNonua 1780 ECO[
B. Braun
Aqua ad Solvent for | Melsungen
iniectabilia parenteral AG, "®bOHMKC dAPMA"
110 2|VO7ABOO Water for injection |napexTepanta Braun 10 mi use Fepmanus 328 EOOQ
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