JOTOBOP Ni b
3A IOCTABKA HA JIEKAPCTBEHU MPOIYKTH

Jnec, Og@-\f ......... 2021 r., B rp. Aiitoc, Mekﬂy:
~MHOT'OITPO®UJIHA BOJIHUIIA 3A AKTUBHO JIEYEHUE - AITOC” EOO/1, ¢ anpec: rp.
Aiitoc, 8500, yn. .Illeiinoso™ Ne 4, EMK 102613775, npezacrasiasBao ot ja-p Ilapym Jlumurpos

Ilapymes — Vnpaeuten, napuuana mo-gony 3a kparkoct L JIEYEBHO 3ABEJIEHUE -
Bb3JIO’KHUTEJI” ot enna crpana
H

»CODAPMA TPEUIUHI™” AJl, che cenanume u aapec Ha ynpasienue: rp. Codus, yi. ,JIvuesap
Cranues™ Ne 5, EMK 103267194, npeacrasiassaio ot Humutsp I'eoprues JIAMUTPOB, B KaueCTBOTO
My Ha V3mbinuTenen aMpexTop, upe3 mbaHOMOIHHKa cH Pymen Pauer Kojes. ITbJIHOMOIITHO
No5788/14.12.2020 r., mapuyano no-noiy 3a kparkoet ,U3IMBJIHUTEJL” ot Jipyra cTpaHa,

Ha ocHoBanue wi. 112 or 3akona 3a oGwectsenute nopwvuku (30I1). BBB Bpb3Ka C INpPOBEJIEH
BBTPCLICH KOHKypeHTeH u300p no PamkoBo cnopasymennme Noe PJ-11-102 ot 25. 02. 2021 r. ce
CKJTFOYH HACTOSIIUS JI0TOBOP 3a CJIEJHOTO:

L. IPEJIMET U CPOK HA 10O OBOPA

Ya. 1 (1) JIEYEBHO 3ABEJEHHME - BB3JIOXKHUTEJ Bs3nara, a UBIMMbJIHUTEJAT ce
3a/b/KaBa /1a U3BbPILIN I0CTABKA Ha CJIEJIHUTE JICKAPCTBEHHU MPOIYKTH:

O060ocobena mo3unms Ne 1

AHaTomo- Mexaynapoano Hauyun  Ha | Mapka 3abenexka KosmmuecrBo
TePaNneBTHYEH | HENMATEHTHO npujioxkenne | /mg, tabl.,
ko1 /ATC-kon/| HaumeHoBaHue ml. u ap./

/INN/
HO2AB04 Methylprednisolone | napeHTtepanua mg 15,78 mg 17000
HO2AB04 Methylprednisolone | napexTtepanHa mg 40 mg 290000
HO02AB0O4 Methylprednisolone | napextepanHa mg 6,31 mg 3100

(2) JloroBopbT BiM3a B CHJa OT JaTata Ha NOANMCBAHETO MY OT JBETE CTPAHH M € ChC CPOK 110
31.12.2021 r.

II. IEHU ¥ OBLIA CTOHHOCT HA JJOCTABKHTE I1O JOTOBOPA

Ya. 2. (1) Lenara na ctokute no wi.l e ChbIVIACHO IIEHOBO npeioxenne Ha U3IMTBJIHUTEJISA,
HepasJieliHa 4acT OT JI0TOBOpa.

(2) Llenara BKItOUBa CTOMHOCTTA HA CTOKATA, ONAKOBKA, 3aCTPAXOBKa M tpancnopt 10 IEHEBHOTO
3ABEJAEHHUE — Bb3JIOKHUTEJI npy MHHMMAlEH CPOK HAa TOAHOCT HE no-kpatbk ot 40 % or
00sIBeHHs OT POM3BOAMTENS 3a JIGKAPCTBEHHTE IPOYKTH HJIH HE MO-KPaThK 0T 20 % OT 0GSBEHHS OT
NPOU3BOJUTEIS 32 OHONPOAYKTUTE MM GHONOIOOHHTE MPOAYKTH. MUHMMAIHHST CPOK HA FOAHOCT Ce
onpeJiesisi KbM JlaTaTa Ha BCAKA JI0CTaBKa Ha JIGKAPCTBEH MPOJIYKT.

(3) OGmiara cTOMHOCT HA JOCTABKHUTE 10O Jorosopa € 10 25 528,56 sieBa (aBajgeceT W meT XHJIS/IH,
NETCTOTHH ABA/IECET H 0CeM JieBa, MeTaAeceT H mecT cToTHHKH) 6e3 Brawuen JIJIC u 10 30 634,39
neBa (TPHAECET XHWIISAAM, MIECTCTOTHH TPHAECET W YETHPH JieBa, TPUAECET M JEBET CTOTHHKH) C
Bimouen JIJ1C.



(4) Llenara no orosopa e ukcupana, He MOUIEKH Ha NPOMSsIHA 32 CpOKa Ha JeHCTBHE Ha J0roBOpa,
OCBEH B ciryyaute Ha 116 ot 3011,

(5) B cityuaii, ue npe3 BpemeTo Ha JeiicTBHe Ha CHOTBETHUS ZI0OTOBOP CTOMHOCTTA, KOSTO CJIEABA /1A Ce
3aMiana ¢ myOJauYHH Cpe/IcTBa Ha JIeKapCTBeHH npoayKkTh oT [lo3uTHBHUS NlekapcTBeH cruchK cTaHe
MIO-HHUCKa OT J0roBOpeHaTa, Jie4eOHOTO 3aBeieHHE — Bb3JIOKHTEN Oe3ycnoBHO  3amama
JICKApCTBEHUTE MPOIYKTH Ha MO-HHCKATA CTOWHOCT, CYHTAHO OT:

- /laTata Ha BIM3aHC B CHjla Ha pewmieHHeTo Ha HaumonanHus cbBeT nMo HeHH u
peuMOypcHpane Ha JIeKapCTBEHUTE MPOLYKTH (HCLIPJIIT);

- /latarta Ha aktyanusauusata Ha [losuTiBHus nekapeTBen cnuchk no peaa na wi. 57, an. 1 ot
Hapenbara 3a ycnosusita, mpasmimara w peia 3a peryivpaHe M pErHcTpUpaHe Ha LEHHWTE Ha
Jekapcrernte npoaykti (HYIIPPPLUIIT) 3a nekapctBennte NPOAYKTH € HamajleHa CTOMHOCT 3a
OINaKoBKa, n34KciieHa Ha 6a3a peepeHTHa CTOIHOCT. -

B ciyyaute no mpeaxommoro wm3peuenwme, croifHocTTa ce omnpejieis KbM MOMEHTAa Ha
AlocTaBkata (IIOMMCBAHE HA IPHEMO-TIPe/IaBaTeeH MPOTOKOI).

I11. YCJIOBUSI U HAYUH HA TUIAIAHE

Ya. 3 (1) [Inamanero no Hactosms AOTOBOP C€ OCBIIECTBABA 4pe3 OGaAaHKOB MPEBOJ OT CTpaHa Ha
JIEYEBHO 3ABEJIEHUE — BB3JIOKUTEJI o nocoyenara B uwi. 15, an. 3 GaHkoBa cMeTKa Ha
U3ITbJIHUTEJIS. ,
(2) 3annamaneTo Ha CTOKHTE 110 I0rOBOpa ce M3BBPIIBA OTI0KEHO B Cpok 10 60 /mectaeceTus/ new,
ClIeJl IPEJCTABSHE Ha CICHUTE JOKYMEHTH:

1. JlocraBua (akTypa, chcTaBeHa ChIIIACHO H3MCKBAHUSTA HA 3JU1C u III3]IC;

2. TlpuemarenHo-npeaaBaTeHu TPOTOKOJH;
(3) B ciyuaii, ye nocouennte B uin. 3, an. 2 J0KyMeHTH ca HEePE/IOBHH HMJIM HE ca KOMILIEKTOBAHH,
cbumte ce Bppmar Ha U3ITbJIHUTEJIS ¢ npuemarenno — npeaBarelen MPOTOKOJI 3a U3NpaBsHe
Ha HepeaHocTuTe. CpoKkbT Mo wi.3, an. 2. 3ano4Ba Ja Teye OT JaTara Ha NPEJICTABAHETO HA MOCIIEAHHS
H3HCKYEM Ce JIOKYMEHT.
(4) Ilpn pakTypupane Ha 3asBEHHTE KOJMYECTBA JIEKAPCTBEHH NPOAYKTH, MO BCSKa OT/IEJIHA 3asBKa,
licHaTa Ha OMAaKOBKA HE Cli€/iBa Jla Ha/JBHINABA OnpeaencHata B [I03MTHBHMS NEKAPCTBEH CIHCHK-
[Ipunoxenne Ne 2, peepeHTHa CTOMHOCT Ha ONAKOBKA 3a CHOTBETHHS JICKapCTBEH MpoaykT. B
Cilyyaii Ha W3YMCIISBAHE Ha CTOMHOCT MO-BMCOKA OT pe()epeHTHATA CTOWHOCT HA ONAKOBKA 3a
CbOTBETHHS JICKAPCTBEH IPOAYKT, CTOMHOCTTA C€ HamalsiBa M 3arulalia 10 CTOWHOCTTA Ha OMaKOBKA
onpezenena B [TosutuBnus nekapeTBeH cnuchbk- [punoxkenne No 2.

IV. CPOK HA TOCTABSIHE

Ya. 4 (1) JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI 3assssa HEOOXOIMMHUTE My KOJIMYECTBA
¢ nucmena sasska a0 M3ITBJIHUTEJISI. 3asBkata ce BpbuBa JIHYHO cpelly OOANMHC Ha
U3ITBJIHUTEJIS wim ynbiHOMOIIEHO OT HEro JMIe WIH ce u3lpamia ¢ npenopbyaHo MHUCMO C
oOpatHa pasnucka, 110 (Jakc Wi Mo eJTeKTPOHEH IbT.

(2) Beska ornenna pocraBka, ciesBa na ObJe J0CTABEHA B CpPOK 10 7 KalleHJapHH JHH Cllel
noxyvasane Ha 3asBkara oT JEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI u 3a konuyecTsara u
ONAaKOBKHTEe (CbOOpasHO KOHKPETHHTE JICKAPCTBEHM NPOIYKTH, I[OCOYEHH B = TEeXHHUYECKOTO
NPEAIOKEHAHE HA M3NBIHMTENA), TOYHO ONpeJeieHH B 3asBKata. B ciywaii, ue ce mpaBum mbpsa
AI0CTaBKa OT JIaJieHa NapTH/ia Ha JIeKapCTBEH NMPOJYKT, ce npezctans CepTudukar 3a ocBoG0K/1aBaHe
Ha Tapruaara, usjaaeH ot keanuduuupano smune no 3JIIIXM Ha enekTpOHEH HOCHTEN WM 1O
CJICKTPOHEH TBT Ha EJICKTPOHHATA I0IIA, OCOYEHA KaTo ajpec 3a KOPECMOHAEHIHs, MPUAPYIKEH C
MPEBOJL Ha OBJIrapcKh e3uK 0T GHPMA, CKIIOYHIA JOroBOp ¢ MUHHCTEPCTBO HA BHHIIHHTE pabotu 3a
W3BbpIIBAHE HA OQUUMATHK npeBon. M30poeHnTe JOKYMEHTH Ce NPEACTaBIT B ChOTBETHOTO 3BEHO.
ONPE/IENICHO OT JIeUeDHOTO 3aBe/ieHHe — BB3JI0XKHTEN. [IpH cieaBauyM J0CTaBKM Ha JIEKApPCTBEHH
MPOAYKTH OT ChIllaTa MapTHIa, CEPTUPHUKATHT HE Ce MPeCTaBs.



(3) B cimyuaii Ha Heo6XomMMOCT OT chemmHa Aoctapka, JIEYEBHOTO 3ABEJIEHUE -
Bb3JIOKUTEJI nocousa m3puuno B 3asBkarta. ue e HeoOX0aMMO J1a ObJie M3BBpIICHA CHemHa
AoctaBka. B To3m ciywaii, noctaBkata ciensa na Gbiae M3BbpIIEHA /10 6 Yaca OT mojyyaBaHe Ha
3aiBKaTa M 3a KONHYECTBATA M ONAKOBKHTE (ChOOPA3HO KOHKPETHHTE JIEKapCTBEHH TPOAYKTH,
TOCOYCHH B TEXHHYECKOTO NPE/UIOKEHHE Ha H3ITBIIHATEIIS), TOYHO ONPE/Ie/ICHH B 3asBKATA.

(4) UBITBJIHUTEJIST ce 3aabikaBa, B Cpok 10 1 paGoTeH aeH, B ciayyaute 1o an. 2 u B CpoK 10 1
dac, B Cly4aumTe Ha ajl. 3, cjeJl MOJy4YaBaHETO Ha BCSKA 3asBKA Ja YBEJIOMH MHCMEHO HIH 10 (hakce
JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJ B Cllyyail 4ye He MOJKe JIa 3BBPIIH J0CTABKA MIIH
B Cllyyai, Ye He MOXe Ja CUasH CPOKBT 3a M3BHPIIBAHE HA JOCTABKATA. Npe/IMET Ha KOHKpeTHAaTa
3asiBKa.

(5) Kbm narata Ha Besika JOCTaBKa, OCTATHYHHST CPOK Ha TOJJHOCT HA JIEKAPCTBEHHTE TPOAYKTH,
ciesa J1a Ob/1e He mo—Manbk ot 40 Y% /geTHpumeceT Ha ¢T0/ OT OGSBEHUS OT IIPOU3BOAUTEIS.

(6) Kbm natata Ha Besika 10CTaBKa OCTATBUHUST CPOK Ha roJIHOCT Ha OHONPOAYKT WM GHONOI06EH
TNPOAYKT, cie/iBa 1a Ob/1e He no—Manesk o1 20 % /1BageceT Ha ¢T0/ OT OGSBEHHS OT IPOU3BOIUTE]IS.
(7) 3a konmyecTBa NOCTaBeHM W3BBH 3asBKaTa 1o wi. 4. an.l, JEYEBHOTO 3ABEJIEHUE —
Bb3JIOKHUTEJI usima 3a1bmkeHne 3a miamate.

(8) B cayuaute mo un. 10, an. 7 or A0r0BOpa, CPOKBT MO ajl. 2 U 3 3amoysa jJa Teue OT jarara Ha
nucmMenoTo ceriacue Ha JEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEL

V. MSICTO HA 1OCTABSIHE

Ya. 5. (1) 3a MscTO Ha JOCTaBsSHE HA CTOKHTE 1O TO3M JIOrOBOp Ce€ OmpezieNsi CIeIHUS aJpec:
s»MHoronpoduHa 601HUIA 32 AKTHBHO Jieuenne — Afitoc™ EOO/, rp. Aiitoc, yu. . IlleiinoBo* No 4
(2) PuckbT OT cilyyaliHOTO MOTHBaHEe MM NOBpeXk1aHe Ha cTokuTe npemuHasa Bbpxy IEYUEBHOTO
3ABEJIEHUE - BB3JIOKUTEJI or MomeHnTa Ha NIPHEMAHETO UM Ha MACTOTO Ha JOCTaBSHE C
NpHEeMaTeTHO-TIPe1aBaTesIeH MPOTOKOJI.

VI. IATA HA TOCTABSIHE HA CTOKHUTE

Y. 6. 3a nata Ha nocTaBsHE ce CUWTA JATAaTa, HA KOSTO CTOKHTE ca JIOCTABEHH JI0 ajJpeca MOCOYEH B
wi. 5, an. 1, npu ycnosusTa Ha un. 9, ai. 2.

VII. 3BAIbJIZKEHUSI HA U3ITBJIHUTEJIS

Ya. 7. U3ITBJHUTEJSAT ce 3anbikasa:

1. Jla nocraBu CTOKHTE B JOrOBOPEHHs! CPOK M /A T'H npenaze Ha JEYEBHOTO 3ABE/JIEHUE —
Bb3JIOKUTEJL

2. Jla mpeniane CTOKMTe, NAKETHPaHH M MApKHPaHH B CHOTBETHHS BHJ, KOJHYECTBO M KAUecTBO Ha
MSCTOTO Ha JIOCTaBsHE.

3. Ilpn noanucBaneTo Ha J0roBOpa J1a MPeICTABH:

a) ToKyMeHTH 1o 4. 112, an. 1 ot 30I1.

0) rapanuus 3a u3NbIHEHHE, B eaHa OT BopMuTe, onpeaenenu B un. 111, an. 5 or 30I1, c¢be cpok Ha
BaIMAHOCT 60 1HM e/l M3THYAHEe CPOKA Ha I0TOBOPA, KOSTO ce 0CBOO0XKIaBa B cpok 10 60 xuu cien
H3IBIIHEHHE Ha JIoroBopa. B cityyaii, ue BanmmaHoCTTa Ha rapaHMsaTa M3THYA TIPeIH Jlorosopa j1a onjie
usnbianed, U3ITBJIHUTEJIAT ce 3axbiokaBa 1a yabkH CPOKAa HAa BANHAHOCT Ha rapaHumsTa ¢
TOJIKOBA JIHH, TaKa Y€ rapaHuusATa a NOKPHBA OYaKBaHMs CPOK 3a H3IIBIHEHHE HA JIOrOBOPa rioc 60
Anau. FapannusTa e B pasmep Ha 3% ot cToiiHOCTTA Ha aorosopa 6e3 /I/IC u Bb3m3a na 765,86
JieBa.

(4) Jla nocrass neKapcTBEHM MPOAYKTH, KOHTO OTIOBApSAT HA W3MCKBAHMSTA Ha 3aKoHa 3a
JICKapCTBEHUTE NMPOAYKTH B XyMaHHata MeuiiHa (3JIITXM) — na nputexaBar BanuanHo paspemienue



3a ynotpeba B cTpanata, W3aaaeHo no peaa na 3JITXM win Pernament (EO) Ne 726/ 2004 r. na
EBponeiickus napnamvent u Cepera /i, 23, an.1 ua 3JITIXM/. '

-(5) /la noctaBsi nexapcTBenu MIPONYKTH, KOUTO ca BKIOYeHH B [Ipunokenne Ne 2 na [lo3uTuBHHS
JIEKApPCTBEH CIIUCHK. ’

(6) B ciryuaii, ye ce npaBu mbpBa ocTaBKa no najeHa NapTH/a Ha JIEKAPCTBEH MPOJYKT, 1a [Pe/ICTaBsI
Cepruduxar 3a ocBo6osk/1aBaHe Ha napTuaara, usjfajzieH or kBanuduumpano ymue no 3JIIXM na
CJICKTPOHEH HOCHTEJl MIIM MO €JNICKTPOHEH IbT Ha €NEKTPOHHATA IIOIIA, MOCOYeHA KATo ajzpec 3a
KOPECIIOHACHIHSA, TPHAPYKEH C NPeBoJ Ha OBJIrapckd e3uk oT (upMa, CKIOuYMIa JIOTOBOp ¢
MunucTepeTBO Ha BEHIIHKTE paboTH 3a H3BBPIIBaHE HA O(HIHATHE NPEBO/IH.

VIIL 3AIBJI’KEHUSI HA JIEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJI

Y. 8. JEYEBHOTO 3ABE/JAEHUE — Bb3JIOKHUTEJI ce 3a1bmxaBa: ;

1. Jla npueme f0cTaBennTe B CPOK H HA MSCTO CTOKH, ChOTBETCTBAIIH 110 BHJI, KOJINYECTBO U KA4€CTBO
Ha ONUCAHOTO B HACTOSMIUS IOTOBOP.

2. Jla 3annati IocTaBEHUTE CTOKH MO Pejia Ha 4il. 3 OT HACTOSILIHS JIOTOBOP.

3. Crnen npuKIIIOYBaHE M3MBIHEHHETO HA JI0roBopa Jia 0cBOOOIM rapaHIuUsTa 3a M3MbJIHEHHE, Oe3 1a
ABJDKH JIMXBH 33 CPOKa, NPE3 KOMTO Cpe/IcTBaTa 3aKOHHO ca MPECTOSIH Y Hero.

IX. MIPUEMAHE U IIPEJJABAHE HA CTOKUTE

Y. 9. (1) IlpuemaneTo Ha CTOKHTE ce M3BBPIIBA HA MICTOTO HA JIOCTABSHE IOCOYEHO B L. 5,an. 1.
(2) UBIBJHUTEJSAT wuaum ynbiHOMOLIEH OT HEro NpE/CTaBUTE]l W MPEJACTABUTE]l Ha
JEYEBHOTO 3ABEJAEHUE - BB3JOXKHUTEJ nommucsar NpHeMaTeIHO-TpeaBaTeleH
IPOTOKOJI, Y/IOCTOBEPSBALLl IOJIyYaBAHETO HA CTOKHTE.

X. KAYECTBO, T'APAHLIUU U CPOK HA T'OJJHOCT

Y. 10. (1) CrokuTe, npeaMeT Ha HACTOSIIUS JI0roBOp, CJie/iBa J1a OTrOBapsT HAa U3HCKBAHUATA HA YJl.
7,a1.4uS5.
(2) KbM narata na jocTaBKara, OCTaTBYHHAT CPOK HA TOAHOCT Ha JICKapCTBEHUTE MPOAYKTH, ClIe/IBa
Ja 6bae He mo—Mainbk o1 40 % /ueTupHaeceT Ha CTO/ OT OGSBEHHS OT IIPOU3BOIUTEIIS.
(3) B ciyuaii Ha nocTaBka Ha JleKapcTBEHHs IPOYKT C 110 — KPAThK OT JIOTOBOPEHUS CPOK Ha TOJIHOCT,
AbJDKMMaTa HeyCTokKa J1a Ob/ie IPOMEHEHa, KaKTO CJIe/IBa:

o1 39,99% 10 30% - 3 % BBPXy CTOHHOCTTA Ha HOCTABKATA;

ot 29.99% 110 20% - 5 % BBPXY CTOHHOCTTA HA IOCTABKATA;

ot 19,99% no 10% - 7 % BBpXy CTOHHOCTTA HA IOCTABKATA:

noxa 10% - 10 % BbpXy cTOiHOCTTA Ha IOCTABKATA.
(4) OcTaTb4HUAT CPOK HA TOAHOCT Ha GHONPOAYKT /GHONOI0GEH HOPOJYKT, cieasa aa Obae He no—
MaibK oT 20 % /nBanecet Ha cto/ OT 0OSIBEHHs OT MPOM3BOIHMTENS KbM /aTaTa Ha BCAKA JOCTABKA.
(5) B ciyuaii Ha noctaBka Ha GHONPOAYKT/GHONIOA06EH MPOAYKT C 110 — KpaTbK OT JIOTOBOPEHHS CPOK
Ha FOJIHOCT, IbJDKMMAaTa HEYCTOMKA € KaKTO CJle/1Ba; :

ot 19,99% 110 10% - 2 % BBpXY CTOIHOCTTA Ha JOCTABKATA;

oT 9,99% 10 5 % - 4 % BBPXy CTONHHOCTTA Ha IOCTABKATA:

1011 5% - 6 % BBPXy CTOWHOCTTA Ha JOCTABKATA.
(6) IEYEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJI moke 1a OTKaxe IIPHEMAHETO Ha CTOKHTE,
aKO B JICHS HA TAXHOTO MPHUCTHIAHE MJIM NPUEMaHE OCTAThYHMS CPOK HA TOJHOCT € 10 — MalbK OT
onpeaeneHus B wi. 10, an. 2. v an. 4 MHHHMANEH CPOK HA FOIHOCT.
(7) HNocraBkara Ha JleKapcTBEH MPOAYKT C OCTAThYEH CPOK HA TOAHOCT MO-MATbK oT 10 Ha C¢TO OT
00sIBEHUs OT MPOM3BOIHTENS M HA GHONPOIYKT/GHONONO06EH MPOLYKT ¢ OCTATHYEH CPOK Ha I'OJIHOCT
NO-MaIBK OT 5 HAa CTO OT OOSBEHMS OT MPOW3BOIMTEINS CE€ M3BBLPIIBA CAMO C MHCMEHO ChIVIACHE HA



JIEYEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJ 3a KOHKPETHO KOJIHYECTBO, ONPEIEIEHO OT HETO.
be3 uspuuno nuemeno curiacwe na JEYEBHOTO 3ABEJAEHUE - BB3JIOKUTEJ crokute
HsIMa J1a Ob/aT 3arnaman.

(8) Uckanero 3a mucMeHo chriacue, B ciydaute Ha ain. 7, cneasa jga noctbnu B JIEUEBHOTO
3ABEJIEHUE - Bb3JIOKHUTEJI B CpoK 110 1 (eann) paGoTeH JeH OT MoyyaBaHe Ha 3asBKaTa.

(9) B ciiyuanTe Ha criemnu 10CTaBKH OCOYEHHTE B L. 3 | all. 5 HEYCTOMKH HE ce MpuJarar.

XI. OTTOBOPHOCT 3A HETOYHO M3ITbJIHEHUE. PEKJIAMALIUU

Ya. 11. (1) JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJ Mosxe Jla TIpe/IsBsBa peKiaMaliiu
npen UBITbJIHUTEJISA 3a:

a) KOJINYECTBO M HEKOMIUIEKTHOCT HA CTOKHTE MJIM TeXHHYeCKaTa JOKYMEHTAIHs (IBHU HEJOCTAThIH);
0) Ka4ecTBO (CKPHTH HEOCTATBIH):

- IIpH JIOCTABSHE HA CTOKH HE OT IOTOBOPEHMs BUJI, IOCOYEH B 41, 1:

- IpH KOHCTaTUpaHe Ha Je(eKTH MpH yrnoTpeda Ha CTOKHUTE.

(2) Pexnamanumnu 3a sIBHM HeJOCTATHIM HA CTOKHTE ce npassat ot JJEHEBHOTO 3ABE/IEHUE —
BB3JIOKUTEJL, B MmoMeHTa Ha NpeaBaHETO MM, 3a KOETO CE€ ChCTaBs MPOTOKOJI, MOAMKCAH W OT
JIBETE CTPaHH.

(3) Pexnamauuu 3a CKpHTH HEZOCTATBIM Ce MpPaBAT npe3 Helusi CPOK Ha IOJIHOCT Ha JIOCTABEHHTE
CTOKH, KaTO peKjaMalusaTa ce NpuIpyxkasa 3ab/DKHTEIHO OT KOHCTATHBEH MPOTOKOJ, M3/aieH OT
M3nbinuTennara areHuus 3a iekapcTBara.

(4) JIEYEBHOTO 3ABEJAEHUE - BB3JIOKHUTEJ e JTBXKHO Jla YBEJAOMH ITHCMEHO
M3ITBJIHUTEJISA 3a ycranosenute nepextu B 5 ( MeT) JHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexnamauuute ce nocouBa HOMEPBLT Ha JIOTOBOPA, TOYHOTO KOMMYECTBO Ha MOJIyYEHUTE CTOKH C
TEXHHA NTAPTHICH HOMEP, OCHOBAHHMETO 3a peKjaMallis W KOHKpeTHoTo uckane Ha JIEUEBHOTO
3ABEJIEHUME - Bb3JIOKHUTEJL.

(6) B 5 (mer) nmeBeH cpok OT mosyuyaBaHe Ha pexnamanuara, USITbBJIHUTEJAT cnensa na
orroBopu Ha JIEYEBHOTO 3ABEJIEHUE - BB3JIOKHUTEJ nucmeno u KOHKPETHO JIaJTH
NpHeMa peKiiaMalusaTa Wik s OTXBBPJIA.

(7) Ilpu pexnamanus 3a siBuu nenocrarbim U3IMTBJIHUTEJISAT e wrbken B CpokK OT 2 paboTHH JHH
OT NOJy4aBaHE Ha pEKiIamMallMsATa 3a CBOsS CMETKa M PHCK Ja JOCTaBH Ha MSCTOTO HA JOCTaBSHE
KOJIMYECTBOTO JIMICBALIN B I0CTAaBKaTa / HEKOMIUIEKTHH JI0TOBOPEHH CTOKH.

(8) Ilpn peknamaums 3a ckpuTH HemocTaThum, B caydaii ue M3IMBJIHUTEJST e npuen
peKiIamManusATa, ChUMAT € IbkeH B 10 (mecer) aHEBeH CPOK OT MOJyyaBaHETO if jga 3aMeHH
AIOCTaBEHATE HEJOTOBOPEHHU 10 BHJ / Ae(eKTHH CTOKH 3a CBOS CMETKA M PHCK HJIM 110 MpELeHKa Ha
JIEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJ na BbPHE CHOTBETHATA 4acT OT 3alljlaTeHaTa
LICHA, BEJIHO C IBJDKHMHTE JINXBH.

(9) N36opbT Ha nocoueHHTE MO-TOpe BB3MOKHOCTH JIa Ce BbPHE ChOTBETHATA YaCT OT MIIATEHOTO N
Aa ¢€ 1ocTaBAT HOBH cTOKM npuHaaiexu Ha IEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEJ u ce
YIpakHsABa OT HEero noA (gopmara Ha nucmeno ysegomienne 10 U3MIbJIHUTEJIS, kato pa3xoauTe
1 PHCKOBETE 110 HOBOTO JlocTaBsHe ca 3a cmeTka Ha U3ITBJIHUTEJIS.

(10) Croxkure, mpenmer Ha peknamauus ce cbxpanssar or JIEUEBHOTO 3ABEJIEHUE -
BB3JIOKHUTEJI 10 ypexnane Ha pexiamMaiuure.

XII. OTTOBOPHOCT IPU HEU3ITbJIHEHUE

Y. 12. (1) 3a HensnbIHEHME HA 3a/IBJKEHHSTA CH 110 HACTOSIIHS JOTOBOP C H3K/IIOUEHHE HA TE3H 10
wr. 10, an. 2 u an. 4, UBITBJIHUTEJIAT nbmkn Heycroiika B pasmep Ha 0.5 % Ha JeH BbpXy
CTOWHOCTTa Ha KOHKPETHATa 3asiBKa, HO He mosede oT 10 % (meceT MpOLEHTa) OT CTOMHOCTTA Ha
KOHKpETHATa 3asBKa, KAaKTO M OOE3IIETEHHE 3a NPEThPIEHHTE ICHCTBUTEIHM BpeIH B CIyyauTe,
KOraro T€ HaJXBbpIIAT JOroBOpeHaTa HeycToiika. B ciaywaure mo wun. 4, an. 3, mocoyeHara B
MPEIXOJIHOTO H3peyeHHe HeyCTolKa B pasmep Ha 0.5 % ce HaumMcIsABa 3a BCEKH Yac MPOCPOUHE, HO He



nosede ot 10 % (aecer mpouenra) or croiinocTTa Ha KOHKpETHaTa 3asBKa, KakTo W o0e3leTenne 3a
NPEThPIIEHUTE ACHCTBUTENHH BPE/IH B CIIyYanTe, KOraTo Te HaJIXBBPIIST I0rOBOPEHATa HEYCTOlKA.

(2) Koraro npu nammume na peknamaunn, U3IMTbJIHUTEJSIT HE W3MBJIHU 3aJb/DKEHHSATA CH T10
pasaen XI OT HAacTOSIIMS JOrOBOP B CPOK, CHIIMAT IBJKH Ha JIEYEBHOTO 3ABE/IEHUE-
BB3JIOKHUTEJ neycroiika B pasmMep Ha 2 % OT LeHaTa Ha CTOKHTE, 3a KOMTO ca HarnpaBeHH
peKIaManuuTe.

(3) IEYHEBHOTO 3ABEJEHUE — Bb3JIOKHUTE.I YAOBIIETBOPsIBA MPETEHIMHTE CH OTHOCHO
HCH3IIBIIHEHUCTO Ha JI0T0BOpAa, KaKTO M 3a 3aljlalllaHe Ha HEeyCTOHKHTE OT CTpaHa Ha
U3ITBJIHUTEJISA kato 3a1bpika rapaHiusTa 3a H3MbIHEHHE 110 L, 7, an. 3, 6yksa “6” or a0roBopa,
KaTo mpeanpuema NEHCTBHs 3a HEHHOTO ycBosiBane. B ciywaii, ye croiiHocTTa Ha rapaHumsra 3a
HMSIBJIHCHAE HE NMOKpHBa BeMYKH Abkumd o1 M3ITBJIHUTEJS neycroiiku, JJEYEBHOTO
3ABEJAEHUE — BB3JIOKHUTEJ npuxsama 1bmkaMuTe CYMH OT HACpelIHH IJIAlllaHusi KbM
HU3ITbJIHUTEJIS.

(4) Ilpu Tpu nbTH BUHOBHA 3a6aBa Ha M3ITbJIHUTEJIS, npoasikuia ¢ noBeye OT MOJOBHHATA OT
Cpoka 3a M3NLIHCHHE HA ChOTBETHOTO 3a/bJKEHHE, B pamkute Ha TpH Mecena JIEUEBHOTO
3ABEJIEHUE - BB3JIOKHUTEJ uma NpaBO Jia MpeKpaTH J0roBopa €IHOCTPAHHO ¢ 15-7HEeBHO
NPEaN3BECTHE.

(5) IEHEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJ uma NpaBo Jia NpeKpaTH €AHOCTPaHHO U Oe3
TIPEIU3BECTHE HACTOSLINSA IOrOBOP B Cily4ai Ha CHCTEMHO HETOYHO M3ITBJIHEHHE HA 3aTb/DKEHHSTA OT
M3IIBJIHUTEJISI u npenssenn mnoseye oT TPH pEKJlaMallil B paMKHTE Ha TPU Mecela oT
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTE.JI o pena Ha rinasa XI.

(6) B ciyuaii, e no ornomenune na U3MBbJIHUTEJS uacTsnsT obcrosiTenicTBara no wi. 54, an. 1,
Wiwr S5, an. i1 OT 3akoHa 3a OOLIECTBEHHTE nopwvuku, JIEHEBHOTO 3ABEJIEHUE-
Bb3JIOKUTEJI uma mpaBo na mnpekpatu CAHOCTPAHHO HACTOsIIMs J0TOBOp, 0€3 NHCMEeHO
npean3BecTre U 06e3 1a IbJKH HeYCTOHKH.

XIII. ®OPCMAKOPHHU OBCTOSITEJICTBA

Y. 13 (1) Ctpanute no HACTOSIIMS OTOBOP HE ABIDKAT 0OE3IIETEHHE 3a IOHECEHH Bpeu H 3aryom,
aKO TIOCJICTHUTE Ca MPUYHHEHHU B PE3yJITaT Ha HEMPEO 10/ IMMa CHIIA.

(2) Axo cTpanara, KOSITO € cleaBaNO J1a M3ITBJIHA CBOE 3abIKEHHE 110 JoroBopa e Ouia B 3abaBa, Ts
HE MOJKe JIa Ce 1M030BaBa Ha HEMPEO0IMMa CHJIA.

(3) “Henpeononuma cuia™ no cMHChIa Ha TO3H ZI0rOBOp € HENPE/IBUICHO M/ HENpeJ0TBPaTHMO
CBOUTHE OT H3BBHPE/ICH XapaKTep, Bb3HUKHAIIO CJIe/] CKIFOUYBAHETO Ha JIOTOBOpA.

(4) Crpanara, 3acersara OT HENpPeOAOIHMA CHJIA, € JUThKHA 14 NpenpueMe BCHYKH JICHCTBHS C
rpuxara Ha J00bp CTONAHMH, 3a JIa HAMAIH 10 MHHHMYM TIOHECEHHTE BpEH H 3aryOH, KakTo u jJa
YBE/IOMH ITHCMEHO /ipyraTa CTpaHa B 7-/IHEBEH CPOK OT HACTBIIBAHETO HA HEMPEOIOIHMATA CHIIA. [Ipu
HEYBC/IOMABAHE B MOCOYEHHS B MPEAXOJHOTO H3PEYEHHE CPOK C€ IbIKH O0e3leTeHHe 3a
HACTHIUINTE OT ToBAa Bpenu. Hempeosonmmara cuna ce jgokasBa OT 3acerHatata CTpaHa cbe
cepruduKar 3a Gopcmaxkop, H3JaAeH MO ChOTBETHHS Pel OT KOMIETEHTHHS opraH B Jbp)KaBaTa, B
KOSITO Ca HACTBITUIIN (POPCMAKOPHHUTE 0OCTOSITENICTRA.

(5) Mlokaro Tpae HenpeoionMMara CHa, M3MBIHEHHETO HA 3aAbKCHHSTA H CBBP3aHHUTE C TAX
HACPEIHH 3a/IbJDKEHHS Ce CIHpA.

(6) He npencrasnssa “mempeononmma cuia” chOHTHE, NPHYMHEHO MO HEeOPEKHOCT MM upe3
YMHUIICHO NEHCTBHE HA HAKOS OT CTPAHWTE MM TEXHH NPEJACTABMTENH M/WIIH CIY)KHTEH, KAKTO H
HejocTura Ha mnapudnd cpeactBa Ha WU3IIBJIHUTEJISL w JIEYEBHOTO 3ABEJEHUE —
Bb3JIOKUTEL.

XIV. ClIOPOBE

Y1.14. (1) Be3uukHanmTe npe3 BpeMeTpaeHeTo Ha 10roBopa CIIOPOBE U Pa3HOIJIACHS MEXK/IY CTPAHUTE
CE pelnaBaT 4pe3 NperoBopH Mexay TsX. IlocTurmature noroBopeHoctd ce oGopMAT B NHCMeHa
(opma u ce mpeBpbINaT B HEpas/ienHa yacT OT I0rOBOPA.



(2) B ciyuaii Ha Henocturane Ha AOTOBOPEHOCT 110 MPEJIXOIHUS YWIEH, BCHYKH CIIOPOBe, IOPOJICHH OT
TO3H JIOTOBOP HIIH OTHACSIIH C€ 110 HETO, BKIIOYHTEITHO CIIOPOBETE, NOPOJICHH OT HJIK OTHACSIIH Ce JI0
HETOBOTO TBIIKYBaHe, HEJICHCTBUTEIHOCT, HEM3IIbIHEHHE HIIH NpeKpatsBane e 6baaT paspelaBanu
cropes ObarapckuTe MaTepHaIHH U MpOLUECYaTHH 3aKOHH OT KOMIIETEHTHHSI Ch1 110 peaa Ha [TIK.

XV. CbOBUIEHUS

Ya. 15. (1) Benuku chobimenns MEXKAY CTpaHHTe, CBBP3aHH C M3IBJIHEHHETO HA TO3M JIOTOBOP ca
BaJIM/IHH, AKO Ca HANpaBeHH B MMCMeHa (JopMa M ca MOAHCAHH OT YI'BJTHOMOIIEHHUTE MPEACTABUTEIH
Ha U3IIbJIHUTEJISA win JJEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEL.

(2) 3a nata Ha chOOIIEHHETO CE CMsITa:

v, AlaTata Ha pe/laBaHeTo — NPH PYHO NPeJIaBaHe Ha ChOOILEHHETO;
v /laTara Ha MOMEeHCKOTO KiIeHMOo Ha oGpaTHaTa pasiucKa — IpH H3Mpala’e mo nouara;
v AlataTa Ha IPUEMAHETO — NP M3MIpamate 1o ¢gakc uin e-mail.

(3) 3a Banuauu ajapecu 3a npuemaHe Ha CHOOILIECHHS U OaHKOBHM CMETKH, CBBP3aHH C HACTOSIIUS
JIOTOBOP C€ CMSTAT:

3A UBITBJIHUTEJISA:

Anpec 3a kopecnoneHus: rp. Codus, yi1. JIbuesap Cranyes 5,

Codapma busnec Taynpe, crp.A, er.12, Ten. 02/8133 660, paxc 02/8133 666

e-mail : office@sopharmatrading bg

banka: ING IBAN: BG87INGB91451001838915 KOJ1 INGBBGSF

3AJIEYEBHOTO 3ABEJIEHUE- Bb3JIOKHUTEJ:

.......................... MBAJI - Aiitoc EOO/I, rp. Aiitoc, 8500,
yi. lleitHoBo Ne 4
e-mail: mbal aitos@abv.bg
bankoBa cmeTka:
IBAN: BG22BUIN78551081057818
Anuann bank Beirapus
Knon: ®I] Aiitoc

(4) Ilpu npomsiHa Ha nocoYeHus 1o ai. 3 azipec WM GaHKOBA CMeTKa ChOTBETHATA CTpaHa € JUTb)KHa
Ala YBEIOMH Jipyrarta B TPHJIHEBEH CPOK OT NPOMSHATA.

XVI. IPYT'H YCJIOBUSI

Ya. 16. (1) IlpaBata W 3aabKEHHSTA MO HACTOSIIHS JIOTOBOp HE MOraT Jia ce MpexBbpIST
CAHOCTPAaHHO Ha TPETH JIMIA M MOAOOHH aKTOBE He MOpaXAaT NPABHO JEHCTBHE 0€3 MHCMEHOTO
CBIJIACHE HA JlpyraTa CTpaHa, OCBEH B CilyyauTe Ha obe3rneyaBaHe (rapaHTHpaHe) Ha 3abJKEHHS 110
OaHKOBH KpeIUTH.
(2) 3a HeypeneHuTe BBIPOCH B HACTOSIIMS ZI0TOBOp Ce Mpuijara JeHCTBAIIOTO OBArapcko
3aKOHOATEJICTBO.

XVIL. MOAU3MTBJIHUTEJIN
(npunosicumo camo 6 ciyuaume, 6 koumo uzGpanus 3a usNLAHUMEN YH4aACMHUK € nocoyun, ye e
NOI36a NOOUSNBIHUMEN U, NPU CKNIOYEAHE HA PAMKOBOMO cnopasymenue)

Ya. 17. (1) TOAN3NBJIHUTEJIUTE Tpsi0Ba J1a OTroBapsAT Ha CHOTBETHUTE KPUTEPHH 3a noabop
CbOOPa3sHO BU/IA U JieNa OT NOPhYKaTa, KOMTO 1€ H3ITbIHABAT, U 33 TIX 14 He ca HAJIMIIE OCHOBAHMS 3a
OTCTpaHsBaHE OT MpOlLieypara.



(2) JJEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI u3ucksa 3amsna va MNOJAU3ITBJIHUTEI,
KOMTO He OTroBaps Ha YCJIOBHSATA 1O ai.l.

(3) Koraro yactra ot nopbukara, kosato ce u3nbiaHsgBa or [MOAUSITBJHUTEJL, moxe na 6bae
npenaaena karo otraeneH odext Ha USIIBJIHUTEJIA wmm na JEYHEBHOTO 3ABEJEHUE -
BBb3JIOKUTEJL nocnennuns 3anamnia Bp3Harpaxk/aenue 3a tasu yact va [HOAU3ITbJIHUTEJIS.
(4) PasnnamanustTa no aja. 3 ce OCBIIECTBABAT Bb3 OCHOBA Ha HCKaHe, OTIPABEHO OT
NOJAMBIBJIHUTEJSA 1o JIEYMEBHOTO 3ABEJIEHHUE - BbB3JIOKUTEJ  upes
M3ITBJIHUTEJISA, xoiito € AnbKeH Ja ro NpeaoCTaBH Ha BB3IOKHTENS B 15-THEBEH CPOK OT
NOJy4YaBaHETO MY.

(5) Ko™ uckanero no an. 3 U3ITBJIHUTEJISAT npenocTaBst cTaHOBHUIIE, OT KOETO Ja € BHIHO JaJIH
OCIOpBA IUIALIAHHUATA WIH YacT OT TAX KaTO HEJIb/DKUMH.

(6) IEYEBHOTO 3ABEJIEHUE — Bb3JIOJKHUTEJI uma npaBo Ja OTKae NUAllaHe mo ai. 3,
KOraTo MCKaHETO 3a IJalllaHe € OCIIOPEHO, /10 MOMEHTA Ha OTCTPaHsBaHEe Ha MPHYMHATA 3a OTKa3a.

(7) HesaBucumo ot usnomsBaneto Ha [IOJIU3ITBJIHUTEJIM otroBopHOCTTa 3a W3NBIHEHHE Ha
norosopa e Ha U3ITbJIHUTEJISA.

XVIII. 3AKJIIOYUTEJIHU PA3SITIOPE/IBH

Y. 18. (1) Ilpu cbeTaBsHETO HA HACTOSIIMS IOTOBOP C€ MPEACTABUXA CICHUTE JOKYMEHTH:

v JlokymenTtu 1o wi. 112 or 30I1;

v Jlexnapauus no 4. 55, an. 6 ot 3JIIIXM (koraTo € npuiI0KuMO);

v ["apanums 3a U3bJIHEHHE;

v Texnuyecko u LleHoBo npeuioxkeHue, Hepa3/aeliHa 4acT OT JlOl"OBOpa

v Jexnapauun no 3SMUAIL.

(2) HacTosmusT 10roBop ce ChCTaBU B TPU €HOOOpPA3HHU €K3eMIUIsipa Ha OBJIrapcku €3MK — €/IMH 3a
U3ITBJIHUTEJIA 1 n8a 3a JEYEBHOTO 3ABEJIEHUE — BH3JIOKHUTEJL

JIJEYEBHO 3ABE/II )KI/ITEJI: N3ITbJIHU EJI:D
»MBAJI — Aiitoc* E 1[ 2\ -V
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TEXHUYECKO NPEANOXEHUE

Heobxoaum Msapka Konnyecrso
JlekapcreeHa Gpoi mapku Ha /mg,tabl, TbproBCKO aKTUBHO OKoH4YarenHa
dopma ml/ 3abenexkka PY HauMeHOBaHue BELIECTBO MsipKa OnakoBKa
i noemu_su ; i
i if AL, ,ZQE_E‘aamo_om
- |Methylprednisolone  |napeHTepanta Gvarapua  |Sopharma mg 5
Methylprednisolon
Sopharma mg 10
Codapma o s J.
: : P AL, Methylprednisolor
HO2AB04  |Methylprednisolone  |napexTepanHa Buarapua  |Sopharma {mg 10
Codapma
AL, Methylprednisolon
H02AB04 Methylprednisolone napeHTepanHa Bbarapua Sopharma mg 5
e ) e ! R
i §m§<_u_.&.=..m@.ou
. Sopharma mg 10




LLEHOBO NPEA/IOXKEHUE

CO®APMA PC 102

Heobxoaum Msapka
6poit MApKU Ha /mg,tabl,
n3 ml/

3abenexka

THproscko
HaNMEHOBaHWe

Koanyecrso
AKTUBHO
BeLlecTso

OroH4are
NHa Ep.ueHa
onakoska 6e3 AAC

Ea.ueHa ¢
AAC

Methylprednisolon i :
- |Sopharma : ~ |0,137727 [0,165272
Methylprednisolon
Sopharma 15.78 0,137727 |0,165272
& it (AR .z_m»:<_u3aamo_o= il v
HO2AB04  |Methylprednisolone 290000|mg 40 mg ~ |6barapua  |Sopharma 40 - |0,077083 |0,092500
Codapma
AL, Methylprednisolon
HO2ABO4 Methylprednisolone napeHTepanHa 3100{mg 6,31 mg Bbarapua Sopharma 6.31 0,268753 |0,322504
Zmﬂs‘.\_n_‘ma:_mo_o:
Sopharma 16.31 0,268753 |0,322504




