A10I'0BOP
3A JOCTABKA HA JIEKAPCTBEHHU NPOJIYKTH

“YHUBEPCHTETCKA MHOI'ONPO®NJIHA BOJIHULIA 3A AKTHUBHO
JEYEHUE - BYPI'AC™ AJl, EMK 102274111, cbe ceaiuiie 1 aapec Ha ynpasieHue: rp.
byprac. oyi. “Credan Ctambonor™ No73. npecTaBiasiBaHO OT H3NBIHUTEIHHS JMPEKTOP 1 —
p boiiko ['coprues Mupasuuiicku u ri1. cuetoBouten — Aun Mpanosa Bhusaposa. napnuano
no-noay 3a kparkoeT HWIEHEBHO 3ABE/IEHUE — Bb3JIOKUTEJ o1 eia crpana

i

wPAPKOJI” A/l. EMK 102227154, cenanuiue u ajapec Ha ynpasienue: rp. byprac. vi."Can
Credano” No 28, npeacrasnsBano ot Tans Munuesa Munuesa — baszoresa — Msnwanntenen
ampexrop u I'eopru Ilerko basores — Ipeacenaren na CJ1. napuuano no-10iy 3a Kparkoct
wASITBJIHUTEJ ot apyra crpana.

Ha ocnosanue wi. 112 ot 3akona 3a obuiecrenute nopbuku (3011). BbB Bpb3Ka ¢ npose/ieH
BLTPCHICH KOHKYPEHTEH u30op/aonbinera odepra no Pamkoso cropazymenne No PJ1-11-35
o1 28.01.2021 r. ce cKIIOYH HACTOSIINS J0rOBOP 3a CIEJHOTO!

I. MIPEAMET U CPOK HA JOI'OBOPA

Y. 1 (1) JJEYEBHO 3ABEJIEHUE — Bb3JIOKUTEJ shanara. a U3MbJIHUTEJISIT
Ce 3a/b/IKABA J1a U3BBPLIM JI0OCTABKA HA CACJIHHTE JIEKapPCTBEHH MTPOAYKTH:

Obocobena nozumms Ne | ) -
AHaromo- MezxayHapoaso Hauun Ha | Msipka Koimuecrso
TepaneBTHYEH KO/ | HEHATeHTHO HPHJIOKEHHEe /mg,
IATC-ron/ Haumenopanue /INN/ tabl., ml.
u ap./
CO3AA03 Hydrochlorothiazide nepopaJjiHa mg 15000
B TBBP/1A o -
CO3DAO1 Spironolactone nepopasiHa mg 510000
TBLP/AA
CO7ABO2 Metoprolol nepopajiHa mg 105000
TBBP/1A
CO7TABO7 Bisoprolol nepopasiHa mg 52500
TBBP/A
' CO7ABI2 Nebivolol nepopaHa mg 6750
" TBBHP/A | -
CO8CAO1 Amlodipine nepopaHa mg 9750
TBBP/IA |
CO9AA03 Lisinopril nepopasina mg 30000
. TBBPIA




(2) JloropopbT BiM3a B CHJIA OT JIaTaTa HA MOUTHCBAHETO MY OT JIBETE CTPAHH H € ChC CPOK
n0.31.12.2021 r.

II. HEHH ¥ OBLUIA CTOHHOCT HA JIOCTABKHMTE 10 JJOIOBOPA

Ya. 2. (1) Ilenara Ha cTOKMTE 1O Wil € CBIJIACHO WEHOBO NpPEUIOKECHHEC Ha
M3ITHJIHUTEJISL, nepasaenna vact ot JIoroBopa.

(2) llenara BKjouYBa CTOHHOCTTA Ha CTOKATa, ONAKOBKA. 3aCTPAXOBKA W TPAHCIOPT 10
JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKUTEJL 1py MuHuMaieH Cpok Ha TOJAHOCT He
no-kparsbk o1 40 Y o1 00SBEHHUS OT MPOU3BOMTEINS 38 JTEKAPCTBEHUTE MPOIYKTH WM HE 110~
kparbk 0T 20 % o1 00sBeHHS OT MPOH3BOAUTENS 3a OMONPOAYKTUTE WIH OMONOJI00HHTE
HPOAYKTH. MUHUMAIHUST CPOK HA TOHOCT €€ ONPEEis KbM JaTara Ha BCAKA J0CTABKA HA
JCKAPCTBEH MPOJIYKT,

(3) OGmara croifnocTt Ha JOCTABKHTE MO JOroBopa ¢ 1o 2 206.86 (1Be XHIIs/H ABECTa 1 HICCT
110 M ocemieceT M HiecT ctotHu) Jesa Oe3z Bkmoven JUIC w g0 2 647.20 (e Xuiis/au
HICCTCTOTHH YCTHPHMCHT U CEJIeM LSO LSLU10 U /IBajieceT ¢TOTHM) JieBa ¢ Bknouen JIJ1C.

(4) Ilenata no noroBopa e (puKcHpaHa. He MOUICKH HA NPOMSHA 3a CpoKa Ha JICHCTBHC Ha
JIOTOBOpA. ocBeH B cayvaute Ha 116 ot 3011

(5) B cayuaii. ye npe3 BpeMeTro Ha JACiCTBHE HA CHOTBETHHUS JOTOBOP CTOHHOCTTA. KOATO
cae/Ba Jla ce 3amama ¢ nmyOauuHM CpesIcTBA Ha JICKAPCTBEHH MPOAYKTH oT llo3uTHBHMs
JEKAPCTBEH CHUCHK CTAHE MO-HUCKA OT JIOFOBOPEHATA, JIUEOHOTO 3aBEICHHE — Bb3IOKHTE
De3VCI0BHO 3aniaia JeKapeTBEHUTE MPOAYKTH HA NO-HHUCKATa CTOMHOCT, CHUTAHO OT!

- Jarata Ha BIM3aHe B CHJIA HA pelleHreTo Ha HaumoHalHus cbhBET 10 LEeHH W
penmOypeHpane Ha siekapersennTe npoayktu ( HCLIPJIIT):

- jarara Ha aktyanuzanusta Ha [lo3uTuBHus JekapeTBEH CIUCHK Mo pejta Ha yil. 37.
an. 1 or Hapendara 3a ycioBusrta, npaBuiata M pela 3a peryjupaHe v perncrpupaie Ha
ueHure na Jjekapersenute npoaykrn (HYITIPPPLUIN) 3a nexaperBeHnTe npojaykrmin ¢
HAMAICHA CTOHHOCT 3a ONAaKOBKa, M3YHCIeHa Ha 0a3a pe)epeHTHA CTOHHOCT.

B cayuaute no npeaxoiaHoTo M3peyeHue, CTOHOCTTa ce onpeiessi KbM MOMCHTA Ha
JIOCTaBKaTa (NMOANMMCBAHE HA MPHEMO-TIPE/IaBaTEe IeH IIPOTOKOIN).

HI. YCJOBHUS U HAYHWH HA TVIAIMAHE

Y. 3 (1) llnamanero no HACTOSIMS JIOIOBOP €€ OCBLINECTBSBA 4pe3 OAHKOB MPeBO/L OT
c¢rpana va JEYEBHO 3ABEJIEHUE — Bb3JIOKUTEJ no nocouenara B wi. 15, ain. 3
Oankosa cmerka na U3IMMBJIHUTEJS.
(2) 3amnamaHero Ha CTOKHTE [0 J0roBOpa ¢¢ M3BBPUIBA OTIOKEHO B Cpok o 60
/ectTaeceTHst/ JICH. ¢lie/l Pe/ICTaBsiHE Ha CIIE/IHUTC JJOKYMEHTH:

1. Jlocrasna (axTypa, cherasena cbriacto wancksanusta Ha 3JJ1C u TTT3JUIC:

2. llpuemarenHo-npeaaBaTesiiu MpoOTOKOIIN:

(3) B cayuail. ye nocodeHuTe B uil. 3. all. 2 JOKYMEHTH ca HEpPeIOBHH MM He ca
koMmriektoBanu, coire ce Bpbinat Ha U3ITbJIHUTEJIS ¢ npuemarenno — npeiasareict
MPOTOKOJ 3a u3npassiHe Ha HepeanocTute. CpokbT 10 4.3, al. 2. 3an04Ba jia Teue 0T jarara
Ha NPE/ICTABIHCTO HA MOCICAHUS H3HCKYEM CE JIOKYMEHT.

(4) Ilpu daxTyprpaHe Ha 3asgBEHHTE KOJIMYECTBA JCKAPCTBEHH MPOJAYKTH. 110 BCIKA OT/1C/IHA
3a5BKA. 1leHATA Ha ONAKOBKAa He Cje/Ba Jja HajaBuiuasa onpeaeneHara B llosurushins




feKaperaen cnuebk- Hpunoxenne Ne 2. pehepentha CTOHHOCT HA ONAKOBKA 34 CHOTBCTHIIS
JeKapeTBeH npojayKT. B enyuail Ha u3uMcasBaHe HA CTOHHOCT MO-BHCOKA OT pedepeHTHaTA
CTOMHOCT Ha ONAKOBKA 3a ChOTBETHHS JICKAPCTBEH MPOJAYKT, CTOHHOCTTA C¢ HaMalspa M
lanlaia 10 CTOHHOCTTA Ha ONAkoBKa onpeieieHa B [lozuTusHus JIEKAPCTBEH CHHCbHK-
[punoxenue No 2,

IV. CPOK HA TOCTABSIHE

Y. 4 (1) JEYEBHOTO 3ABEJIEHUE — Bb3JIOXKUTEJ 3assssa HEOOXOIMMHTE MY
Koamdecrsa ¢ niemena sagska 10 M3ITbJIHUTEJISL. 3asskarta ce Bpbusa juuno cpeiy
nofmue na UBIMMBJHUTEJS win ynbanOMOLICHO OT Hero Jaume WiH ce H3npauma ¢
MPENOPBLYAHO IUCMO ¢ OOpaTHA Pa3UCKa, 10 (aKC HIH 110 NEKTPOHEH ITbT.

(2) Beska otaenna gocraska, cieisa ja Obie 10CTaBena B CPOK 10 7 KajleHAapHH JIHH ¢lien
noayvapane Ha sasskara ot JJEUEBHOTO 3ABEJIEHHUE — BB3JOXKHUTEJ u 3a
KOJAHUECTBATA W ONAKOBKHTE (CHOOPA3HO KOHKPETHHTE JIEKAPCTBEHHU POYKTH. HOCOUCHH B
TCXHHHECKOTO NPEIOAKCHHE HA U3ITBIHUTE/IS). TOUHO ONpe/ieneHn B 3asaBkara. B ciyuaii. ue
CC HpaBH IMbpBa JIOCTABKA OT J@leHa MapTHaa Ha JIEKApCTBEH MPOAYKT, C¢ HPeICTans
Cepridukar 3a ocsobokaaBaHe Ha NApTHAATA. W3AAIEH OT KBATHPHLUMPAHO JMIE 10
3JITTXM Ha enekTpoHeH HOCHTEN WM 110 EAeKTPOHEH BT Ha CJICKTPOHHATA MO11A. HOCOUCHA
RATO @jipec 3a KOPECHOHJCHLMSL. MPHIPYIKEH C NPEBOJ Ha OBLATApCKH €3uK 0T (hupma.
CKIOUNIIA JI0roBOp ¢ MUHHCTEPCTBO Ha BLHUIHUTE PabOTH 3a MU3BLPLIBAHE HA OQHIHAIHH
npesou. M30poeHnTe 10KYMEHTH ce MpEJICTaBIT B ChOTBETHOTO 3BEHO, ONPEICICHO OT
JIeUeDHOTO 3aBe/icHne — Bh3okuTeN. [Ipn cieiBaim 10CTaBKy Ha JeKapcTBeHN MPOJAYKTH OT
ChlllaTa napTHia. CepTHHHUKATBT HE ce Npe/CcTaBs.

(3) B cayuait na neobxoanmoct ot cnewna jocragka. JEUEBHOTO 3ABEJEHUE —
Bb3JIOKUTEJ nocousa m3pnuno B 3asBkata. e ¢ HEOOXOMMMO Ja Obje W3BBLpIICHA
crieniHa Jjlocraska. B rosu cnyuaif. nocraskata criesisa ja Obae M3BbpmieHa o 6 uaca o1
MOJIyuaBaHe Ha 3asBKaTa M 3@ KOJMYECTBATA M ONAKOBKHTE (ChOOPa3sHO KOHKpPETHHTE
JEKAPCTBCHH MTPOJIYKTH. MOCOYEHH B TEXHHYECKOTO MPEUIOKEHHUE HA H3MBIHUTENS ). TOUHO
Olpesie/ieHH B 3asBKaTa.

(4) UBITBJIHUTEJISIT ce 3anbmkasa. B ¢pok 10 | paGoTen aeH, B ciydauTe 110 ait. 2 1 B
CpoK 110 1 wac. B ciayyaute Ha il 3, e/l NOJYYABAHETO HA BCAKA 3afBKA JIa YBEIOMI
nueveno nin no ¢pake JEYEBHOTO 3ABEJEHUE — Bb3JIOKHUTEJ B cayuaii ue He
MOKE JIa M3BLPLIH JIOCTABKA HIIM B CIIyHail. 4e HE MOXKE J1a CNa3H CPOKBT 3a W3BLPIIBAHE HA
JIOCTABKATA. PE/IMET Ha KOHKPETHATA 3asBKa.

(5) Kbm jarata na Besgka 10CTaBKA. OCTATBYHMST CPOK HA FOAHOCT HA JCKAPCTBEHHTE
MPOJYKTH. clienBa na Obe He no-mainbk o1 40 % /uernpuaecer na ¢ro/ or odsiBeHus o1
MPOH3BOJIMTETA.

(6) Kbm Jiatata Ha BCAKA JIOCTaBKAa OCTATBLYHMST CPOK HA TFOAHOCT HA OMONPOJYKT HIIH
OMonoao0eH NpoAYKT. cieaBa Ja Oble He no-manbk ot 20 % /aBaxecer Ha cro/ or
OOSIBEHUSE OT NPOU3BOUTENIS.

(7) 3a koanuecTBa JOCTABEHH U3BBH 3asiBKaTa 110 wi. 4, an. 1. JEYEBHOTO 3ABE/JAEHUE
= BB3JIOKHUTEJ uama saasmkenue 3a niamanie.

(8) B cayuante no wi. 10, an. 7 o1 A0roBopa. cpoxbT 110 ajik. 2 1 3 3anoupa ja Teue o1 jarara
Ha nucmenoro curiacue Ha JEHEBHOTO 3ABEJIEHUE - BB3JTOKUTEJL.

V. MSICTO HA 1OCTABSIHE




Hor. 5. (1) 3a MACTO Ha j10CTaBsiHE HA CTOKHTE 110 TO3M JOTOBOP €€ ONpEJIeNIs CleIHNs a/Ipec:
p. byprac. oy:1. .Credan Ctambosi08™ Ne 73, Gosnnnuna anreka.
(2) Puckbr OT CciyuyaiiHOTO MOTHBaHE HIM NMOBPEKIAHE HA CTOKHUTE MNPEMHHABA BLPXY
JEYEBHOTO 3ABEJEHUE — Bb3JIOKUTEJl or MoMeHTa Ha NpHEMAHETO MM HA
MSACTOTO HA JOCTABAHE C IPUEMATEIHO-TIPeaBaTe/IeH MPOTOKOI.

VI. JATA HA TOCTABSHE HA CTOKHUTE

Yo 6. 3a nara na Jl0cTaBsiHE €€ CHMTA JlaTaTa. HA KOATO CTOKMTE ca JIOCTaBEeHH J10 ajpeca
MocoyeH B Wi 3, ail. 1, npu ycinosusra va ui. 9. an. 2

VI . BAABJIZKEHWUSI HA U3ITBJIHUTEJIS

Yo 7. UBITBJIHUTEJIAT ce 3anbinkasa:

. Jla jocraBH CTOKHTE B JOroBOpeHMs cpok W jga ru npenane Ha JIEHEBHOTO
3ABEJIEHHUE - BB3JIOYKUTEJL

2. Jla npejajse CTOKMTE. NAKETHMpaHW W MapKHpaHW B CBOTBETHHS BH/. KOJMUCCTBO N
KauecTBO Ha MSICTOTO HA JIOCTABSHE.

3. lpu noanucBaneTo Ha JOTOBOPA J1a NPe/ICTaBU:

a) rokymenTu 1o wi. 112, an. 1 or 3011

0) rapanums 3a W3MbIIHEHHE, B eJHa oT opmuTe. onpeneneHu B ui. 111, an. 5 or 30l1L cbe
CPOK Ha BajuaHocT 60 JIHU Cliel H3THYAHE CPOKA Ha JI0rOBOPA. KOATO ¢ 0CBODOIMKIaBA B CPOK
110 60 JiHK e/l M3NbAHEHHE Ha JoroBopa. B ciyyaii, ue BaauHOCTTa HA rapaHiuaTa H3THia
npean jorosopa aa ovae n3nbided, USITbJIHUTEJISAT ce 3anbikasa 1a yabikH ¢poka Ha
BATMHOCT Ha FapaHiluaTa ¢ TOJIKOBA JIHH, TaKa Y€ rapaHuusaTa ja NoKpHBa ovakBaHus cpok
3a W3MbJiHeHue Ha jorosopa mioc 60 anu. Napanunsara e B pasmep Ha 3% o1 croiinocrra
na jgorosopa 6e3 JULC u Bu3am3a na 66,21 nesa.

(4) Jla nocraBg JIEKapCeTBEHH TPOJIYKTH. KOMTO OTroBapsiT Ha M3MCKBAHUATA Ha 3akoHa 3a
JICKAPCTBEHUTE NPOJAYKTH B XymanHata mejauuuna (3JIITXM) — na npurexasar sannano
paspelieHue 3a ynorpeda B cTpanara. uzaaaeHo no peaa Ha 3JITIXM uim Persament (EO) No
726/ 2004 r. na Esponeiickus napaament 1 Cbsera /ui. 23, an.l na 3JITIXM/.

(5) Jla nocraBs eKapeTBEHH MPOJAYKTH. KOWTO ca BkmoueHu B [lpunomenne No 2 na
[To3HTHBHMS JICKAPCTBEH CITHCBK.

(6) B cnyuaii. ye ce npasu nmbpBa J0CTaBKa 110 J1aJCHa NapTHAA Ha JEKAPCTBEH MPOAYKT. J1a
npeacrass Cepruduiar 3a 0cBOOOKIABAHE HA MAPTHIATA, M3/1aJIeH OT KBaIU(UILMPAHO JIHILe
no 3JITXM na €JeKTpOHEH HOCHTEN WM 110 CJEKTPOHEH MbT Ha EICKTPOHHATA MO,
[OCOUEHA KATO aipec 3a KOPECNOHJACHUMS, NMPHIPYKEH C MpeBoji Ha OLArapckH ¢3nk or
(Gupma. ckimounia J1I0oroBop ¢ MHHHCTEPCTBO HA BLHIIHUTE padOTH 3a W3BLpIIBAHC Ha
O(HIMAIHN TPEBO/IH.

VI 3AJIBJIKEHWSI HA JIEYEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJI

Yia. 8. JEYEBHOTO 3ABEJAEHHUE — Bb3JIOKUTEJI ce 3anbixkasa:

1. Jla npueme J10CTaBeHHTE B CPOK U HA MICTO CTOKH. CbOTBETCTBALUM MO BHJI. KOIHUCCTBO U
KaueCcTRO Ha OMHCAHOTO B HACTOAIIHS OTOBOP.

2. Jla sanatv JOCTaBEHUTE CTOKH M0 Pela Ha Hi. 3 OT HACTOSALLMS JJOrOBOP.




3. Cnen [MPHKITHOYBAHE H3MBIIHEHHUETO HA J0IroBOpa Jla 0CBOOO/ 11 rapaHuusaTa 3a H3IbJIHCHHC.
0e3 1a JULIKH JTHXBH 3a CpoOKa, npes KOHTO Cpe/ICTBATA 3aKOHHO €a NMPeCTOSIH V HETO,

IX. MIPUEMAHE U IIPEJIABAHE HA CTOKUTE

Y. 9. (1) HpremaHeTo Ha CTOKMTE ce U3BBLPILIBA HA MSICTOTO HA JOCTABAHE MOCOUCHO B L. 3.
an. 1.

(2) UBITBJIHUTEJIAT uau ynbaHOMOUIEH OT HEro MpEACTaBHTEN M MPCJACTABHTC Ha
JEYHEBHOTO 3ABEJAEHHUE - Bb3JIOKUTEJI noanuesar npuematelIHo-npeiapare.ieH
NPOTOKOJ. ¥10CTOBEPSBALLL TOJYUYABAHETO HA CTOKHTE.

X. KAYHECTBO, 'APAHIIUU H CPOK HA N'O/IHOCT

Ya. 10. (1) Croxkure. npeaMer Ha HACTOSUIMS JOTOBOp. CJEIBa Jla OTroBapst Ha
M3UCKBaHMUATA HA Ul 7. ai. 4 u 5.
(2) Kbm jarara Ha JlocTaBKaTa, OCTAaThUYHHAT CPOK HA FOAHOCT HA JIEKAPCTBEHHTE MPOJLY KTH.
creasa jga Objae He no—manbk ot 40 % /uerupuaecer Ha cTo/ OT 00SBCHUS OT
MPOH3BOMTES.
(3) B ciyuait Ha 10ctaBka Ha JIEKapCTBEHUS MPOJIYKT € [0 — KPaThK OT J0TOBOPEHHSI CPOK HA
FOHOCT. JAbJZKMMATA HeycTolKa na Obae npoMeHeHa. KakTo clie/Ba:

o1 39.99% 10 30% - 3 % BBLPXY CTOIHOCTTA Ha JIOCTABKATA;

o1 29.99% 510 20% - 5 % BBPXY CTOHHOCTTA HA JIOCTABKATA:

o1 19.99% 10 10% - 7 % BbpPXY CTOHHOCTTA HA JOCTABKATA:

noji 10% - 10 % BbpXy CTOIHOCTTA Ha /I0CTABKaTa.
(4) OcTaTbunngaT CpOK HA FOAHOCT HAa OHONPOAYKT /OHOMO00eH NPOIYKT, Cle/iBa Ja Ob/le
He no-mansk or 20 % /naBajecet Ha cTo/ OT OOsBEHUS OT MPONZBOAMTENS KbM jatara Ha
BCSIKA J10CTABKA.
(5) B cuyuaii na jioctaBka Ha OMonpoaykt/0nononodeH MnpoaykT ¢ Mo — KparbKk OT
JIOTOBOPEHUS CPOK Ha FOJIHOCT, JIbJIZKUMATA HEYCTOIHKa € KakTo cie/Ba:

ot 19.99% 110 10% - 2 % BBPXY CTOHHOCTTA Ha JlOCTaBKaTa;

oT 9.99% 10 5 % - 4 % BbpPXY CTOHHOCTTA HA JOCTABKATa:

1101 5% - 6 % BbpPXY CTOHHOCTTA HA J0CTABKaTA.
(6) JEYEBHOTO 3ABEJAEHUE — BB3JIOKHUTEJL moke 1a oTKake MpHEMAHCTO Ha
CTOKHMTE. KO B JICHS HA TAXHOTO MPUCTHTAHE HIIH MPHEMaHe OCTAThUYHHA CPOK HA MOJIHOCT €
10 — MaIbK OT onpesiesenus B un. 10, an. 2. u an. 4 MUHMMAJICH CPOK HA IOJAHOCT.
(7) JlocTaBkata Ha JEKapCTBEH MPOJYKT € OCTATHUYEH CPOK HA FOAHOCT No-Mainbk o1 10 Ha ¢1o
OT O0SIBEHUS OT NPOU3BOANTENS W Ha OHONPO/yKT/OHONOI00EH NMPOJAYKT € OCTATHUYCH CPOK
Ha TOJHOCT I0-MallbK OT 5 Ha €TO OT O00sBEHHSt OT MPOM3BOAMUTENS CE M3BBLPLIBA Camo ¢
memeno ebrtacue Ha JEYHEBHOTO 3ABEJAEHHUE — BB3JIOKHUTEJ 3a koukpetho
KOJMUCCTBO. ofpesereHo ot Hero. be3 m3puuno nuemeno cbriacue na JIEMEBHOTO
3ABEJEHUE — BB3JIOKUTEJI crokuTe HaMa jAa ObaT 3arjiauanH.
(8) Mckamero 3a NMMCMEHO ChIJIACHE. B ClyyauTe Ha aja. 7. clieaBa jia 1ocTbin B
JEYEBHOTO 3ABEJAEHUE — BB3JOKHUTEJ B cpok g0 1 (eaun) padoren Jen ot
MOJYYaBaHE Ha 3asBKaTa.
(9) B cniyuanTe Ha CretiHy JI0CTABKH MOCOUCHNTE B al. 3 M al. 5 HEYCTOHKH HE ce npuarar.

X1. OTTOBOPHOCT 3A HETOYHO U3ITbJIHEHHE. PEKJIAMALWH




Yoo 11, (1) JJEMEBHOTO 3ABEJIEHHE - BB3JIOKHUTEJ moxe na npespspa
pekiamaniu npei H3IMTbJIHUTEJSA sa:

a) KOJIHYCCTBO M HEKOMIUIEKTHOCT Ha CTOKMTE WM TeXHHYECKATa JIOKYMCHTAIMA (SBHH
HEJI0CTATBIM):

0) KaueCTBO (CKPUTH HEOCTATBIH ):

- IPH JIOCTABAHE HA CTOKH HE OT JIOrOBOPEHHSt BH/L. NOCOUEH B 4. 1:

- [IPH KOHCTaTHpaHe Ha JeeKTH npu yrnorpeda Ha CTOKHUTE.

(2) Pexknamanmu 3a 4BHM HEAOCTAThlM Ha crokute ce npasat ot JIEYHEBHOTO
SBABEJEHUE — BB3JIOKHUTEJL B MOoMeHTa Ha NMPEAABAHETO MM, 3a KOCTO CC CLCTABS
MPOTOKOJL. HOUTHCAH W OT JIBETE CTPaHH.

(3) Pexiamanmnu 3a CKPHTH HEIOCTAThUM Ce MPABIT MPE3 LEAHS CPOK HA TOAHOCT Ha
JIOCTABEHHUTE CTOKHM. KATO peKiaMallMsTa ce MpPUPYIKaBa 3aIbDKHTEIHO OT KOHCTATHBEH
HPOTOKOJL. u3aaien oT M3nmbiHuTeIHaTA areHIns 3a JeKapeTsara.

(4) JIEHEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJl ¢ ibkHO 1a YBEAOMH [THCMEHO
N3ITbJIHUTEJIS 3a ycranosenute jedextn B 5 (MeT) JAHEBEH CPOK OT KOHCTATHPAHETO
MM.

(5) B pexnaMaiuuTe ce nocouBa HOMEPHT Ha JIOrOBOPa, TOUHOTO KOJHYECTBO HA MOJYUCHITE
CTOKM € TEeXHHS 11aPTHJEH HOMEP, OCHOBAHHUETO 3a PeKJaMalHsd H KOHKPETHOTO HCKaHe Ha
JEYHEBHOTO 3ABEJIEHUE - BH3JIOKUTEJL

(6) B 5 (niet) nnesen cpok ot nonyuanane Ha pekiaaManusta. U3IMTBJIHUTEJST cnensa na
orroopr Ha JIJEHEBHOTO 3ABEJAEHHE — BbB3JIOKUTEJ nucmeHo w KOHKPETHO
JaTH TpHeMa PeKIaMaluaTa HiH s OTXBbPIId.

(7) Hpu pexnamauns 3a ssuu nepocrarsiud UBIMTbBJIHUTEJAT e maabxken B cpok or 2
padoTHH JHKM OT MoJiyyaBaHe Ha pekiiaMalusTa 3a CBOS CMETKa M PUCK Jla JlocTash Ha
MSCTOTO Ha JIOCTABSIHE KOJHYECTBOTO JIMIICBALIM B JIOCTABKATA / HEKOMIUIEKTHH JIOTOBOPEHH
CTOKH.

(8) llpu pexiamanms 3a ckputd Henoctarbid. B ciayyail ye UBIMMBJHUTEJSAT ¢ npuen
peKAamMaluaTa. ChlMAT € JUrbKeH B 10 (1eceT) JHEBEH CPOK OT MOJyUyaBaHeTo i J1a 3aMCeHH
JAOCTABCHUTE HEJAOrOBOPEHU MO BHA / Je(EKTHH CTOKM 3a CBOS CMETKa M PHCK WIN 110
npenenka va JEYUEBHOTO 3ABEJAEHHE — BbB3JIOKHUTEJ na BbpHe ¢bOoTBETHATA
YaCT OT 3aniareHara 1eHa, BEJHO C JIbIIKHUMUTE JIHXBH.

(9) M300pbT Ha MOCOMEHHUTE TMO-rOpe BBH3MOKHOCTH Jla €€ BBPHE CBOTBETHATA 4acT OT
MJATEHOTO WK j1a ce jJoctaBsat Hosu ctoku npunauiexku Ha JEYEBHOTO 3ABE/JIEHUE
— BB3JOKHUTEJI u ce ynpaxussa oT HEro rnoj (opmara Ha MHCMEHO YBEJIOMICHHE J10
HU3ITBJIHUTEJISA. kato pa3xoiaMTe U pHCKOBETE MO HOBOTO JIOCTaBSHE €a 3a CMETKA Ha
WU3ITbJIHUTEJIS.

(10) Crokure. npeamer Ha pexiamaius ce ewxpangsar o1 JEHEBHOTO 3ABEJIEHHE —
Bb3JIOJKHUTEJI j10 ypekiaaHe Ha pekiamMatuuTe.

XII. OTTOBOPHOCT NNPH HEU3ITBJIHEHHUE

Yo 12. (1) 3a HensnbliHEeHUe HA 3aBJKEHHUSITA CH M0 HACTOSLILHS JIOFOBOP € W3KIIIOUYCHIC Ha
tesn no un. 10, an. 2 v an. 4. ASITBJIHUTEJAT nwiokn veycroiika B pasmep Ha 0.5 % na
JICH BLPXY CTOHHOCTTA Ha KOHKpeTHaTa 3aseka. Ho He noseue ot 10 % (necer npouenra) ot
CTOMHOCTTA HA KOHKPETHATA 3aBKA. KAKTO M O0C3IETEHHE 3a MPETHPIEHUTE JICHCTBUTCIIHNI
BPE/IHM B ClIyuanTe, KOraro Te HaJXBbPIAT A0ropopeHara Heycroiika. B ciayuaunre o i 4. ai.
3. nocoueHata B NPEAXOJAHOTO H3pedeHne Heycroiika B pazmep Ha 0.5 % ce naumcisba 3a
BCCKH 4ac npocpoude. HO He noseue ot 10 % (necer npoueHra) or CroiHOCTTA Ha



KOHKPETHATA 3aBKA. KAKTO M OOE3UICTCHHE 3a NpeThprieHute AeHCTBUTENHI Bpein B
CAYUAHTE. KOTaTO T¢ HAXBBPIIST JIOTOBOPEHATA HEYCTONKA.

(2) Koraro npn nannuse na pexnamatnn, U3IMTbJHUTEJST te wambinn 3a/IbIIKCHUSATA
CH 1o pasien Xl OT HacTOAMS J0TOBOP B CPOK. ChUMAT 1baku Ha JEUYEBHOTO
SABEAEHHE- BB3JIOKUTEJ Heycroiika s pasmep Ha 2 % OT ueHata Ha CTOKHTC. 3a
KOWTO Ca HAaNPABEHH peKIaMalluuTe.

(3) JEYEBHOTO 3ABEJAEHHE - Bb3JIOKUTEJ VAOBJIETBOPSIBA TNPETCHIIMUTE CH
OTHOCHO HCH3ITLIHCHHETO HA JI0rOBOPa. KaKTO M 3a 3alljlalliaHe Ha HEYCTOHKHTE OT CTpaHa Ha
M3ITHJIHUTEJIS kato 3anbpska rapaHisita 3a H3nbiHeHne 1mo wi. 7. at. 3. OykBa =0 or
AOTOBOPA. KATO NpenpuemMa AeHCTBUS 3a HEeliHOTO yeBosiBade. B ciyuaii. ue croiinoctrta na
FAPARIAATA 32 H3ITBAHCHUE HE MOKPHBA BCHUKH Jb/KHMH oT UBITBJIHUTEJIS neyeroiikn.
JEYHEBHOTO 3ABEJAEHUE - BB3JIOKUTEN MPHUXBAIIA  JILIKHMHTE CYMH 01
Hacpeuttn naamanus kem U3IMbJIHUTEJISL.

(4) llpu 1pu nbru BunosHa 3abasa na W3NbJIHUTEJISL NMPOABIKHIA ¢ TI0OBEYe OT
HONOBMHATA OT CPOKA 3a M3MBJIHCHHEC HA CHOTBETHOTO 3abJ/UKEHHE. B PaMKHTe Ha Tpi
vecena JIEYEBHOTO 3ABEJIEHHME — BB3JIOKHTEJ uma npaso ja npekparu
J0roBOpa eIHOCTPAHHO ¢ | 3-IHEBHO MpPEeANH3BECTHE.

(5) JIEYEBHOTO 3ABEAEHUE - BbB3JIOKUTEJ uma Mpago Jla  HpeKpaTH
CAHOCTPAHHO ¥ O€3 NPEIH3BECTHE HACTOSILINS I0TOBOP B CAyuail HA CHCTEMHO HETOYHO
wibamenne - Ha saanmokenusta ot U3ITBJIHUTEJIA u npeassenu noseue o1 1pu
perkramanin - B pamkute Ha  Tpu mecena ot JIEHEBHOTO 3ABEJEHUE -
Bb3JTOKUTEJI nio pena na raasa X1,

(6) B cayuaii, 4e no ornowmenne va U3MTBJIHUTEJISL HacThust obcTosTencTBATa M0 i,
54 an. 1. wmoun 550 an. 1 or 3akona 3a obGuiectBenute nopvuku., JJEYEBHOTO
SABEJIEHHUE- BB3JOXHUTEJl uma npaso ja npekpar eIHOCTPAHHO HACTOALILIS
JIOroBop. 0e3 MUCMEHO Mpen3BecTHe 1 63 J1a IbIKH HEeYCTOMKH.

XL ®OPCMAKOPHH OBCTOSTEJICTBA

Y 13 (1) Crpanunre no HacTOAMS IOTOBOP HE JILIKAT 00€3LIETEHHE 3a MOHECCHH BPEIL i
3d I"}’ﬁ]{. AKO HMOCHCHUTE ca MPHYUHCHH B pe3yiTar Ha HEHPEeOa0JINMa cHila.

(2) Ako cTpanata. KOATO € CNEABANO JIa H3IILIHH CBOE 3albIKEHHE 110 JI0rOBOpa ¢ OMJa B
sadaBa. T HE MOIKE J1d ¢ Mo30BaBa Ha HENpCo 0/ IHMa CHIIA.

(3) “Henpeosonuma cuna”™ no CMHCBIA HA TO3M JIOTOBOP € HENPEABHIACHO  1/HiH
HEHPCIOTBPATHMO CLOUTHE OT H3BBHPE/JICH XApaKTep. BB3IHHKHAIO CJIC)I CKIIOMBAHCTO Ha
JIOrOBOpA.

(4) Crpanara, 3acernara OT HENPEOJIOJAMMA CHIIA, € JUTBKHA 14 MPEANPHEME BCHUKH ICHiCTEHS
¢ IrpKata Ha 100bP CTONAHMH. 33 Jla HAMAIK 10 MHHHMYM [OHECCHHTE BPEAN M 3aryO.
KAKTO W Jla YBCJIOMH [IHMCMEHO Jpyrara crpana B ?-,-'_IHL‘BCI-] CPOK OT HacThIIBAHCTO Ha
HCIPCoJJoJIHMaTa CHa. ”p}! HEVBCIOMSBAHC B 11OCOYCHHS B HPCAXOAHOTO H3PCHUCHHC CPOK
CC JILJKH O0E3IETEeHME 34 HACTBIMIIHTE OT TOBA BpCIH. I—Ieupeouomma‘ra CHJIA ce¢ J10oKa3Ba
OT 3acerHarara crpaHa cbe CC['JTH(I)I']KEI'[' 34 (IJO]’)CMQ}I\'OP. H3JaJCH O CBOTBETHUA pe/l OT
KOMIICTCHTHHSA OPrdal B IbPKaBaTd, B KOATO ¢a HACTLITHIIN {;KTIDCMEIH(OPHHTC obcTosiTencrea.
(5) Jlokaro Tpae HENpeojonMMATA CHIIA. M3ITHIHEHUETO HA 3AIBIDKEHUATA M CBLP3AHNTE ¢
TAX HACPELIHH 3a1b/IKEHHS e criupa.

(6) He npencrapngsa “HenpeojonnmMa cuia” chOMTHE. NPUUMHEHO 110 HEOPEIKHOCT WK upes
VMULIJICHO JCHCTBHE HA HAKOS OT CTPAHHMTE HIIM TEXHH NMPEACTABHTENH W/MIN CAYKUTEIN.
Kakto # HejpoctHra Ha napuunn cpeicrsa wa H3INBJIHUTEJIA uw JIEYEBHOTO
3ABEJEHHE - Bb3JIOXKHUTEJL




XIV. CTIOPOBE

Y14, (1) Bb3nukHanute npe3 BpeMeTpaeHeTo Ha J0roBOpa CHOPOBE M Pa3HOIIACHS MEIKILY
CTPAHHTEC C¢ peulaBar 4Ype3 IMPEeroBOpH MEIKIAY TAX. [TocTurnarure JOroBopcHocTH  CC
odopmaT B nucMena (popma u ce npeBphHIaT B HEPa3IeHa YacT OT J0r0BOpa.

(2) B cayuaii Ha HermocTHraHe Ha JOTOBOPEHOCT MO MPEAXOJAHHS WIEH, BCHUKH CHOPOBC.
NOPOJICHHM OT TO3K JIOFOBOP WM OTHACSILH €€ J10 HEro, BKIIOYHTEIHO CHOPOBETE. NOPO/ICHH
OT HIH OTHACALLH €€ J0 HEroBOTO ThJIKYBAHE. HEACHCTBUTE/IHOCT, HEH3MbIHCHHE HIIH
lpeKkpaTsaBae nie ObJar paspemasany cnopeil ObLJArapckHTe MaTepHAIHH W POLECYaTHH
3AKOHH OT KOMITETEHTHUS ¢bJ1 110 peaa Ha | TIK.

XV. CbOBUIEHUS

Y. 15. (1) Benuxku cboOUIGHHS MEKILY CTPAHUTE. CBBP3AHH € M3MBJIHEHHETO Ha TO3M
JOTOBOP €A BaJMJIHK, aKO ca HampaseHn B nuceMeHa ¢GopMa H ca NojuiMcaiy o
vibinomoumenure  npejacrasutens  Ha  M3IBJHUTEJAA  unn JIEYEBHOTO
3ABEJIEHHE — BB3JIOJKUTEJL

(2) 3a aara Ha CLODIICHHETO CE CMATA:

v Jlatarta Ha npeaBaHeTo — MpH PbUHO [PeaBaHe Ha ChOOLICHHETO:
v J1IATaTa HA NOUICHCKOTO KIEHMO Ha O6])Zl'|'|i£l']'£l pasiicKa — [pH W3npatiaie 1o nouara;
v Jlatarta Ha npueMaHeTo — npu u3npauiane no ¢gaxke uiu e-mail.

(3) 3a Banmanu ajpecH 3a npueMaHe Ha CbOOLIEHMS M OaHKOBHM CMETKH. CBBLP3aHH ¢
HACTOSLLMS JIOIOBOP C€ CMATAT:

A H3ITBJIHUTES: 3A JIEHEBHOTO 3ABE/IEHHE- Bb3JTOKHUTEJL

['p. byprac. 8000 rp. byprac - 8000
Vi1 Can Credano Ne 28 byn. ..Credan Crambonos™ Ne 73
farkolfwfarkol.bg email:b_apteka/@abv.bg

(4) Ilpu npomsHa Ha nocoueHus Mo ai. 3 aapec win 0aHKOBA CMETKA CLOTBETHATA CTpaHa ¢
JUILKHA JId YBEJIOMHE JipyraTta B TPHAHEBEH CPOK OT poMsiHaTa.

XVL APYT'H YCJIOBHSI

Yu. 16. (1) TlpaBara u 3a1b/DKEHHSTA 110 HACTOALLMS JIOTOBOP HE MOrar J1a ¢e€ MpexBbLPIIsT
CAMOCTPAHHO HA TPETH JiMLA W [MOA00OHHM aKTOBE HE [Opaxaar npaBHO jciicTBhe 0c¢3
MUCMEHOTO ChLITIACHE Ha Jpyrara cTpaHa. OCBEH B ClIyuauTe Ha ode3nevaBane (rapaltupanc)
Ha 3Ab/IKCHHS 110 OAHKOBH KPEIHTH.

(2) 3a veypeacHHTE BBIPOCH B HACTOALIMS JIOIOBOP € npuiara AeicTBaioro Obiarapeko
3AKOHOAATENCTBO.

XVIL NOAUBITHJIHUTEJIHN
(MPUIOICUNO CAMO 6 CLYHAUme, 6 KOUMo U30panis 3a U3NbINUmMe.l YYACHUK ¢ HOCOYILL, Y¢
1{e NOJI36A NOOUINBAHUMETU, MPU CRAIOYGUNE HA PAMKOGOMO CROPAZYMECHUC)




Yo 17..(1) HOIAMITHBJIHHTEJHTE Tpadsa ja ortroBapst Ha CLOTBETHITE KPHTCPIIL 3a
no00p ¢HLOOPA3HO BHIAA H ACTA OT HOPLUKATA. KOHTO UIE MTBLAHIBAT, H 3a TIN Ma HC ca
HELTHIE OCHOBAHIS 32 OTCTPAHSBAHE OT HPOHECAY paTa.

(2) JEUYEBHOTO SABEAEHHE - Bb3JIOAKHTEJ  uincksa  sanmsina  na
HOAHUBITBJIHHTEJL, koiito He oTrosapst 1a yeaoBHsiTa no as.l.

(3) Koraro wacrra or nopbukata. KosAto ¢e mu3nbitusasa ot MOJAH3ITBJAHHTEIL smowe fa
objic npeiaiena karo oraeaen odexr na H3MMBJHHTEMS wan va JIEYEBHOTO
SABEAEHHE - Bb3JIOKHTEJL nocneanis 3aniaiia 8b3HarpamkacHie 3a Tasn qact Ha
HOAHBITHJIHHTEJIS.

(4) Pasinamannsata no ail. 3 ce OCBLUWCTBABAT Bb3 OCHOBA Ha HCKAHC. OTHPABCHO O
HOAWSITBJIHHTES 20 JIEYEBHOTO 3ABEAEHHE — BbL3JIOWKHTEJ upes
I3ITHJIHHUTEJISL. koiito e Aabiken i 1o npeocTagi Ha BL3I0KHTEAA B 13-1mesen cpok
OT HOJVUABAHCTO Y.

(5) Koy nekanero no an. 3 H3IThJIHHTEJSIT npeaocrass craHoBiuie. o1 Koero [ ¢
BIZIHO JLUIH OCTIOPBA IIALAHHATA WM HACT O1 TN KATO HEILIAAKHMIL.

(6) JIFMEBHOTO 3ABEAEHHE — BH3JIOWH TEJI numa npaso Jia oTkaKke niantane mno
QL 3. KOTaTo HCKAHCTO 32 IJIAIIANE € OCNOPCHO. 0 MOMCHTA HA OTCTPAHSBAHC HA IPHUNLIATH
32 OIKA3A.

(7) Hesasnennio ot uznoazsaneto Ha HOOM3ITBJIHHTEIIH orrosopiocTtTa 3a w3niicnne
naorosopa ¢ na H3IMbJHHUTEJISI.

XVIL 3AKJHOUHTEJIHH PA3HOPEABH

Yo, 18. (1) lpu cheTaBsHeTo Ha HACTOALLMS JI0FOBOP €€ MPEJICTaBUXA CIAC/IHNTE JIOKYMCHTH:
Jlokymentu no wi. 112 or 3011:

Jlexknapanms no wi. 55, an. 6 o1 3JIIIXM (KoraTo € npuinoxumo);

["apanuus 3a M3NBIHEHHE:

Texunuecko n LlenoBo npesiosken e, Hepasie/Ha yacT oT J0rosopa.

v Jlexnapaunu no SMMIL

(2) Hacrosumar J10roBop ce ¢heTaBi B TPH CJAHOOOPA3HH CK3eMIspa Ha ObIrapeKi eInK —
eami 3a M3IMThJIHIE ;‘: A{yr{m\_ﬂna 3a IEUEBHOTO 3ABEJEHHWE — Bb3JIOKHUTE/L
oI N
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AKTaBMC PO-11-
Hydrochl {nepopan REXVAPAT EAL, 55 )
orothiazi |Ha WH HEO Gearapua 28.01.202
1 CO3AA03 |de Tebpaa  |RP100450 |25MP X20 |TABA 500 236) 15000 500 30| 0,004076] 2,0380 2,10 81,14 1,33|1
AKTaBMC
CMUPOHO EAL, PO-11-
nepopan NAKTOH Bvarapua 55/
Spironola |Ha AKTABWC 28.01.202
1 CO03DA01 |ctone tebpaa |RP100445 [25MI X30 |OPAXE 750 235/ 510000 750 680| 0,002731| 12,0483 1,96| 1392,81 41,78|1
Teva B.V., PO - 11 -
nepopan CYKUMNPO Huaepna 551
Metoprol |Ha n 47.5Mr HAWA 28.01.202
1 C07AB02 |ol Tebpaa  |PHS01537 |X60 TABN 3000 3169 50000 3000 17| 0,001016]  3,0480 3,38 50,80 1,521
Teva B.V,, PO-11-
nepopan Hugepna 551
Metoprol [Ha CYKUMMPO HAWA 28.01.202
1 CO07AB02 (ol Tebpaa  |PHS01538 [N 95MP X60 | TABA 6000 3168 55000 6000 9| 0,001016| 6,0960 5,57 55,88 1,68{1
Actavis
Group PO - 11 -
nepopan PTC ehf., 55/
Bisoprolo |Ha BNOKBUC |TABN Ucnangna 28.01.202
1 C07ABO7 || Teppaa  |RP103830 |SMMX30  [©OWUNIM 150 950| 26 250| 150 88| 0,005331| 0,7997 0,80 69,97 2,10[1
Actavis
Group PO-11-
nepopan PTC ehf., 55/
Bisoprolo |Ha BJIOKEUC |TABN Ucnauaun 28.01.202
1 CO7ABO7 || Tebpaa |RP103831 [10MI X30 |@WUIIM 300 951 26250 300 44| 0,005331| 1,5993 1,66 69,97 2,101
AKTaBMC
HEBWBON PO -11-
nepopan on EAL, 55
Ha AKTABWC Bwsrapna 28.01.202
1 CO07AB12 |Nebivolol [Tevpaa [RP100525 |5MIX30 | TABN 150 1797 3375 150 23| 0,019196| 28794 1,764 64,79 1,94/1
TevaB.V., PO -11-
nepopan HEBUBON Hugepna 551
Ha on TEBA HAUA 28.01.202
1 CO7AB12 |Nebivolol [tebpaa |RP103215 [SMrX30 |TABN 150 2688 3375 150 23| 0,019196| 2,8794 1,764 64,79 1,94[1




TevaB.V., PO - 11 -
RERopan AMIOTEP Huaepna 551
Amlodipi [Ha OH 10MI HAWA 28.01.202
CO8CAD1 [ne tebpaa |RR107293 |X30 TABN 300 3582 4 875 300 16| 0,003507 1,0521 0,76 17,10 0,51|1
Teva B.V,, PO -11-
nepopan AMNOTEP Hupepna o
Amlodipi [Ha OH 5MIr HAWA 28.01.202
CO08CAD1 |ne Tebpaa |RR107298 |X30 TABN 150 3565 4 875 150 33| 0,003507| 10,5261 0,48 17,10 0,511
AxTaBMC PO -11-
nepopan EAL, 551/
Ha NUHUNPKH Bbarapua 28.01.202
C09AA03 |Lisinopril [TBbpna  [RP100521 |1 SMI X30 |TABN 150 1801| 10000 150 67| 0,006753] 1,0130 1,07 67,53 2,031
AKTaBuC PO-11-
nepopan EAD, 551
Ha NIMHUNPKH Bvarapua 28.01.202
CO09AA03 |Lisinopril [Tebpga |[RP100522 (11 10MI" X30 [TABN 300 2127 10 000 300 33| 0,006753| 2,0259 1,07 67,53 2,031
AxTaBuc PO-11-
nepopan EAL, 55|
Ha NTMHUNPK Bvarapua 28.01.202
C09AA03 |Lisinopril |[Tebpaga |RP100523 |11 20MI" X30 | TABJ 600 2950 10 000 600 17| 0,006753| 4,0518 1,50 67,53 2,031
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