JIOTOBOP f\(‘; 5”

3A TOCTABKA HA JIEKAPCTBEHM [IPOJIYKTH

JlHec, 5,\‘03 ......... 2021 r., B rp. Kapnobar, MEXy:

~MHOI'OITPO®UJIHA BOJIHUIIA3A AKTHUBHO JIEYEHMUE - KAPHOBAT” EOO/JI, ¢
anpec: rp.Kapro6ar, 8400, yi1.,.Crapa nianuna“ Ne 180, EUK 102612100, npencrasnssano ot a-p
Hukonaii Muxaitnos Konubapos — YnpaButen, HapuuaHa mo-a0my 3a kpatkoct LJIEUEBHO
3ABEJIEHME - Bb3JIOKUTEJ” ot enna CTpaHa

H

»CO®APMA TPEUJIUHI” AJl, che cenanuue u anpec Ha ynpasjienue: rp. Codpus, yiu. ,.JIvuesap
Cranues” Ne 5, EMK 103267194, npexcrasisiBaso ot Humutep 'eoprueB JIUMHTPOB, B Ka4ecTBOTO
My Ha M3NbIHWTENEH AMPEKTOp, Ype3 MBIHOMOMIHUKA CH Pymen PaueB Koses, mbisomommo
5788/14.12.2020r, napuaano no-ao:my 3a kpatkoct ., MSIMIbJIHUTEJ” ot Jipyra cTpaHa,

Ha ocHoBanue 4ui. 112 or 3akoHa 3a OOLIECTBEHHTE NOPHYKH (30I1), BBB Bpb3Ka ¢ mpoBeneH
BBLTPCIICH KOHKYPEHTeH n300p 1o PamkoBo criopasymenneNe PJI-11-55 ot 28. 01. 2021 r. ce cKioun
HaCTOSIIHUs J0TOBOP 3a CJIEHOTO:

L. IPEJIMET U CPOK HA JIOI'OBOPA
Ya. 1 (1) JEYEBHO 3ABEJEHUE — Bb3JIOKHUTEJI Bb3nara, a USIIbJIHUTEJIAT ce
3a/b/DKaBa J1a M3BbPIIM I0CTaBKa Ha CJIE/IHUTE JIEKAPCTBEHH MPOLYKTH:

Obocobena nozuums Ne 1

AHaToMo- Mezxaynapoano Msipka

Haunn na

TepaneBTHYEH KOJ| HEeNATeHTHO npiiiatemne /mg, tabl, ml KoamnuecrBo

/ATC-kon/ HauMeHoBauue /INN/ u ap./
CO1AA05 Digoxin napeHTepanHa mg 20
C02AC01 Clonidine nepopasnHa TBbpaa mg 120
C02ACO01 Clonidine napeHTepanHa mg 105
CO8DAO1 Verapamil napeHTepanHa mg 200
CO9AA02 Enalapril nepopasnHa TBbpaa mg 600

(2) loroBopbT BiM3a B cHla OT JaTaTa HA MOAMHCBAHETO My OT JBETE€ CTPaHHU M € ChC CPoK 10 31. 12.
2021 r.,

II. HEHU ¥ OBIIA CTOHHOCT HA JIOCTABKHWTE 110 JA0OT'OBOPA
Ya. 2. (1)llenarana crokute mo wi. 1 e cbriacHo neHoso npemnoxenne Ha USINbJIHUTEJIA,
Hepa3JieJIHa YacT OT JJ0roBopa.
(2)Ilenara BKmOYBa CTOMHOCTTA HA CTOKATA, ONAKOBKA, 3acTpaxoBka u Tpancnopt g0 JIEHEBHOTO
3ABEJIEHUME - Bb3JIOKHUTEJInpn munnmanen CPOK Ha rOJHOCT He Mo-KpaTbk oT 40 % ot
00sIBEHHSI OT MPOM3BO/UTEIS 32 JICKAPCTBEHATE NPOAYKTH WJIH HE MO-KpaThK OT 20 % OoT 00sBeHus OT
MPOU3BOAMTEIS 32 OHONPOAYKTHTE MIIH GHONOAOGHUTE MPOLYKTH. MHUHHMATHHST CPOK Ha rOJIHOCT ce
ONpe/IeIisi KbM /laTaTa Ha BCsKA JI0CTaBKa Ha JIKapCTBEH MPOIYKT.
(3) O6mara cToiHOCT Ha JOCTaBKHTE MO Aoroopa e 10 644,29 (mecTcTOTHH YeTHpHAeceT W
UETHPH JIeBa, ABA/IECET H A€BET CTOTHHKH) JieBa Oe3 Brimovyen JIJIC u o 773,15 (ceneMcTOoTHH
CEACMAECEeT H TPH JIeBa, MIETHA/IECET CTOTHHKH) JieBa ¢ BKiouen JIJIC.
(4)Llenara no noroBopa e dukcHpana, He TOIEKH HA NpoOMsiHA 3a CPOKa Ha JeHCTBHE Ha J0roBoOpa,
OCBEH B cirydaure Ha 116 ot 30I1. i
(5)B ciyuaii, ye npe3 BpemeTo Ha neliCTBHE HA CHOTBETHHUS JIOTOBOP CTOMHOCTTA, KOSITO CJI€/J(BA J1a Ce&
3anjaiia ¢ nyOoJIHYHHE CPe/ICTBA Ha JIEKapPCTBEHH NPOAYKTH OT [103uTHBHUS JIEKapCTBEH CIUCHK CTaHE




fIO-HACKa OT J1OroBOpeHara, J1e4eOHOTO 3aBEJICHHE — BBIIOKHTEN Oe3ycnoBHO 3amaia
JICKapCTBEHHUTE MPOJAYKTH Ha 110-HUCKATA CTOMHOCT, CYNTAHO OT:

- /laTarta Ha BIM3aHE B CHJA HAa peIIeHHeTO Ha HauuoHANHHS ChBeT MO0 LEHH H
penMOypcHpane Ha JleKapcTBeHHTe npoxykru (HCIIPJII);

- /laTarta Ha akTyanusauusaTa Ha [1o3uTHBHMS NekapcTBeH cruchK mo peaa Ha wi. 57, an. 1 or
Hapenbara 3a ycnosusra, lpaBujiaTa W peia 3a peryjupaHe H perucTpHpaHe HAa IEHHTE Ha
JAckapcteennte nponyktn (HYITPPPLUIIT) 3a nekapcrsenmTe NPOJYKTH C HaMalleHa CTOHHOCT 3a
ONaKoBKa, H34yMclIeHa Ha 0a3a pedepeHTHA CTONHHOCT. '

B cayyaure mo npemxommoro H3pEYCHHE, CTOMHOCTTAa Ce Ompeaens KbM MOMEHTa Ha
AlocTaBkata (MIOANKCBAHE Ha IPHEMO-TIPe/IaBaTe e IPOTOKOJI).

'

IIL. YCJIOBUSI U HAYUH HA IJIALIIAHE

Ya.3 (1) [namanero no HacTosms AI0TOBOp Ce OCBIIECTBABA 4pe3 GaHKOB MPEeBOJ OT CTpaHa Ha
JIEYEBHO 3ABEJIEHUE — Bb3JIOKHUTEJI no nocouenara B wi. 15, an. 3 GankoBa cmeTka Ha
MU3ITBJIHUTEJIS.
(2)3annamanero Ha crokuTe no AIOTOBOpa Ce M3BBPLIBA OTIOKEHO B CPOK 20 60 /mectaecerns/ neH,
CJIC/ TIPE/ICTaBsSHE Ha CIIETHATE JOKYMEHTH:

1. JlocraBHa (akTypa, chcTaBeHa ChIIIACHO u3nuckBanusTa Ha 3J1J1C u ITI13]1J1C;

2. IlpuemarenHo-npenaBaTeHu IIPOTOKOJIH;
(3) B ciyuaii, e nocouennre B ui. 3, an. 2 AOKYMCHTH Ca HEPEJIOBHHM MJIH HE Ca KOMILIEKTOBAHH.
cbimuTe ce Bppmar Ha U3II'bJIHUTEJIA ¢ npuemarenno — Npe/laBaTeieH MPOTOKOJ 3a H3NpaBsHe
Ha HepeaHocTuTe. CpoKbT Mo wiI.3, an. 2. 3ano4Ba ja Teye OT JaTaTa Ha NIPE/ICTABSIHETO Ha MOCIIEHUS
H3HCKYEM Ce JIOKYMEHT.
(4) Ilpn daxtypupane Ha 3asiBeHUTE KOTHYeCTBA JICKapCTBEHH NPOAYKTH, 110 BCSKA OT/E/IHA 3asBKa,
liICHaTa Ha OMaKoOBKa He CleJBa Ja HaJBHINABA ONpeJesieHaTa B [103MTHBHMS JICKAPCTBEH CIIHCHK-
IIpunoxenne Ne 2, pedepenrtna croiimoct Ha ONAaKOBKa 3a CHOTBETHHS JIEKAPCTBEH MpPOAYKT. B
Cly4al Ha M3YHMCISBAHE HA CTOWHOCT MO-BHCOKA OT pedepenTHaTa CTOMHOCT Ha oOmakoBka 3a
CPOTBETHHS JICKAPCTBEH NPOAYKT, CTOHHOCTTA Ce HAMANABA M 3aILTANA 0 CTOMHOCTTA Ha OIlaKOBKa
onpeneneHas [[03UTHBHNS JIEKapCTBEH CIHCHK- IIpunosxenue Ne 2.

IV. CPOK HA IOCTABSIHE
Y. 4 (1)JIEYEBHOTO 3ABEJIEHUE -Bb3JIOKHUTEJI 3asBs8a HEOOXOIMMHTE My KOJIMYeCTBa
C mmucMmena 3asBka a0 W3ITBJIHUTEJISL. 3asekara ce BpbYBa JIMYHO CpeUly T[OANHC Ha
M3ITBJIHUTEJIS] win ybIHOMOIIEHO OT Hero JHIC WM Ce H3Mpalia ¢ NpernopbyaHo MHCMO ¢
obpatHa pasnucka, 1o $hake wim no €JIEKTPOHEH ITBT. ;
(2)Besika otnenna pocraBka, criensa na Obsie mocTaBeHa B CpoK 10 7 KaJIeH/JapHU JHH Clie]
foydasane Ha 3asskata or JEYEBHOTO 3ABEJIEHME — Bb3JIOKUTE u 3a KOJIMYEeCTBATA U
ONAakKOBKMTE (CHOOPA3HO KOHKPETHHTE JieKapCTBEHH NPOAYKTH, TOCOYEHH B TEXHHYECKOTO
TIPE/UIOKCHHE HA HM3MBIHUTENSA), TOYHO ONpEJeNIeHH B 3asBKara.B Cly4aii, 4ye ce mpaBH IMbpBa
AOCTABKA OT Ja/IeHa NapTH/a Ha JIEKapCTBEeH MPOAYKT, Ce MpeCTaBs Cepruduxar 3a ocBo60x1aBane
Ha TapTujaara, usjazeH ot keaumbuumpano smue no 3JIIIXM ua €JIEKTPOHEH HOCHTEN WM [0
CJIEKTPOHEH ITBT HA EJIEKTPOHHATA MOLIA, MOCOYEHA KaTo aZipec 3a KOPECIOHIEHIMS, MPHIPYKEH C
MPEBO/ Ha OBJIrapcku e3uK OT pUpPMa, CKIIOUMIIA A0TOBOP ¢ MHHHCTEPCTBO Ha BBHIIHKTE paboTH 3a
U3BbpLIBaHe Ha o(uunanuyu npesoan. Usbpoennte AOKYMEHTH C€ NpPEe/ICTaBAT B CHOTBETHOTO 3BEHO,
ONpPENCICHO OT JIEYeOHOTO 3aBEJCHHE — BBH3JIOIKHTEL. Ilpu cnenpamm nocraBku nHa JIEKapCTBEHH
TPOZyKTH OT ChIIaTa MapTHAA, CEPTH(HKATHT HE Ce Mpe/CTaBs.
(3)B ciywaii Ha HEOOGXOAMMOCT OT cnemua  nocraska, JIEYEBHOTO 3ABEJEHUE -
BB3JIOKHUTEJ nocousa H3PUYHO B 3asBKara, 4e ¢ HeoOX0omMuMo f1a Oble M3BbpIIEHA CriemHa
Aoctaka. B To3m ciywaii, nocraBkata ciemsa na OGbe M3BbpIICHA /10 6 yaca OT mosyyaBaHe Ha
3ajBKaTa M 3a KOIMYECTBaTa M ONAKOBKHTE(ChOOPA3HO KOHKPETHHTE JIEKAPCTBEHH MPOJYKTH,
MOCOYCHH B TEXHHYECKOTO NPE/UIOKEHHE HA H3IIBJIHUTENS), TOYHO ONpEieIeHH B 3asBKATA.



(4UBIIBJIHUTEJIAT ce 3anbikasa, B CpoK 710 1 paboTeH JieH, B ciyyauTe 10 an. 2 u B Cpok J10 1
dac, B CllydanTe Ha a. 3, ciejl MoJTy4aBaHeTO Ha BCSKA 3asBKa 11a YBEJIOMH MHCMEHO HIIH N0 (hakc
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTE 5 ClTy4aii 4e He MOXKe /1a M3BLPIIH J0CTABKA HIIH
B Clydai, 4e He MOXe Ja CIasu CpOKbT 3a M3BLPIIBAHE HA JI0CTAaBKaTa, NpeJMeT Ha KOHKpPETHATa
3asBKa.

(5)KbM narata Ha Besika JOCTaBKa, OCTATHYHHST CPOK Ha TOJHOCT Ha JIEKApCTBEHHTE MPOIYKTH,
cieaBa 1a Obzie He no—manbk ot 40 % /qeTnpuaecet Ha c1o/ oT 00SIBEHHUS OT MPOM3BOMUTEIS.
(6)KvMm natara Ha Besika OCTAaBKa OCTATHUHHST CPOK Ha roAHOCT Ha OHONPOAYKT WM GHOMOI0OEH
NPOAYKT, cie/iBa 1a Ob/ie He no—manbk o1 20 % /aBageceT Ha ¢10/ OT O0SIBEHHUS OT IPOU3BOUTEIS.
(7)3a KxonMyecTBa HOCTABEHHM H3BBH 3asBKATA 110 il 4, an.l, JEYHEBHOTO 3ABEJEHUE —
Bb3JIOKHUTEJI usima 3a1b/Kenue 3a mamane.

(8)B ciywante no un. 10, an.7 or AOTOBOpa, CPOKBT MO ajl. 2 M 3 3amoysa ja Tede OT JaTara Ha
micmernoTo cbriacue Ha IJEYUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEL

V. MSICTO HA TOCTABSIHE
Ya. 5. (1) 3a mscTo Ha jocTaBsiHe Ha CTOKHTE MO TO3H JIOTOBOp ce Onpeens CleIHHs ajpec:
Muoronpopunna Gonnuna 3a akTHBHO JTeyenue — Kapuobar, rp. Kapno6ar, yu. Crapa nuianuna No
180
(2)PuckbT 0T ciywaitHoTO MoruBane wim NOBpEXk1ane Ha CTOKUTe npemMuHaBa BpXy JEUEBHOTO
3ABEJIEHME - BB3JIOKHUTEJ ot MoMmeHTa Ha IIPUEMAHETO UM Ha MACTOTO Ha JOCTaBSHE C
NpHEMaTeIHO-IIpe/IaBaTelieH TIPOTOKOJI.

VI. IATA HA 1OCTABSIHE HA CTOKHUTE
Y. 6. 3a nara Ha nocraBsHe ce cyuTa AlaTaTa, Ha KOSTO CTOKHTE Ca JI0CTaBEeHH JI0 ajipeca 1OCOYeH B
4. 5, an. 1, npu ycnoBusTa Ha 4L, 9, an. 2.

VII .. 3AIBJIKEHUSI HA U3ITbJIHUTEJLS
Y. 7.M3IBJIHUTEJISAT ce 3axbmkasa: ]
1. Jla nocraBu cTokute B AI0TOBOPEHHs CpOK M j1a i npezazne Ha JEYEBHOTO 3ABEJ/IEHUE —
Bb3JI0KUTEJIL.
2. Jla npeniane CTOKHTE, NMaKeTHPAHH M MapKupaHd B CbOTBETHHUS BHJ, KOJHYECTBO M KAYECTBO HA
MSCTOTO Ha JIOCTaBsIHE.
3. Ilpu noamucBaneTo Ha 0roBopa 1a IIPE/ICTaBH:
a) 1oKkyMeHTH 1o ui. 112, an. lor 3011,
0) rapaHuus 3a U3NBIHEHHE, B €1HA OT ¢opmure, onpenenenn B un. 111, an. 5 or 30I1, cbe cpok Ha
BaMAHOCT 60 1HK cie M3THYaHe cpoka Ha A0roBopa, KosTo ce 0cBoOOKaaBa B cpok 10 60 1M cien
H3MbIHEHHE Ha loroBopa. B ciryyaii, ye BanmuanoCTTa Ha rapanumsTa H3THYA Ipe/id 0roBopa Jia 6s1e
u3nbiaHeH, USITBJIHUTEJIST ce 3agbmkasa na YABIDKH CpOKa Ha BAJIMJAHOCT Ha rapaHIMaTa C
TONIKOBA JIHH, TaKa Y€ rapaHuusTa 1a MOKPHBA OYAaKBAHUS CPOK 3a M3MTbIHEHHE HA Jiorosopa mioc 60
nun. FapanmusTa e B pasmep na 3% ot croiinocTTa Ha aorosopa 6e3 I/IC u Bb3amsa na 19,33
JieBa.
(4) Jla nocraBs nekapcTBeHH NPOAYKTH, KOHTO OTroBapsT Ha MW3MCKBAHHUATA HA 3aKOHA 3a
JICKapCTBEHUTE NPOJYKTH B XyMaHHaTa Meauuuna (3JIIIXM) — na NPUTEXKABAT BAIMIHO pa3pelieHne
3a ynorpeba B cTpaHaTa, W3JaIeHO 110 pena Ha 3JIIIXM umu Pernament (EO) Ne 726/ 2004 r. ua
EBponeiickns napnament u Coeera /unt. 23, an.l na 3JIIXM/.
(5) Ma nocraBs nekapcrBeHn MPOZTYKTH, KOHTO ca BKIOYeHH B [Ipmioxkenue Ne 2 na [To3uTHBHHS
JIEKapCTBEH CIHCBHK. .
(6)B ciyuait, e ce npasu mbpBa 10cTaBKa MO NaeHA NapTH/la Ha JIEKapCTBEH NPOAYKT, 1a MPeCTaBs
Ceprudukar 3a ocBob6oxnaBane Ha napTujara, u3azieH ot kBanuduuupano gune no 3JIMIXM na
CJICKTPOHCH HOCHTEN MIIM MO €JNEKTPOHEH IbT HA €NeKTPOHHATA II0INA, MOCOYeHA KATO azpec 3a



KOPECIIOHZICHIIUA, MPHAPYIKEH C NpeBoJ Ha 6'bJ1FapCKH €3UK 0T (prMa, CKJIIOYHIa JI0OTOBOp C
MHHHCTCPCTBO Ha BbHIIHUTE pa60Tn 3a U3BbpPIIBAHE HA O(bHuHaﬂHH IIPEBO/IH.

VIIL. 3AIBJI2KEHUS] HA JIEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEI
Y. 8.JIEYHEBHOTO 3ABEJIEHUE — Bb3JIOJKUTEJI ce 3abJIXKaBa:
1. Jla npueme 1ocTaBeHHTE B CPOK M HA MSCTO CTOKH, ChOTBETCTBAIIH 110 BH/I, KOJIHYECTBO H KAa4e€CTBO
Ha ONMUCAHOTO B HACTOSIIMS JIOTOBOP.
2. Jla 3an1aT IOCTaBEHHTE CTOKH 110 Pe/ia HA WI. 3 OT HACTOSAIIHS JIOTOBOP.
3. Cnen npuKIIOYBaHE W3MBIHEHHETO HA JI0roBOpa 11a 0cBoOO/IM rapaHiUsaTa 3a W3NBIHEHHE, 6e3 1a
ABJDKH JIAXBH 32 CPOKa, Pe3 KOHTO Cpe/IcTBaTa 3aKOHHO ca MPECTOSIHN Y HEro.

IX. NIPUEMAHE U IIPEJIABAHE HA CTOKUTE
Y. 9. (1)I[IpremManeTo Ha CTOKHTE ce H3BBPIIBA HA MACTOTO HA JIOCTaBsIHE MMOCOYEHO B 4L 5, ai. 1.
2)U3I'BJIHUTEJISAATHIM  yObIHOMOLIEH OT  HEro NPEJICTaBUTE]l M MpPEACTaBHTE] Ha
JIEHEBHOTO 3ABEJAEHUE - BBb3JIOKWUTEJnoanucear npHeMaTeTHO-TpeaaBaTeeH
MPOTOKOJI, Y/IOCTOBEPSBALIL T0JTy4aBaAHETO HA CTOKUTE.

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

Y. 10. (1)CrokuTte, nmpe/IMET Ha HACTOSIIMS JOTOBOP, ClE/ABA /A OTroBapsAT Ha U3HCKBAHUATA HA YJl.
7,an.4muS5.
(2)K®M narara Ha locTaBKaTa, OCTaThUHHUAT CPOK HA TOJHOCT HA JICKapCTBEHHTE MPOYKTH, CJI€/(BaA J1a
Obae He no—manbk oT 40 % /4eTupueceT Ha cT0/ OT OGABEHHS OT IIPOU3BOAUTEIS.
(3)B ciyuaii Ha 10cTaBKa Ha JIeKapCTBEHHs IPOIYKT € MO — KPAaThK OT JIOTOBOPEHHSI CPOK Ha I'OJHOCT,
AbJDKMMAaTa HEYCTOMKa J1a Ob/ie MpoOMeHeHa, KaKTo CJIe/Ba;

ot 39,99% 110 30% - 3 % BBPXy CTOWHOCTTA HA IOCTABKATA;

oT 29,99% 1o 20% - 5 % BBpXy cTOHHOCTTA HA JIOCTaBKaTa;

ot 19,99% 10 10% - 7 % BBPXY CTOHHOCTTA Ha OCTABKATA:

nox 10% - 10 % BwpXy cToiiHOCTTA Ha 0CTABKATA.
(4) OcraThb4HuAT CPOK HA TOAHOCT HAa GHONPOAYKT /GHONO0GEH NPOJYKT, clie/iBa Aa Obje He Mmo—
Marek oT 20 % /aBajieceT Ha cTo/ OT OOsBEHHS OT MPOM3BOIMTENS KbM JaTaTa Ha BCAKA JI0CTABKA.
(5) B ciyuaii na 1ocraBka Ha GHONPO/YKT/6HONOI00€H TIPOAYKT € 10 — KpaTbK OT JIOTOBOPEHHUS CPOK
Ha roJIHOCT, JIbJDKAMATa HEYCTOMKA € KaKTO CJIe/IBa;

ot 19,99% no 10% - 2 % BBpXy cTOHOCTTA HA JOCTABKATA;

oT 9,99% 110 5 % - 4 % BBPXY CTOHHOCTTA Ha OCTABKATA:

nox 5% - 6 % BBpPXy CTOWHOCTTA Ha JOCTABKATA.
(6)JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKHUTEJI Moske 13 OTKaxe IIPHEMAHETO HA CTOKHUTE, aKO
B JICHA Ha TAXHOTO NPHCTUIaHE WIIM MPHEMaHE OCTAThUHHS CPOK HAa TOJHOCT € M0 — MAaIbK OT
onpenenenus B wi. 10, an. 2. u an. 4 MHHHMaJIEH CPOK HA TOTHOCT.
(7)[locraBkata Ha JeKapcTBEH NMPOAYKT € OCTaThYEH CPOK HA TOAHOCT MO-Matbk ot 10 Ha CTO OT
00sIBeHHsI OT MPOM3BOJAUTENS U HA GHONMPOIYKT/GHONON06EH NPOJIYKT € OCTaThb4€H CPOK HA T'OAHOCT
MO-MAIbK OT 5 HA CTO OT OOSBEHHs OT MPOMU3BOMTENS CE M3BBPINBA CAMO ¢ MUCMEHO ChIIACHE HA
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI 3a KOHKPETHO KOJIMYECTBO, OTIPE/IEJIEHO OT HETO.
be3 n3puuno nucmeno ceriaacue na JEYEBHOTO 3ABEJAEHUE — Bb3JIOKUTEIcTokuTe HsMa
J1a ObJ1aT 3anaiany.
(8) Uckanero 3a mucMeHO chbIulace, B ciyyanTe Ha an. 7, cieasa aa nocrson B JIEYEBHOTO
3ABEJIEHHUE - Bb3JIOKHUTEJIs cpok 110 1 (enn) paGoTen aeH ot N0JIlyYaBaHe Ha 3asBKaTa.
(9)B ciyyante Ha crieniHu J0CTaBKH IIOCOYEHHUTE B all. 3 U all. 5 HEYCTOMKHU HE ce Mpuiarar.

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHUE. PEKJIAMALIUA



Ya. 11. (1) JJEYEBHOTO 3ABEJEHUE - Bb3JIOKUTE IMosxe Jla Tpe/isiBsBa peKIaMalliy
npex U3IMbJIHUTEJIS 3a:

a) KOJIMYECTBO H HEKOMILIEKTHOCT HA CTOKHTE MITH TEXHHYECKaTa IOKyMEHTalUKs (SBHH HEJ0CTAThIM);
0) xayecTBO (cKkpHTH HEJIOCTATBIIH):

- [IPH JIOCTaBsIHE HA CTOKH HE OT JIOTOBOPEHHMS BHJI, TOCOYEH B 41, i;

- IIPA KOHCTaTHpaHe Ha eeKTH Npu ynotpeba Ha CTOKUTe.

(2) Pexnamauuu 3a sBan HEI0CTaTBI Ha CTOKMTE ce npasar or JIEUEBHOTO 3ABEJIEHUE -
Bb3JIOKHUTEJL B MmomenTa Ha NPE/IABAHETO MM, 33 KOETO CE ChCTaBs MPOTOKOJ, MOMIMHCAH H OT
JIBETE CTPAHH.

(3) Pexnamaumu 3a ckputn Hemoctathiy ce TPaBAT IIpe3 LEIHs CPOK HA TOAHOCT Ha JOCTABEHHTE
CTOKH, KaTO peKlaMalusaTa ce NpUIPYXKaBa 3aIbKHTENHO OT KOHCTaTHBEH INPOTOKOJ, M3JaJieH OT
W3nbiannTennara arennus 3a JIeKapcTBara.

(4)JIEYEBHOTO 3ABEJAEHWUE - Bb3JIOKHUTEJ e mwrexuo na YBEJIOMH IHCMEHO
M3ITbJIHUTEJIA 3a yeranosenuTe nedektH B 5 (mer) gHeBeH CPOK OT KOHCTaTHPAHETO HM.

(5) B pexnamanuute ce nocoysa HOMEPBT Ha ZI0TOBOPA, TOYHOTO KOJHYECTBO Ha TOTYYEHHTE CTOKH C
TCXHHA MAapTHAEH HOMEP, OCHOBAHHETO 33 PeKIaMarus | KOHKpeTHOTO Hckane Ha JIEYEBHOTO
3ABEJIEHME - Bb3JIOKUTEJL

(6)B 5 (ner) nuesen CPOK OT rnoJlyyaBaHe Ha peKJaMalusTa, M3IIbJIHUTEJSAT creasa na
orropopu Ha JIEMEBHOTO 3ABEJEHUE — BB3JIOKUTEJ nucmeno u KOHKPETHO J1aiiu
TpHeMa peKIaMalusTa WK s OTXBBPJIS.

(DIlpu pexnamanus 3a ssuu Henoctaten UBITBJIHUTEJISAT e muibiken B CPOK OT 2 paboTHH AHK
OT TIOJIyYaBaHE Ha pEKJaMalMATa 3a CBOS CMETKa M PHCK J1a OCTaBH Ha MSCTOTO Ha JOCTABSHE
KOJIHYECTBOTO JIMIICBAIIH B I0CTABKATA / HEKOMILIEKTHH JIOTOBOPEHHU CTOKH.

(8) Ilpu pexnamamms 3a CKPHTH HeloCTaThUW, B ciydail ye M3MBJIHUTEJST o npuen
pelamManusiTa, CchumaTe arkked B 10 (1ecer)aHeBen CPOK OT NOJy4YaBaHETO W Ja 3aMeHH
AOCTABEHUTE HEJOrOBOPEHH 110 BHJ / Ie)eKTHH CTOKM 3a CBOS CMETKa | PHCK WJIM 110 NpeleHKa Ha
JEYEBHOTO 3ABE/JIEHUE — Bb3JIOXKHUTE/Ina BhpHE choTBeTHATA YacT o1 3amnjareHara I1eHa,
BETHO C IBJDKUMHTE JTHXBH.

(9)H360pbT Ha nocoueHuTe M0-TOPE BH3MOXKHOCTH JIa C€ BbPHE ChOTBETHATA YaCT OT MIATEHOTO HIIN
A1d €€ JI0CTaBAT HOBH CTOKHU npuHamiexu Ha JEYUEBHOTO 3ABEJIEHME - Bb3JIOKUTEJI 1 ce
YIpaKHsBa OT HEro 1moj (opMara Ha MHCMEHO yBeznomnenune 10 U3IMIbJIHUTEJIS, kato pasxoure
1 PHCKOBETE 110 HOBOTO JI0CTaBsHe ca 3a cMeTka Ha U3 bJIHUTEISI.

(10)Croxure, mnpemmer mHa pe€kiamanus ce cwxpanssar ot JIEYEBHOTO 3ABEJIEHUE -
BBb3JIOKHUTEJ 110 ypexnane na peKnamalmmre.

XII. OTTOBOPHOCT IIPU HEMW3II'bJIHEHUE

Y. 12. (1) 3a HensnbIHEHNE HA 3aTbIKEHHITA CH 10 HACTOAIMS JOTOBOP € U3KIIIOYEHHE HA TE3H 110
ur. 10, an. 2 u an. 4, U3NNBJHUTEJISIT ABJDKH HEYCTOHKa B pa3mep Ha 0.5 % Ha nen BBPXY
CTOHHOCTTa Ha KOHKpEeTHAaTa 3asiBKa, HO HE IOBeYe OT 10 % (mecet mpouenTa) ot croitHocTTa Ha
KOHKpETHaTa 3asiBKa, KakTo W obe3lieTeHHe 3a IPETHPIICHATE JICHCTBUTENHN BpPeIH B CIydauTe,
KOraTo Te HaaXBBpIAT JOroBOpeHaTta HeycToiika. B CiydauTe no ui. 4, an. 3, nocoyeHara B
TPEAXOHOTO H3peyeHHe HeyCTolKa B pasMep Ha 0.5 % ce HauHC/IsBa 34 BCEKH 4ac NMPOCPOYHE, HO HE
noseye ot 10 % (mecer mpouenta) o cTolHOCTTa Ha KOHKpeTHaTa 3asBKa, KaKTo H 00e3IeTeHne 3a
NPETHLPIICHATE NICHCTBUTETHH BPEH B CITy4anTe, KOraTo Te HAZIXBBPJIAT JOTOBOPEHATA HEYCTOMHKA.

(2) Koraro npu nammume na pexnamanuu, UBITBJIHUTEJIST se w3nbiau 3a/IbJDKEHUSTA CH 110
pazzen XI or HacTosmms AOTOBOp B CPOK, chImUAT aAbku Ha JIEUEBHOTO 3ABEJIEHME-
Bb3JIOKHUTEJI ueycroiika B pasMep Ha 2 % OT ueHaTa Ha CTOKHTE, 3a KOMTO ca HalpaBeHH
peKIaMaluuTe.

(3)JIEYEBHOTO 3ABEJIEHUE - Bb3JIOKHUTEJI YAOBJICTBOPsIBA NMPETEHLMHTE CH OTHOCHO
HCHM3NILJIHCHUETO HA J0TOBOpa, KakTO M 3a 3almjamaHe Ha HEYCTOHKHTE OT CTpaHa Ha
U3ITBJIHUTEJIS karo 3a/bpika rapaHlMATA 32 H3MbIHEHHE 110 wi. 7, an. 3, Gyksa “6” ot JI0rOBOpa,
KaTo TpeanpueMa JeHCTBHS 3a HEHHOTO ycBosiBane. B Cly4ai, 4e CTOHHOCTTAa Ha rapaHumsTa 3a
M3IIbIHCHHE HE NOKPHBA BCHYKH JIBIKHMH OT U3ITBJIHUTEJISA Heycroiiku, JIEHEBHOTO



3ABEJIEHUE - BB3JIOXKHUTE.I MpHUXBallla IbDKHMHTE CYMH OT HACPELIHH IUIAIAHHS KbM
U3ITBJIHUTEJIS.

(4) Ilpu Tpu mbTH BUHOBHA 3a6aBa Ha U3ITBJIHUTEJIS, npoxsikuia ¢ noeeye ot M0JIOBUHATA OT
CPOKa 3a W3MBJIHEHHE HAa CHOTBETHOTO 3aJIbIDKEHHE, B pamkuTe Ha Tpu Mecena/IJEYEBHOTO
3ABEJIEHUE - BB3JIOKHUTEJ nma MpaBO Jla NMpeKpaTh JOrOBOPAEAHOCTPAHHO ¢ |5-1HEBHO
MPeaU3BECTHE.

(5)JIEYEBHOTO 3ABEJIEHUE — Bb3JIOJKUTE.I HMa MpaBo J1a NPeKpaTH €HOCTPAHHO H Oe3
TPE/M3BECTHE HACTOSANINSA IOTOBOP B CJTy4ail Ha CHCTEMHO HETOYHO M3ITbIHEHHE HA 3aIbJDKEHUSTA OT
M3ITBJIHUTEJISI u npensisenn nopeue or TPH peKIamMalMH B paMKHTEe Ha TP Mecema oOT
JIEYEBHOTO 3ABEJIEHUME — Bb3JIOKUTEJI 1o pena Ha rinasa XI.

(6) B ciyuaii, ue no ornomenne na U3MbJIHUTEJIS HaCTBIAT oOcTosTencTBaTa 1o wi. 54, an. 1,
H i 55, am 1 OoT 3akoHa 3a OOILIECTBEHHTE nopsukd, JIEYUEBHOTO 3ABE/IEHUE-
Bb3JIO)KUTEJ uma npaso na pekpartH €/IHOCTPAaHHO HACTOSIIMS JIOTOBOP, 0€3 MHCMEHO
NpENn3BECTHE U O€3 /1a IbIKH HEYCTOMKH.

XIII. ®OPCMAKOPHHU OBCTOSITEJICTBA
Ya. 13 (1) Crpanute no Hactosmms AI0TOBOp HE IB/KAT 0OE3LIETEHHE 3a IOHECEHH BPEIH | 3aryou,
aKo MOCJIeIHATE Cca MPHYHHEHH B PE3yITaT Ha HENPEOI0IHMa CHJIA,
(2) Axo cTpanata, KOSTO € CIEeABANIO Ja H3MBIIHH CBOE 3a/IbJDKEHHE 10 J10roBopa e Guia B 3a6aBa, Ts
HE MOJXKE J1a Ce 11030BaBa Ha HEMPEO10IMMa CHJIA.
(3)“Henpeononuma cuna™ mo cmuchia Ha TO3M /I0TOBOp € HENpPEeJBH/ICHO H/HJIH HENpeI0TBPATHMO
CBOHMTHE OT H3BBHPE/ICH XapaKTep, B3HUKHAMO CJIEN CKIIOUBAHETO Ha JIOTOBOpA.
(4)Crpanara, 3acersara oT HeNpeoJOJIMMa CHMIA, € JUTbKHA Jla IpeinpHeMe BCHYKH JEHCTBHS ¢
IpHKaTa Ha 100bp CTONAHMH, 3a Ja HAMAIH 10 MHHHMYM IIOHECEHUTE BPEJM H 3aryOM, KaKkTo W ja
YBEJIOMH ITHCMEHO JIpyraTa CTpaHa B 7-IHEBEH CPOK OT HACTBHIBAHETO HA HenpeoJonMMara cuia. [pu
HCYBE/IOMABAHE B IIOCOYCHHS B MPEAXOAHOTO H3PEYEHHE CPOK Ce JIbIDKH obesmerenne 3a
HacTelMIMTE OT TOBa Bpeau. Henpeomonmmara cuna ce 1o0ka3sBa oT 3acernarata CTpaHa CBbC
ceprudHKar 3a popeMakkop, H3LAAEH MO ChOTBETHHS Pel OT KOMIETeHTHHs OPraH B Jbp)KaBaTa, B
KOSITO Ca HACTBITUIHA (POPCMAKOPHUTE 0OCTOATENICTBA.
(5) Mlokaro Tpae HempeomonMmara cuia, M3MBIHEHHETo Ha 3aIbJUKCHUSATA M CBBP3aHHTE C TAX
HACpPEIHHU 3aIbJKEHHS Ce CIUpA.
(6) He mpencrasnsia “menpeomonuma cuma” CbOMTHE, NPUYMHEHO N0 HeGPEeXKHOCT WM ypes
YMHIIIEHO JCHCTBHE HAa HAKOS OT CTPAHUTE WM TEXHHU NPEACTABUTENIH H/WIIH CITY)KHTEIH, KAKTO H
HEJl0cTHIa Ha napudnH cpeiactsa Ha M3MBJIHUTEJS u JIEYEBHOTO 3ABEJIEHUE -
Bb3JIOXKHUTEL

XIV. ClTIOPOBE

Ya.14. (1)Br3uuknanmute npe3 BPEMETPACHETO HA JIOTOBOPA CIIOPOBE M PA3HOIIIACHS MEXLY CTpaHuTe
CC pelIaBaT 4pe3 nmperoBOpH Mexay Tax. [locTuraarture JIOTOBOPEHOCTH ce 0pOpMAT B MHUCMEHA
¢opma 1 ce npespbmar B HEpas3JiesiHa YacT OT JI0roBopa.

(2) B ciyyaii Ha HenocTHrane Ha AOTOBOPEHOCT 110 MPEAXOIHHS YICH, BCHYKH CIIOPOBE, MOPOJEHH OT
TO3H ZIOrOBOP MJIH OTHACSIIH CE JI0 HETo, BKJIFOYHTEITHO CIIOPOBETE, MOPOJICHU OT WIIH OTHACSIIH CE JI0
HETOBOTO ThJIKYBaHE, HECHCTBUTEIIHOCT, HEM3ITBLIHEHHE HIIH NpeKparsBaHe e ObaaT paspeliaBaHu
cropet ObJIrapcKUTe MaTepHAIHH U [pOLECYATHA 3aKOHH OT KOMIIETEHTHHUS CB/1 110 pesia Ha [TIK.

XV. CbOBIIEHUA
Y. 15. (1) Benuku chobimenns MEXLy CTpaHHTE, CBbP3aHH C M3IIBIHEHHETO Ha TO3W JOrOBOp ca
BaJl/IHH, aKO Ca HAallpaBeHH B MHCMeHa JopMa U ca MOANMCAHH OT YITbIHOMOIICHHTE IPEe/ICTaBUTEIN
Ha USITbJIHUTEJISA vin JJEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJL
(2) 3a nata Ha cHOOIIEHHETO Ce cMSTA:



v /larara Ha NIpeIaBaHeTo — PU PHYHO Mpe/IaBaHe Ha ChOOIIEHHETO:
v AlaTaTa Ha NOIICHCKOTO KIeHMO Ha oOparHaTa pasnucKa — MPH U3MpamiaHe 1Mo MOIaTa;
v AlaraTa Ha IPUEMaHeTo — MPH u3Mnpaulase no gaxke uim e-mail.
(3)3a BaymmHm anpecu 3a npueMaHe Ha CHOOIIEHHS W GAHKOBH CMETKH, CBBP3aHH C HACTOSIIUS
JIOTOBOP C€ CMSITAT:

3A UBITBJIHUTEJIA:

Anpec 3a kopecnonaenuus: rp. Codus, yo. JIvueszap Cranues 5,

Cocdapma busuec Tayspe, crp.A, er.12

ten. 02/8133 660

daxc 02/8133 666

e-mail : office@sopharmatrading.bg

banka: ING 6ank, IBAN: BG87INGB91451001838915, KOJI INGBBGSF

3AJIEYEBHOTO 3ABEJIEHUE- Bb3JIOKUTEJI:

MBAJI - Kapno6ar EOO/I, rp. Kapno6ar, 8400, yu. Crapa ninanuna Ne 180
e-mail: mbalkarnobat@abv.bg

bankoBa cmerka; BG72RZBB91551086672316, RZBBBGSF

(4)IIpu npomsiHa Ha MocoYeHnUs Mo ajl. 3 ajapec WM GAHKOBA CMETKA ChOTBETHATA CTpaHa € JUIb)XHa Jia
YBEJIOMH JIpyraTa B TPHHEBEH CPOK OT POMSHATA.

XVI. IPYT'H YCJIOBUS
Ya. 16. (1)IIpaBata ® 3aaBIKEHHATA 1O HACTOSIIHS JIOrOBOp HE MOrar Ja ce HpexXBBbpJIAT
CAHOCTPAaHHO HA TPETH JMIA M NOJOOHH aKTOBE He MOPaXAAT MpPaBHO JeiiCTBHE 6e3 MUCMEHOTO
ChITIACHE Ha Jpyrata CTpaHa, OCBEH B CllyyauTe Ha oOe3neyaBaHe (TapaHTHPaHE) HA 3abJKEHHS 110
OGAHKOBH KpPEIHTH.
(2)3a  Heypenenute BBIPOCH B HACTOSIIHS JOTOBOp Ce npujiara JIeHCTBAIOTO OBIArapcko
3aKOHO/IaTEJICTRO.

. XVII. NOAU3ITbJIHUTEJIN
(npunodicumo camo 6 ciywaume, 6 koumo uzbpanus 3a uzNvAHUMEN Y4acmuuk e nocovun, ye uje
01364 NOOUSNBIHUMENY, NPU CKNIOYBAHE HA PAMKOBOMO CROPA3YMEHUE)

Y. 17. (HINOAUBIBJIHUTEJMUTE Tpsioea na OTroBapsAT Ha CbOTBETHUTE KPUTEPHHU 3a MOAGOP
¢boOpa3sHO BUJA U JIeIa OT MOPBYKATa, KOHTO IIle M3MBJIHABAT, H 32 TAX /J1a He ca HAIMIE OCHOBAHHS 33
OTCTpaHsBaHE OT MpOoLe/Iypara.

(2) IEYEBHOTO 3ABEJIEHUE — Bb3JIOJKHUTEJI u3uckea 3aMsiHa Ha NOAU3SIBJIHUTEL,
KOWTO HE OTroBaps Ha YCJIOBHATA MO a.l.

(3)Koraro yactra OT mopbuKara, KOSTO Cé M3IBIHABA OT HNOJAU3IIBJHHUTEJL, moxe na Obae
npenanena karo oraeneH obext Ha UBIMIbJHHUTEJISI wm wa JJEYEBHOTO 3ABEJIEHME -
Bb3JIOJKUTEJL, nocreanns 3annama Bh3HarpakJIeHne 3a Ta3d 4acT Ha NOAU3ITBJIHUTEJIA.
(4) Pasnnamanmsta nmo an. 3 ce ocChIECTBABAT BB3 OCHOBA HA HCKaHe, OTHpPaBEHO OT
NOMU3ITBJHUTEJSL 10 JIEYEBHOTO 3ABEJAEHUE - Bb3JOKUTEI 4pe3
M3ITBJIHUTEJISA, xoiito e urhkeH Ja ro MPeJOCTABH HAa BB3JIOKHTENS B 15-1HeBeH cpok ot
II0JTy4aBaHETO My .

(5)K®M uckanero no an.3 UBMMbJIHUTEJSAT NIPE/IOCTaBsl CTAaHOBHIIE, OT KOETO Jia € BHIAHO JaId
OCNOpBA IJIAAHUATA WM YacT OT TAX KaTO HEXb/IKHMH.

(6)JIEYEBHOTO 3ABEJIEHUE — BB3JIOKUTEJ uma NpaBO Ja OTKaxe IJallaHe mo ai. 3,
KOraTo HCKaHeTO 3a [uialane € OCIopeHo, 10 MOMEHTAa Ha OTCTpaHsIBaHe HAa NPHYHHATA 3a OTKA3a.

(7) HesaBucumo ot wmsnonssanero na ITOJM3IIBJIHUTEIIU OTFOBOPHOCTTA 3a M3MBJIHEHHE Ha
norosopa ¢ Ha U3ITbJIHUTEJISL.



XVIIL 3AKJTIOYUTEJIHU PA3ITIOPE/IBA
Y. 18. (1) [Ipu cheTaBsHETO HA HACTOSIIMS IOTOBOP CE MPECTABHXA CIIETHUTE JIOKYMEHTH:
v JloxymenTs 1o 4. 112 ot 30I1;

o Hexnapauus no uin. 55, an. 6 or 3JIIIXM (koraro e MIPUIIOKHMO);

v ["apanius 3a u3nbIHEeHHE;

v Texnuuecko u I{eHOBO npe/sioxkenue, HepasieHa 4acT OT JI0TOBOpA;
v Jlexnapauu no 3MMII.

(2)HacTosiumsiT 10roBOp ce ChCTaBH B TPH €1HOOOPA3HH eK3eMILIsipa Ha OBJIrapcKu €3WK — e€MH 3a
M3ITBJIHUTEJIS u 18a 3a JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEL )

JEYEBHO 3ABEJIEHUE - Bb3JIOKHTEJI: MU3ITBbJIHUTEJIL: Y.
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TexHuyecko npeanoxkeHue P4 11-55
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AHaTtomo- MexayHapoaHo
TepanesTuye HenaTeHTHO
06.no3u | H kopg /ATC- HaumeHoBaHue HaumH Ha [ Msapka /mg. Heobxogum
uma Ne koa/ /INN/ NpUNOXKeHne tabl.. ml./ | 6poit mapku YyactHuum

1 CO1AAOQ5 Digoxin napeHTepanHa mg 20 "CO®APMA TPEMAMHI" AL

1 CO2AC01 Clonidine nepopasnHa TBbpaa mg 120 "COPAPMA TPEMAMHI™ AL

1 CO02AC01 Clonidine napeHTepanHa mg 105 "COPAPMA TPEMAUHI™ AL

1 CO8DAO1 Verapamil napeHTepanHa mg 200 "CO®APMA TPEMAMHI" AL,

1 COSAA02 Enalapril nepopanHa TBbpaa mg 600 "CO®APMA TPEMAUHI" A
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LleHoBo npegnoxkenue P 11-55

MexayHapo En uena | Eg yena
AHaTomo- AHO Msapka 3a 3a
TepanesTUyYe | HeNaTeHTHO /mg. |Heobxop, eAMHUUa (eauHULA| O6wa
06.no3u | H Kopg /ATC- |HaumeHoBaH HauyuH Ha tabl.. |um 6poii MAPKa | MApPKa ¢ | cr/cT 6e3
uma Ne koa/ ne /INN/ npunoXKeHue ml./ MAPKU YyactHuum 6es AAC| AAC AAc
1|CO1AAD5 Digoxin napeHTepanHa mg 20 "COPAPMA TPENAMHI™ AL, 1.746667| 2.096000 34.93
1|C02AC01 Clonidine nepopasnHa TBbpaa mg 120 "CODAPMA TPEMOMHI™ Af, 0.200000| 0.240000 24.00
1{C02AC01 Clonidine napeHTepanHa mg 105 "COOAPMA TPEMAUHI™ AL 5.291926( 6.350311 555.65
1|C08DAO1 Verapamil napeHTepanHa mg 200 "CO®APMA TPEMANHI AL, 0.140667| 0.168800 28.13
1|C09AA02 Enalapril nepopanHa 18bpaa  [mg 600 "CO®APMA TPEMANHI AL 0.002616| 0.003139 1.57
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