AOIroBOP
3A JOCTABKA HA NEKAPCTBEHW/ MNMPOAYKTU

OHec, m 1t . .2021 r., B rp. Codmsa, mMexkay:

YMBAN"Uapuua MoaHHa-UCYN"EA/, cbCc cejavie W afpec Ha yrnpasneHue B rp.
Cothua, painoH "O6opuwe”, yn. "bsno mope™ Ne 8, Ten. 9432215, thakc 9432180, EMK 831605806,
npegcTaBnsaBaHo OT Jlto6omup MeHeB.- V3MbHUTENEH AVMPEKTOP, Hapu4aHo Mo-Aosy 3a KpaTKocT
~JIEHEBHO 3ABEOEHWE - Bb3J/TOXXWTEJI” oT efHa cTpaHa

n

"MELEKC” OO/ cbc cefanuiie 1 agpec Ha ynpasneHve obnact Cogms-1252, ¢. CBeToBpayeHe;
yn. "Yasaap Boisoga" Ne 48, Ten: 02 4051924, takc 02 4051899, EMK 131268894 npeactaBnsiBaHO
oT Emun [laHeB - ynpaBuTen, HapuyaHo no-gony 3a kpatkoct ,,I3IMMbJ/IHUTEJT” oT gpyra cTpaHa,

Ha OcHoBaHMe 4n. 112 ot 3akoHa 3a 06ulecTBeHUTe nopbyuky (30M1), BbB BPb3Ka C MNPOBEAEH
BbTPELUEH KOHKYpeHTeH u36op no PamkoBo criopasymeHne Ne P[-11-163 ce CKIHOUM HaCTOALLMA
[loroBop 3a CnegHoTo:

I. MPEAMET M CPOK HA AOITOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BbB3/TOXXWMTEN Bb3nara, a N3MNBJIHUTENAT ce
3a[b/KaBa fia U3BbPLLUN AOCTABKA Ha CIeAHMTE NIEKAPCTBEHN MPOAYKTH:

HaunH Ha
3abenexxka Msipka aryc
NpuIoXXeHne
MSIpKU/
AO5BA00 L-Ornithine-L-Aspartate = napeHTepa/iHa mg BanngeH 20000000
A12AA03 Calcium gluconate rnapeHTepasiHa mg BanngeH 178800
A16AXQ1 Thioctic acid napeHTepasiHa o mg BanugeH 4800000

(2) OorosopbT BAM3A B CWa OT Aararta Ha MOANUCBAHETO MY OT [BETe CTPaHM U e CbC CPOK [0
31.12.2021 .
(3) 3anpoaykt c ATC AO5SBA00 n A12AA03 gorosopsbT Bnm3a B cunia ot 01.10.2021 .

. LEHW 1 OBLWLA CTOMHOCT HA IOCTABKUTE MO AOrOBOPA

Un. 2. (1) LeHata Ha cToKMTe Mo 4i.l e cbrnacHo LeHoBO npepsioxeHne Ha N3MbJIHUTENA,
Hepa3sjenHa 4acT OT A0orosopa.
(2) LleHaTa BKNHOUBA CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3aCTpaxoBKa v TpaHcnopT Ao JIEYEBHOTO
SABEAEHWE - BB3/TOXXWTEJT npy MUHUMaNeH CPOK Ha rogHoOCT He no-Kpatbk oT 40 % ot
065BeHMS OT NPOM3BOAMTENS 3a /IeKapCTBEHMTE NPOAYKTU UM He NO-KpaTbK 0T 20 % OT 061BeHUs OT
NPoV3BOAMTENS 33 OMONPOAYKTUTE UK 6B1MONOA0OHUTE NPOAYKTUN. MUHUMAHMAT CPOK Ha FOAHOCT ce
onpefens KbM Aatata Ha BCAKa JOCTaBKa Ha /1IeKapCTBeH MPOAYKT.
(3) O6buata CTOMHOCT Ha JocTaBKMTE Mo gorosopa € Ao 92 013,00 nea 6e3 BkatoueH A4C v go
110 415,60 nesa e BkntoyveH 44C.
(4) LeHara no gorosopa e KcupaHa, He MoA/1eXM Ha NPOMsiHa 3a CPOKa Ha AeiiCTBM1e Ha [0roBopa,
0CBeH B c/lyyauTe Ha 116 ot 30r1.
(5) B cnyyaid, Ye npe3 BpeMeTO Ha [eCTBME Ha CbOTBETHMS OrOBOP CTOMHOCTTa, KOATO Clefga Aa ce
3annawa ¢ ny6smMyHM cpeacTea Ha NekapcTBeHW NPoAyKTU OT MO3UTUBHUA IEKAPCTBEH CMUCHK CTaHe
Mo-HWCKa OT [J0roBopeHarta, J/ieyeOHOTO 3aBefieHMe -  Bb3/IOXKMTeNn 06e3ycloBHO — 3ansalla
NeKapCTBEHUTE NPOAYKTM Ha MO-HUCKaTa CTOMHOCT, CYMTAHO OT:

- [patata Ha B/M3aHe B Cu1a Ha peleHMeTo Ha HauuoHanHus CbBET MO LEHU W
pemmoypcupaHe Ha nekapcteeHuTe npoayktu ( HCLP/IM);

- [aTaTta Ha akTyanusaumsaTa Ha Mo3snTUBHUA NeKapcTBEH CMUCHK MO pefa Ha yn. 57, an. 1 o1
Hapepbata 3a ycnosusTa, npaBuiata M pefa 3a perynvpaHe M peructpupaHe Ha LEHWTe Ha



nekapcteeHuTe npogyktn (HYTMPPPLJIM) 3a nekapCcTBeHWTe MPOAYKTU C HamasieHa CTOMHOCT 3a
ONakoBKa, 134ymncneHa Ha 6asa pedpepeHTHa CTOMHOCT.

B cnyvante no npeaxogHOTO M3peyeHWe, CTOMHOCTTA Ce Oonpefenss KbM MOMEHTa Ha
[l0CcTaBKara (nognuceaHe Ha Npuemo-npesasartesieH NPOTOKON).

. ycinoBmna n HAYMH HA NMNAWAHE

Yn. 3 (1) MnawaHeTo No HacToALWMA [OroBOp Ce OCbLLECTBABA Ype3 6aHKOB NPeBOJ OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/IOXKMNTEJ no nocoyeHata B 4. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBbJTHUTENA.
(2) 3annalaHeTo Ha CTOKWUTE MO AOroBOpa Ce M3BbLPLLBA OT/IOXKEHO B CPOK A0 60 /wectaecetns/ AeH,
cnep npefcraeaHe Ha CnefHNUTE AOKYMEHTI:

1 [ocTaBHa (hakTypa, CbCTaBeHa CbriacHo nncksaHuata Ha 344C v MM344C;

2. [MpuematenHo-npefaBaTeiHX NPOTOKONN;
(3) B cnyyaid, 4e nocoveHWUTe B Y. 3, al. 2 LOKYMEHTU Ca HepefOBHU WM He ca KOMMEKTOBaHMU,
colmTe ce Bpbwart Ha U3MbJIHUTENA ¢ npuemaTenHo - npefasarte/ieH NpPOTOKON 3a U3MNpaBsaHe
Ha HepefHocTMTe. CPOKbBLT MO U3, an. 2. 3anoysa Aa Teye OT AaTarta Ha NpeacTaBaHeTo Ha nocnegHus
N3UCKYEM Ce JOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA /IEKAPCTBEHWN MPOAYKTU, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakoBKa He cnefiBa Aa HadBWlLaBa onpefeneHata B [M03UTUBHUA NEKApCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakoOBKa 3a CbOTBETHWUA /IEKapPCTBEH MPOAyKT. B
CNlyyail Ha uM34MCNsBaHe Ha CTOMHOCT MO-BMCOKAa OT peepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHUS NIEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMasifBa M 3ansawia 4o CTOMHOCTTa Ha OMnakoBKa
onpefeneHa B N03UTUBHNUSA NeKapCTBEH CNUCHK- [NpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Yn. 4 (1) NEYEBHOTO 3ABEAEHWE - Bb3/TOXXWMNTEN 3asB5iBa HEO6X0AMMUTE MY KO/IMYECTBa
c nucmeHa 3aaBka fo W3MNBb/IHWTE/A. 3asBkata ce BpbyBa /IMYHO Cpelly noanmc Ha
N3MNBTHATENA naM ynbaHOMOLLEHO OT HEro avue wuam ce msnpaiia ¢ npenopbyaHoO MUCMO C
obpaTHa pa3nucka, No akc UK rno eNeKTPOHEH MbT.
(2) Bcaka oTpenHa [focTaBka, cnefBa Aa ObAe [oCTaBeHa B CPOK [0 7 KajleHAApHW OHW Chef
nonyyasaHe Ha 3aaBkata oT JIEUEBEHOTO 3ABEAEHWVE - Bb3/TOXKWTEJ] 1 3a Konuyecteata u
OnakoBkMTe (CbOOpPa3HO KOHKPETHWUTE JIeKAPCTBEHM MPOAYKTM, TMOCOYEHUM B  TEXHWUYECKOTO
NpeLoKeHe Ha M3MNb/HWUTENs), TOYHO OMpefeneHW B 3asBKaTa. B cnydail, Ye ce npasBu MbpBa
[0CTaBKa OT fajeHa napTuia Ha fiekapcTBeH NPOAyKT, ce npeactass CepTudmkar 3a 0CBOOOXKaBaHe
Ha naptujarta, m3gageH OT KsasvgpuumpaHo nvue no 3/1MXM Ha efleKTpOHeH HOCUTEeN WKW MO
e/IEKTPOHEeH NbT Ha efIeKTPOHHaTa noLya, NocoYeHa Karo afpec 3a KOPeCrnoHAeHLUMs, NpuapyXeH c
NpeBof Ha Ob/Irapcky e3nk OT mpMa, CKIUnna 4Orosop ¢ MMHMUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbpLUBaHE Ha omumaniHn NpeBoan. MN36poeHNTe JOKYMEHTU Ce NPeLCTaBAT B CbOTBETHOTO 3BEHO,
onpefenieHo OT /1e4ebHOTO 3aBefleHne - Bb3NOXUTEN. [pu cregpawy AOCTaBKM Ha NeKapCTBeHU
NMPOAYKTM OT CbLUaTa NapTuaa, CepTUPUKaTLT He ce NpeAcTaBs.
(3 B cnyuyair Ha HeobxoaMmocT OT criewHa poctaBka, JITEUEBHOTO 3ABEAEHUE -
BBb3/TOXKWTEJT nocoysa M3pMYHO B 3asBKaTa, Ye € Heobxoaumo fa 6bAe M3BbpLleHa CrewHa
focTaBka. B To3u cnydaid, focTaBKata crefBa fa 6bfe M3BbpLUeHa 40 6 yaca OT MosyyaBaHe Ha
3afBKaTa M 3a KO/IMYecTBata M OMakoBKUTE (CbOOPA3HO KOHKPETHWUTE JIEKAPCTBEHW MNPOAYKTH,
MOCOYEHU B TEXHNYECKOTO MPeI0oXeHVe Ha U3MbIHUTENSA), TOYHO OMpefeNieHn B 3adBKaTa.
4 N3INBNHUTENAT ce 3agb/mKaBa, B CPOK 40 1 paboTeH AeH, B cyvanTe Mo an. 2 U B CPOK 4o 1
yac, B C/lydaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3afBKa [a YBeLOMW MUCMEHO WX MO (hakc
NNEYEBHOTO 3ABEAEHUE - Bb3/TOXXKWTEJ] B cnyyail Ye He MOXe Aa U3BbPLUN JOCTaBKa U
B C/lyYald, Ye He MOXe [a Crasn CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKaTa, NpeAMET Ha KOHKpeTHaTa
3aBKa.
(5) Kbm paTata Ha BCAKa [0OCTaBKa, OCTaTbYHMAT CPOK HAa FOAHOCT Ha JIEKAPCTBEHUTE MPOAYKTH,
cneapa ga 6vae He No-manbk oT 40 % /yeTupuaeceT Ha CTo/ OT 065BEHMS OT MPOM3BOANTENS.
(6) Kbm paTarta Ha BCAKAa AOCTaBKa OCTaTbYHUAT CPOK HA FOAHOCT Ha 6UOMpoayKT munv 6ruonofo6eH
MPOAYKT, cneaga Aa 6bae He no-mansk oT 20 % /aBageceT Ha CTO/ OT 065BEHWNA OT NPON3BOAUTENS.



(7) 3a konunyecTBa [JOCTaBeHM W3BLH 3asiBKaTta no un. 4, an.l, TEYEBHOTO 3ABELEHUE -
BBb3/TOXKWTEJT HAMa 3ab/KeHne 3a naLlaHe.

(8) B cnyyaute no un. 10, an. 7 oT 4oroeopa, CPOKbLT Mo an. 2 U 3 3anoysa fa Teye OT garara Ha
nnucmeHoTo cwrnacne Ha JIEYUEBHOTO 3ABEAEHWE - Bb3/TOXUTE.

V. MACTO HA AOCTABAHE
Yn. 5. (1) 3a MACTO Ha OCTaBAHe Ha CTOKWTE NO TO3M AOroBOp ce onpeens cnegHus agpec: Cogus,
yn. ,,bano mope” Ne 8, YMBAJI ,,Llapnuya NoaHHa-NCYN” EA/L - otgen ,,bonHMYHa anTeka”
(2) PUCKBT OT cny4yaitHOTO NOrvMBaHe WM NoBpeXiaHe Ha CTOKUTEe npeMuHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BB3/TOXXWTEJT 0T MOMeHTa Ha NpPUEMaHETO MM Ha MACTOTO Ha [J0CTaBsHe C
npuemarenHo-npesaBaTesieH NPOTOKO/N.

VI. BATA HA JOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha JOCTaBAHE Ce CuUMTa JartaTa, Ha KOATO CTOKWUTE ca AOCTaBeHW [0 afpeca NocoyeH B
yn. 5, an. 1, npu ycnosmata Ha un. 9, an. 2.

VII1.3AAB/DKEHNA HA N3NMBAHUTENA
Un. 7. N3MNBJIHUTENAT ce 3aabnkasa:
1 [a pocTaBu CTOKMTE B [JOrOBOPEHMSA CPOK U Aa rv npepage Ha JIEUEBHOTO 3ABEAEHWUE -
BB3/TOXNTEN.
2. [a npefane CTOKWTE, NaKeTUpPaHU U MapKUpPaHW B CLOTBETHWUA BW[, KO/IMYECTBO M KayecTBO Ha
MSACTOTO Ha OCTaBAHE.
3. lNpu noannceaHeTo Ha OroBopa Aa NpeLcTaBu:
a) AOKYMeHTM Mo yn. 112, an. 1ot 30r1.
6) rapaHumsa 3a U3Nb/HEHWE, B eAHa OT (opmuTe, onpedeneHun B un. 111, an. 5 ot 30I1, cbC CPOK Ha
Ba/IMAHOCT 60 AHW cnef U3TUYaHe CpPoKa Ha A0oroBopa, KOATO Ce 0CBOOOXaBa B CPOK 40 60 AHM cneq,
M3MbJIHEHWE Ha Aorosopa. B criyyald, Yye BaIMAHOCTTA Ha rapaHUmMsTa u3Tnya npeay Aorosopa ga 6vae
n3nbvaHeH, N3MNbJIHUTENAT ce 3aab/mkaBa fa YAL/DKA CPOKa Ha BaIMAHOCT Ha rapaHumata c
TO/IKOBA [IHU, TaKa 4e rapaHuuaTa fa nokprea o4akBaHWsA CPOK 3a U3MbJIHEHWE Ha forosopa natoc 60
[OHW. TapaHumMATa e B paamep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 44C v Bb3nnsa Ha 2 760,39
neBa.
(4) [Qa poctaBA fieKapCTBEHW MPOAYKTW, KOUTO OTrOBapAT Ha WM3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTe NPOAYKTU B XyMaHHaTa meauuunHa (3/TMXM) - fa nputexxasar Ba/IMAHO paspeLLeHune
3a ynotpeba B cTpaHaTa, u3gageHo no pefa Ha 3/IMXM wnm PernameHT (EO) Ne 726/ 2004 r. Ha
EBponelickns napnameHT n CbBeTa /un. 23, an.l Ha 3/TTXM/.
(5) Oa poctaBa nekapCTBEHW MPOAYKTU, KOMTO ca BKIHOYeHU B punoxeHne Ne 2 Ha [M0o3UTUBHUA
NNEKapCTBeH CMUCHK.
(6) B cnyyait, Ye ce npaBu NMbpsa JOCTaBKa Mo fJafeHa napTuia Ha ekapcTBeH NPOoAyKT, Aa npeacTass
CepTumkar 3a 0cBOOOXJaBaHe Ha napTuiaTa, M3gageH oT kKBanuduumpaHo nvue no 3J/ITMXM Ha
e/IEKTPOHEeH HOCWUTEN WU MO eNleKTPOHeH NbT Ha efIeKTPOHHaTa MoLla, MocoYveHa Kato ajpec 3a
KOPECNOHAEHUMS, NPUAPYXXEH C NPeBoj Ha ObArapcky e3vk OoT (upMa, CKIK4Yuna [orosop ¢
MWHMCTEPCTBO Ha BbHLUHMTE PaboTy 3a M3BbPLLBAHE HA O(hULIMATHIA MPEBOAV.

VIII. SAAB/IKEHNA HA NTEYEBHOTO 3ABEAEHUE - Bb3/TOXXNTEN
Un. 8. TEYEBEHOTO 3ABEAEHWE - BBb3/TOXXWNTEJ ce 3aabmkasa:
1 [a npueme fOCTaBeHUTe B CPOK N Ha MACTO CTOKW, CbOTBETCTBALLM MO BMA, KONMYECTBO U Ka4ecTBo
Ha ONUCAHOTO B HACTOALLMA [OroBop.
2. [1a 3annatu gocTtaBeHMTE CTOKM MO pefa Ha yi. 3 OT HacToALWMA 4OroBop.
3. Cnep npuKoYBaHe M3Mb/IHEHMETO Ha AOrOBOpa Aa 0CBO60AM rapaHumsaTa 3a U3NbiHeHWe, 6e3 aa
[Ob/DKN NINXBY 32 CPOKa, Npe3 KOMTO CpefcTBaTa 3aKOHHO ca NPEeCTos/IN Y Hero.

IX. MPMEMAHE N NMPEAOABAHE HA CTOKUTE
Un. 9. (1) NMpnemaHeTO Ha CTOKUTE Ce M3BbPLUBA HA MACTOTO Ha [OCTaBsAHe NMOCOYEHO B Y. 5, an. L



(2 MSNBNHUNTENAT wnn  ynbJHOMOLWEH OT Hero npefcTaBuTeNl U MpefacTaBUTEN  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3NOXWTEJT nognuceat npuemMaTtenHo-npeaasaTeseH
NPOTOKO/1, Y0CTOBEPABALL, NOMyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TrAPAHUMN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpefMeT Ha HaCTOALLMA LOrOBOp, CNefBa Aa OTroBapsAT Ha U3MCKBAHMATA Ha Y/l
7,an.4unb.
(2) Kbm patata Ha focTaBKaTa, OCTaTbYHWUAT CPOK Ha FOAHOCT Ha /IeKapCTBEHUTE NMPOAYKTW, ChefBa
na 6bae He no-manbk oT 40 % /ueTUpUAeceT Ha CTO/ OT 06SIBEHNSA OT NPOU3BOANTENS.
(3) B cnyyait Ha gocTaBKa Ha NeKapCTBEHWSA MPOAYKT C M0 - KpaTbK OT A0rOBOPEHMst CPOK Ha rOAHOCT,
[Ob/MKMMaTa HEYCTOMKaA [ja 6be NPOMEHEHA, KaKTO CefBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha [0CTaBKaTa;

0T 29,99% 10 20% - 5 % BbPXY CTOMHOCTTA Ha [A0CTaBKaTa;

oT 19,99% no 10% - 7 % BbPXY CTOMHOCTTA Ha [AOCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTA Ha l0CTaBKaTa.
(4) OcCTaTbYHMAT CPOK Ha rOAHOCT Ha GronpoayKT /6uonogobeH NPOAYKT, credsa Aa 6bae He Mo-
manbk 0T 20 % /aBafeceT Ha CcTo/ OT 06ABEHMA OT NMPOM3BOAUTENA KbM AaTaTta Ha BCSAKa [OCTaBKa.
(5) B cnyyaii Ha focTaBka Ha 6uonpofyKT/61onofo6eH NPOAYKT € Mo - KpaTbK OT JOrOBOPEHUS CPOK
Ha rofjHoCT, Ab/HKMMaTa HeYyCTOWNKa e KaKTo Criefsa:

oT 19,99% o 10% - 2 % BbPXY CTOMHOCTTa Ha A0CTaBKara,

0T 9,99% 10 5 % - 4 % BbpPXY CTOMHOCTTA Ha A0CTaBKAaTa,;

nog 5% - 6 % BbpXy CTOMHOCTTA Ha [OCTaBKara.
(6) TEUEBHOTO 3ABELEHUE - BBb3/TOXXWUTEJT Moxe fa OTKaXke MpuemMaHeTo Ha CTOKUTE,
aKO B [eHA Ha TAXHOTO MPUCTUraHe MM NpuemaHe OCTAaTbYHUA CPOK Ha FOAHOCT € Mo - MabK OT
onpegeneHusa B un. 10, an. 2. uan. 4 MUHUMaEH CPOK Ha roHOCT.
(7) OocTaBKaTa Ha /fIeKapcTBeH NMPOAYKT C OCTaTbyeH CPOK Ha roAHOCT Mo-MaibkK OoT 10 Ha cTo OT
065BeHNA OT MPOU3BOAUTENS U HA BMoNpoayKT/61onofobeH MPOAYKT C OCTaTbyeH CPOK Ha rogHoCT
no-MaibK OT 5 Ha CTO OT 00siBEHMSI OT NPOM3BOAMTENS Ce M3BbPLUBA CaMO C MUCMEHO Cbracue Ha
NEYEBHOTO 3ABEAEHWE - BBHb3/TOXXWTEJ] 3a KOHKPETHO KONMYECTBO, OMpesesieHo OT Hero.
bes u3puyHo nucmeHo cwvrnacve Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXWTEJ cTokuTe
HAMa fa 6baat 3annalaHu.
(8) VickaHeTO 3a MMUCMEHO cbrfacue, B CnyvauTe Ha an. 7, cnefga fa noctenu B JIEYEBHOTO
SABEAEHWVE - Bb3/TOXXWTEJ B cpok o 1 (eguH) paboTeH AeH OT NnosyyaBaHe Ha 3asiBKata.
(9) B cnyyanTe Ha crieLHn fOCTaBKM NOCOYEHUTE B 1. 3 M a/l. 5 HEYCTOMKM He ce npuarar.

XI. OTFTOBOPHOCT SAHETOYHO U3MNbJ/IHEHWNE. PEKTAMAL N
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BB3/TOXWTEJT MoxXe Aa npefsdBsBa peknamamm
npeg N3MbJIHUTENA 3a:
a) KO/IMYECTBO M HEKOMIM/IEKTHOCT Ha CTOKUTE UM TeXHUYEeCKaTa JOKYMeHTauus (ABHW HeocTaTbLm);
6) Ka4ecTBO (CKpUTW HeAOCTaTbLM):
- NPV JOCTaBAHE Ha CTOKW He OT A0r0BOPeHUs B, NOCOYEH B un. 1,
- NP KOHCTaTUpaHe Ha fedekTn npu ynotpeba Ha CTOKMUTE.
(2) Peknamaumm 3a SiBHM HefocTaTbUyM Ha cTokuTe ce npasat ot JIEHEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefiaBaHETO UM, 33 KOETO Ce CbCTaBA MPOTOKO/, noAnucaH u ot
[IBETE CTpaHMU.
(3) Peknamaummn 3a CKpWUTWU HeLOCTATLLM Ce MpaBAT Mpe3 Lenns CPOK Ha rofHOCT Ha [0CTaBeHWUTE
CTOKM, KaTo peknamaumaTa ce npuapykasa 3afb/DKUTENIHO OT KOHCTATUBEH MPOTOKO/, MU34ajeH oT
M3nbnHuTeNHaTa areHumns 3a nekapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3TOXWTE/T e paibkHO Aa yBeaoMu  MUCMEHO
N3MNBbTHNTENA 3a ycTaHOBEHUTE AeekTn B 5 (MeT) AHEBEH CPOK OT KOHCTAaTUPAHETO WM.
(5) B peknamaumute ce noco4ysa HOMEPHT Ha LOrOBOPA, TOYHOTO KOMIMYECTBO Ha MOMYYEHUTE CTOKM C
TEXHUSA napTuaeH HOMepP, OCHOBaHMETO 3a peKnamauus U KOHKPeTHOTO uckaHe Ha JIEUEBHOTO
SABEAEHWE - Bb3J/TOXXWNTE.



(6) B 5 (net) gHeBeH CPOK OT nonydvaBaHe Ha peknamaumsata, U3MbAHWTENAT cnegsa ga
otroBopn Ha JIEHEBHOTO 3ABEAEHWE - BbB3/TOXWTEJT NUCMEHO W KOHKPETHO Aanu
npuema peknaMaumsaTa UM 8 OTXBLPAA.

(7) Npw peknamaums 3a sBHU HepgocTaTbuM U3MBJ/THUTENAT e anbXKeH B CPOK OT 2 pabOTHU AHW
OT MO/lyyaBaHe Ha peknamauuaTa 3a CBOS CMETKa M PUCK da LOCTaBM Ha MACTOTO Ha [OCTaBsAHe
KONMYECTBOTO NINMCBALLM B AOCTaBKaTa / HEKOMMIEKTHU SOTOBOPEHN CTOKM.

(8) Mpu peknamauusi 3a CKPUTW HepgocTaTbuu, B cnydan ye W3MNBJIHUTENAT e npuen
peknamaumsTa, CbWMAT e anbkeH B 10 (geceT) [AHeBeH CPOK OT MO/y4vyaBaHETO M Aa 3aMeHu
[OCTaBeHNTE HeJOrOBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKA WU PUCK WX MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/IOXWTEJT ga BbpHe CLOTBETHaTa YacT OT 3an/jaTeHarta
LieHa, BEAHO C AL/DKUMUTE NTUXBMU.

(9) N1360pbT Ha NOCOYEHUTE NO-rope Bb3MOXKHOCTM [ja Ce BbPHe CbOTBETHATA YacT OT NJaTeHoTO Wn
[la ce fOCTaBAT HOBWM CTOKM npuHaanexun Ha JIEYHEBHOTO 3ABEAEHUVE - Bb3/TOXWUTES u ce
yNpaXKHsaBa OT Hero nof ¢opmara Ha nucMmeHo ysegomneHune ao M3MbIHUTENA, kato pasxoauTe
N PUCKOBETE MO HOBOTO JoCTaBsHe ca 3a cmeTka Ha 3N bJ/THUTEJIA.

(10) CrtokuTe, npeaMeT Ha peknamauusi ce cbxpaHssat ot JIEHEBHOTO 3ABEAEHUE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamauumTe.

XIl. OTFOBOPHOCT NP HEN3MBIHEHNE
Un. 12. (1) 3a Hem3nb/HEHUE Ha 334 b/DKEHUATA CU NO HACTOALLUA JOrOBOP C U3K/IHOYEHWE Ha Te3un Mo
un. 10, an. 2 n an. 4, NIMBJTHATENAT pgbmkn HeycTolika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBka, HO He nosedve oT 10 % (feceT mpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KaKTO M 00e3lleTeHVe 3a MpeTbpreHuTe AENCTBUTENHN Bpean B CrydauTe,
Korato Te HagxBbpiAaT [OroBopeHaTa HeyCcTolka. B cnyyaute no un. 4, an. 3, nocoyeHaTa B
NPeAX0AHOTO M3peyveHne HeycToka B pasmep Ha 0.5 % ce HaumcnsBa 3a BCEKU Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpoLEeHTa) OT CTOMHOCTTA Ha KOHKpEeTHaTa 3asBKa, KakTo U 06e3lleTeHne 3a
npeTbpneHnTe AeCTBUTENIHW BPeaW B C/lydanTe, KOraTo Te HaaxXBbpAT LOrOBOpeHaTa HeyCTonKa.
(2) Korato npu Hanunumne Ha peknamaumun, N3MBJIHUTENAT He M3NbAHW 3a4b/DKEHUATA CU MO
pasgen Xl OT HacToAwMsA [AOroBop B CPOK, CbWmAT Abmku Ha JIEHEBHOTO 3ABEAEHUE-
BBb3/TOXKWTEJ HeycToilka B pasmep Ha 2 % OT LieHaTa Ha CTOKMTE, 3a KOMTO Ca HanpaBeHu
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BDB3/NOXWTEJT yaoBneTsopsABa NPETEHUUATE CUM OTHOCHO
HEM3Nb/IHEHMETO Ha [0roBopa, KakTo M 3a 3anfalwjaHe Ha HeycTOMKMTe OT CcTpaHa Ha
N3MBJTHUTENA Kato 3aAbpka rapaHumaTa 3a n3nbv/HeHne no yn. 7, an. 3, bykea “6” oT 40roeopa,
KaTo npeganpvema [eicTBUA 3a HEMHOTO YycBOsiBaHe. B cnyuvald, Ye CTOMHOCTTa Ha rapaHumsTta 3a
M3MNb/HEHWE He MNOKpuBa BCUYKU Abmkumu oT U3MBJIHUTENA HeycTolikn, JIEYEBHOTO
SABEAEHVE - BDB3J/TOXWTE/ npuxeawa Ab/DKUMUTE CYMWU OT HacpewHW MnawaHns Kbm
N3MNBAHUNTENA.
(4) NMpwn Tpn NbTM BMHOBHa 3a6aBa Ha N3Mb/THUTENA, npogb/mkuna ¢ noBeye OT Mos0BUHATA OT
CpOKa 3a M3Nb/IHEHME Ha CbOTBETHOTO 3aAb/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHVE - BB3/TOXXWNTEJT nma npaBo fda npekpaty Aoroesopa egHoCcTpaHHO ¢ 15-AHeBHO
npeansBecTue.
(5) NEYUEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ/T uma npaBo Aa NpekpaT eaqHOCTPaHHO 1 6e3
npean3BecTe HaCTOALLMS LOTOBOP B C/lydail Ha CUCTEMHO HETOUHO M3MbJIHEHME Ha 3afb/DKeHusTa OT
N3MBNHWUTENA n npepsseHn noseye OT TPU peknamauuyM B pamMKuTe Ha Tpu Meceua ot
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJT no pega Ha rnasa X1.
(6) B cnyuait, ye no oTHoweHne Ha N3MBJTHUTENA HacTbnsaT ob6cTosTencreara no yn. 54, an. 1,
m un. 55, an. 1 oT 3akoHa 3a obuwectBeHUTe nopvykn, JIEYHEBHOTO 3ABEAEHMUE-
BB3/TOXKWTEJ/T uma npaBo [fa Mpekpat¥ efHOCTPaHHO HacToAawma [orosop, 6e3 MnucMeHo
npegusBecTue 1 6e3 fa Ab/HKN HEYCTOMKM.

X1, ®OPCMAXOPHW OBCTOATEJICTBA
Un. 13 (1) CTpaHMTe NO HACTOSLLMSA JOrOBOP He Ab/KAT 00e3LeTEHNE 3a MOHECEHM Bpean 1 3aryom,
aKo nocnefHnTe ca NPUUYNHEHM B pe3ynTaT Ha Henpeogonmma cuna.



(2) Ako cTpaHata, KoATO e cfiefBasio fa U3Nb/HM CBOE 3afb/DKEHME MO A0roBopa e 6una B 3abasa, TS
He MOXe ia Ce N030BaBa Ha HeNpeoLoMma cuna.

(3 “Henpeogonnma cuia” rno CMUCHIA Ha TO3W [OroBOp € HenpeaBUAEHO W/MNn HenpesoTBpaTUMO
CbOWTKE OT U3BLHPEAEH XapakKTep, Bb3HUKHA/O CNef, CKNHYBAHETO Ha A0roBopa.

(4) CrpaHaTa, 3acerHata OT HenpeodonMMa Cwna, € AbXHa [a NpearnpuemMe BCUUKWU OEWCTBUA C
rpmxara Ha fo6bp CTONaHWH, 3a Aa Hamav A0 MUHUMYM MOHECeHUTe Bpean U 3arybu, Kakto v ga
yBe4oOMU MUCMEHO ApyraTta CTpaHa B 7-4HEBEH CPOK OT HACTLMNBAHETO Ha Henpeogonumarta cuna. MNpu
HeyBeJOMsiBaHEe B MOCOYEHUS B MPeLXOLHOTO W3peyveHMe CPOK Ce Ab/DKU  0beslleTeHne 3a
HacTbNUAMTE OT TOBa Bpeau. HenpeogonumaTta cuna ce [oKas3Ba OT 3acerHarara CTpaHa CbC
cepTudumkar 3a opcMaxop, n3gageH no CbOTBETHUA pef OT KOMMETEHTHUA OpraH B [Abp)asara, B
KOSITO ca HaCTbNNAN POPCMaXKOPHUTE 06CTOATENCTBA.

(5) [Aokato Tpae Henpeofo/sMMaTa CWna, W3MbAHEHWETO HA 3aA4b/DKEHUATA W CBbP3aHUTE C TAX
HacpeLLHM 3ab/HKEHNSA Ce crmpa.

(6) He npepactaensiBa “Henpeofonuma cuna” CboWUTME, MPUUMHEHO MO HEOPEeXHOCT WAN upes3
YMULLNEHO [eCTBUE Ha HAKOA OT CTPaHUTE WM TeXHWU MNPeACcTaBUTENIN U/WIN CRYXUTENN, KaKTO U
HefocTura Ha napuyHu cpefctsa Ha WN3MNBJIHUTENA w NEYEBHOTO 3ABEAEHUE -
BB3TOXUTE.

XIV. CIMNOPOBE

Un.14. (1) Bb3HUKHaUTE Npe3 BPeMeTPaeHeTo Ha [0roBopa CropoBe W PasHOracus Mexay cTpaHuTe
Ce peLuaBaT 4pe3 MPeroBopu Mexay TaxX. MocTUrHaTWTe [0roBOPEHOCTM Ce O(opMSAT B MUCMEHa
hopma 1 ce NpeBpPbLUAT B HEPa3fe/iHa YacT OT JoroBopa.

(2) B cnyyaii Ha HemocTUraHe Ha JOroBOPEHOCT MO NPEAXOAHMS UNeH, BCUYKY CMOPOBe, NOPOAeHN OT
TO3M [IOrOBOP UM OTHACALLM Ce [0 HEFO, BK/IOUMUTENIHO CMOPOBETE, MOPOAEHN OT WM OTHACALLM ce [0
HEroBOTO Tb/IKYBaHe, HefleCTBUTENHOCT, HEM3MbIHEHUE MW NpeKpaTsBaHe Lie 6bAaT paspeLlaBaHy
cnopef 6bArapckuTe MaTepUaHI U NPOLIECYa/THI 3aKOHM OT KOMMETEHTHMS Cb/, No peaa Ha K.

XV. CbOBLWEHWA

Un. 15. (1) Bcuukn cboOLLEHNSA MeXOy CTpaHUTe, CBbp3aHU C U3Mb/HEHMETO Ha TO3M [0roBop ca
Ba/IMAHK, aKO Ca HarpaBeHW B MUCMeHa (hopma 1 ca NoAN1caHn OT YMb/IHOMOLLEHWUTE MpeLCTaBUTeNN
Ha N3N BbTHUNTENA nnm IEYEBHOTO 3ABEOEHWE - Bb3/TOXXNTE/.
(2) 3a pgaTa Ha CbOOLLEHMETO Ce cMATa:
S [laTata Ha npefaBaHeTo - MPWY PbYHO NpeAaBaHe Ha CbOOLLEHMETO;
) fatara Ha MoLEeHCKOTO K/ieiiMO Ha obpaTHaTa pasnucka - npy usnpatyaHe no nowara;
S [laTaTta Ha npuemMaHeTo - Npu m3npatLaHe no gakc nnm e-mail.
(3) 3a BanmaHW agpecy 3a NprvemMaHe Ha CbOOLLEHWA U GAHKOBWM CMETKW, CBbpP3aHU C HACTOSLLMS
[lOroBOp Ce CMATAT:

3A N3MBHUTENA:

agpec: c. CeetoBpayeHe; yn. "Yasgap Boieoga™ Ne 48, Ten: 02 4051924, ¢akc 02 4051899, e-
mail: offlce@medex.bg

6aHkoBa cMeTKa, nocoyeHa ot U3MbJ/IHNTENA: BIC koa: BNPABGSX

IBAN: BG25BNPA94401020015410

3SATEYEBHOTO 3ABEAEHWVE- Bb3/TOXWNTEN:

rp. Codusa, yn. ,.bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpn npomsHa Ha NocoyeHUsa NMo an. 3 agpec UM 6aHKOBa CMETKa CbOTBETHATA CTPaHa e A/TbXHa
[la yBefloMmu gpyrata B TPUAHEBEH CPOK OT NpoMsHaTa.

XVI. APYTW YCNoBUA
Un. 16. (1) lMpaBata ¥ 33a4b/DKEHWUATA MO HACTOAWMA [OrOBOP He Morar fa ce Mpexsbpisr
elHOCTPaHHO Ha TPeTU NMua WU NOAOOHW aKTOBE He MopaxiaT MpaBHO [eicTBue 6e3 MUCMEHOTO
cbrnacue Ha gpyrata CTpaHa, OCBEH B C/lydamTe Ha obe3neyaBaHe (rapaHTvpaHe) Ha 3afb/DKeHWs Mo
6aHKOBMW KpeamnTu.
(2 3a HeypefeHWTe BBMPOCU B HACTOALWMA [OroBOp Ce npwunara AerCTBaloTo 6bArapcko
3aKOHOAATE/NCTBO.
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XVII. NOANIMBAHUNTENWN - Henpunoxumo
(NpUNo>K1MO camo B ClyyauTe, B KOUTO U36paHust 3a U3MbJHUTEN yH4aCTHUK € NOCoUMU, Ye Lue
non3ea noAu3nbIHUTENN, NPW CKNOUYBAHE HAPaMKOBOTO CropasyMeHue)
Yn. 17. 1) NOAN3MBNAHUTENNTE Tpabsa fa OTroBapAaT Ha CbOTBETHUTE KPUTEPUW 3a MOLOOP
Cb06pa3HO BMAA M fena OT Nopbykata, KOWTO LLe M3Mb/IHABAT, M 3a TAX [a He ca HaJiMLe OCHOBaHUA 3a
OTCTpaHsBaHe OT npoueaypara.
(20 NEYEBHOTO 3ABEAEHWVE - BB3/TOXXWNTEJ mnsnckea 3amaHa Ha NMOAM3MNBb/IHATE,
KOMTO He 0TroBaps Ha ycnosusTa no an.l.
(3) Korato yacTtTta OT nopbykarta, Kosto ce m3nbaHasa ot NMOAN3MBAHUTE, moxe ga 6bae
npegageHa kato otgeneH obekt Ha N3MBbAHWUTENA v Ha NTEYEBHOTO 3ABEAEHUE -
BBb3/TOXXWNTE/I, nocnegHuns 3annawla Bb3HarpaxkaeHue 3a tasm vyact Ha MO AN3MbJ/IHUTENA.
(4) PasnnawaHmaTa no an. 3 Ce OCblecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO oOT
nogun3NbAHNTENA po JIEYEBHOTO 3ABEAEHWE - BB3J/TOXKWUTEN  uypes
N3MB/THANTENA, KOWTO e AbXKEeH Aa ro npejoctaBu Ha Bb3NOXWTens B 15-AHEBeH CPOK OT
Nnony4yaBaHeTo My.
(5) Kbm nckaHeto no an. 3 U3MNBbJ/IHUTENTAT npefocTass CTaHOBMLIE, OT KOETO fa € BUAHO Aann
0CropBsa nnaLaHnaTa UM YacT OT TAX KaTto HeAb/IHKUMM.
(6) NEYEBHOTO 3ABEAEHWE - BB3/TIOXWTEJ/T uma npaso Aa OTKaxke nawiaHe no an. 3,
KOraTo MCKaHeTO 3a naLlaHe e 0CropeHo, 40 MOMEHTA Ha OTCTpaHABaHe Ha NPUYMHATA 33 0TKa3a.
(7) HesaBucumo ot m3nonssaHeto Ha NMOAVIITB/IHUATEJIA oTroBopHOCTTa 3a W3Mb/IHEHME Ha
porosopa e Ha I3MbJ/THUTENA.

XVIII. 3AK/TIOYUNTENHW PA3MNOPEABN
Yn. 18. (1) MNMpu cbCTaBAHETO Ha HACTOALLMSA LOroBOP Ce NpeAcTaBmxa CrefgHuTe JOKYMEHTH:
\Y JokymeHTr no un. 112 ot 30IT,
V Jeknapauma no un. 55, an. 6 ot 3/IMXM (Korato e nNpuIoXK1Umo);
S ["apaHuMA 3a U3Mb/HEHWE,;
S TexHn4yecko 1 LIeHOBO npef/ioKeHWe, HepasaeHa YacT OT 4OroBopa;
(2) HacToAwmAaT [OoroBop ce CbCTaBu B TPU €4HO0Opa3HN eK3eMnisipa Ha 6bArapcku esvk - efvH 3a
N3NBNIHWTENA v gga 3a IEYHEEHOTO 3ABEAEHWE - Bb3/TOXKUTE/.

amuaeHa HHbOPMAIHS 3anuyena nHpopManus
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] [ ] HauvH Ha

NpUNoXKeHNe
L
L-Ornithine-L-
AO5BA00 napeHTepanHa
Aspartate

A12AA03 Calcium gluconate rnapeHTepasiHa
A16AX01 Thioctic acid napeHTepasiHa

lNpennaraHn LLeHOBK NapamMmeTpu

3abenexxun

Mspka

mg

mg

mg

Cratyc

BanngeH

BanngeH

BanungeH

Heobxogmm Epf.ueHa 6e3

6poit MApKU nac
20000000  0,002010
178800 0,019500
4800000 0,010068

En.ueHa c
anc

0,002412

0,023400

0,012082

O6uwa yeHa O6uwa UeHa c

6e3 040C Aanc
40200,00 48240,00
3486,60 4183,92
48326,40 57991,68
92013,00 110415,60
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A16AX01

L-Ornithine-L-

Calcium
gluconate

Thioctic acid

O6ocobeHa nosmumsa 1

Heobxoamn
JlekapcTB . Mspka
M 6poii 3abene Craryc
eHa /mg,tabl,
MAPKU Ha XKKa ric
dhopma B ml/
napeHTep
20000000 mg BanmpgeH
napeHTe
PENTED 178800  mg Ba/ wae
napeHTtep
4800000 mg BannaeH
anHa
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Merz
Fharmaceuticals
Gr ibH mrpmaHums

dapmagBaiic
EOO/L, bbnrapusa

Woerwag Pharma
GmbH &Co0.KG,
repmaHusa

Maiinan EOO/,
Bbunrapusa

Tbproescko
HavuMeHoBaHvie

HEPA-MERZ

Calcium
gluconate
Farmak

Thioctacid 600 T

KonunyecTtBo
aKTUBHO
BELLECTBO

5000 mg/10
ml

95.5 mg/ml-
10 mi
(ekBuBaneHT
eH Ha 89
Calcium)

600

OKOHuya
TenHa
Mspka

ornakoB

Ka

mg 10

10

mg/24 mi

HannueH

JK

HannueH
B MN/1IC
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