AOIroBOP
3A IOCTABKA HA NEKAPCTBEHW MNMPOAYKTU

OHnec, J ¢ j.1.. .2021 r., B rp. Codus, mexay:

YMBAN" Llapuua WMoaHHa-UCYNI"EA/L, CbC Ceflanvie W afpec Ha yrnpasneHue B rp.
Codmst, paitoH "O6opuie”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npegcrasnasaHo oT Jltobomup MeHeB.—W3NbAHUTENEH AMPEKTOP, HapuyaHo MNo-f40Ny 3a KPaTKoCT
»JJEHUEBHO 3ABEOEHWNE - Bb3J/TOXXWTE/I” OT egHa cTpaHa
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LCOOAPMA TPEWAWHI AL cbc cegamvile W agpec Ha ynpasneHue rp.Cocuns-1756, yn.
“JTbyesap CraHueB™ Ne 5, Codapma busHec Taybpc, crpaga ,,A”, eT. 12; Ten: 02 8133660, hakc 02
8133666, EMK 103267194; npeactasnssaHo oT AuMntbp AMMAUTPOB, Ype3 Nb/IHOMOLWHMKA - BeHeTa
Kocesa ¢ nbiiHOMOLWHO Ne 2478/11.05.2021 r., HapuyaHo no-gony 3a kpartkoct ,,M3MbJIHUTEN”
OT Apyra CTpaHa,

Ha ocHoBaHMWe un. 112 ot 3akoHa 3a obulecTBeHuTe nopbuku (30MT), BLB Bpb3Ka C MpoBefeH
BbTPELLEH KOHKYPEeHTeH u360p no PamkoBo cnopas3ymeHue Ne P[-11-163 ce CKIOYM HaCTOALMSA
[l0roBoOp 3a CnefHoTo:

I. MIPEAMET U CPOK HA IOTOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BDB3/TOXXWMTEN Bbv3nara, a N3MNBJIHUTENAT ce
3a[1b/KaBa fja U3BbPLUM A0CTaBKa Ha CNeHUTE NeKapCTBEHU MPOLYKTU:

Heobxoaym
ATC INN npiiq:):eme 3abenexka  Mspka Craryc 6poii MﬂAme
A02BAO2 Ranitidine rnapeHTepasHa mg  [BanmzeH | 500000
A03BAO1 Atropine napeHTepasiHa mg BampeH 14000
AO04AA0L Ondansetron nepopasHa Tebpaa mg BanmpoeH 24000
A11GAO1 Ascorbic acid napeHTepaiHa mg BanmpeH 5000000

(2) QoroBopbT BMM3a B cvMna OT faTata Ha MOANUCBAHETO My OT [BETE CTPaHW U e CbC CPOK A0
31.12.2021 .
(3) 3a npogyktn c ATC A03BAO1 n AO4AAO0L gorosopsT BK3a B cuna ot 01.10.2021 .

Il. LUEHW N OBLWA CTOMHOCT HA JOCTABKWTE MO AOrOBOPA

Un. 2. (1) LeHata Ha cToKMTe Mo 41l e CbrnacHo LeHOBO npen/ioxkeHne Ha N3MbJIHUTENA,
HepasfenHa 4acT OT 40roBopa.
(2) LleHata BK/tOYBA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBKa 1 TpaHcropT go JIEYUEEHOTO
3ABEAEHWE - BB3/NTOXWMTE/T npu MUHMMaNEH CPOK Ha rogHoCT He Mo-kpaTbk oT 40 % ot
065BeHNA OT NPOM3BOAMTENSA 3a /IEKAPCTBEHUTE NPOAYKTN UM He No-KpaTbK 0T 20 % 0T 06sBEHNSA OT
NPOW3BOAMTENA 38 BMONPOAYKTUTE UK 61MONOA0OHUTE NPOAYKTU. MUHUMAIHUAT CPOK Ha rOLHOCT Cce
ornpefens KbM Jartarta Ha BCAKa [0CTaBKa Ha IEKapPCTBEH MPOAYKT.
(3) O6uiata CTOMHOCT Ha AoCTaBKWTE Mo Aorosopa e ao 37 376,35 nea 6e3 BknwouveH AAC n oo
44 851,62 nesa c BkntoyeH AAC.
(4) LleHaTa no gorosopa e uKcupaHa, He NOAJIeXN Ha MPOMsHa 3a CPOKa Ha AelCTBME Ha LOroBopa,
OCBeH B cnyyauTe Ha 116 ot 30r1.
(5) B cnyvait, ye npe3 BpeMeTO Ha [eiiCTBUE Ha CbOTBETHWUA AOrOBOP CTOMHOCTTA, KOATO criefBa fa ce
3annata ¢ ny6/M4yHN cpeAcTBa Ha IeKapCTBEHN NPOAYKTU OT MO3UTUMBHUSA NEKapCTBEH CMUCHK CTaHe
Mo-HMCKa OT [OroBopeHaTta, J/ie4ebHOTO 3aBefeHVWe -  Bb3NOXMTen 6e3ycnoBHO  3ansaa
NeKapCTBEHUTE NPOAYKTW Ha NOo-HUCKaTa CTOMHOCT, CYMTAHO OT:

- faTata Ha B/M3aHe B CWNa Ha peLleHMeTo Ha HauuoHasHMA CbBET MO LUEeHW WU
pemmbypcupaHe Ha nekapcteeHuTe npoayktn ( HCLP/M);



- JaTaTa Ha akTyanusauusaTta Ha [o3uTUBHMA NeKapCTBEH CMUCHK MO peaa Ha yn. 57, an. 1ot
Hapepbata 3a ycnosusta, npasuiaTa M pefa 3a peryaMpaHe W pPerucTpupaHe Ha LEHWUTe Ha
nekapcTeeHnUTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHMTe MPOAYKTW C HaMaseHa CTOMHOCT 3a
ONakoBKa, 134ncneHa Ha 6asa pedpepeHTHa CTOMHOCT.

B cnyvante no npeaxogHOTO M3peyeHWe, CTOMHOCTTA Ce Onpefenss KbM MOMeHTa Ha
focTaBKara (NoAnuceaHe Ha npuemo-npeaaBaTesieH NMpoToKon).

. YCnoemda n HAYNH HA NMNAWAHE

Yn. 3 (1) MnawaHeTo nNo HacTOALWMA AOrOBOP Ce OCbLIECTBABA Ype3 6aHKOB MpPeBOf OT CTpaHa Ha
NNEUEBHO 3ABEAEHWE - BBH3/TOXWTE/T no nocoyeHata B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBAHUTENA.
(2) 3annawaHeTo Ha CTOKWUTE MO AOroBOpa Ce M3BBLPLLBA OT/IOKEHO B CPOK A0 60 /wectaecetns/ AeH,
cnef npeacraBsHe Ha CnefHNTe LOKYMEHTW:

1 JocrtaBHa (hakTypa, CbCTaBeHa CbriacHo nncksaHuata Ha 344C v NM344C;

2. [pvematenHo-npefaBaTe/iHN NPOTOKOMM,
(3) B cnyyait, Ye nocoyveHWUTe B un. 3, an. 2 AOKYMEHTM Ca HEPEOBHW WM He ca KOMM/EKTOBaHW,
cblmTe ce Bpbuwat Ha M3MBJTHUTENA ¢ npuemartenHo - npeaasBaTesieH NPOTOKON 3a U3NpaBsaHe
Ha HepegHocTMTe. CpPOKBLT MO Y.3, an. 2. 3aroysa fa Teye OT JartaTa Ha NpeACTaBAHeTO Ha noc/efHuns
N3NCKYEM Ce [JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA /IEKAPCTBEHWN MPOAYKTU, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakOBKa He cfefBa Aa HajBulasa onpefeneHata B [MO3UTUBHUA NIeKapCTBEH CMUCHK-
MpunoxeHve Ne 2, ped)epeHTHa CTOMHOCT Ha OMAaKOBKA 3a CbOTBETHUS /IEKAPCTBEH MPOAYKT. B
C/lydal Ha M34uCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pe(epeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHUS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMasisiBa M 3ansawa Ao CTOMHOCTTa Ha OMakoBKa
onpegeneHa B No3UTUBHNA NeKapCTBEH CNNCHK- MNpunoxkeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) TEYEBHOTO 3ABELEHWVE - Bb3/TOXXWMNTE/ 3as848a HEOOX0ANMUTE MY KOMYECTBa
c nucmeHa 3aaBka fo W3IMBbAHWUTENA. 3adBkata ce BpbyBa JIMYHO CPewly Moanuc Ha
N3MBbAHNTENA nnv ynbnHOMOLLEHO OT HEro /vue WAn ce mM3npawa ¢ npenopbyaHo MUCMo C
obpartHa pa3nucka, No gakc uam no eneKTPOHEH MbT.
(2) Bcska oTgenHa focTaBKa, cnefa fa 6bAe AOCTaBeHa B CPOK [0 7 KaleHAapHW [HW chep,
nosny4yasaHe Ha 3afskaTa oT JIEUEBHOTO 3ABEAEHWE - BBb3/TOXXWNTEJT 1 3a KonuyecTsaTa v
OrnakoBkuTe (CbOOpPasHO KOHKPETHWUTE /1eKapCTBeHW MNPOAYKTW, TMOCOYEHM B  TEXHUYECKOTO
NpeL/ioKeHWe Ha M3NbAHWUTENS), TOYHO OMpedeneHW B 3asBkata. B cnyyald, ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa naptuia Ha NiekapCcTBeH NPOAyKT, ce npeactass CepTudmkaT 3a 0CBOOOXKaBaHe
Ha naptugata, u3fgageH oT KsamgpuumpaHo nuue no 3/IMXM Ha enekKTpoOHeH HOCUMTeNn uam no
€NEeKTPOHEH MbT Ha eNIeKTPOHHATA MOoLLa, MOCOYEHa KaTo agpec 3a KOPeCrnoHAEHUMA, NPULPYXKEH C
NnpeBof Ha Ob/Irapcky esnk oT (mpMa, CKUMna 4OroBop ¢ MUHMUCTEPCTBO Ha BbHLUHUTE paboTy 3a
M3BbpLUBaHE Ha ouumanHn NpeBoan. MN36poeHnTe LOKYMEHTU Ce NPeAcTaBsaT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefieHWe - Bb3NOXMTeN. Mpy crnefpawy JOCTaBKM Ha IeKapPCTBEHM
MPOAYKTKN OT CbLyaTa NapTnaa, CEPTUMUKATLT He Ce MNpeLCcTass.
(3 B cnyyain Ha Heo6xoAMMOCT OT cnewHa pfoctaBka, JIEYEBHOTO 3ABEAEHWE -
BB3/NOXWTEJT nocoyBa M3pUYHO B 3asBKaTa, 4e € HeobxoamMmo fa Obfe M3BbpLUEHA CheLlHa
focTaBka. B To3u cnydai, focTaBkata crefBa fa 6bfe M3BbpLUeHa 40 6 4yaca OT MosyyaBaHe Ha
3adBKaTa M 3a KO/JM4yecTBaTta WM OMaKOBKMUTE (CbOOPA3HO KOHKPETHWUTE fIEKAPCTBEHW MPOLAYKTH,
MOCOYEHUN B TEXHUYECKOTO MPeL/IoKeHNe Ha N3NbIHUTENA), TOYHO OMNpese/ieHn B 3aABKaTa.
4 N3ANBNHUNTENAT ce 3aab/mKaBa, B CPOK A0 1 paboTeH AeH, B cnyyvauTe no an. 2 U B Cpok Ao 1
yac, B C/lydyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3afBKa [a YBEeAOMW MUCMEHO WM Mo (hakc
NEYEBHOTO 3ABEAEHWVE - BB3/TOXXWNTE/ B cnyyaid Ye He MOXe fia M3BBbPLUM JOCTaBKa WUm
B C/lyyald, Ye He MOXe fa Crasu CPOKbT 3a U3BbpPLUBAHE Ha [OCTaBKaTa, NpPeAMeT Ha KOHKpeTHaTa
3aBKa.
(5) Kbvm paTtata Ha BCAKa [OCTaBKa, OCTATbYHUAT CPOK Ha FOAHOCT Ha N1eKapCTBEHUTE MPOAYKTH,
cnegpa aa 6uae He no-manbk oT 40 % /yeTupuaeceT Ha CTO/ OT 065BEHUS OT NPOM3BOANTENS.



(6) Kbm paTata Ha BCsika AOCTaBKa OCTAaTbYHMAT CPOK Ha rOAHOCT Ha GMONPOAYKT munv 6ronogobeH
NpoayKT, cneasa fa 6bae He no-manbk ot 20 % /gBageceT Ha cTo/ OT 068BEHMSA OT NPOU3BOANTENS.
(7) 3a konunuecTBa AOCTaBeHM WM3BBLH 3asdBKaTta no un. 4, anl, TEYEBHOTO 3ABEAEHWE -
BBb3NMOXWTEJT Hama 3aab/mKeHe 3a nnatlaHe.

(8) B cnyyaute no un. 10, an. 7 OT fOroBopa, CPOKbLT MO an. 2 1 3 3ano4ysa fa Teye OT garara Ha
nnucmeHoTo cwvrnacue Ha IEYEBHOTO SABEAEHWME - Bb3/TOXUTE.

V. MACTO HA AOCTABAHE
Yn. 5. (1) 3a MACTO Ha fOCTaBsAHe Ha CTOKMTe MO TO3W [OroBop Ce onpegens cnefHus agpec: Codus,
yn. ,,bano mope” Ne 8, YMBAIJT ,,Llapnuya NoaHHa-NCYN” EA/L - otgen ,,bonHnYyHa anTteka”
(2) PuckbT OT cnyyaliHOTO NOrvBaHe WM NOBPEeXJaHe Ha CTOKUTe npemmnHasa Bbpxy JIEUEBHOTO
SABEAEHWE - BB3/TOXWTEJT 0T MOMeHTa Ha MpuUeMaHeTo MM Ha MACTOTO Ha [OCTaBfHe C
npuemartenHo-npegasaresieH NPOTOKO/N.

VI. BATA HA JOCTABAHE HA CTOKNTE
Un. 6. 3a gata Ha JocTaBAHE Ce cuMTa fJaTaTa, Ha KOATO CTOKWUTE ca A0CTaBeHW [0 afpeca NOCOYEH B
yn. 5, an. 1, npu ycnosmata Ha un. 9, an. 2.

V1. 3AAB/DKEHVNA HA N3MBNHUNTENA
Un. 7. N3MBJTHNTENAT ce 3agb/kasa:
1 [a poctaBu CTOKUTe B AOrOBOPeHWs CPoK W fa v npepafte Ha JIEHEBHOTO 3ABEAEHUE -
BB3NTOXWNTEN.
2. Oa npefage CTOKWTE, MakeTMpaHW WU MapKuMpaHu B CbOTBETHWUA BWA, KOMMYECTBO M KayecTBO Ha
MSACTOTO Ha AOCTaBsHe.
3. MNpu noanucBaHETO Ha fOrosopa fa npeacTaBu:
a) JOKYMeHTK no un. 112, an. 1ot 30r1.
6) rapaHumsa 3a U3Nb/IHEHWE, B e4Ha OT (hopmuTe, onpedeneHn B yun. 111, an. 5 ot 30I1, CbC CPOK Ha
Ba/MAHOCT 60 AHM cnef M3TUYaHe CPOKa Ha A0roBopa, KOATO ce 0CBOOOXAaBa B CPOK A0 60 AHWM cnef
M3MbJIHEHME Ha Aorosopa. B ciyyaid, ye BaIMAHOCTTA Ha rapaHumsaTa U3Tnya npeay Aorosopa aa 6vae
n3nwvnHeH, N3MBJIHUTENTAT ce 3agb/mkaBa Aa YAL/MKM CPpOKa Ha Ba/IMAHOCT Ha rapaHumsTa C
TO/IKOBa [JHW, TaKa 4e rapaHumATa [a NOKPUBA O4YaKBaHWA CPOK 3a U3MNb/IHEHWE Ha Aorosopa noc 60
OHW. TapaHumMaTa e B paamep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 A4C v Bb3nn3a Ha 1121,29
ne.a.
(4) [Oa poctaBA /fleKapCTBEHM MPOAYKTW, KOUTO OTroBapAT Ha W3UCKBaHMATa Ha 3akoHa 3a
NeKapcTBeHNTE NPOAYKTWN B XyMaHHaTa meguumHa (3/1MNXM) - ga npuTexkasaT BIMAHO paspeLLeHue
3a ynotpeba B cTpaHaTa, u3gageHo no pega Ha 3J/1MXM unm PernameHT (EO) Ne 726/ 2004 r. Ha
EBponerickus napnameHT 1 Cbeeta /un. 23, an.l Ha 3/TTTXM/.
(5) Oa pocTaBs NnekapCTBEHU MPOAYKTU, KOUTO ca BKIHOYEHW B lpunoxeHne Ne 2 Ha [Mo3UTUBHUA
NeKapCcTBeH CrUCHK.
(6) B cnyyaid, Ye ce npaBu NMbpsa f0CTaBKa Mo JafeHa napTuaa Ha NeKapcTBeH NPOAYKT, Aa NpeacTass
CepTudmkat 3a 0cBOOOXAaBaHe Ha MapTuaata, uM3fdadeH OT KeanuduumpaHo nuude no 3/1MXM Ha
e/IEKTPOHEeH HOCUTEN WM MO efleKTPOHEeH MbT Ha efleKTPOHHaTa Mola, MnocoyeHa KaTo agpec 3a
KOPECNOHAEHUMS, NPUAPY>XeH C NpeBog Ha Ob/rapckM esuk OT (uMpma, CKAKuMna [Orosop €
MWHMCTEPCTBO Ha BbHLUHMTE PaboTy 3a M3BbPLLBAHE HA O(ULIMASTHW MPEBOAW.

VIII. SAAB/TXKEHNA HA NEYEBEHOTO 3ABEAEHWE - BB3/TOXXUNTE/
Un. 8. TEMEBEHOTO 3ABEAEHWE - Bb3/TOXWTEJ ce 3aabmkasa:
1 [la npueme [0OCTaBEHUTE B CPOK M Ha MACTO CTOKM, CbOTBETCTBALLM MO BUA, KOMMYECTBO U Ka4yecTBO
Ha ONUCaHOTO B HACTOALLMA [OroBop.
2. [la 3annaTtn gocTaBeHUTe CTOKM MO pefa Ha y. 3 OT HACTOALLMA 4OroBop.
3. Cnep nNpukntoYBaHe U3Nb/HEHWETO Ha [JOroBOpa Aa 0CBO6OAM rapaHUMsaTa 3a U3NbiHeHMe, 6e3 aa
[Ob/DKU NNXBM 3a CPOKa, Npe3 KOWTO cpefcTBaTa 3aKOHHO Ca NPECTOANIN Y Hero.



IX. MPMEMAHE W NMPEOJABAHE HA CTOKWNTE
Un. 9. (1) MNMpremaHeTO Ha CTOKMTE Ce M3BbPLUBA HA MACTOTO Ha [0CTaBAHE MOCOYEHO B uf. 5, an. 1
(2 N3MNBAHWUTENAT wiM ynNbaHOMOLLEH OT Hero npeacrtasuTen W NpeacTaBuTeNl Ha
NEYEBEHOTO 3ABEAEHUWE - BbB3NOXWTEJ/T nognuceat npuemaTeniHO-NpeaasaTesieH
NPOTOKO/, Y0CTOBEPSABALL, NONyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOOHOCT

Yn. 10. (1) CTokuTe, NpeAMeT Ha HACTOALLMSA AOrOBOp, CnefBa fa OTroBapAT Ha U3MCKBaHUATA Ha .
7,an.4unb5.
(2) Kbm pataTta Ha gocTaBkarta, OCTaTbYHUAT CPOK Ha FOAHOCT Ha NeKapCTBeHWUTE NMPOAYKTW, Cneasa
fa 6bae He no-mManbk oT 40 % /yeTupunaeceT Ha CTO/ OT 06SBEHUS OT NPOU3BOANTENS.
(3) B cnyyaii Ha focTaBKa Ha eKapCTBEHWSA NMPOAYKT C MO - KpaTbK OT 4OrOBOPEHUS CPOK Ha FOAHOCT,
[Ob/MKMMaTa HeyCTOMKa [a 6be NPOMEHEHA, KaKTO Cnefpa:

oT 39,99% 0 30% - 3 % BbPXY CTOMHOCTTA Ha A0OCTaBKAaTa,;

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKaTa;

oT 19,99% 1o 10% - 7 % BbpXY CTOMHOCTTA Ha 0CTaBKaTa;

nog, 10% - 10 % BbpXy CTOMHOCTTA Ha [OCTaBKaTa.
(4) OcTaTbyHMAT CPOK Ha roAHOCT Ha GronpoayKT /6monogobeH NPoAyKT, cnefsa Aa 6bae He no-
Manbk 0T 20 % /aBajeceT Ha CTO/ OT 005iBEHWA OT MPOU3BOAMTENS KbM AaTaTta Ha BCAKa [OCTaBKa.
(5) B cnyyaii Ha fjocTaBka Ha 61MonpofyKT/61onofo6eH NPOAyKT € NO - KPaTbK OT JOrOBOPEHUS CPOK
Ha rofHOCT, Ab/KMMaTa HeYCTOKa e KaKTo Criefsa:

oT 19,99% a0 10% - 2 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTA Ha AOCTaBKaTa;

nog 5% - 6 % BbpPXy CTOMHOCTTa Ha [OCTaBKara.
(6) TEUEBHOTO 3ABELEHWE - Bb3/TOXXWUTEJT MoXe Aa OTKaXKe NMpuemMaHeTo Ha CTOKUTE,
aKO B [leHSl Ha TAXHOTO MPUCTUraHe WM NpUemMaHe OCTaTbyHWA CPOK Ha FOLHOCT e MO - Ma/bK OT
onpegeneHns B yn. 10, an. 2. v an. 4 MMUHUMANIEH CPOK Ha rOAHOCT.
(7) OocTtaBKaTa Ha /leKapcTBeH MPOAYKT C OCTaTbYyeH CPOK Ha roAHOCT Mo-manbK OoT 10 Ha CTo oT
065BeHNA OT MPOU3BOAUTENSA U Ha BruonpoayKT/6nonofobeH NPOAYKT C OCTaTbyeH CPOK Ha rogHoCT
No-Maibk OT 5 Ha CTO OT 065iBEHMS OT NPOM3BOAUTENSA CE M3BbPLLBA CaMO C MUCMEHO Cbriacue Ha
NEYEBHOTO 3ABEAEHNE - BBb3/TOXWTEJI 3a KOHKPETHO KOMMYECTBO, ONPEAENIEHO OT Hero.
be3 u3pmyHo nucmeHo cwvrnacve Ha JIEUEBHOTO 3ABEAEHWE - BB3TOXWTE/ cTokute
HAMa fa 6baar 3annaLlaHu.
(8) NckaHeTo 3a NUCMEHO cbrnacue, B cnydauTe Ha an. 7, cnegsa ga noctonu B JIEUEBEHOTO
3SABEOEHWE - Bb3/TOXXWNTE/ B cpok Ao 1 (eauH) paboTeH [eH OT NoslyvaBaHe Ha 3asiBKata.
(9) B cnyyanTe Ha CcrieLuHM JOCTaBKM NOCOYeHUTe B an. 3 U al. 5 HeYCTOMKM He ce npunarar.

Xl. OTFTOBOPHOCT 3AHETOYHO N3MBbJIHEHMNE. PEKTAMALNW
Yn. 11. (1) NEYEBHOTO 3ABEAEHNE - BB3/TOXKNTEJT moxe ga npeasssBa peknamaumm
npeg N3MbAIHNTENA 3a:
a) KO/IMYeCTBO M HEKOMIM/IEKTHOCT Ha CTOKUTE W/ TEXHUYeCcKaTa JOKYMeHTauusa (ABHU HeJocTaTbL);
6) Ka4yecTBO (CKpUTW HeAoCTaTbLUM):
- NP1 JOCTaBAHE Ha CTOKM He OT JOrOBOPEHUS BWf, MOCOYEH B Y/l. 1;
- NP KOHCTaTMpaHe Ha fedekTy npu ynoTpeba Ha CTOKMUTE.,
(2) Peknamaumun 3a fBHW HegocTaTbUM Ha CTOKuTe ce npasAaT or JIEHEBEHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefaBaHETO UM, 33 KOETO Ce CbCTaBdA MPOTOKO/, noAnucaH u ot
[\BeTe CTpaHu.
(3) Peknamaumu 3a CKpUTW HefoCTaTbUM Ce NpaBAT Mpe3 LUenms CPOK Ha roAHOCT Ha A0CTaBeHuTe
CTOKW, KaTo pekfamauusTa ce NpUApy>kasa 3af4b/HKUTENHO OT KOHCTATUBEH NPOTOKO/, U3gafeH oT
M3nbnHuTeNHaTa areHums 3a ekapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3NTOXWTE/T e panbkHO pAa yBeAoMuM MNUCMEHO
N3MBbNHNTENSA 3a yctaHoBeHUTe aedekKT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.



(5) B peknamaLuute ce nocoysa HOMepPbT Ha 4OrOBOPa, TOYHOTO KO/IMYECTBO Ha MOSTyYEHUTE CTOKM C
TEXHMA MapTUAeH HOMep, OCHOBAHMETO 3a peknamaums U KOHKpeTHOTO mckaHe Ha JIEHEBHOTO
SABEOEHWE - Bb3/TOXWTE.

(6) B 5 (net) gHeBeH CpOK OT nofy4vaBaHe Ha peknamauusata, M3MbJIHUTENAT cnegsa aa
otrosopy Ha JIEHEBHOTO 3ABEOEHWE - BbBb3/TOXXWTEJ/T NUCMEHO W KOHKPETHO Aaiu
npremMa peknamaumaTa uam 9 0TXBbPAS.

(7) Npwn peknamaums 3a sBHU HepgocTatbuy ISMBJTHUTENAT e obeH B CPOK OT 2 paboTHU AHU
OT MonyvyaBaHe Ha peknamauusaTa 3a CBOA CMETKa M PUCK Aa AO0CTaBM Ha MACTOTO Ha [OCTaBsHe
KONMYECTBOTO INMCBALLM B fOCTAaBKATa / HEKOMMIEKTHU JOTOBOPEHN CTOKM.

(8) Mpu peknamauusi 3a CKpUTW HegocTaTbun, B cnydan 4ye W3IMNBJIHUTENAT e npuen
peknamaumsTa, CbWmAT e anbkeH B 10 (geceT) AHeBeH CPOK OT MOy4vaBaHETO W fAa 3ameHu
[IOCTaBeHNTe HeAOroBOPEHN Mo BuA / fedeKTHU CTOKM 3a CBOSi CMeTKa U PUCK WK MO MpeLeHKa Ha
NEYEBHOTO 3ABEOEHWE - BBb3/IOXWTEJ/T ga BbpHe CbOTBETHATA 4acT OT 3ansareHara
LieHa, BeAHO C AL/DKUMUTE NINXBMU.

(9) N360pbT Ha MOCOYEHUTE MO-rope Bb3MOXHOCTM [ja Ce BbpHEe CbOTBETHATA YacT OT MNaTeHOTO WK
[la ce 0CTaBAT HOBWM CTOKM npuHagnexun Ha JIEYHEBHOTO SABEAEHWE - BBH3/TOXXWTEJ n ce
yrnpaxHsiBa OT Hero nog opmara Ha nucmeHo ysegomsneHve o N3MbJIHWUTENA, kato pasxogute
1 pUCKOBeTe Mo HOBOTO JocTaBsAHe ca 3a cMeTka Ha N3MBbJ/THUTENA.

(10) CrokuTe, npegmeT Ha peknamaums ce cbxpaHssaTr oTr JIEUEBHOTO 3ABEAEHWE -
BBb3NOXWTEJ fo ypexaaHe Ha peknamalumuTe.

XIl. OTTOBOPHOCT MNP HEN3MbJ/IHEHWE
Un. 12. (1) 3a Hem3nb/IHEHNE Ha 334b/DKEHUATA CM NO HACTOALLMA LOTOBOP C U3K/IKOYEHME HA Te3n Mo
un. 10, an. 2 u an. 4, U3NBAHUTENAT gbmku HeycToiika B pasmep Ha 0.5 % Ha JeH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBKka, HO He noseyve oT 10 % (geceT MpoueHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTo M 06e3lleTeHVe 3a MpeTbprieHnTe AENCTBUTENIHU Bpeau B CryyauTe,
Korato Te HagXBbLpnAT [OroBOpeHaTa HeycToilka. B cnyyaute no un. 4, an. 3, nocoyeHaTa B
NPeAX04HOTO M3peyeHre HeyCTOoMKa B pa3mep Ha 0.5 % ce HauMcnsBa 3a BCEKM Yac Mpocpoymre, HO He
noseye oT 10 % (ZeceT npoueHTa) OT CTOMHOCTTA HA KOHKpeTHaTa 3aiBKa, KakTo M o6esLueTeHne 3a
npeTbpneHnTe AeCTBUTENIHW BPeAM B CyYauTe, KOrato Te HaaXBbp/IsST 4OroBopeHaTa HeyCcToKa.
(2) Korato npu Hanmuve Ha peknamauun, W3MBIHUTENAT He n3nbaHM 3af4b/iKeHUATa cU No
pasgen Xl OT HacTOAWMSA [LOroBOp B CPOK, CbWmAT Abmknm Ha JIEHEBHOTO 3ABEAEHWUE-
BBb3/TOXKWTEJT HeycToiika B pasmep Ha 2 % OT LeHaTa Ha CTOKWUTe, 3a KOWUTO ca HanpaBeHu
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHWVE - BB3/TOXWTEJ ygoenetsopssa MnpeTeHLUMUTe CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo M 3a 3anjawjaHe Ha HeycTOMKuTe OT CTpaHa Ha
N3MNBJTHUTENA KaTo 3agbpXa rapaHumsTa 3a U3nb/HeHne no yn. 7, an. 3, bykea “6” oT 40rosopa,
KaTo npegnpvemMa AeWCTBMSI 3a HEMHOTO ycCBOsiBaHe. B cnyuyald, Ye CTOMHOCTTA Ha rapaHuusta 3a
M3Nb/IHEHME He MOKpUBa BCUYKM AbKuMU oT W3MBJIHWUTENA HeycTovikn, TEUEBHOTO
3ABEAEHWVE - BbB3/TOXKWTEJ/ npuxsawa Ab/HKMMUTE CYMW OT HaCpeliHVM nnawaHus KbM
N3MbNHNTENA.
(4) NMpwn Tpy NbTK BUHOBHa 3a6aBa Ha M3MBJIHUTENA, npogbmkuaa ¢ noeye OT MosoBAHATA OT
CpOKa 3a M3Nb/IHEHME Ha CLOTBETHOTO 3aA4b/DKEHME, B pamkuTe Ha Tpu meceua JIEUEBHOTO
SABEAEHVE - BDB3/TOXWTEJ/T nvma npaBo fa npekpaty Aorosopa efHOCTPaHHO ¢ 15-AHeBHO
npeansBecTue.
(5) NEUEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ/1 nma npaBo Aa nNpekpaTty eAHOCTPaHHO n 6e3
npean3BecTMe HaCTOALLMS AOrOBOP B C/lyyail Ha CUCTEMHO HETOYHO M3Mb/IHEHME Ha 3a4b/DKEHUSATA OT
N3MNBJTHUTENA wn npeasseHn Moseye OT Tpu peknamauuy B paMKuUTe Ha Tpu Meceua oT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTE/ no peaa Ha rnasa Xl
(6) B cnyyait, ye no oTHoweHwe Ha M3MbIHWTEA HacTbnat ob6cToaTencTeara no yn. 54, an. 1,
m un. 55 an. 1 oT 3akoHa 3a o6uwecTteeHuTe nopvykn, JIEYEBHOTO 3ABELEHWUE-
BBb3/TOXKWUTE/T vma npaBo fa npekpatu efHOCTPaHHO HacToAWwmS [orosop, 6e3 MnucMeHo
npeaussecTue 1 6e3 ga 4b/HKN HEYCTOMKM.



XIll. ®OPCMAXOPHW OBCTOATENCTBA
Yn. 13 (1) CtpaHuTe NO HaCTOSLLMSA AOFOBOP He Ab/KAT 06e3LLIeTEHME 3a MOHECEHN Bpean 1 3aryom,
aKo rnocnefHUTe ca NPUYMHEHN B pe3ynTaT Ha HEeMpPeoo/IMMa CUna.
(2) Ako cTpaHata, KOATO e CnefBasio Ja U3Mb/IHM CBOe 3afb/DKEHMe NO Lorosopa e 6uia B 3abasa, T4
He MOXXe [a Cce N030BaBa Ha HernpeoLoMMa cuna.
(3) “Henpeogonuma cuia” nNo CMUCHIA Ha TO3WM [OroBOp e HenpeaBWAeHO W/unu HenpeaoTBPaTUMO
CbOUTKE OT U3BBLHPELAEH XapaKTep, Bb3HUKHAIO Cef, CK/IK0UYBAHETO Ha 4OroBopa.
(4) CrpaHata, 3acerHata OT HenpeodonMMa Cwna, € ATbXHa Aa NpeanpueMe BCUYKM [ENCTBUA e
rpmxkarta Ha fo6bp CTOMaHWH, 3a fa Hamasn [0 MUHUMYM MOHECEHUTEe Bpeau U 3arybu, Kakto u ga
yBeAOMM MUCMEHO Apyrarta CTpaHa B 7-4HeBEH CPOK OT HacTbNBaHeTO Ha Henpeogonumarta cuna. MNpu
HeyBeIOMsIBaHE B MOCOYEHMS B MNPEAXOAHOTO W3PEYEeHMEe CPOK Ce Ab/MKM  006eslleTeHne 3a
HacTbnNUAWTE OT TOBa BpeAu. Henpeofgonumarta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTudumKart 3a opcMaxkop, U3LafeH Mo CbOTBETHUA pef OT KOMMETEHTHUS opraH B Abp)KaBaTa, B
KOSITO Ca HaCTbNuAM (DOPCMaXKOPHNTE 0BCTOATENCTBA.
(5) [Aokato Tpae HernpeogonMMara CWa, W3MbAHEHWETO HAa 3af4b/DKEHUSATA U CBbP3aHUTE C TAX
HacpeLLHM 3ab/KEHUSA Ce crnmpa.
(6) He npeactaensiBa “Henpeofonuma cuna” CboWUTME, MNPUUYMHEHO MO HEOPEXHOCT WM upe3
YMULLNEHO [EeCTBME Ha HAKOA OT CTPaHUTE WM TeXHW MPeAcTaBUTenn U/MAN CRyXXUTenun, Kakto u
Hegoctura Ha napuyHu cpeactea Ha W3MBJIHUTENA wn JIEUEBHOTO 3ABEAEHUE -
BBb3/TOXKXUTE.

X1V. CIOPOBE

Un.14. (1) Bb3HUKHanMTE npe3 BPpeMeTPaeHeTO Ha JoroBopa CropoBe M pasHOoracus Mexay CTpaHuTe
Ce pellaBaT upe3 MPeroBopu Mexay TsX. [ocTUrHaTuTe AOrOBOPEHOCTU Ce O(hopMST B MUCMEHA
thopma 1 ce NpeBpbLIAT B HEpa3/eHa YacT OT [0roBopa.

(2) B cnyuaii Ha HemocTuraHe Ha fIOrOBOPEHOCT MO MPEAXOAHUS UNieH, BCUYKU CTMIOPOBE, MOPOAEHUN OT
TO3V1 [JOrOBOP U/ OTHACSILLM CE 10 HEro, BKMOUMTENIHO CMOPOBETE, NOPOAEHN OT MM OTHACSLLM Ce [0
HEroBOTO Tb/IKYBaHe, HefleliCTBUTENHOCT, HEM3Mb/IHEHWE WK NPeKpaTsBaHe Lie 6bAaT paspeLlaBaHu
crnope 6GbArapcKnTe MaTepuanHn U NPOLIECYanHM 3aKOHU OT KOMMETEHTHYS CbA Mo peaa Ha MK,

XV. CbOBLWEHNA

Un. 15. (1) BCMUYKM CHOOLLEHNA MeXAy CTPaHWUTe, CBbp3aHU C U3Mb/IHEHWETO Ha TO3M [0roBop ca
Ba/IMAHK, aKO Ca HarpaBeHW B NMMCMeHa (hopma 1 ca NoAN1caHn OT YNMb/IHOMOLLEHNUTE MPeLCTaBUTENN
Ha U3MBAHUTENA van TEUEBHOTO 3ABEAEHUE - Bb3/TOXXUTE/.
(2) 3a pata Ha CbOGLLEHMETO Ce CMATa:
) filaTara Ha npefaBaHeTo - MpWU PbYHO NpeAaBaHe Ha CbOOLLEHWETO;
) [laTata Ha MOLLEHCKOTO KNeMMo Ha obpaTHaTa pa3nucKa - Mpy 13npatlaHe no nowara;
\Y filatata Ha npvemMaHeTo - npu nsnpatlaHe no gakc nam e-mail.
(3) 3a BanngHW agpecy 3a NpUMeMaHe Ha CbOOLLEHWA M GAaHKOBM CMETKW, CBbP3aHM C HaCcToALMSA
[lOroBOp Ce CMATar:

3A N3MNBJTHUTENA:

agpec: rp.Cotma-1756, yn. "Jivyesap CtaHueB™ Ne 5, Ten: 0800 12233, thakc: 02 8133785, e-
mail: office@sopharmatrading.bg

6aHKoBa CMeTKa, nocoyeHa oT M3Mb/IHATENA: BIC: RZBBBGSF,
IBAN: BG97RZBB91551064010532

SATEYEBHOTO 3ABEAEHUVE- Bb3/TOXWNTEN:

rp. Codwmsa, yn. ,.bano mope” Ne 8, otgen ,,bonHunyHa anteka”, Ten 02 9432429, (akc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpn npomsAHa Ha noco4yeHUs nMo an. 3 agpec UM 6aHKOBa CMeTKa CbOTBETHATA CTPaHa e A/TbXHa
[la yBefJoM/ apyrata B TPUHEBEH CPOK OT NpoMsAHaTa.

XVI. OPYTW YCNOBUA
Un. 16. (1) MNpaBata M 3agb/HKeHUATa MO HACTOAWMA [OrOBOP He MoraTt fa ce MpPexBbpnat
eIHOCTPAHHO Ha TPeTU NMua MU NOAOOHW aKTOBE He MopaxiaT MpaBHO AeiicTBMe 6e3 MUCMEHOTO
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cbrnacue Ha gpyrata CTpaHa, OCBeH B C/lyydauTe Ha obesneyvaBaHe (rapaHTUpaHe) Ha 3afb/DKeHUs Mo
GaHKOBU KpeauTu.
(2 3a HeypegeHWTe BbBNPOCKM B HACTOALMSA [OroBOP Ce Mpuiara [eiicTBawoTo 6bArapcko
3aKOHOLaTeNCTBO.

XVIL. NOAN3NBbNAHUTENN - HenpnnoXXnmo
(NpUno>KMMO camo B ClyvanTe, B KOUTO U36paHus 3a U3MbJHATEN yYaCTHUK € NMocoumni, Ye Lue
non3ea noAuM3NbAHUTENN, NPY CKN0YBAHE HAPaMKOBOTO CropasyMeHue)
Yn. 17. (1) NOAN3NBNIHNTENNTE Tpsab6ea fa 0TroBapaT Ha CbOTBETHUTE KpUTepun 3a nopoop
Cb00pa3HO BMAA U fiena OT NopbyKaTta, KOWTO LLE U3Mb/IHABAT, U 3a TAX [a He ca Ha/iuLe OCHOBaHUA 3a
OTCTpaHsBaHe 0T npoueaypara.
(2 NEYEBHOTO 3ABELEHWVE - BBb3TOXWMTEN n3nckea 3amsaHa Ha MOAV3MNB/IHUTE,
KOMTO He 0TroBaps Ha ycnosumsTa no an.l.
(3) Korato uyacTTa OT nopbykarta, KosaTo ce m3nwaHasa oT MOAN3MBb/IHUTEN, moxe aa 6bae
npegageHa Kato otgeneH o06ekt Ha M3MbHUTENA nam Ha IEYEBHOTO 3ABEAEHWVE -
BB3/TOXXWNTEJ, nocnefHusa 3annalla Bb3HarpaxaeHue 3a 1asu yact Ha MO AN3MNb/IHUTEA.
(4) PasnnawaHmaTa no an. 3 Cce OCbLEeCcTBABAT Bb3 OCHOBA Ha WCKaHe, OTMNpPaBeHO OT
noAN3MNBAHWTENA po JNEYEBHOTO 3ABEAEHUVE - BbB3/IOXKWUTE/T  upes
N3MBNHWNTENA, KOWTO € AnbXeH Aa ro NpeaoctaBM Ha Bb3NOXKUTENS B 15-AHEBEH CPOK OT
nonyyaBaHeTo My.
(5) KbMm mckareTo no an. 3 U3MbIHUTENAT npefocTtaBs CTaHOBULLE, OT KOETO Aa € BUAHO fasin
ocropsa nnaLaHnaTa UM Y4acT OT TAX KaTo HeAb/HKUMMN.
(6) NTEYEBHOTO 3ABEAEHWVE - BB3/TOXKWUTEJ vma npaBo Aa OTKaxe nawiaHe no an. 3,
KOraTo UCKaHeTO 3a naLlaHe e OCropeHo, O MOMeHTa Ha OTCTpaHABaHe Ha NPUYMHATA 38 OTKa3a.
(7) Hesasucumo ot usnonssaHeto Ha MOAMIMB/IHUTEJ/IA OTroBOpHOCTTa 3a U3Mb/IHEHUE Ha
fgorosopa e Ha U3MBJ/THUTENA.

XVII. 3SAK/TOUNTENHW PASIMNOPEABI
Un. 18. (1) MNpwn cbCTaBAHETO Ha HACTOALLMA OroBOpP Ce NpeAcTaBmxa cnefHNTe AOKYMEHTU:
L)) JokymeHTn no un. 112 ot 30r7;

S Jeknapaumsa no un. 55, an. 6 ot 3/IMXM (Korarto e nNpuIoXK1Umo);
'0 "apaHuma 3a U3Mb/HEHWE;
S TexHu4yecko 1 LileHoBO nNpeanoxeHune, HepasaenHa YacT OT A0roBopa;

(2) HacTosLMAT AOrOBOP C& CbCTaBM B TPW eHO0GPA3HI eK3eMN/IsAPa Ha GbrapcKu e3nk - efyH 3a
N3MNBTHWNTENA v gea 3a IEUEEHOTO 3ABELEHUE - Bb3/TOXXUNTE/.
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[lpepnaraHu LEeHOBW NapameTpu

L
ATC INN HH R o ewa Mepka  Crange  Heo00AM  Eaueabes  Epuewac  OOupuewa Obua Uerac

NPUIOXeHVe GpOI MAPKN aac anc 6e3 A4C aac

BanuaeH 500000 0,018446 0,022135 9223,00 11067,60
BanmgeH 14000 0,781667 0,938000 10943,34 13132,01

BanuaeH 24000 0,289792 0,347750 6955,01 8346,01

Banmgen 5000000 0,002051 0,002461 10255,00 12306,00
37376,35 44851,62

A02BAO2 Ranitidine napeHTepanHa
AO03BAO1 Atropine napeHTepasnHa

AO04AA0L Ondansetron nepopasHa TBbpaa o' l-l 1

3 3 &3

Al11GA01 Ascorbic acid napeHTepasnHa



O6ocobeHa nosmumsa 1

Heobxoam

JNekapctBeHa M 6poit 3abenexk Craryc 1136 TBproBeko - KonvHectso Okoraren HasmueH
ATC INN P PO /mg,tabl, Ty Par Py HauveHoBa akTMBHO  Mapka Ha
(hopma MAPKN Ha ric Py BIVIC
P ml/ HVie BELLIECTBO OrnaKoBKa
RANITIDINE
o napeHTepasiH Cothapma AL, 25mg/ml-2 HanmueH
AO02BA02  Ranitidine 500000 mg BanmpeH ha Burapus SOPI-AARM m 10 B UIC
. napeHTepasiH Cothapma ALl,  Atropine  Img/mi-1 HannueH
AO03BAO1 Atropine 14000 mg BampeH Aa Buwapus Sopharma m mg 10 B VIC
Novartis
nepopasiHa Pharma HanmueH
AO04AA01  Ondansetron - 24000 mg BanmpoeH Aa GMbH, Zofran 8 mg 10 B IUTC
lepmaHuA
Zofran 4 mg 10
napeHTepasH AAHCOR-BT
ALIGAOL Ascorbicacid 2P TP 5000000 mg BanvoeH  He 00,
Bunrapus
Copapma A, VitaminC 100 mg/ml- 10 HanmueH
A Boarapys  Sopharma 2m B IIC
Vitamin C 100 mg/ml - ) 10 HannueH

Sopharma 5m BIIC





