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3A JOCTABKA HA JIEKAPCTBEHHU MPOJIYKTH

Jnec, "\(Q 200 r., B rp. baaroesrpazn . mexay:

HCMIT-BJIATOEBI'PAJL . ¢ anpec: rp. baaroeerpan 2700 ya. . .bpats Munaauuosu™ Ne 21 . BYJICTAT
101045985 | Tea/®axc 073/886954 . npencrasaseano ot J-p Kpacumup I'eoprues Muxaiinos -upektop Ha
LICMIT —Bnarocerrpaa u Cperna Kupunosa Muuosa — raaeen cuetosoanren . HapHYaHO 10-101y 3a KPaTKOCT
»JIEYEBHO 3ABEJAEHME - Bb3JIOKHTE” or eqHa cTpaHa
“Codapma Tpeiimmnrs AL, EHWK:103267194, cte cenanume u anpec na ynpasnenue: rp. Codus. yn.
JInaesap Cranues NoS. Codapma bushec Tayspe. Crpana A. er. 12, npencrapassano ot Havursp leoprien
JmuTpoB. B KavectBOTO cM Ha M3nbanuTencn AHPEKTOP, HApU4aHO MO-101y 3@  KPaTKOCT
»H3IBJIHUTEJ o1 apyra CTpaHa,

Ha ocHoBaHHe 4. 112 ot 3akona 3a oblwecTreHnTE nopekk (3011). BbB BpB3Ka ¢ mpoeaen BbTpelneH
KOHKYPEHTEH n3dop/noneanena odepra no Pamkoso cnopasymenue Ne P/I-11- 163 /29.03.2021 r. OI1 Ne 1.
" JlekapeTRenn nmpoayktu or AHATOMO-TepaneBTHYHA rpyna A ,, XpaHOCMHJATE IHA CHETEMa o
mMeTaboamssm*, OIT Ne 1
Ce CRITIOYH HACTOALLIHA AOrOBOP 34 CJ1eaHOTO:

I. MPEIMET U CPOK HA JIOI'OBOPA
Ya. 1 (1) JEYEBHO 3ABEJEHHME — Bb3JIOKUTEJL sbinara, a H3MbJHUTEJAT ce zagbikasa 1a
H3BBLPLIH 10CTABKA HA CNEZIHNTE JICKAPCTBEHH MPOIYKTH:
no Pamkoso cnopasymenne Ne PA-11- 163 /29.03.2021 r. OI Ne 1. " JlekapeTBeHH npoayktu or
AHATOMO-TEPANEBTHYHA IPyna A ,, XpaHOCMHIATETHA CHCTeMA W MeTaboan3nLmY,
Ob6ocobena nozunns Ne 1

Ne | Anatomo- Mexaynaponno ‘ Jlekaperpena Msipka /mg, HeoGxonum Gpoii
TepaneBTHYEH HEeNATEeHTHO dhopma tabl., ml./ MAPKH
Koa /ATC-kon/ HanMenoBaHue /INN/
1 AQSBAOO L-Ornithine-L-Aspartate napeHrepana mg
25000
2 Ranitidine napeHTepanta mg
AO2BAD2 250
3 A03ADO] Papaverine napeHTepanHa mg
66000
AO03BAOI Atropine napeHTepaiHa | mg
- 250
Al1DAOI] Thiamine napeHTepanHa mg
3 400
AI2AAD3 Calcium gluconate napeHTepaliHa mg
6 22350

(2) HorosopsT Bin3a B cua OT aTata Ha NOANHCBAHETO My OT ABETE CTPaHU U € cbe cpok a0 31.12.2021r., wo
He nmo-KbeHo or 31.12.2021 .
IL. IEHH W OBLUA CTOMHOCT HA IOCTABKHTE I10 JOI'OBOPA

Ya. 2. (1) LeHara Ha cTokuTe no wi.l e ¢LIIACHO 1eHOBO npeaioxkenne Ha U3MMLJIHHATEJSA, HepazesiHa
HacT OT JI0roBopa.
(2) Llenata BkarOuBa CTOHHOCTTa Ha CTOKATA, OMAKOBKA. 3acTpaxoeka W TpaHcnopr ao JIEYEBHOTO
3ABEJEHHE - Bb3JIOKHUTEJ npu MuHimanen CPOK HA FOAHOCT He No-kpaTbk oT 40 % o1 oGseeHUs OT
MPOUSBOIUTENS 34 NEKAPCTBEHUTE NPOAYKTH WIH HEe Mo-kpaThk oT 20 % OT 00ABeHHs OT NPOM3BOAHTENS 3a
Guonpoaykrute uam GuononobHuTe NpoayKTH. MHHHMAIHHMAT CPOK Ha rogHoOCT ce onpenens KbM JaTara Ha
BCAKA N0CTABKA HA JICKAPCTBEH MPOAYKT.
(3) OBwara cToiiHoCT Ha noCTaBKHTE MO Aorosopa e 10 2491,66 ( 1Be XMIASAH YETHPHUCTOTHH JAEBETACCET M €/1HH
nesa 0.66) nepa Ge3 pmoven JJIC u go 2990,00 ( 1se XHISAH A€BETCTOTUH H IEBETAECET ) 1€Ba ¢ BKIKYEH
JIC.
(4) Lenara no aorosopa € puKkcHpana. He NOAIEAKH HA NpoMsHa 3a cpoka Ha JAeliCTBME Ha 10r0BOPA. OCBEH B
cayuante Ha |16 o1 30T1.
(5) B cayuaii. ye npes Bpemerto Ha neiicTBHe Ha CHOTBETHNSA AOroBOpP CTOHHOCTTA, KOATO CNe/iBa Aa ¢¢ 3annatia
c [T}"6J'IH'-|IIH CpelcTea Ha JEKAPCTBEHH [][JUJ].}."KTH aT nD’&HTHBHHH ﬂeKa]}CTBCH CIMHCBK CTaHEe I110-HUCKa OT
AOTOBOPEHATA, 1e4eOHOTO 3aBecHHe — BBL3NOMKHTEN OE3YCI0BHO 3arn/alia JEKapCTBEHUTE NPOAYKTH Ha M0-
HHCKATa CTOHHOCT, CHHTAHO oT:

- JlaTaTa Ha BJM3AaHC B CHJIA Ha peuieHHeTo Ha HauuoHannus cheeT no ueHu u peuMOypcHpaHe Ha
NexkaperBenuTe npoaykrn ( HCTIPIIT):



- JaraTa Ha akTyanusauusta Ha [losMTHBHMA IeKapCTBEH CNUCHK No pefa Ha wi. 57, an. | ot Hapeadara
3a VCIOBHATA, npapuiara 4 pena 3a PETVIIHPAHE H PEruCTPUPAHE HA LEHWTE Ha JEeKapCcTBEHHTE INMPpOAYKTH
(HVIIPPPLUIIT) 3a nekapcTBeHHTE MPOIYKTH ¢ HAMANEHA CTOMHOCT 33 ONAKOBKA, M3UHCIeHa Ha 6a3a pedepenTHa
CTOMHOCT.

B cnyuante no npeixoaHoTo M3peueHHe, CTOMHOCTTA ce onmpeiess KbM MOMEHTA Ha JOCTABKATA
(noanucBaHe Ha NPUEMO-NPeaBaTeNeH NPOTOKO),

I YCJIOBUA U HAYHUH HA TTAIIIAHE

Y. 3 (1) MaamaneTo no HACTOALLKA JOrOBOP C& OCBIIECTBABA Ype3 GaHKOB npeson o1 crpaHa Ha JEYEEHO
3ABEJIEHHE - BB3JIOKHUTEJI no nocouenata & un. 15, an. 3 Gaukosa cmetka na W3IMTbJIHUTEJISL
(2) 3annawaneTo Ha CTOKMTE 10 10IOBOPA Ceé W3BLPLIBA OTIOKEHO B cpok o 60 /wiectneceTus/ men. cien
MPEACTABAHE HA CIICAHMTE JOKYMEHTH:

1. JlocraeHa daktypa. cneTaBeHa chriacHo nsncksanusta Ha 3J1J1C w TMM3YJIC:

2. llpuematenHo-npeaaBaTeiHi NPOTOKOIH:
(3) B cnyuaid, e nocouennte B Wi 3. ai. 2 A0OKYMEHTH Ca HEPEIOBHH HIH HE Ca KOMILIEKTOBAHH, ChILHTE ce
Bpear Ha H3IIBJIHUTEJIS ¢ npuemarenHo — npenasatesieH NpoTOKON 3a W3NpaBsiHe HA HepeaHOCTHUTE,
CpokbT 10 wi.3, an. 2. 3an04pa /1a Teye 0T JIATaTa Ha NPEACTABIHETO Ha MOCIeNHNA HIUCKYEM ce JIOKYMEHT.
(4) Tpn dakTypupate Ha 3asaBeHHTE KOJMYECTBA JIEKAPCTBEHH NPOAYKTH. 110 BCAKA OTAENHA 3a4BKa. lleHaTa Ha
OnakoBKa He cjie/Ba Ja HalaBuinapa ornpeaeneHata B [losutuBHuMs nekapcTpen cnucbk- [Tpunoxkenne Ne 2,
pepepeHTHa CTOHHOCT Ha ONAKOBKA 3 CHOTBETHHS JICKAPCTBEH NPOAYKT. B cyuail Ha M3uncIsBane Ha CTORHOCT
No-BMCOKAa OT pediepeHTHATa CTOIHOCT HA OMAKOBKA 33 ChOTBETHHA JeKapcTBeH MpPOAYKT, CTOHHOCTTA Ce
HaMajisBa v 3arJjlalla 10 CTORHOCTTa Ha onakoBka onpeaencHa B [losuTHBHUA NekapcTBeH cniuchk- [punoxkenue
Ne 2.

IV. CPOK HA IOCTABSIHE
Ya. 4 (1) JEYEBHOTO 3ABEJEHHE — BB3JIOZKHTE.JI 3asss8a HeoOX0AMMHUTE My KOJIMYECTBA C THCMeHa
sasska o USITBJIHHUTEJIA. 3asekata ce Bpbusa nuuyno cpewy noanuc va W3MNBJHUTEIAS win
YILIHOMOLLEHO OT HETO JIHIIE HIIH Ce M3Mpailia ¢ NpenopbyaHe NHEMo ¢ odpaTHa pasnucka, no ake Win o
€/1eKTPOHEH MLT.
(2) Besika ornenna mocraeka, ciensa aa Oble 10CTaBeHa B CPOK 10 7 KANGHAAPHM AHM ciejl rojlyyaBaHe Ha
sasekara o JEHEBHOTO 3ABEJEHHE — BB3JJOKHUTEJ u 3a komuecTsata M 0nakorKHTe (CLOOPA3HO
KOHKPETHHTE NIeKApCTBEHH MPOAYKTH. MOCOUYEHH B TEXHHWYECKOTO MPEMSIOJKEHHE Ha W3MbJIHUTENS), TOYHO
onpeaeneHy B sasekata. B ciyuaii, ue ce npaeu nbpea 10CTaBKa OT JajeHa NApTHAa Ha IEKAPCTBEH NPOIYKT, ce
npeacrass Ceprudukar 3a ocBobokaaBaHe HA MapTHAaTa, W3aaaeH oT keanuduuupano auue no 3JIMXM ua
CACKTPOHEH HOCHTECIT WK MO €AEKTPOHEH NbT Ha CNEeKTpOHHaTA MoLla, NocovyeHa KaTto ajpec 3a KOPeCnoHJICHLMA,
MPHAPYIKEH ¢ MPEBOA Ha OBLArapeKkH e3uK OT (hupma, CKI0UHIA 10roBop ¢ MHUHHCTEPCTBO Ha BLHLIHNTE paGoTH
332 M3BBPLIBAHC HAa O(HLUMAIHH npeBoad. M30poeHHuTe NOKYMEHTM €€ NPEACTABAT B ChOTBETHOTO 3BEHO,
ONpeaeaeHo oT 1e4edHOTO 3aBeieHHe — Bb3noxuTeN. [IpH creaBaim A0CTaBKH Ha JIEKAPCTBEHW NPOAYKTH OT
Cchluata naprHia, C(‘)I’)TH(}JHKHTT;T HE ce NpeacTaBsl.
(3) B cnywaii Ha neoOxoaumoct ot cnewHa nocraeka. JEYEBHOTO 3ABEJAEHME — Bb3JIOKUTEJ
[10COYBA H3PHYHO B 3adBKATA, Y€ € HeoOXOAMMO Ja Obje W3BbPLICHA CrelHa J0CTaBka. B To3M ciyuaii,
Jl0CTaBKATa ¢J1e1Ba Aa 0be U3BbLpLIeHa 10 6 4aca OT MoTy4YaBaHe Ha 3asSBKaTa H 3a KOJMYECTBATA M ONAKOBKUTE
(cb00Opa3sHO KOHKPETHHTE NEKAPCTBEHH MPOIYKTH, MOCOYEHH B TEXHHYECKOTO MPEANOKEHHE HA M3MTbITHUTENS),
TOHHO OonpeleieHH B 3adBKaTa.
(4) MBNBJIHATEJIAT ce 3anbmkasa, B cpok 10 1 paboTen aeH. B cayuyaure no an. 2 u B cpok 10 | uac, B
C/lyyauTe Ha aj. 3. CAe/ NOJYYaBaHEeTO Ha BCAKA 3asBKa 1a yBeloMH nucmeHo win no ¢ake JEYEBHOTO
3ABEJEHHE - BB3JIOKHUTEJL B cnyuaii ye He MOKE 1a W3BBLPILN JOCTABKA MW B CY4ail, 4e HEe MOKeE J1a
Cla3su CPOKBT 3a H3BbPUIBAHE HA NOCTABKATA, NPEAMET Ha KOHKPETHATA 3asiBKa.
(5) Kum natata Ha BCAKa 10CTaBKa, OCTATBYHUST CPOK HA FOJHOCT Ha ICKAPCTEEHHTE NPOAVKTH. Clepa aa Obae
He no—mankk oT 40 % /ueTrnpuaecer Ha ¢ro/ OT 00SBEHM OT NPONBOAHTE.
(6) KbMm nataTa Ha BCAKa JOCTABKA OCTAThYHMAT CPOK HA FOAHOCT Ha OHONPOAYKT Man GHONOJOGEH NPOAYKT.
caensa ja opge He no-mManbk or 20 % /aBajeceT Ha 1o/ 0T 0GABEHHA OT NPOU3BOUTESIA.
(7) 3a konuuyecTBa OOCTABEHH W3BbLH 3asApkata no ui. 4. anl, JJEYEBHOTO 3ABEJEHHWE -
BB3JIOKHTE uama 3aabikeHne 3a niauaxe.,
(8) B cnyuaute no un. 10, an. 7 ot A0roBopa. CPOKbT no an. 2 B 3 3armovBa Aa Te4e OT JATATA HA MMCMEHOTO
chrnacue va JEHEBHOTO 3ABEJIEHHE - BB3JIOKHUTEJL
V. MACTO HA JOCTABSHE
Y 5. (1) 3a MACTO Ha A0CTABAHE HA CTOKHTE MO TO3H J0TOBOP € ONPEAETA CASAHHA aapec:
rp. baaroesrpaa 2700 ya. ,Bparas Munagnuopu* Ne 21 Henrpajien ck/iag MeIHUHHCKH Pe3epBH
(2) PuckwT OT cayualiHOTO noruBaHe WM noBpeskaaHe Ha crokurte npemunasa Bbpxy JIEUEBHOTO
JABEJAEHHE - BB3JIOKHTEJI o1 MOMEHTa Ha NPHEMAHETO HM Ha MACTOTO Ha JOCTaBAHE ¢ MPHEMATENHO-
MpeaaBaTeieH MpOTOKO.
VL. IATA HA 1OCTABAHE HA CTOKHUTE



1. 6. 3a 1aTa na nocTaBswe ce cumta natara. Ha KOATO CTOKHTE €a J0CTABEHH 10 a/1peca NocoueH B ui. 5, an. 1.
MPH YCAOBHATA Ha unl, 9. an. 2.
VIL. 3AABJUKEHHS HA W3MTBJIHUTES
Y. 7. MBITBJIHHUTEJIAT ce 3anbnkapa:
I. Ja nocraen crokure B AOTOBOpEHHA CPOK u na ru mpegage na JEYEBHOTO 3ABEJEHHUE -
Bb3/10OKHUTE.L
2. Ma npenane ctokure, 11AKETHPAHH ¥ MAPKUPAHK B CLOTBETHHS BHI. KOJIMYECTBO M KAYECTBO Ha MACTOTO Ha
JNOCTaBsiHe,
3. Ilpn nonnuceaneto Ha J0roBOpa 1a NpencTaBu:
a) JOKYMeHTH 1o un. 112, an. | o1 3011
0) rapaHuns 2a uantanene, p enna ot gopmute, onpeaenenu B ua, 111, ax. 5 o1 3011, ¢be cpok Ha BanMAHOCT
60 anu cien ustMyane cpoka wa AOTOBOpa. KOATO ce 0cBOOOKAABA B CPOK 10 60 juu ClIe]L H3NLIHEHHE Ha
Aorosopa. B cayuail, uwe Baamanoctra na FApaHLMATA W3THYA NpeaM 1OrOBOPa Ja ObAe M3MLIHEH.
H3ITBJIHUTEIAT ce sanunkasa 1a YABLMKH CPOKA HA BAAMAHOCT HA TAPAHLMATA C TONKOBA JHH. TaKka e
ApaHLKATA 1A NOKPHBA 04AKBAHHA CPOK 33 U3MbIHEHNE HA Aoroeopa nmoc 60 anuu. Tapanunsra ¢ B pasmep
Ha 3% ot crolinocTTa Ha Aorosopa 6e3 A/IC u BL3am3a na 74.75 nepa.
(4) Jla nocraes nexkapcrsenn MPOAYKTH, KOMTO OTTOBAPST HA M3MCKBAHMATA Ha 3aKoHa 3a JIeKapCTBeHuTe
PONYKTH B XyManHaTa Meanumnna (3JIMIXM) — aa IpHTEKaBAT BATHIHO pa3pellenne 3a ynotpeba B cTpanara.
M3laneho no peaa Ha 3/IMXM wunn Pernament (EO) Ne 726/ 2004 r. 1a Esponeiickus napaament u Cueera /ua.
23. an.l na 3JITXM/,
(5) la nocrass nekapetsenn HPOAYKTH, KOHTO ca BrAtoueHH B [Tpunoskenye No 2 na TMosutusnug JeKapeTren
CTHCBK.
(6) B cayuaii, ue ce mpasm TbpBA 10CTaBKa MO NaneHa NapTHIa Ha NeKapeTBeH NPOAYKT, ga NpeacTass
Ceprudmrar 3a ocBoGoxknasane Ha flApTHAATA, W3laneH OT kBanuduuHparo anue no 3JIIXM ua €NeKTPOHEH
HOCHTE! HJIH 110 ENEKTPOHEH BT Ha e/IeKTPOHHATA NOLIA, NOCOYCHA KaTo A1PeC 3a KOPECTIOH/1eHHs, PHAPYSKEH
¢ TpeBoa Ha OBArapekn esuk ot dupma, ckmoumia A0roBop ¢ MHHHCTEPCTBO Ha BBHINHMUTE paGoru 3a
H3BLPLUBAHE HA OGHUHANHK NPEBOIH.
VIL 3AABJIKEHNSA HA JIEYEBHOTO 3ABEJAEHHE - Bb3JIOJKUTEJ
Y. 8. JEYEBHOTO 3ABE/JIEHHE — BB3JIOJKHUTEJ ce sanvaxasa:
I. la npueme noctasennre B cpok n Ha MACTO cTOKM. CLOTBETCTBALUH MO BHJ. KOJHYECTBO M KAUECTRO Ha
OMNHCAHOTO B HACTOSILLIHS JUI'OBOP.
2. Jla sannarty goctaBenute crokn no pe/ia Ha ul. 3 OT HaCTOAWMS A0rOBOp.
3. Cien mpukmouBane w3nbiaHeHHETO Ha AlOTOBOpa 212 OCBOGOAH rapaHUMATa 3a M3MbAHEHHE, 663 13 ThIKN
JINXBH 32 CPOKa, NPE3 KOHTO CpescTBaTa 3aKOHHO ¢4 NIPECTOAH Y Hero.
IX. IPUEMAHE M IIPEJIABAHE HA CTOKUTE
" 9. (1) IMpuemarero na crokute ce W3BbPLIBA HA MACTOTO HA JOCTABAHE MOCOYEHO B Uil 5. an. |.
(2) IBUBJHUTEJAT wnan YITLTHOMOLIEH OT HEro npejCTaBHTeNl M NpeacTaBHTe] Ha JEYEBHOTO
3ABEAEHHUE - BB3JIOKHTET noanucear fIpHEMaTe/IHO-NpeNaBaTesiecH  NPOTOKO/I,  Y0CTOBEpPsABaLLL
NOJIYHABAHETO HA CTOKHTE.
X. KAYECTBO, 'APAHLIUHU U CPOK HA NogaocCT

Y. 10. (1) CrokuTe, NpeaMeT Ha HACTOALILMS AOTOBOP. CleBa 1a OTrOBAPAT HA M3UCKBAHMATA HA unl. 7. an. 4 u
5.
(2) KbMm narara Ha noctaBkata. ocTaTbunnsT CPOK Ha FOIHOCT Ha JIeKapCTBEHUTE NPOIYKTH, ClleaBa na Obae He
no—-Manek ot 40 % /yeTHpuaeceT Ha cTO/ OT 0BABEHHS OT NPOU3BOIHTENS.
(3) B cayuaii na nocraeka na JICKAPCTBEHHA MPOAYKT € MO — KPaTLK OT NOrOBOPEHHS CPOK HA FOIHOCT.
ABIDKMUMATA HeVCTOolKa 1a Obae MPOMEHEHA, KaKTO CJie/1Ba;

o1 39.99% 10 30% - 3 % BBPXY CTOIHHOCTTA Ha A0CTABKATA:

ot 29,99% no 20% - 5 % BRpPXY CTOHHOCTTA HA TOCTABKATA:

ot 19.99% a0 10% - 7 % BBpXy cTolHOCTTA Ha 1ocTaBKaTa:

noa 10% - 10 % Bbpxy CTOHHOCTTA Ha A0CTABKATA.
(4) OcTaTbyHUAT CPOK HA rOAHOCT Ha Buonpoaykt /Gronosoben NpPOaykT. ciedpa 1a 6bae He no-Manbk o1 20
Yo /ABaneceT Ha cto/ ot obsBeHus OT MPOW3BOIIMTENS KbM 1aTaTa Ha BCAKA JA0CTABKA.
(5) B cayuaii Ha nocraeka Ha GHONMpoAYKT/OHONOA0BEH NPOAVKT ¢ no — KpaThbK OT 10roBOPEHHs CPOK Ha FOJHOCT.
AbJAKAMATA HEYCTONMKA € KakTo cleaBa:

o1 19.99% 10 10% - 2 % BBLPXy CTONHOCTTA HA NOCTABKATA:

o1 9.99% 10 5 % - 4 % Brpxy cToliHOCTTA Ha AOCTaBKATA:

noa 5% - 6 % BBPXy cToiHOCTTA Ha noCTaBKaTA.
(6) IEYMEBHOTO 3ABEJIEHUE - Bb3JOKHUTEI MOKE [1a OTKaKe NPHeMAHETO HA CTOKHTE, aKO B A€HS
Ha TAXHOTO NPHCTHIAHE MK MIPHEMaHe OCTATLYHNIA CPOK HA FOIHOCT € HO — MATbK OT onpenenexdus B ua, 10, an.
2. uman. 4 munumaieH CPOK Ha I'OAHOCT.



(7) Jdoctaskara na FICKAPCTBEH MPOAYKT € OCTATBYEH CPOK HA FOAHOCT NO-Manbk ot 10 Ha ¢TO oT obaBeHHs oT
MPOH3BOANTENA W Ha BHONPOAYKT/BHONOA0GEH NPOIYKT ¢ OCTaThueH CPOK Ha FOAHOCT M0-MafbK OT 5 HA CTO OT
00ABEHHUS OT MPOM3BOAMTENS ce M3BbPLIBA CaMO ¢ nuemeno cbraacue va IEYUEBHOTO 3ABEJAEHME —
BB3TOKHTEJ 3a KOHKPETHO KOMHYECTBO, OIpPede/NeHo OT Hero. Be: H3PHYHO THCMEHO CBINIacHe Ha
JEYEBHOTO 3ABEJAEHHE — BB3JTOKHUTE croknte Hava Jla Obaar sannalaqu.
(8) Uckanero 3a nuemeno Chljlacue, B ciiyuanTe Ha an. 7. cneapa aa nocrbny s JIEY EBHOTO 3ABEJAEHME
— BB3JIOKWTEN & cpok 10 1 (eann) paboTeH aeH OT nony4aBaHe Ha 3asBKAaTa,
(9) B cayuanre Ha cnewsn noctagky [I0COYEHHTE B @l. 3 M an. 5 HeyeTolikK He ce npuiarar.

X1. OTTOBOPHOCT 3A HETOYHO M3 bJIHEHHE. PEKJIAMAITAHA
9a. 11. (1) JEYEBHOTO 3ABEJEHWE - BB3JIOKHTEN moxe na NpensssiBa pekamalii npej
N3ITBbJIHUTEJIA 5a:
a) KOJIHYECTBO M HEKOMIUIEKTHOCT HA CTOKHTE MIH TeXHHYeCKaTa AOKYMEHTAIHA (SBHH HE0CTATbILN):
0) KauecTBO (CKPHTH HEOCTATLIN):
- IPH IOCTABAHE HA CTOKH HE OT A0TOBOPEHMS BHI, MIOCOYEH B uf., |:
- TPH KOHCTaTHpaHe Ha nedekTH npu ynotpeda Ha cTokuTe.
(2) Pexnamaumy 3a SBHH HEAOCTATBUM HA CTOKHTE ce mpaest or JIEMEBHOTO 3ABEJIEHHUE -
Bb3JTOKHUTEJL B momenTa 1a MPEIABAHETO MM, 32 KOCTO Ce ChCTaBA MPOTOKO, MOANHCAH H OT JBETE CTpaHH.
(3) Pexnamatimm 3a ckpuTi HelocTaThLM ce MPaBsT Npe3 LeNus CPOK Ha TOJHOCT Ha [JOCTABEHUTE CTOKM. KATO
PERIaMallnATa Ce NpUapY KaBa 3a1bIKUTENHO OT KOHCTATHBEH NpoToKon, W3nanex ot Mznvanurennara arenums
3a JleKapcTBara.
(4) JEYEBHOTO 3ABEJEHHE — BB3JTOKHTEJ e ankkuo 1a yBenoMu nucMeno HU3MNBJIHHATEJSA 3a
YCTaHOBEHHTE JledeKTH B S (neT) aHeBen cpok ot KOHCTATHPAHETO UM.
(5) B peknamaumnte ce nocoura HOMEPLT Ha JIOrOROPA, TOUHOTO KOAMMECTBO Ha MNOJIYYEHHTE CTOKH C TEXHMSA
MAPTH/ICH HOMEP, OCHOBAHHETO 3a PelsIamMaliii 1 KOHKPETHOTO mckade na JEYEBHOTO 3ABEJEHUE -
Bb3JOKHUTEJL
(6) B 5 (net) nnesen cpok ot noay4asane Ha pernamaunsta, H3INMNBJHUTENAT ciensa na OTIOBOPU Ha
JEYEBHOTO 3ABEJAEHHE - Bb3JIOKHATE 11cmeno 1 KOHKPETHO Najld NpueMa pekIaMaLmaTa UM g
OTXBBIIS.
(7) Tlpu pexiamauns 3a ssun Hegoctarbiy W3IMTBJIHUTEAT o ATbAKEH B CPOK OT 2 palGoOTHH AHM OT
MOMYUABAHE HA PEKNaMalMATa 33 CBOA CMETKA M PHCK Ja JOCTABH HA MACTOTO HA JOCTaBsiHe KOJHYECTBOTO
JHMCBAIN B 0CTABKATA / HEKOMILIEKTHH JOFOBOPEHHN CTOKH.
(8) Ipw pexsnamauia 3a CKPUTH HEAOCTATBIM. B cayuaii ve HSITbJIHUTEJIST e npuen pekaaMaumsata. Chimis
¢ AnbkeH B 10 (aeceT) NHEBEH CPOK OT NOMYHABAHETO i 13 3aMeHH 1OCTABEHHTE HEJOrOBOPEHH 1o BHA /
Ae()eKTHH CTOKH 3a CBOSL CMeTKa M PHCK Hin 1o npeueHka Ha JIEYEBHOTO 3ABEJIEHME -
Bb3JIOKHTE. 1a ebpHe cLOTBeTHATA YACT OT 3aMTaTEHATA LCHA. BEIHO C Ib/UKMMUTE JIMXBH.
(9) H360pbT Ha rocoueHuTe mo-rope BB3MOKHOCTH 14 ce BbPHE CLOTBETHATA Y4ACT OT MJIATEHOTO HIH Ja ce
ACCTaBAT HOBH CTOKH nprHaanexku Ha JEYEBHOTO 3ABEJAEHUE - BB3JTOKHUTEJ u ce YNpaXkHABa OT
Hero noj dopmara Ha nucmeno veenomienne 10 MIMMbJIHUTES. kato Pasxo/HTe M PHCKOBETE 10 HOBOTO
JocrapsHe ca 3a cmetka Ha U3ITBJIHUTEJIS.
(10) Croxute. npeamer Ha peknamauiia ce cexpanasat oT JEHEBHOTO 3ABEJAEHUE — Bh3JIOKHUTE
A0 YPe/KIaHe HA peKIamMalmure.

XII. OTTOBOPHOCT IIPU HEU3ITBJHEHUE

Y. 12. (1) 3a HeM3NBIHEHHE HA 3ATBIKEHHSITA CH MO HACTOS IS TOFOROD € UAKMIAUAHME 1A Test na aa 10, an
2nan. 4, MBIbJAHUTEJSIT nbaku neyetoiika B passep Ha 0.5 % ua nen BBPXY CTOMHOCTTa Ha KOHKPETHATA

3adBKa, HO He noseue ot 10 % (aeceT npouenTa) ot crofiHoCTTa Ha KOHKpETHATa 3asBKa. KaKTo M o0e3luereHu1e
3a NPETHPIICHATE AEHCTBATE/IHH BPE/IM B CITYHAHTE. KOTaTo Te HaAXBbPIAT J0roBOpeHarta HeycToika. B cyuanre
1o usn. 4, an. 3, nocoueHaTa B NPEAXOAHOTO H3PEHeHHe HCVCTOHKA B pa3mep Ha 0.5 % ce Haunengra 2a reexn uac
fipocpoune. Ho ne nusede or 10 % (4€CeT NPOUEHTa) OT CTOMHOCTTA HA KOMKPETHATA 3aiBKA. KaKTO M
obesweTeHHE 3 NPETbPNEHHTE NeiiCTBUTCIHN BPEIM B CAYUAMTE, KOFATO Te HAIXBBLPIAT AOrOBOpeHaTa
HeyveTolika,

(2) Koraro npu Haanume na pexnamaiyu, M3IMTbJIHHUTEJST He usnuinu 3a0b/KEHHATA CH MO pasnen X| ot
HACTOALINA AOTOBOP B CPOK, chIuuAT Abiku Ha JEHEBHOTO 3ABEAEHUE- Bb3JIOKHUTEL HeyCTOlKa
B pasmMep Ha 2 % OT LeHATa Ha CTOKHTE. 3a KOHTO ¢a HANPABEHH pekaMaLuuTe,

(3) JIEYEBHOTO 3ABEJAEHHUE - BB3JOKHUTEJ VAOBICTBOPABA TPETEHUHHTE CH  OTHOCHO
HEH3MEAHCHHETO HA 10rOBOPA. KAKTO M 3a 3anjaulaHe Ha HeycToHkute o1 crpana Ha H3ITBbJIHUTEIS karo
3aIbpika rapaHlraTa 33 W3NLIHEHHe no un. 7, an. 3. Oykea “6” ot norosopa. kato npeanpuema aeticTeus 3a
HeHHOTO ycBoABaHe. B cayuaii. ue ctolinoctTa Ha FApaHLMATA 3a W3NMBAHEHHE HE NOKPHBA BCHUKH IBIMKHMH OT
H3I'bJIHUTEJA neycroiikn, JEYEBHOTO 3ABE/JEHUE — Bb3JTOKHUTEI NpUXBaLIA TbIKUMUTE
CYMH OT Hacpewnu nnaanus Kem H3ITbJIHHUTEJIA.



(4) Tlpn Tpu nbTH BiHOBHA 306aBa Ha M3ITBJIHHTEIS. IpoAbIKKMAA ¢ NOBeYe OT MOJOBHHATA OT CpoKa 3a
H3IILJHEHHE Ha ChOTBETHOTO 3a/b/KCHHE. B pamkute Ha Tpu mecena JEYEBHOTO 3ABEAEHMUE -
Bb3JOKHUTEJ uma npaeo na MPERpaTh 10roBOPA €HOCTPAHHO ¢ | 5-1HeBHO NpenussecTe,
(5) JEYEBHOTO 3ABEJ/IEFHUE - Bb3JIOKUTEJ wuma npaso na NPEKPATH €IHOCTPAHHO M Ge3
HMPEANSBECTHE HACTOALUMA AOrOBOP B CIVHAlH HA CHCTEMHO HETOUHO M3MIbJIHEHHE  HA 3a/1b/IKEHHATA OT
M3IBJIHUTEIS 1 npensgenn noseye o1 TPH peknamauni B pamkuTe Ha Tpu meceta ot JEYEBHOTO
3ABEJIEHME - BB3JIOKHTE 1o pena Ha rnasa X1,
(6) B cayuaii, ye no otHoweHe Ha M3ITBJIHHTEIS nactinst ofcroatencrrara no un. 54, an. 1, W un. S5,
an. | or 3akona 3a oblectsenmTe nopeyku, TEYEBHOTO 3ABEJIEHUE- Bb3JTOKUTEJ nva npaeo aa
MIPEKPATH €/IHOCTPAHHO HACTOALLMSA JI0TOBOD, 63 nucMerHo fIpei3BecTHe 1 6e3 aa AbIKH HEeYCTORNKN,
XII. ®OPCMAKOPHH OBCTOSITE/ICTBA
Ya. 13 (1) Crpanure no macrosums JOrOBOP HE ObJzKaT O0E3LIETEHHE 34 MOHECCHM Bpean M 3arydu, axo
HOCTEAHUTE Ca NPHYHHEHH B PE3YATAT HA HENMPEOLONNMA CHTa,
(2) Ako cTpaHata, KOATO € CEABANO 1A W3NLAHK CBOE 3a/bJuKenHe 110 f0roBopa e Guna B 3a0aBa, T4 He Mowke na
€€ NMO30BaBa Ha HENPeoaOANMMA CHITA.
(3) "Henpeononuma cuna™ no emuchna Ha Tosm AOTOBOP € HEMPE/IBHACHO M/WITH HENPEIOTBPATHMO ChOUTHE OT
M3BBHPELIEH XapaKkTep, Bh3HHUKHAIO Cle/| CKAOUBAHETO HA J0roBopa.
(4) CrpanaTa, 3acernara or HEMpeoaonnMa chaa, € AMbKHA a NpeApHeEMe BCHUYKH Q€HCTBHS o rpHzkaTa Ha
A00bp CTONAHMH, 33 1a HAMANW 10 MHHIMYM MOHECEHHTE BPe/H 1 3ary6H, KAKTO M 1a yBEAOMH MTHCMEHO Apyrara
CTpaHa B 7-IHEBEH CPOK OT HACTLHBAHETO HAa HClIpeollonmara cuna. llpu HeyeenomsBane B mocoueHus p
[IPEAXONHOTO M3peUeHie CPOK Ce AbIKH O0e3IeTeHNe 3a HACTbITUIHTE 0T ToBa BpeaH. Henpeononumara cuna
€€ JlokasBa OT sacerHatata CTpaHa cbc cepTH(MKAT 3a (OpeMaKOp, W3ZameH no CLOTBETHHS pen or
KOMICTCHTHUA OpraH B AbLPAaBaTta, B KOATO Ca HACTBIIAIH (popemaskopruTe oberosrencrsa,
(5) Mlokaro Tpae Henpeogonumara cuia. W3MbIHEHMETO Ha SAALIUKCHHATa W CBBP3AHUTE C TAX HACPELUHH
3aNbIKCHUS e Criipa.
(6) He npeacrasnssa “uenpeonoauma cuna” CBOMTHE, NpHUMHEHO To HEOPEIKHOCT WM upe3 ymuuuIeHo
NEHCTBHE HA HAKOS OT CTPAHHTE WIH TeXHHU NPEACTABUTENIH H/MIH CIIY/KUTENN. KAKTO M HEJOCTHIA Ha Napu4Hu
cpeactsa Ha U3ITBJIHUTEJISA u JIEYEEHOTO 3ABEJEHME - BB3JIOKHUTEL
XIV. CIIOPOBE
Ya.14. (1) Bwsuukuanure MPE3 BPCMETPACHETO Ha N0TOBOPa CHOPOBE M Pa3HOrIACHS MEKIY CTpaHuTe ce
peluaBart 4pe3 nperoBopu Mexay Tax. IMocTHrraTmTe AOTOBOPCHOCTH Ce O(OPMAT B MHCMeHa hopma M ce
MPEBPBLIAT B HEpa3/e/iHa uacT OT J0roBopa.
(2) B cayuaii Ha Hemocturane na AOFOBOPEHOCT MO MPEAXOOHHA YieH. BCHYKH CTrOpPOBE, MOPOJEHH OT TO3H
AOTOBOP MM OTHACAUIM CE A0 HETO, BKIKOYMTENHO CTIOPOBETE, MOPO/ICHH OT HITH OTHACALLUH C€ 10 HEroBOTO
TBIIKYBAHE. HEACHCTBHTENIHOCT, HEH3MbJIHEHHE W MpeKpaTsiBane wwe ObaaT pazpeluasann cnopen Obirapckure
MATCPHATHH W NPOLIECYANHH 3aKOHH OT KOMIIETEHTHHS Ch1 110 pena na ['TIK.
XV. CbOBIUIEHUS
Ya. 15, (1) Benukn cvobliuehns MEKIY CTPAHUTE, CBBLP3AHH ¢ M3MBIHEHHETO Ha TO3H JOTOBOP €A BAJIMIHH, aKO
Ca HATPABEHH B MUCMEHA (POPMA M ca NOAMHCAHH OT VITLAHOMOILEHHTE npeacrasureny Ha U3IMBbJIHUTEJIH
i JEYEBHOTO 3ABEJEHHUE — BB3JOKHUTE
(2) 3a nara Ha cLOBLIEHHETO Ce cMmsTa:

v AaraTa Ha npeJaBaHeTo — MpH PhUHO NPEeaBaHe Ha CHOOLLEHHETO:
v Jlatara Ha NOIIEHCKOTO KilelMo Ha oGpaTHaTa pasnucka — npu H3Mpaliade 1o noutara:
v AaTaTa Ha NPHEMAHETO — Npu W3npatake no (Gake Win e-mail,

(3) 3a Banunnm anpecu 3a npuemate Ha cbLOGLICHHS W OaHKOBM CMETKHM, CBBP3aHH ¢ HACTOAILMS Jorosop ce
cMATaT:

3A U3I'BJIHUTEISA:

Anpec 3a KOpecnoHgeHIHs: rp. Coua. yiu. Jivuesap Cranues 3,

Codapma Busnec Taynpe, crp.A. et.12, Ten. 02/8133 660, dpaxc 02/8133 666

e-mail : office(w sopharmatrading be

Banka: PAHDPAN3EH BAHK. IBAN: BG97RZBB91551064010532, KOJ1 RZBBBGSF

3A JIEYEBHOTO 3ABEJIEHUE- Bb3JTOKHTE:
LICMIT - Bnaroeerpan 2700y.. .bp. Munagunosn™ Ne 2|
IBAN: BG96UBBS80023106091305, UBBSBGSF

(4) Hpu npomsana Ha nocouenns no an. 3 anpec wan Gankosa cmMeTka CbOTBETHATA CTPAHA € IHKHA /12 YBE1OMH
Apyrata B TPMAHEBEH CPOK OT NPOMSIHATA.

XVL IP¥TH YCJIOBUSA



Y. 16. (1) [pasata u 3a1e1KeHAATA MO HACTOALILAS AOrOBOP He MOraT /1a ce NPexBbpaT e IHOCTPAHHO HA TPETH
Amua n noaoGHK aKTOBE He NOPaKAAT NPaBHO NeicTBHE 03 MHCMEHOTO ChITaCHe Ha pyraTa cTpaHa. OCBEH B
cayvauTe Ha obesleyaBaHe (rapaHTHPAaHe) Ha 3a1bIKEHNS 110 BAHKORM KPEaAMTH.
(2) 3a HeypeneHUTE BLIIPOCH B HACTOSILLLAS AOTOBOp ce NMpHaara 1eHCTBaoTo OBArapeko 3aKOHOIATENCTRO.
XVIL HOAM3NBJIHUTEJIH
(F?ﬂ."f.’?(!.)!{'i{‘lf() Cavo 6 Chviuaume, ¢ KOno .it‘j(}pﬂh‘ﬂﬁ 3A UIHBIHUMED _}'HH('.’HHEH\' ¢ nocovud, ye e noiazed
J?{)(JH'}HE.?HIHHE‘.'Ha‘, !?_I.?H CRNOYaaHe Hd PAVEOGOMO t‘f?()ﬁ{t‘}’_l'.'lft.’f‘l’ﬂt.’
Yn. 17. (1) TOAU3ITbJIHUTEJIUTE TPAORA 1a OTrOBapAT HA CLOTBETHHTE KpuTepHn 3a noadop cvobpazno
BHIA H ZI€1a OT nopkyKaTa. KOHTO L€ W3NMbIHABAT, M 3a TAX 14 He ca HalMLe OCHOBAHUS 32 OTCTPaHsBaHE OT
rnpoleayparta.
(2) TEYEBHOTO 3ABEJAEHHE — BB3JIOKHUTE.I usnckea samsia Ha MOAU3ITbJHHWTEL koiito He
OTTOBaps Ha yCAOBHATA 1o an.l.
(3) Koraro yacrra o1 NnopbUkata. KoaTo ce u3nviHasa or OAUMNbJIHHUTEJL moxe Aa Ob1e npenajieHa Kato
otaened odekt Ha U3MMBJIHUATES win ua JEYEBHOTO 3ABEJIEHUE - BB3JTOKHUTEJL nocneanus
3alnnallia Bb3HarpaskaeHue 3a tazu yact va NOAU3MbJIHUTEJISL,
(4) Pasnnamanunsta no an. 3 ce 0ChIECTBABAT Bb3 OCHOBA Ha nekane. otnpasero ot IMOAU3IMTbJIHUTEJS 1o
JIEYMEBHOTO 3ABEJAEHME - BBL3JTOKHTE upes H3IMMBJIHUTEJIS. koiito e anbken aa ro
MPEAOCTABH Ha BL3NOKHTEIA B | S-THEBEH CPOK OT NONYYABAHETO MY.
(5) Kbm uckanero no an. 3 U3MBJIHHUTEJSIT [IPEIOCTABsA CTAHOBHLUE, OT KOETO /1a € BHIHO Ja1n OCTopBa
[U1aUAHUATA HIH YaCT OT TSX KATO HEMhJIKHMH.
(6) IEYMEBHOTO 3ABEJIEHUE - BB3JIOKHTEJ uma npaBo na orkaskke muiamape no anr. 3. koraro
HCKAHETO 32 NALUaHEe € OCMIOPEHO, 10 MOMEHTa HA OTCTPaHABAHE Ha NPHYHHATA 33 OTKA3a.
(7) HesaBucumo ot m3nonssanero Ha [TOJIM3ITBIHUTEIIH o1roBopHocTTa 3a manbiHelue Ha ZI0roBopa e Ha
H3OBJIHUTEJISA.
XVIHL 3AK/IIOYHTEIHH PA3IIOPE/BH
Y. 18. (1) Mpu cheraBsneto Ha HacTOR LM AOTOBOP Ce MpeIcTaBUXA CEAHNTE JOKYMEHTH:
v Hoxyments no un, 112 or 30I1:

v Hexnapaums no wi. 53, an. 6 ot 3JI[IXM (koraro e MPHIIOKHMO);
v Tapanums 3a usnbaxenne:
v Texnnuecko u Llenoro npeanosenne. nepasaenna vacr ot aorosopa

(2) Hactoswmsr noroeop ce cheTas B TPH e1Ho00pasHH eKsemruispa Ha Obarapckn esMk — eauu 3a

W3ITBJIHUTEJIA 1 18a 3a JEYEBHOTO 3ABEJAEHHE - Bh3J10KHTEJI.

JEYEBHO 3ABEAEHUE — RhXTOKUTE: M3 THUTE

HCMIT-BJIATY .

/A-p Kpacamup Muxaiiaos/ /Beneta Kocesd —nbanomomuuk/
dupertop na HCMIT e

/Ceeria Munosa/
I'1aBen cueroBOINTE



PC Nepp -11-163/29.03.2021 .
Lemn - bnaroesrpag

MA fHeusx

l MexayHapoamo EA uewHa | Ea yena O6uwpo Ges ] O6uo ¢
He€natenTHo |pka oAaMMm 3a 33 4aac anc
HaMmeHoBaHme 6poii €AUHUYa [ eauHNLa
/INN/ MADKU| Mapka MAPKa ¢
bes Aac anc
"Co®vAPMA
TPEMANHI Af
1/A02BAO02 |Ranitidine napexTtepanHa  [mg 250] 0,01845 0,022136 4,61175] 55341
2|A03ADO1 Papaverine NapeHTepanHa mg | 66000/ 0,02725 0,032700 1798,50000 21582
3|A03BAD] Atropine napeHTepanHa |mg 250] 0,78167 0,938000/ 195,41675 234,5001
L-Ornithine-L-
4|A05BADO Aspartate NapentepanHa  |mg | 25000 0,00201| 0,002417 50,35000 60,42
5|A11DA01 [Thiamine napetrepanta  [mg 400/ 0,01304| 0,015650 5,21680| 6,26016
Calcium
6|A12AA03 gluconate NapeHTepanHa  [mg [ 22350 0,01958| 0,023494 437,56830 525,%2_
Obuwo 2491,66 2990,00
3% 74,75 .




