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TOTOBOP Ne QQ,() l Us
3A JOCTABKA HA JIEKAPCTBEHHU IIPOJIYKTH

ee, ... ?.Z.. . ﬁé’ 2021 1., MeRy:

Komnnekcen omco.uornqen nenrsp-llymen EOOI{ ¢ azipec: IPp. IlIyM€H VL. Bacmi
AanJIOB Ne63, EMK 127521758, mipefcTaBiiiBaHo OT Ceunen Credaros ApHaymoB - YipaBdTel U
‘Tuna CraHdena Hiikoiopa ~ InaBeH CUCTOBOIUTEN, HAPHYAHO MO-AO0NY 33 KPaTKoCT LWJIEYEBHO
’3ABE,I[EHI/IE —~BB3JOXKAUTET” OT eflHa CTpaHa .

o

,,Menml)apma” EOOJ:[, CBC CETANAIIE 1 ajipec Ha YIpABJICHHE: ID. Cocbnﬁ #x.K. Miagoct 1,
6138 B, Bx.3, BEMK 121578346, TpefCTaBIsBaHO OT AXwieac [asrappc, HapUYaHO HO-I0JY 33
KpaTKoCT ,,I/I3HT>JIHI/ITEJI” OT ApyTa cTpana,

'Ha OCHOBAHHE YL 112 ot 3axoHa 3a 06meCTBeHuTe mopsuxa (3011), BBB BpEH3Ka C IfpoBeleH

BETPEIICH KOHKYPCHICH mGop/noeiiieEa  opepra 10 PamkoBO cHOpasyMeHHne No PJI-11-
158/26.03 2021r ce CKIIOYH HaCTOXHJ,]Z{ﬂ ZIOTOBOP 32 CHEAHOTO:

L. IPEAMET A CPOK HA z:oroB’opA

.1 (1) JEYEBHO 3ABEJIEHUE - BB3JIOKUTEJ Bn3nara, a I/ISH’LJIHEITEJIHT ce
3a)1$m1caBa jia E3BEPIH JOCTABKA Ha CIEHUTE NCKapCTBEHA IPOYKTIH:

_ Amoxicilling,. - ’ me _ ) 7 :
2| so1gro2, . | clavalanicacid .. flapeHTépaHa amoxtcﬂm 0,004338 100000 _ |0,002615 . |0,003138 | . . 2615 7,845
2| 1010804 . |Cefazolin . |napewrepaisa |mg:. . 0,001493 . | 600000 0,000509 * 'l 0,001091 | 5i5,4 | 16,362
" y|ioiboos | Ceftriaxone | napewtepandale 1,861000 | 1400 0,814564 | 0,077477 114039 | 34,2116¢
~ 3 |i0ipHoz | Meropenem . | napewtepanna | mg . |0,015726 sg0000 . | 0,005477 | 0,006572 27385 82,158
’ ' 4685,79 140,57



., () Jloropopst muaa e o7 AEraTs Ha MOMICRAETO My oT AHere CTpAH 1 ¢ crc cpox o
. 2. (1) ’HeHaTa'.Hé CTOKHTE IO qn.l“e'cﬁrnaCEo"'HQH-QBQ'Hpé,uﬁtzm‘?HPIe ia I/ISHI)JIHHTEJIH B

HEpa3/iciHa 9acT OT A0TOBOpa, - ) - | ‘

SABEAEHHE - BB3JIOKUTEN npu MHHEMANCH: CPOK Ha TOJHOCT HE HO-KpaThk oT 40 % of -

OBSBEHHUS OT IPOH3BOUTENS 3a JIEKAPCTBEHNTE IPOAYKTH M HE TTO-KPaThK oT 20 % oT ODSIBEHHS OT
IPOU3BOAUTEIIS 38 OMONPONYKTHTE MM GHOTONOOHHTE IPOAYKTH. MUBMMATHUAT CPOK HA rOIHOCT ce
OLPENCIIA KbM JIATATa Ha BCAKA OCTABKA HA JEKapCTBEH IMPOAYKT. Lo T ‘

(3) Obmara croiimocT Ha HOCTaBKHTE MO HOTOBOPa € 10 4 685,79(wetpn xumsin IeCTCTOTHE

OCEMICCET M TeT Jjieea W 79 cTOTHHKE) Jepa Ges Brmowen JJIC m g0 5622,95(mer xmrama

MECTCTOTHH JBa/ICCET 1 {8 Jiea H 95 CTOTHHKH) nieBa ¢ Bmoger JIJIC. | ’ |
() enara o xoropopa e mxcapana, nie nomnexn 5a npows sa CPOKa Ha JeHCTBFE HA IOTOBOpA, |
ocmer B cmywamre ma 116 or 301 . ool 52 AcgoRcge.
(5) B cxyqaif, 4e npes Bpemeto Ha AeHcTBEE Ha CHOTBETHHES JOTOBOD CTOMHOGTTA, KOSTO ClIe/IBA 1 C6
 SATUIANA ¢ NGIIN CPOTOTEA B MeKAPCTREHM IPOAYKTA 0T [0 THEFI JIEKAPCTBEH CITHCHK OTale |
NOHHCKE OT JIOTOROPGHATA, JICIEGHOTO 3ARGACHMC — BEIOKHTGN. GR3YCIOBHO samjama
TIeKAPCTBEHHATE IPO/IYKTH HA TO-HUCKATE CTORHOCT, cHmTamo or: SREARE e
. " /lalaTa HA BUM3AHC B CHIA HA DEICHWETO Ha HaOWOHATHHA CHBET T memd H
perMOypcrpane Ha nexapersennTe npogyxre ( HCIIPIIID); | T o
: - JlaTara Ha aKTyanusamusTa Ha [[03MTHBHAT TeKapcTser emmesK 10 pesa Ha . 57, ax. 1 ot

HapenGara sa ycnommsra, upasunata u pema 3a PEIYTHpaHe M DErMCIpHpAaHe HA NEHATE Ha

JlekapeTaerute npoxykra (HYIIPPPIVIIL) 3a feKapeTBeHuTe IPOJIYKTH ¢ HAMATEHA CTORHOCT 1a
‘OIaKOBKa, H39UCIeHA Ha 6asa pedepeHTHA CTOHHOCT. ] |

B cryvaure mo mpemxommoTo mapeenme, cTOMHOCTTR Ce ompesiens KEM MOMEHTZ Ha
Aocrasxara (HO/MUCEaHE Ha IPHEMO-TIPEIaBATENCH IIPOTOKO, ).

1L VCJIOBHS M HAYAH HA IUTAITAHE

't

M. 3 (1) IInamareTo 1m0 HACTOSIIEA ZIOrOBOP Ce OCHIeCTRsBA upes GaHKOB TPEBOZ OT cTpama HA.
JEYESHO 3ABENEHUE ~ BB3,JOJKHTE 1o mocouerara B wr. 15, w1, 3 Sancons o
+(2) 3anmamanero Ha CTOKHTE I10 JOTOBOPA Ce A3BHPITBA OTIOKEHO B CPOK 110 60 /meotnecerns/ nem,

CIIEJI IPETCTABSHE HA CIIEHATE JOKYMEHTH: i : : RN

1. JlocrasHa daxTypa, CECTARCHA CHINACHO smexpammsr B8 3UIC 1 TTT3IIC:

2. TlpuemaTenHO-IpeIaBaTENHA IIPOTOKOIT

‘cemaTe ce Bphmar na USITBJIHUTEILS ¢ nprevaremso — IpeAapaTench IPpOTOKOT 33 HaIpaBsHe
Ha HeperocaTe, CpOKET 10 Wi.3, all. 2. 33I0TBa [ TETe OT JATATA Ha IPEICTABSIHETO Ha HOCICLHAS -
H3ACKYEM CE IOKYMEHT. , o - o e o
@ Hpn'(baKTypﬂpaHe HA 3aSBCHUTE KOIUIECTEA IIQKZLPQTBCHI{‘_]JP!QMIH, IO BCSIKA OTHENHA 3aIBKE,
LieHarta Ha ONAKOBKa e CICIBA /i HAJBUINABA ONpeecHaTa B [103HTHBHES JEKapCTREH R
Hpunoxemse Ne 2, pediepenmia CTOMHOCT HA ONaKOBKA 32 CHOTBETHES ICKAPCTBEH TPOMYKT, B
 coydail Ha HBqHCJIEBaHC Ha CTOMHOCT IIO-BACOKa OT pedepeHTHATA CTOHHOCT Ha omaKOBKa. 33
_ ,Q’-E_QTBGTHHS.I“ Jie,KaPCTBQH IPOJYKT, CTONHOCTIA Ce HAMAIIBa | 3amnama Jo. croﬁgggnaﬁa;on_amﬁa
‘onpegenesa b [osurusmes nexaperser curesk- Ilpmioxenne No 2. - s

. 4 (1) JEYEBHOTO 3ABEIEHUE ~ BB3JIOKATE sassa5a HeoSXomMATe My KomraecTsa
¢ mmeMera sageka jo WSITBJIHHTEJISL. 3asmsxata ce BpbuBa JHYHO Cpely IOIIIEC Ha
H3ITbJIHATEJIS amy yOsIHOMOIIEHO OT HEFO JIALe: M Ce M3TpAA C TPENIOPHYAHQ TIHCMO ¢

ofpatHa pasmucKa, 1o haKe K o eNIEKTPOHEH IIBT.



(2) Beiika otzenda HOCTAaBKd, cileisa Jia 6bje JoctaBeHa B CPOK A0 7 KANCHIAPHM JIHA CISN
Hosiyaasate Ha 3asekara or JEUEBHOTO 3ABEIEHNE - BB3JOKHUTEN 1 32 KomIqecTsaTa 1
oifakopkiTe (CHOOPA3HO KOHKPETHUTS JIEKAPCTBCHH OpOAYyKTH, IMMOCOYEHH B TEXHAYECKOTO
UPSTONKERNE Ha H3TBIHUTENE), TOIHO ONPENeNCHH B sasBKaTa. B cilydalf, de ce OpaBh IEpBa
ocTABKA OT jajieHa fapTijia Ha MekapcTBeH HPOAyKT, ¢ MpeiCTans Cepru(hukar 3a ocBoOOXKIaBaHe
-Ha mnaprupara, Wsfafnes or kpamadrmpparo ymune o 3JIIXM Ha' CHEKTPOHEH HOCUTEN MIH mo
eNMeKTPOHCH BT HA €MCKTPOHHATA 101114, ITOCOYEHa KaToO afpec 3a KOPECIIOH/ICHIK, TIPUOPYKCH C
- 1pesoj Ha OBIIdapCKa €33K OT dupMa, cKITOUAIA XOT0BOP ¢ MHHHCTEPCTBO Ha BRHIIHATE padoTd 33
HSBEPIIBAHC HA OQUIMAIHA IPEBOIK. M3GpocHuTe JOKYMEHTH C€ TIPE/ICTABAT B. ChOTBCTHOTO 3BEHO,
oupesieNeno 0T JIeUeCHOTO 3aBe/lCHUS — BB3TOKHUTEIL Ilpu crexpamid HOCTaBKH HA NeKAPCTBEHH
IPOAYKEH OT chilata IapTHIa, CEPTHQUKATHT HE CC IPENCTaB. ' ' '
'(3) B cryuaifi Ha HEoOXOZEMOCT OT CIENIHA JIOCTABKa, JEYEBHOTO 3ABEJEHUE —
BB3JOKUTEN nocodsa H3PHIHO B 32IBKATE, UC © HeobxomuMo ja Objle M3BBPIOICHA CHENIHA
focTaBka. B To3M ciydalf, HOCTaBKara Cleasa Id 6pie U3BBpIIcHA /o 6 "aca OT OIydaBaHe HA
sasEKATA W 34 KOMIUecTBaTa ¥ OMAKOBKHTE (CHOGPA3HO KOHKDETHWIE® JEKAPCTBEHW HPOAYKTH,
TOCOYEHH B TEXHUUECKOTO IIPE/UIOAKCHUE HA MRIIBIHATENS ), TOYHO OIPeHCTICHA B 3a4BKata.

" (@) UBIIBIAHUATEJAT ce 3abmiasa, B CPOK A0 | paGoTeH JICH, B CIIyauTe IO a. 2 W B CPOK 70 1
Yac, B cydaTe Ha ar. 3, ciej| NOTy9aBaHeTo Ha BCSKA 3ajiBKa 1@ YBEAOMH IMCMEHO Wit o daxe
JIEYEBHOTO 3ABEIEHUE —~ BB3JIOKUTEI B cinydait 9e He MOXE [ja H3BBPIIE N0CTABKA M
B ciydail, 9€ He MOXe Ja Cliasd CpPOKBET 3 M3BLPINBAHEG Ha AOCTaBKara, IPeAMET Ha KOHKPCTHATA
3adBKA. : : "

(5) KBM parata Ha BCAKa AOCTABKA, OCTATHYHEST CPOK Ha TONHOCT Ha JIEKApCTBCHAUTS IPOIYKTH,
citezia na 6516 He no—Mansk 0T 40 % faerupumeceT Ha €10/ OT 00sIBEHUS OT ITPOU3BOXUTEIL. .

" (6) KeM jatata fa BCAKA JIOCTABKA OCTATBIHIAT CPOK Ha TOMHOCT Ha GronpoayKT mwid 6uonoobeH

TIPOAYKT, CIICBA & 65ae He mo-Manek oT 20 % /iBajecer Ha ¢to/ 0T obgBenRHd OT MPOU3BOOATEIL.
(7) 3a KoNMUECTBA HOCTABEHH H3BBH 3afBKara O WL 4, aml, JEYEFHOTO 3ABEJIEHUE -~
BB3J0KUTEJ sama 3a/16/DKCHAE 32 IUIAIaHe.

(8) B ciygawte 1o 9. 10, am. 7 OT JOTOBOPA, CPOKET IO Al 2 W 3 3a10dBa Jia Te9e OT aTara ia
IemeroTo crracze Ha JEUEBHOTO 3ABENEHUE — Bb3J0KATEL

V. MSICTO HA JTOCTABSHE

Yn. 5. (1) 3a MsCTO Ha JIOCTaBIHE HA CTOKWTE IO TO3HM HOTOBOP C& OmpeHmer CICAHMA arnpec.
rp.[Iymen yn.Bacun Arprios No63, GonERIHA AIITCKA.

(2) PuckpT OT CirygalifoTo NOTHBAHE MITH IOBPOKIAHE HA. CTOKHTE IPEMUHABA BBPXY JEUYEBHOTO

' 3ABEJIEHUE ~ BB3JIOKUTE or MomeHTa Ha HPHEMAKETO MM Ha MSCTOTO Ha JOCTABSHE C
' {IpHEeMATEIHO-IPEIABATEICH IIPOTOKOIL.

VI JIATA HA TOCTABSIHE HA CTOKHTE

. 6. 3a maTa Ha JOCTaBsHe ¢C CUHTa JaTara, Ha KOITO CTOKHTE ca TOCTaBeHH IO azpeca IoCo4CH B
1.5, air. 1, IpH ycIoBHsATa Ha WL 9, &I, 2. :

VII . 3AThJDKEHAS HA M3 bJTHATEJIS

Yo, 7. A3UBJIHATEJSAT ce 3aapiokasa:; B S
1. Jla fo¢TaBd CTOKATE B JOrOBOPEHIL CPOK ¥ Iia TH IIpejaje Ha JIEYESHOTO 3ABEJAEHHUE —
2. Jla mpenaje CTOKWIC, LAKETHpad B MapKHpard B ChOTBETHHS BHI, KONHICCTBO M KauyecTBO H4 -
| MSCTOTO Ha NOCTAaBiHE. . ' _ : ' ' :
‘3. [Ipy IOMMHCBAHETO Ha TOTOBOPA 13 IPENCTaBH. -
a) JOKYMEHTH 11O WL 112, an. 1 o 30IL - _
6) rapaHIus 3a H3OBIHCHAS, B €liHA OT dopmuTe, OUPENSICHA B 4IL. 111, aix. 5 ot 30Il, cbc CpOK HA
- pamunmocT 60 JiEV CIe]| H3THYAHS CPOKA Ha JIOTOBOPE, KOATO Ce ocBoDOXMaBa B-CPOK 10 60 mau cmen



U3IBIHCHAE HA IOTOBOPa. B ciydaif, qe BanunsocTTa Ha rapanisTa u3Ta IPeIH JOTOBOpa. J1a O51e
wsupiHer, USITBJIHUTEJIAT ce samsixasa oa yIBDKE CPOXa HA BATHIHOCT Ha TapaHn\aTa C- -
TOJIKOBA JIHH, TAKA Y€ TAPAHITALTA & IOKPHBA OUAKBAHMS CPOK 33 H3TIBITHEHHE Ha JOTOBOpA IWIEOC 60

- maE, Tapananusara e B pasmep Ha 3% 0T cTOHHOCTTA Ha JOTOBOpa (€3 AAC u Bu3nm3a Ha. 140,57

(#) Jla siocTaBs JeKapCTREHH  IPOLYKTH, KOHIO OTTOBAPAT HA HM3MCKBAHMATA HA 33KOHA 33

TEKapCTBEHHTE MPOIYKTH B XyMAHHATA ME/IAIHEA (BJIIIXM) — pa upuTexaBaT BaTHIHO paspemenye.

33 ynoTpeba B CTpamaTa, H3IAIEHO II0- pena Ha 3JIIXM mm Permament (EO) No 726/ 2004 1. ma

- EBpomeifckms mapnament i Crsera /1. 23, a1 ‘Ha 3JITTXM/. g o SR
(3) Ja mocranst JIéKapCTB,eHH' HPONYKTH, KOHTO. ca BKIIOFeHN B [Ipmuoxerme No 2 ma ITosutusnms
JIEKapPCTBEH CIHCEHK. . - , o S _

- (6) B ciyqait, we ce mpasw mepea mocTarka 1o JNazicHa HapTHA Ha JICKapCTBEH IMPOIYKT, [a TPEICTaBs
Ceprudukar 3a ocBoboXIaBame Ha HapTejiara, H3Ja/ieH OT KRaTd(HIupano iuie no 3JITXM ma -

.BJIC_KTP.OH.CH HOCHTEN WM 1O CIICKTPOHCH IIBT -Ha CICKTPOHHATA IIOMa, TIOCOdeHa KaTo aapec. 3a.

KOPCCILIOR/ICHIAA, IIPHAPYXEH ¢ NPeBOA Ha OBITapcKu’ e3dK OT (GHpMa, CKIOTAIA AOTOBOD. - ¢

MpnurcTepeTBO Ha BEHIANTE paboTH 3a W3BBPIIBAHE HA O(QHIHAIHA TPEBOIH,

- VIIL 3AIBJDKEHHA HA JEYEBHOTO 3ABEJEHVE — B3/IOKHATE

Y. 8. JEYEBHOTO 3ABEAEHHAE — Bh3JOKHATEJI ce 38/IBIDKABRA; . : .
1. a npueme nocraBenuTe B CPOK H Ha MACTO CTOKM, CHOTBETCTBAIIH 110 BHI], KOTHIECTRO. I Ka4gecTBO. .
Ha GUACAHOTO B HACTOSAUIHS JOFOBOD. o o ' . ‘ Co
ZQZAI{a 3allIaTH OCTABCHUTE CTOKM 0. PEJa Ha WI. 3 0T HACTOSIHAS JiO]j‘OB.Op. L . : ‘
3. Cren mpuKIFOYBaHE W3IIBIHEHHETO HA A0TOBOPA- a2 0CBOOOIM TapaHIUATa 38 HAIEIHCHHE, 6e3 ma -
JXBITKY JTAXBH 38 CPOKA, IIPe3 KOHTO CPeIcTBATA 3aKOHHO Ca IIPECTOSIHE Y Hero. e

 IX. IPHEMAHE H HPETABAHE HA CTOKATE

Y, 9. (1) IIpremaneTo Ha CTOKATE ce H3BBPIIBA HA MACTOTO Ha JIOCTaBAHE IOCOTEHO B L. 5, ai, 1.
(2) MBOBJHUTEJAT e yOsIHOMOIIEH * OT - Hero IpeICTABHTEN H  IIPECTABHTEN Ha -
JIEYEBHOTO 3ABEAEHUE - BB3MOXKUTET mommicear  IPHEMATEITHO-IIPETABATCIIeH -
TPOTOKO, YAOCTOBEPABAII IIONYIABAHETO Ha CTOKHTE. - o o :

X. KAYECTBO, TAPAHITAN U CPOK HA TOJHOCT

7,am 4u5. o | | e
- (2) KpM narara Ha s0cTaBKaTA, OCTATEUHEAT CPOK Ha TOJHOCT Ha JNEKAPCTBEHHTC TIPOIYKTH, -CTIEABA -

A2 6p1e He mo-ManksK or 40 % /uetuprieceT Ha ¢To/ or O0SIBEHMS OT IPOWSBOJATENL. St
~ (3) B cirynait ma nocTaeka Ha JEKAPCTREHHS IIPOIYKT ¢ 10 — KPaTBK OT 0TOBOPEHHS CPOK Ha TOOHOCT, -

. 10. (1) CroxuTe, IpeMeT Ha HACTOSTINS JOTOBOD, CIEBA 1A OTIOBApAT HA M3ECKBAHMATA Ha. WT.

ABIDKEMATA HEYCTOMKA 12 Ob/ie IPOMEHeHa, KaKkTo CIeBa:

.. 01:39,99% 110 30% ~ 3 % BBPXY CTOMHOCTTA Ha IOCTABKATA,
.01 29,99% 1o 20% - 5 % BEPXY CTOMHOCTTA Ha JIOCTaBKaTa; -
o119,99% 1o 10% - 7 % mepxy crodHOCTTa Ha JOCTABKATA,
- 1ox 10% - 10 % BEpXY CTORHOCTTA Ha focTaBkaTd, -

 (4) OcrarsummsT CPOK Ha TOIHOCT Ha Omomponykr /SrononoGen TpojyKT, cexsa na GhIe He Mo~

- Ha TOZIHOCT, ABJDKMMATA HEYCTOMKA € KAKTO ClIe/Ba:

ot 19,99% 110 10% - 2 % BEPXy CTOMHOCTTA Ha 10CTABKATA,
01 9,99% 1o 5 % - 4 % BEpXy cTOMHOCTTA Ha ZOCTaBKaTa;
1oz 5% - 6 % BEPXy CTOMHOCTTA Ha, JOCTABKATA. . . .

Manex ot 20 % /nBagecet Ha €10/ OT OGSBEHUS OT TTPOM3BOJATENS KEM JIATATA HA BCAKA HOCTABKA, - ..
(%) B cxyialf na ocrasxa 1ia GHONPORYKT/GHOMONOGEH MPOAYKT ¢ O — KPATEK OT ZI0TOBOPOHAS CPOK



(6) IRYEBHOTO 3ABEJEHUE ~ Bb3JOKHATEJL moxke jia OTKAKO IPHEMAHETO Ha CTOKHTE,
aKO B JEHS. Ha TYXHOTO IPUCTHTAHE WM HPHEMAHC, oCTaTHYEIS CPOK HA TOHOCT € 10 — MallbK OT
‘OlipesieICHES B 1,10, ax. 2. ¥ ajl. 4 MUHHEMaICH CPOK Ha TOMHOCT.

© (7) Jlocrapxata Ha JEKapCTBEH HPOZYKT ¢ OCTATHUCH CPOK Ha TORHOCT 0-MalbK ot 10 Ha ¢TO OT
OOsBeHMS OT POM3BOSUTCIL 1 Ha GuonpoyKT/Guonoziobes IPOAYKT ¢ OCTATHYCH CPOK Ha TOMHOCT .
| 110-MaiBK OT 5 HA CTO 0T oBsaBeHys- OT IPOUBOIUTEN CC H3BHPIIBA CaMo C MHUCMEHO CBIVIACHC HA
JAEYEEHOTO 3ABEEHAE — BH3JOKUATEJL 32 KOBKDETHO KOIHYECTEO, OTIPEMNENCHO OT HETO.
Be3 W3PHTHO THCMEHO CHINACHS HA JEYEEHOTO 3ABEJEHUE — BB3JTOXHUTEJ croxute
msiMa jia GbIaT 3aiUIanaHi. :

(8) Mcxkameto 3a MHCMEHO CHIIACHE, B CIy4ante Ha all. 7, chenpa na noctemm 3 JEYEBHOTO
3ABEJEHUE — BH3JOKHUTEJ 5 cpox 1o 1 (epin) paGOTEH JISH OT TONyqaBaHe Ha 3aBKaTa.

(9) B cryuante Ha CHEITHE JOCTABKA HOCOUCHATS B ATL. 3 ¥ al. 5 HEYCTOUKM HE Ce IPHIAraT.

X1 OTFOBOPHOCT 3A HETOUHO M3IbIHEHHE. PEKIAMAIAH

9. 11. (1) JEYEBHOTO 3ABEJ(EHUE — BB3JIOKUTEJ Moxe ja TIpesBsiBa peKIaMaiiy

nipe MSITBIHUTEILA 3a:

a) KOJTMYeCTBO M HEKOMIUIEKTHOCT Ha CTOKUTE MK TeXHHTGeCKATA HOKYMeHTarss (IBHY He{OCTAThIH);

6) KadecTBO (CKPUTH HEMOCTATHIH): .

- Tip¥ JOCTaBAHE Ha CTOKH HE OT TOTOBOPEHMS BRI, IOCOHCH B L. 1;

- IIp¥ KOHCTATAPAHE Ha nedeKTH mpH ymoTpeba Ha CTOKHTE.

(2) Pexyamanvy 3a SBAW HEJOCTATHIY HA CTOKHTE CO mpaest ot JIEWEBHOTO 3SABEJIEHHUE —

BB3JIOKHATE], B MOMEHTa Ha TPEIABAHETO WM, 33 KOETO C& ChCTaBs MPOTOKOIL, HOJIHCAY U OT

. JIBETE CTPauH. ' :

~(3) Pexamaiiuy 3a CKpUTH HEJOCTATHIA Ce MpaBst [pe3 NelHs CPOK Ha FOJHOCT Ha JOCTABCHHUTE

CTOKH, KaTO peKiaMarniuara ce IPpHIpyKasa 3AMBIDKATEIRO OT KOHCTATHBEH HPOTOKOIN, ‘H3maIeH OT

VsmsawTeHATA aTEHITAY 38 JICKapCTBaTa. : e
(4) JIEYEBHOTO 3ABEJEHHE - BBLIJIOKHUTEN e [rbKHO [Ja YBEAOMH IIHCMCEHO
M3IIHJIHATEJS 3a yeTasosennTe AebexTd B 5 (wet) MEEBeH CPOK OT KOHCTATHPAHCTO MM,

- (5) B pexnmaMarnuure ce Mocodsa HOMEPHT Ha JOr0OBOpa, TOTHOTO KOIKHIECTEO HA MOJIYICHUTS CTOKH C
TEXHUS TapTHICH HOMep, OCHOBAHHCTO 32 PEKIaMarns ¥ KOHKPETHOTO HCKaHSe Ha JEYEBHOTO
3ABEJEHUE — B3JOKATEL

(6) B 5 (mer) mHEBEH CPOK OT LQIyYaBAHE HA DCKIAMALIITA, VB3I BJIHUTEJSAT cnensa 1a
orrosops Ha JIEUEBHOTO 3ABEJIEHUAE — BH3JOKHUTEJL mucMeHO M KOHKPETHO Nalld
frpreMa PEKIAMAIHSTA WA 5L OTXBEPI.

(7) Upy pexnaManys 38 SBHE HeTOCTATHIH VBHBJIHATEJIST e mrexed B Cpok oT 2 paGoTHH THH

OT TONydABaHE HA PeKiaMaryira 3a CBOS CMETKA H PUCK 1& JOCTABM Ha MSCTOTO Ha ZOCTaBSHE
| KOIIYECTBOTO MVIICBATIY B IOCTABKATA / HEKOMILIEKTHE JOTOBOPEHH CTOKH.

(8) ITpu pexmamanius 3a CKPUTH HEHOCTaThIM, B - CiIydali 9o M3IIBJIHATEAT ¢ mpeen
péxiavanumsra, CHIAT € JIBKCH B 10 (mecer) MHEBEH CPOK OT IONYyIaBAHCTO ¥ ma 3aMeHd
JiocTapeHuTe HEIOrOBOPEHM IO BHA / medexTHH CTOKZ 32 CBOS CMETKa W PHCK HIHA MO TIPCIECHKa Ha

JIEYEEHOTO 3ABEJEHWE — BBH3JIOKHUTEJ sa BppHE CHOTBETHATA HACT OT samareHara
| HeH4, BEAHO ¢ ABDKAMATE JIAXBH. - . - :
(9) H360pBT Ha HOCOUEHHTE TO-IOPe BH3MOKHOCTH /1 C8 BBPHE CHOTBETHATA TACT OT IIATCHOTO HIK
Jla Ce JIOCTaBST HOBH CTOKH NIPHHAICHKHA Ha JIEYEFHOTO 3ABEJEHUE — BH3JOKHUTEN u ce
| yUpaKEHSBA OT HETO 10J popMmara Ha THCMEHO yBEeIOMIICHHE 10 M3NBIIHUTEJIIS, xaTo pasxorure

| M PECKOBETE [0 HOBOTO JIOCTABSHE Ca 32 CMETKA Ha W3 BJIHATEA. » '
 (10) Croxure, Tpej(MeT Ha PEKIAMALNA CC “cpxpanssar or JEUEBHOTO 3ABEEHUE -

BEIJTOKNTE no ypexaane Ha pexiaManynre. - ' - —

XII. OTTOBOPHOCT IiPY HEM3I bTHEHUE

In. 12. (1) 3a HeH3IrbiIHEHAE HA 3aLIDKERrATa Cit IO HACTOSIIHUA JIOTOBOP € MIKIOYEHKE Ha Te3H 110
am 10, an 2 ® a4, M3ITHLJIHATEIAT aomxa HeycTolika B pasMep Ha 0.5 % HA JeH -BBPXY



CTOMHOCTTA Ha -KOHKPETHATA 3asiBKa, Ho HEe noseue or 10 % (mecer mpomenTa) ot croBEOCTTA Ha

KOHKPCTHATA 3adBKa, KakTo M 0bOe3meTeHne 3a UPCTRPICHATE  ACHCTBHTENHM BPEAM B CIydamTe,
KOrato T¢ HaiXBEPIAT NOrOBOpeHATa Heycrolika. B ciydamTe 1o wiL 4, anm. 3, mocouemara B

TIPCIXOIHOTO U3PEHEHIE HEYCTO KA B pasMep Ha 0.5 % ce HAYHCIITRA 33 BCEKH Tac IIPOCPOTHE, HO HE

- nosede ot 10 % (mecer IIPOIEHTa) OT CTOMHOCTTA Ha KOHKpeTHATa 3adBKa, KakTo ¥ o0e3IeTeHne 3a

IPETHPUCHUTE IEHCTRUTETHA BPENA B CITyYamTe, KOTATO Te HA/XBBHPIAT ZOTOBOPEHATA HEYCTOMKA.

(2) Koraro npm mammme ma pexnavanum, U3NBJIHATEIST me H3IB/IHA 3a)(BIDKSHASTA CH 110

pasmen XI or HACTOAIHA. IOTOBOP B CPOK, CBHIIAAT ABIDKA Ha JEYEFHOTO: 3ABE/IEHHE-

@

BB3JTOXKHUTEJ meycroiika B pasmep Ha 2 % OT IeHAaTa Ha CTOKHTE, 33 KOHTO ca HANpaBeHH -

PEKIaMaITAHTE.

(3) IEYEBHOTO 3ABEJEHUE — B'"B.?:JI.O}KHTEJI YHOBIETBOPSABA UPETEHIMUTE CH OTHOCHO - -

HCUBIIBIHEHHUETO. Ha ,ZIO_I‘OB_Opa,—' KakKTO- H. 34 3aryrantage - Ha HGYCT:_OIZKHTC oT crp'a:,a_a' Ha
M3OBbJIHUTEJS kato 3a/{bpXa TapaHIuATa 38 H3NBIHEHHE 10 L. 7, a1, 3, 6yksa “6” 0T norosopa,

Kato npeanpueMa JeHCTBHS 3a HEMHOTO ‘yeBosBane. B ciyuwait, we croimocTTa Ha rapapnuara 3a -

H3UBIHEHNE HE IIOKPYBA BCHYKH IBIDKAME OT M3IIbJIHATEJISA HEYCTOMKH, JIEYEBHOTO

3ABEJEHUE - BB3JIOKUTEI npuxpama jemxmvmre CYMH OT HACDENIHW ITANAHHA KbM

W3 bJIHUTEJIS. ,. :
(4) Ilpm tpu neTH BUHOBH2 32622 Ha USIIHJIHUTENSL, mposmmia ¢ IIOBEYE OT-HOJIOBUHATA OT

'CPOXA 32 M3NBIHEHHE HA CHOTBETHOTO 3aNBIDKCHHS, B PAMKHATE Ha Tpu . Mecena JEYEBHOTO -

SABEJEHUE —~ BDB3JTOXUATET mva TIpaBo. Ma UPEKpaTH JOTOBOPA SAHOCTPAHHO ¢ 15-THERHO
OpeIH3BECTHE. - '

(5) IEYEEHOTO 3ABEAEHHE — BH3JIOKUTEL nva mparo 2 IpeKpar emocrpaiio 6oz

IIPEIA3BECTHE HACTOIIIHUI AOTOBOD. B CIIyIayd Ha CHCTEMHO HETOHTHO H3MBIHEHNE Ha 3aAbJIKEHUSTA QT

W3ITbJIHUTEJS] u upeissenw Tmopede oT TPH peKNaMaluy B DaMKHMTE HA TPH MECENa OT

JEYEBHOTO 3ABE/IEHUE — Bb3JIOKHUTEJ no pea ma riapa X, o :

(6) B ciryuat, ge o otHOMERRE HA M3MTHJIHATENS HacTEmsT obcTosrenctsara mo wr. 54, ar. 1,
¥ 91 35, ar. 1 or 3axoma 2a o6mecTmemure nopruxy, JEYEBHOTO 3ABEJEHUWE-

- BB3JIOKHUTEJ mva mpaso 1a npexpard CAHOCTDAHHO HACTOSIIET - JOroBOp, Ge3 THUCMEHO.
IPETH3BECTHE U 663;{& JABIDKHA Heycro_ﬁm. o L B

XIIl. ®OPCMAKOPHH OBCTOSITEJICTBA

Y. 13 (1) Crpanwure 10 HacTOSIII JIOTOBOD He IBIDKAT O6e3meTerue 32 TIOHECCHHU BPeTH | 3ary0m,

aKo TIOCIEAHATE Ca IPUINHECHU B PE3YITAT Ha HEIIPSOIOIMMA CHJIA.

(2) Axo cTpanata, KOSTO € CIIemBaio Zia U3NBIHE CBOE 3aTBIDKEHAE 110 JOTOBOpA e-0mia B 3a0aBa, T4

- -HE MOXC a ce 11030BaBa Ha HEIIPeoIoNMMa CHiia.,

(3) “Henpeoziomama crna” 1o CMECHIa Ha TOIH [OTOBOP € HENPEBHICHO W/FIA HENPeTIoTBPaTHMO.

CHOUTHE OT H3BBHPEICH XapaKTep, BE3HHKHANO CITeJ] CKIFOIBAHETO Ha IOTORODA.

(4) Crpanara, 3acermara ot HCHPEONOIHMA, CYTIa, € JTBXHA Ja NPETIPUEMe BCHTKH NeHCTBEA ¢

Tpmxara Ha Jo0Bp CTONAHKH, 33 -Ja Hamary 10 MEHEMYM TIOHECCHUTE BPeJd 4 3ary0H, KakTo | aa e

YBEAOMH IUCMEHO IpyTaTa CIpaHa B 7-IHeBEH CpoK OT HaCTBIBAHETO. Ha HEIPEO0THMATA CHIIA, pm -
HCYBOHOMABAHE B NOCOMCHUS B HPE/XOJHOTO *H3PCUEHHE CPOK CE  IBIDKH . ofe3mererre: 3a .-
HacTRIHIMTE OT TOBA Bpeau. Hempeonommvara cmma ce HOKa3Ba . OT 34CETHATATA CIPaHa ‘ChC -
cepTHdUKAT 3a dopeMaxop, m3manen 1o CBOTBCTHHS PEI[ OT KOMIIETCHTHHS OpraH B IbPXaBara, B . -

~ KOSTO Ca HACTBIMIN dopemakopanTe ofcrosTencrra.

(5) Hoxato Tpae HeIpeoxoNAMATA CHIA,. H3IBIHEHEETO Ha ‘33[BIDKCHUSTA, U CBBP3AHATE ¢ TAX =

. HacpelmHy 3aJbIDKSHAS ¢ COuppa. -~

- (6) He mpexcraensza “wenpeogomiva cuna” cHOUTHe, UPHYHHEHO IO HeGPEKHOCT I dpes. S
* YMHIITEHO [efCTBEe Ha HIKOS oT- CTPAHHTE. WA TEXHH IPEICTABUTCIA - W/UTH CIyIKITEIH, KAKTO "o
gegocrdra Ha mapudHn cpefcrsa  Ha USIBJHUTEISL n JEYEBHOTO 3ABEJAEHUE -

BB3JOXKUTEJ. | L
- XIV. CHOPOBE

Un.14. (1) BesruxaaimTe pes BpeMeTpacHeTo Ha AOTOBOpA CHOPOBS ¥ PA3HOTIIACHS MCXK/Y CTPAHATE .

CC DEINaBat €upes LPEroBOPH Mexy TaX, IlocTHrHATHTE JOrOBOpEHOCTH ce ohopmAT. B TIHCMEHA
$opma u ce mpepprIaT B.HEpasAenya 9acT 0T IOr0BOpa. R :



S

~(2) B cnywaii Ha HEIOCTUIAHE HA AOrOBOPEHOCT TO MeN(XOTHNs WICH; BCHIKH CTIIOpOBE, MIOPOJICHA OT
- TO3M JOrOBOP WM OTHACAIIM Ce IO HETO, BRITIOTUTEITHO CIIOPOBETE, TIOPOJIEHH OT A OTHACAIIH C€ 10
| HETOBOTO THIKYBAHS, BEACHCTBUTENHOCT, HCH3IIBIHCHIE, W npekparisane ime 6baar paspeilaBaty
" citoper; GBIrapCKATE MATEPHAHE ¥ IPOIECYATHA 3aKOHH OT KOMICTCHTHILT CH IO PeAid Ha TTIK.

XV. CHhOBIEHNS

. 15. (1) Berwion choBIeHMs MLy CTpaHUTe, CBEP3AHY ¢ H3IBIHCHACTO Ha TO3W JOTOBOP A
BATMITHE, aKO Ca HaffpaBeHH B IMHCMCHA dbopma H ca TTOTUCAHY OT YI'BIHOMOIIEHUTE Hp’e]ICTBBﬁTe'JIEI
2 M3 BJIHUTENS mix JEYEBHOTO 3ABEJIEHUE — BBH3JIOKUATEIL

(2) 3a jaTa HA CHOOMIEHUETO CE CMATA!

v farara Ha IpefiaBadero — Ipy PHIHO IPE/IaBaHe Ha CHOOIEHNETO;
v jaraTa Ha HOMIEHCKOTO KiefiMo Ha 0OpaTHATA PasIuCKa — IIPH M3IpaiaHe o IToIIaTa;
v JaTATa Ha IpEEMaHeTo — IPH K3IPAAHE 10 (GaKe wid e-mail.

(3) 3a BanuaHE anPecH 3a preMane Ha -CHOOTIEHNS W OaHKOBH CMETKH, CBBpP3aHH C HACTOAIMA
JIOTOBOPD C€ cMATAT:

3A M3 BJIHUTEJIA: ~ 3AJIEYEBHOTO 3ABEJTE HUE- B’BBJIO)I(I/ITEJI: :

AJpec 3a KOpeCIOHISHITHA: ' Ajgipec 32 KOPeCTIOHICHIIMS:

I'p.Codma, x.x. Mragoer 1, 61385, 8x.3  rp.Ilymem, yii.Bacun Apunos 63

Ten.02/9743709 1e1.054/800 832

daxc 02/9743708 . daxe — 054/800 313

e-mail: georgi.katinov@medopharma.com e-mail: office@oncocenter.com;

Banxosa cMeTKa: ‘ apteka@oncocenter.com
IBAN-BG95UNCR70001523780090

BIC-UNCRBGSF

VauKpemar Bynbask All

(4) TIpe TpOMIHA Ha TOCOYEHHS 110 ai. 3 anmpec M GaHKOBA CMETKA CHOTBETH a"cipana’ e LKA
fia yBEIOMH JipyraTa B TPHAHEBEH CPOK OT IIPOMSIHATA. R '

XVI. IPYIH YCJOBHUS

- Yy, 16. (1) Tlpagata ¥ 3axbDKEHHATa 110 HACTOSIIMY IOTOBOD HE MOTar ja ce MPeXBBPIAT
- eNHOCTPAHHO Ha TPETH JHIA U oMoGEM aKTOBE He NOpak[ar IpaBHO ICHCTBHC 6e3 IMCMEHOTO -
chIilacre Ha mpyrara CTpaHa, OCBEH B CIIyHauTe Ha oGesreuasane (rapaTHpPaHe) Ha 3a/bDKEEN 10
- 0aHKOBM KPEAUTH. ' :

(2) 3a meypereHuie BEIPOCH B HACTOAIMMAS IOTOBOP ¢e Ipwiara JeHCcTBAIIOTO OBIrapcKo
3aKOHOIATCIICTRBO.

XVIL HOAM3OLJIHATEIA
‘(np‘uﬂao/cumo €amo 8 cayuaume, 6 KOUmo uzbpanus 3a UBLARUMeEN Y4AcmHUK e Hoco4ul, e uje
" n0A36a HOOUSHLIHUMENY, VP CKII0U6aHE HA PAMKOBOMO crnopasymenue)

Y 17. (1) MOAV3IIbIHNTEIMTE tpstea fa OTroBapsT Ha CHOTBETHHIC KpPHTEpPHH 38 10J00P
C‘Bo6pasH‘0 BHA U Jea OT HophIKara, KoiiTo e W3IhIHABaT, K 3a TAX Aa He ca Haiue OCHOBAHUS 32
. OTCTpaHsBame OT mponefypaia. ' ' ‘

@) JEYEBHOTO 3ABEIEHUE — Bb3JIOKUTEN msucxsa 3aiia 1 O A3 BJIHATEL,
KOMTO He OTroBaps Ha yCIOBUsTa 1o, alL.1.



(3) Koraro gacrra or mophuKara, KOSTO ce Hénmﬁmsa'oI'II_O,IZ[I_,/I‘:SII'BJIHHTEJI, MOXe Jia Opme

Ny

Ipeanena KaTo OTHeeH 06eKT Ha M3IBJIHATENSA mmw wa JEYEBHOTO 3ABEJAEHHE - .~

" BB3JOKUTEJL noceamus 3aIaIIa Bh3HATPAKICHHC 32 Tasy 9acT va IOMM3IBJIHATENS. .
(4) Pasmmamamusta mo am 3. ce  OCHIMECTBSBAT ~Bb3 'OCHOBA. HA ' MCKAHE, OTIPABEHO ~OT .~

HOOMMASIUBJIHATENSA  no JEYEBHOTO. 3ABEJEHHME - BB3JIOKHTE pes

MBITBJINMTEJIA, xolito e misxen ja ro mpemocrasn ma BB3NOXKWTENT B 15-IHeBeR cpok or

HOIIYYaBAHETO MYy.

(5) KpM uckanmero no_‘ am 3 H?pIIIi_JIHI/ITEJIHT'Hpe_L[OCTaBﬂ CTaHOBHIIE, OT KOETO /1A € BH/IHO Jald o

- OCHOpBA TUTAIIAHHSTA AITF 9acT OT TIX KaTo HEIBJDKUMHA. -

(6) JEYEFHOTO 3ABEAEHHE — BH3JIO)KHTET UMa TpaBo & OTKAKS IUIAMAHE To Al 3,

KOraTo MCKaHETO 3a IUIAIIAHE € OCIIOPEHO, 10 MOMEHTA HA OTCTpaHABAHE HA IPHYMHATA 34 OTKA3a, -
(7) HesaBucumo or usnossanero Ha ITOMBITBJIHUTEITA OTIOBOPHOCTTA 34 H3IGLJIHCHUE HA
Aorosopa e Ha USIITBJIHUTEJIA. - - SR :

XVIIL 3AKJIOUHTETHH PABIIOPE/BH

- ‘—_DI..-}’ 18. (1) Ilpu crerapsHeTO Ha HACTOAIIAS AOTOBOD €& IPE/ICTABMXA CIICTHUTE TOKYMEHTH:
HoxymenTu no wi. 112 ot 30IL ' '
o iﬂemapaunﬂ, o @, 55, an. 6 or 3JIMIXM (xoraro e HPHIOKHEMO);

- Tapanmus 3a n3usmmenue; R ,
Texmraccko u Ienoro npesoxenne, Hepasnemma sact o1 4Oropopa;

NEENRY

) He,icrbamnﬂ'r -JIGI_“OBOPZ- Ce CBCTABM B IB& EMHOOGPA3HH CK3EMINLAPA Ha, OBITAPCKH €3UK — eIHH 3a
- IBIBJIHMTEA v xea sa IEIEEHOTO 3ABEJEHNE - BB3JIOKHATEL

@ 3allM4eHO Ha OCHOBAHUE
uj. 37 ot 3011,

BbB BpPb3Ka ¢ Wi.4, ai.l
oT Pernmament (EC) 2016/679

Bb3JIOKUTET: a U3ITbJTHATE.T: /7 -
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