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Huec, B rp. Codpus mexy:

MHUHUCTEPCTBOTO HA 3JIPABEOITIA3BBAHETO, ¢ anpec: rp. Codus 1000, m.
,Cseta Hegensa” Ne 5, BYJICTAT 000695317 u IJIC unent. Ne BG000695317, npeacrasnsiBaHo
or a-p Ilerbp MockoB, MHHHCTBpD Ha 3/paBeona3BaHeTo M MapuH HanbaHcku, IupekTop Ha
IUPEKLUSA ,,(DCI[V C>, HappmaHo no-101y. 32 KpaTKOCT ,,BLSJIO)KI/ITEJI” OT €Ha CTpaHa

% N
sl JIAKCOCMPITKJIAI/IH“ EOOlI, CBhC CeJaInIIe U anpec Ha ynpasienue: rp. Codus
1784, paiion Mnanocr, 6yx. ,,Ilapurpaacko moce* Nel15 I, EMK 131159254, npecTaBisBaHo oT
CaertocnaB CHMEOHOB - YIIPaBHTENl, HAPUYAHO MO-10ITy 3a KpatkocT ,, A3 BbJIHUTEJI,

- Ha ocHoBanue wi. 938 ot 30I1 ¥ wi. 3 OT CKIIOYEHO MEXIY CTPAHUTE PaMKOBO cClOpa3yMeHHe
NePJI-11-231/11.05.2015 r., otnpaBena nokaHa per. Ne26-00-469/07.03.2016 r. 3a npeacrassHe Ha
odepTa no pena Ha wi. 936, an. 3 ot 30I1 u Pemenne NePJI-11- 131/05 04.2016 r. Ha BB3IOXHUTEISL
CE CKJIIOYM HACTOSIIUAT I[OI‘OBOp 3a CJ'IeHHOTO

L NPEAMET HA JTOTOBOPA
A K B’I)3JIO)KI/ITEJI$IT Bp3nara, a U3IIBJIHUTEJIAT- ce 3agbmkaBa 1a My AOCTaBH -
CJIeHUTE BAKCUHU/GMONPOLYKTH 110 060cobeHa HO3UIIHS:

1.1. O6ocobena nmo3unus Nel | JloctaBka Ha BakcuHa cpeury XenaTuT Tun B, neauarpudna’
- Hepatms B vaccine (rDNA) / Hepatitis B antigen purified - 00 121 000 003u, Hapu4aHu MO-I0JTy
',,CTOKH*, CBIJIACHO YCJIOBUATA Ha HACTOAUIMSA JI0TOBOP.

IL. IEHY ¥ OBIIA CTOMHOCT HA -
JAOCTABKMUTE 110 1OI'OBOPA

2. B"I:3JIO)KI/ITEJI}IT Bwr3yara, a USIITBJIHUTEJIAT ce 3agbixasa ga My JIOCTaBH
‘CIeIHUTE BaKCHHHU ¥ GMONPOJYKTH IPH LEHHU 110 060COOEHH TO3UIINM, KAKTO CIIe/iBa: '

3a O6ocobena no3unms Nel | JlocTaBka Ha BAKCHHA cpemry Xenatut Tul B, neguarpuyna® -
Hepatitis B vaccine (rDNA) / Hepatitis B antigen purified

’ ;T‘ . . | ‘En-uena. | Ea uena |- En.uena En.uena | .Llenasza |. Ilena3sa Oobwma
- 'PPFOBCKO - de3s JAC3a| cAAC3a | 6e3JJAC3a | ¢ JAC3a | onakoBKa | ONaKoBKa cTOifHOCT € .
- HAHMEHOBaHHe : v R R ) - g
B R i (1k:] a03a KoMmleKT .| xomnsexT | Ge3 JAC c JAC JAC no
ENGERIX B 10 12.30 14.76 12.30 14.76 - 12.30 14.76 1 785 960.00
micrograms/0.5 /nBamanecet | /ueTupuuame | /aBaHaneceT | /ueTMpHHage | /ABAHALECET | /METMPMHANE | /eAMH MHIIHOH
. neBa ceT neBa H fesa W ceT feBa U nesa u ceT ieBa M | CEAEMCTOTHH .-
ml. 'Sl}spe-nsu?n TpHIECET ceaemuecet TpHECET cememieceT | . TpuaeceT ceaemeceT | OceMIeceT W NeT
for injection in CTOTHHKH/ M LecT CTOTHHKH/ M 1ecT CTOTHHKH/ M LectT XHASAH
prefilled syringe CTOTHHKH/ CTOTHHKM/ CTOTHHKM/ | A€BETCTOTHH H
1 dose ’ uIecTaeceT fesa/

-

2.1. llenata € omnpelesieHa A0 KpaeH IOIy4aTesl ¥ He IPEBUINABA PErUCTPUPAHATa LieHa Ha
[IPOM3BOAMTEI, IUTFOC MAKCUMAJIHO JAOMYCTUMATa HAIIEHKa 3a THProBell Ha eapo.
2.2. llenara e ¢UKCHpaHa U HE MOUICKM Ha NPOMIHA 3a CPOKa Ha JIe¥CTBUE HA norosopa

ocBeH B ciyyaute Ha wi. 43, an. 2 ot 30I1. B ciryuai, ye npe3 BpemeTo Ha AEACTBUE HAa AOrOBOpa
CTOMHOCTTA, KOSTO CJIEABA Ja Ce 3amiama ¢ Ny6iIuyHy CpejcTBa Ha JIEKAPCTBEHUTE MPOAYKTH OT
[To3UTUBHUS JIEKAPCTBEH CHHCHK CTAHE IIO-HHUCKA OT JOrOBOPEHATa, BB3JIOXKUTENAT 6e3yCII0BHO
3afjalla JIGKAPCTBEHUTE IPONYKTH Ha I[10-HHCKAaTa LieHa, OT JaTaTa  Ha BIIM3aHE B CHWiId Ha
* KOHKPETHOTO pelreHHe Ha HauuvoHanHMAT CBBET MO LUEHH H penM6ypcnpaHe Ha JICKApCTBEHHTE -

IIPOAYKTH.




2.3. Obmara croiiHOCT Ha AocTaBkuTe 1o goroBopa € xo 1488 300.00 nesa (eamu
MHJIMOH YeTHPHCTOTHH 0oceM/IeceT U 0CeM XW/ISIAN H TpHcTa) jJeBa, ¢ BknoyeH [JJIC.

2.4. O6mara croiiHocT Ha AocTaBKkuTe 1o aoroBopa € ao 1785 960.00 neBa (egun
MHJIMOH C€1eMCTOTHH 0CeM/IECET H MeT XUJISIH AeBETCTOTHH H MIECTAECeT) JieBa,

II1. YCJIOBHS 1 HAYHUH HA IIVIAIITAHE

3.1. [TnamaseTo Mo HACTOSIIMS AOTOBOP CE€ OCHIUECTBSABA Upe3 OAHKOB IIPEBOJ OT CTpaHa Ha
BB3JIOKHUTEJISA no nocouenara B ui.15.3. 6ankxosa cmetka Ha U3ITBJIHUTEJIA.

3.2. 3annaiaHeTo Ha CTOKUTE IO JIOTOBOpa C€ H3BBPIUBA OTJIOXKEHO B cpok a0 30
(Tpuzaecet) NHU, cle] Ipe/ICTaBsIHE Ha CIEAHUTE JOKYMEHTH:

- IHCMEHa 3asBKa, U3JajieHa 0T MUHHCTEPCTBO Ha 3/paBe0na3BaHETo;

- mocTaBHa ¢akTypa, chcTaBeHa cbriacHo uznckeanuara Ha 3/1JIC u [MTI3JJIC - opurunan
U 2 Opos 3aBEpEHH KOIIHS; '

- IpUeMaTeIHO — ITpeAaBaTesieH MPOToKo 1o oOpasen Ha M3;

- cepTidHUKaT 3a ocBoOOXKIaBaHe Ha BCsika raprtuia, usganeH ot MAJI unu ceprudHkar 3a
ocBoOOXIaBaHe Ha BCAKAa MapTHIa, HM3AafeH OT o¢unuanHa gadopaTopus 3a KOHTpPON Ha
JIEKapCTBEHM MPOAYKTH B Ipyra AbpXaBa WIeHKa, MpUApyxkeH ¢ yBenomienue ot MAJI 3a myckane
Ha MapTHAAaTa Ha Ia3apa B cTpaHaTa.

W36poeHnTe MOKYMEHTH C€ TMpEACTaBAT B [EJOBOJACTBOTO HAa MHUHUCTEPCTBO Ha
3/IpaBeolla3BaHeTO, KIacHpaHd W NMpUKa4yeHH B narnka. B mamkara ce mpuiara mMucMo € OIKC HA
ChIBPIXKAILKTE C€ B HESI TOKYMEHTH, KaTo 3aJbJDKUTENHO C€ II0COYBAaT HOMEpaTa, aTUTe U Opos Ha
MIPUJIOKEHUTE TOKYMEHTH OT BCEKH BU/L.

3.3. B ciyuvaii, 4ye mnocoyeHuTe B wWi. 3.2. JOKYMEHTH Ca HEPEIOBHH HIH He ca
oxoMmiutekToBanu, cwhumre ce Bpblar Ha U3IIBJHUTEJS ¢ npuemarenHo-npeaasareneH
IIPOTOKOJI 33 U3NpaBsiHe Ha HepeaHocTuTe. CpoKbT MO 4i.3.2. 3a IUIAIIaHe Ha JA0CTaBKaTa, 3aro4Ba
Jla Teye OT Jararta Ha IMpeACTaBIHETO Ha MOCHeHHU U3UCKYEM CE€ JOKYMEHT.

IV. CPOK HA JOCTABSIHE

4.1. Bcska oTaenHa J0CTaBKa Ha CTOKUTE, MIPeIMET Ha HACTOSIIMS IOTOBOP, clejBa aa Obie
U3BbpIlicHA Clle]] 3asBKa, B CPOKOBETE, IIOCOYEHH B CHIENM(UKALMATA, IPHIIOKEHHE KbM HACTOAINS
norosop, HO He mosede ot 10 /mecer/ paboTHM AHM Cjlejl NOJyYaBaHE Ha 3asdBKara. 3asBKaTa ce
BpbYBA JIMYHO Cpelly MOAMKC Ha YIBJIHOMOLIEHO JHMUE OT 3BEHOTO 3a AJAMHHHCTPATHBHO
0OCiTy)KBaHE MJIM Ce€ HW3Mpalia ¢ MpenopbyaHo MUCMO ¢ obpaTHa pasnucka, mo Gaxkc HiIH 10
€JIEKTPOHEH BT MpPH YCJIOBHATA U MO pea Ha 3aKOHA 3a €JIEKTPOHHHUA JOKYMEHT M €JICKTPOHHHS
TIOJIITHC.

4.2. IBITBJIHUTEJIAT ce 3aasmkaBa, B Cpok 10 48 daca mpeiy U3BBPIIBAHETO HA BCSAKA
JocTaBKa, fAa yBegomu nmcmeno wid o ¢akc BB3JIOXKHUTEJISL 3a wuspbpmBane Ha
IpeacTosuiaTa 10cTaBka. [Ipi HEBH3MOXKHOCT 3a M3BBPHIBAHE HA JOCTABKHTE HA CTOKHUTE MPEAMET
Ha HACTOALIMS AOroBOp 1a yBeaoMH nucMeHo iy 1o ¢paxkc Bb3JIOKHUTEJIS.

4.3. 3a xoiMYecTBa OCTABEHH H3BBbH 3adBKaTa © crnenudukanuara mno wi 4.1,
BDB3JIOKUTEJIAT HsiMa 3anbmKeHHe 3a M1allaHe.

4.4. JlocTaBgHETO Ha CTOKH 0O€3 3afBKH € AOMYCTUMO CaMO B H3KIIOYHTCIHH CIIy4aH,
3acTpalliaBallli )KHBOTA W 3[paBeTO Ha PaXTAHHUTE M Clie] U3PHMYHO MHCMEHO MOTBBPXKIACHHE OT
CTpaHa Ha MHHHCTBPA WJIH CHOTBETHHS PECOPEH 3aMECTHUK-MHHHUCTHP.

V. MSICTO HA JTOCTABSIHE

5.1. 3a MACTO Ha JIOCTAaBSIHE HA CTOKHUTE MO TO3W A0roBOp ce omnpexaens ckaaasT Ha HI[3IIb
3a CbXpaHeHHE Ha OMONpPOAYKTH, ocurypsBaHd ot M3, 6yn. ,.Cronetos” Ne 44a, kato
OuonpoaykTuTe TpsOBa na OBJAT OKOMIUIEKTOBAHH € TEMIIEPATYPHH MOHHMTOPH, YAOCTOBEpABALIH
Cra3BaHETO Ha XJaJ{jiHaTa BEpHra NpU TPAHCIOpPTa M CbXPAHEHHETO [0 JOCTaBKaTa, ChIIaCHO
yKa3aHHUsTa Ha IPOU3BOJUTENS.

5.2. PHCKBT OT CIIy4yaHOTO MOTHMBaHE WIH TOBPEXJIAaHE Ha CTOKHTE IMPEMHHABa BBPXY
BB3JIOXKHUTEJIS or MoMeHTa Ha IMpUEMaHEeTO MM Ha MACTOTO Ha HOCTaBAHE C MPHUEMATENIHO-
TipeaBaTeNieH MIPOTOKOIL.



V1. JATA HA JOCTABSIHE HA CTOKHUTE

6. 3a naTa Ha JOCTaBsiHE Ce€ CUMTa JaTaTa, Ha KOATO CTOKMTE ca JAOCTaBeHH B CKJaja Ha
HII3IIb 3a cvxpaHeHue Ha OMONpPOAYKTH ocurypsisanu oT M3, 6yn. ,.CtoneroB” Ne 44a, npu
ycioBHsTa Ha Wwi. 9.2. oT Aoroeopa.

VIIL. BAABJIDKEHUS HA U3ITBJIHUTEJIA

7. A3ITBJIHUTEJISAT ce 3anpmkana:

7.1. Jla 1ocTaBH CTOKHUTE B CKJIajla HA MUHHCTEPCTBO HA 3[paBEOIa3BaHETO B JOTOBOPEHHS
CPOK, KaTO TH IpeJajae ¢ MpHeMaTeJIHO-IIpeaBaTe/ieH IIPOTOKOJI U CHOTBETHUTE CEPTH(HKATH 3a
0cBOOOXIaBaHE HA MAapTHANWTE, BKIIOYEHH B JIOCTABKATa, B ChOTBETCTBHE C Wi. 69 ot 3JIIIXM.

7.2. Jla mpemane CTOKWTE, MAKeTUpaHW, MapkupaHd (buonponykTute TpsabBa na Obaat
OKOMILJIEKTOBAHH C TeMIIepaTypHH MOHHUTODPH, Y1OCTOBEPSBAILHU CIIA3BAHETO Ha XJaJAW/IHAaTa BEpUra
IIpH TPAHCNIOPTa W CHXPAHEHHETO O JOCTAaBKaTa CHIVIACHO YKa3aHHUsTAa Ha MPOM3BOAMTENS) B
CHOTBETHHS BHJI, KOJIMYECTBO M KAYECTBO HA MSICTOTO Ha JIOCTaBSIHE.

7.3. Cnen nocraBsHe Ha crokute na mnpeacrasu Ha BBIJIOKHUTEIIA noxymenture,
U30pOCHH B W.3.2. OT HACTOSALLUHSA JOTOBOP.

7.4. IIpu noamucBaHeTO Ha JOTOBOpa J1a MPEACTABHU:

a) JOKYMEHT 3a peructpalus (KoraTo U3NbIHUTENAT € obeIlMHEeHHe);

6) HOKyMeHTH cbriacHo 4i. 47, an. 10 ot 3011,

B) rapaHis 3a H3MbJIHEHHE, KOATO ce ocBoboxnaBa no 60 /mectaecer/ AHH clefq
IPUKJIIOYBAHE H3IMBJIHEHHETO Ha JoroBopa. [apaHuusta € B pasmep Ha 3 % OT CTOMHOCTTa Ha
noroopa 6e3 JIJIC w Bp3nmu3a Ha 44 649.00 (ueTvipuzeceT M YETHPH XWISAM IIECTCTOTHUH
YeTHPUIECET U JIeBET) JieBa.

VIIL BAABJIKEHHUS HA BB3JIOXKHUTEJIA

8. BH3JIOKHUTEJIAT ce 3amxsmxasa:

8.1. Jla npueMe AOCTABEHHUTE B CPOK U HA MSICTO CTOKH, ChOTBETCTBALLH I10 BUI, KOJIMYECTBO
M Ka4eCTBO Ha OIMMMCAHOTO B HACTOSLIHUS TOTOBOP.

8.2. Jla ocurypud MpHUCHCTBHETO Ha CBOH IPEINCTABUTEN IIpH IIPUEMAHETO HA CTOKHTE,
pasmosiaratil ¢ HaJJIe)KHO ITBTHOMOIIHO 32 MOANKCBaHEe Ha PUEMATEIHO-IIPEIaBaTENHHS IIPOTOKOIL.

8.3. Jla 3amiaTi AJOCTaBEHUTE CTOKH IO pelia Ha Wi. 3 OT HaCTOAIIUsA JOTOBOD.

8.4. Cinen mnpuKIIOYBaHE HM3MBJAHEHHETO Ha JOroBopa Ja OCBOOOAM TrapaHLMATa 3a
U3NIBIHEHKE, O€3 1a IBKH JIHXBH 3a CPOKa, Ipe3 KOHTO cpeAcTBaTa 3aKOHHO Ca IIPECTOSIH Y HETO,
OCBEH aKO He ca HaJMIE OCHOBAHHS 32 HEHHOTO 3a1bpiKaHe.

IX. IPUEMAHE U ITPEJABAHE HA CTOKHUTE

9.1. [IpreMaHeTo Ha CTOKHTE C€ M3BHPLIBA HAa MACTOTO Ha JOCTaBiHE OT YI'BIHOMOIIEH
npeactasuten Ha Bb3JIOKUTEJIA.

9.2. MBNBJHHUTEJIAT u yneanoMouleHusat mnpencrasuren Ha BB3JIOXKHUTEJISA
MOAMKMCBAT MPHEMATETHO-TIPEAaBaTeIeH MPOTOKOJ, YyIOCTOBEDPABAI IIOJY4aBaHETO HA CTOKHTE,
€THOBPEMEHHO C MPEJCTABIHETO HA CHOTBETHUTE CEPTUGHKATH 32 OCBOOOXKIABAHE HA MApTHUAHUTE,
BKJIFOYEHH B JOCTABKAaTa, B ChOTBETCTBHE ¢ uil. 69 ot 3JITTXM.

X. KAYECTBO, TAPAHIIMHU U CPOK HA TOAHOCT

10.1. KayecTBOTO Ha CTOKHTE, MpeAMET Ha HACTOSLIMS AOrOBOp, CJIelBa Oa OTroBaps Ha
TeXHHYECKHMTE CTAaHJAPTH Ha IPOU3BOAUTEINS, KOETO CE YIOCTOBEPSBA ChC CEPTH(HKAT 3a KaYeCTBO,
U3JaJIcH OT KOMITIETEHTEH OpraH B CTpaHaTa Ha IIPOU3BOJUTENS.

10.2. OcTaThYHHST CPOK HA TOAHOCT Ha OMONPOAYKTHTE KbM JlaTaTa Ha JOCTaBKa cie/iBa /ia
OBbJE HE 110 - MATBK OT 45 (YeTHPHUAECET U MET) Ha CTO OT OOSIBEHHS OT ITPOHU3BOAMTES.

B ciyuait Ha mocTaBka Ha OHONPOAYKT C MO - KPaThK OT JOTOBOPEHHs CPOK Ha FOJHOCT,
U3ITBJIHATEJIAT apkd HeyCTOWKA, KAaKTO CJIEBA:

- [Ipu cpox Ha romHocT Mexay 44,99% u 40% - HeycTolika B pasmep Ha 3% OT CTOHHOCTTa
Ha JIOCTaBKaTa;




- [Ipu cpok Ha roaHocT Mexay 39,99% u 35% - HeycTolika B pazMep Ha 5% OT CTOHHOCTTa
Ha JI0CTaBKaTa;

- [Ipu cpok Ha rogHocT Mexay 34,99% u 30% - HeycToiika B pazmep Ha 10% ot cToiiHocTTa
Ha JOCTaBKaTa;

- I1Ipu cpok Ha rogHocT Mexay 29,99% u 25% - Heycroiika B pazmep Ha 30% OT cTo#HOCTTa
Ha JI0CTaBKara. :

JlocTaBkaTa Ha OHOMPOAYKT € OCTaTh4YE€H CPOK HA FOAHOCT Mo-Maiabk oT 30 (Tpuiecer) Ha
CTO OT OO0sfBeHUS OT TIPOM3BOAMTENS CE€ H3BBPIIBA CaMmMO C T[HCMEHO ChIJIacHe Ha
BB3JIOKHUTEJISI 3a KOHKpETHO KOJHMYECTBO, ONpeleiieHO OT Hero. MckaHero 3a MHCMEHO
chrjacue cjie[iBa Ja MocThIM. B AeaoBoAcTBOTO Ha BB3JIOXKUTEJIIA B cpok no 5 (mer) AHH- OT
nojly4aBaHe Ha 3asBKara-pasrpe/ieieHHe.

10.3. JTocTaBKa ChC CPOK Ha FOAHOCT Mo 25% He ce JOIYCKa U He ce 3amuiama ot M3.

10.4. BB3JIOKUTEJISIT moxe na OTKaxe MPUEMAHETO Ha CTOKUTE, ako B J€HS Ha
TAXHOTO NPHMEMAHE OCTATHYHMAT CPOK HA TOJHOCT € MO - MaubK OT onpeneneHus B wi.10.2. oT
HACTOSIIIUS TOTOBOP.

10.5. B cnyuaii Ha Oe3maTHO AOCTaBSIHE HA HSKOWM OT CTOKUTE MO JOTOBOpa, CHITIACHO
norosoperoro ¢ M3IITBJHHUTEJIA, cbhumte cienBa na OTroBapaT Ha IIOCOYEHHTE OT
BBb3JIOKUTEJIS n3ncKBaHUS OTHOCHO CPOK HA FOJHOCT M CPOK Ha JOCTaBKa, B ChOTBETCTBHE C
41.10.2 u un.4.1.

XI. OTTOBOPHOCT 3A HETOYHO MU3ITbJIHEHHUE. PEKJIAMALIMHA

11.1. BB3JIOKHUTEJIAT moxe na npeaspsaBa pexiamaiiuu npeq H3ITbJIHUTEJIA 3a:

a) KOJIMYECTBO W HEKOMIIJIEKTHOCT HA CTOKHTE WIIH TEXHHYEcKaTa AOKYMEHTaUHs (SBHH
HEJOCTAThLIN);

6) KauecTBO (CKPUTU HENOCTATHIIH):

- TP JOCTaBsSHE Ha CTOKH HE OT JOTOBOPEHHUS BUJ, IOCOYEH B Wil 1.;

- IpU KOHCTAaTHpaHe Ha nedeKTH NMpH ynoTpeda Ha CTOKHUTE.

11.2. PekjaMalMu 3a SBHH HEIOCTATBIM HA CTOKHTE C€ NPABAT OT YIBIHOMOUICHHAT
npeacrasuten Ha BB3JIOKUTEJISL, B MoMeHTa Ha npegaBaHETO UM, 3a KOETO CE CBHCTaBd
NPOTOKOJI, OJMKCAaH U OT ABETE CTPAHH.

11.3. PeknamMauuy 3a CKpUTH HEIOCTaThLHM Ce MpaBST Mpe3 LEeNHs CPOK Ha IOAHOCT Ha
JOCTABEHHTE CTOKH, KaTO peKaMallisita c€ TNpPUApPYKaBa 3aAb/DKUTENIHO OT KOHCTATHBEH
POTOKOJ, H3AaJeH OT M3nbIHUTeNHATa areHIMs 3a JIeKapcTBaTa.

11.4. BB3JIOXKHUTEJISIT ¢ nnexken na ysemomu nucMeHo MUSITBJIHUTEJIA 3a
yctaHOBeHHUTE edekTd B 15 (meTHageceT) MHEBEH CPOK OT KOHCTATUPAHETO HM.

11.5. B pekiamManuuTte ce MocoyBa HOMEPBT Ha AOrOBOpa, TOYHOTO KOJMYECTBO Ha
HOJYYEHHTE CTOKM C TEXHHS [MapTHJIEH HOMEpP, OCHOBAHHETO 3a peKIaMaluss W KOHKPETHOTO
uckane Ha BB3JIOKUTEJIS.

11.6. B 10 (mecer) aHeBeH cpok OT mojiydaBaHe Ha pexsaManusara, U3ITbJTHHUTEJIST
cneapa Aa otroBopd Ha BB3JIOKUTEJIS nucMeHo M KOHKPETHO Jajld MpHEMA peKIaMalusTa
WK S OTXBBPIISL.

11.7. Tlpu peKnaMaum{ 3a spuu Henoctarbud H3IBJIHHUTEJIAT e nnoxen B
eHOMECEYEH CPOK OT MOJyyaBaHe Ha peKjaMalusTa 3a CBOS CMETKa M PHCK Ja JOCTaBH Ha
MSICTOTO Ha JOCTABSIHE KOJHYECTBOTO JIMIICBAIIN B JOCTaBKaTa / HEKOMIIJIEKTHH JIOrOBOPEHH CTOKH.

11.8. Tlpu pexnamaumss 3a ckputé Hepoctarsliy M3IIBJIHUTEJIAT e mnexen B
eJHOMECEUYEH CPOK OT MOJYYaBAHETO i 1@ 3aMeHH NOCTABEHHTE HEJOTOBOPEHH IO BHI / N€(PEKTHH
CTOKH 3a CBOS cMeTKa M pucK mid 1o nperieka Ha Bb3JIOXKHWUTEJISA na BbpHe chOTBETHATA YacT
OT 3ar1aTeHarTa LieHa, BEAHO ¢ ABDKMMHTE JIMXBH.

11.9. M360pbT Ha MOCOYEHHUTE O-TOpE BB3MOXHOCTH [a C€ BbpHE CHOTBETHATA 4acT OT
IUIATEHOTO HJIM Ja ce A0CTaBAT HOBH cTOKH npuHamiexu Ha BB3JIOKHUTEJIA u ce ynpaxHsasa
oT Hero moj ¢opmara Ha nucmeHo yBenomieHue ao M3IIBJIHHUTEJIA, kato pasxomurte H
PHCKOBETE 110 HOBOTO J0cTaBsHe ca 3a cmeTka Ha U3IIBJIHUTEJISA. '




11.10. PexnamupaHuTe CTOKM C€ CBbXpaHsABaT ‘B CKJaAa Ha MHHHCTEpPCTBOTO Ha
3/IpaBeora3BaHeTo /10 ypeX/1aHe Ha peK/laMaluuTe.

XII. OTTOBOPHOCT IIPH HEU3IIbJIHEHHUE

12.1. 3a HeU3NBIHEHHE HA BCSIKO €4HO OT 3aJBbJDKCHHSITA CH 10 HACTOALIUS IOTOBOP, C
m3kmoueHue Ha te3u 1o T. 10.2, UBITBJIHUTEJIAT nemxu HeycTolika B pasmep Ha 0.7% Ha neH
BBpPXY CTOMHOCTTa Ha HEH3NBJIHEHOTO B IOTOBOPEHUTE CPOKOBE 3ab/DKEHUE, HO He noseue oT 20%
(1BajeceT MpOLIEHTA) OT CTOMHOCTTa Ha HEU3NMBJIHEHUETO, KAKTO U 00e3MeTeH e 3a [IPEThPIECHUTE
NCHCTBUTENTHH BPEIH B CIIyYanuTe, KOTaTo T€ HAXBHPIAT JOrOBOpeHaTa HEeyCTOMKa.

12.2. 3a HeW3NBJHEHHE Ha 3aIbJDKCHUATAa CH MO 4wi. 4.2 OT HACTOALIHS [IOTrOBOD,
U3NBJIHUTEJIAT nbmxu HeycToika B pasmep Ha 1% BbpXy CTOHHOCTTa Ha MpEACTOSIIATA
JIOCTaBKa, KaKTO M 0Oe3INEeTeHHE 3a MPETHPIIEHUTE NEHCTBUTENHM BpelH B CIy4yauTe, KOrato Te
HAJIXBBPJIAT AOrOBOpEHATa HEYCTOHKA. '

12.3. Koraro npu Hamuuue Ha pekinamauudd, USIIBJIHUTEJISAAT He wu3nbeianHu
3agb/DKeHHATa cu mo pasgen XI OT HacTosALIMs [AOTOBOPp B CPOK, CBINMAT AB/DKA Ha
BB3JIOKUTEJSA Heycroiika B pasMep Ha 2% OT LieHaTa Ha CTOKMTE, 3a KOMTO Ca HallpaBeHH
peKaMaluuTe.

12.4. Bb3JIOKUTEJIAT ynosneTBOpsiBa MPETEHLUUTE CH OTHOCHO HEU3IIBIHCHUETO Ha
JIOTOBOpA, KaKTO U 3a 3amiamiane Ha Heyctoikute oT ctpaHa Ha U3IITBJIHUTEJIS kato 3anbpixa
rapaHiusTa 3a U3NbiHeHue no 4wi.7.4., 6yk. ,,B” OT 1Or0BOpa, CJIEJ KOETO NpEANpUEMa AEHCTBH 3a
yIOBJIETBOPSIBAHETO UM I10 CHOTBETHHS pEll.

12.5. Ilpu BunHOBHa 3a6aBa Ha UZITBJIHUTEJISA, npoakikuia ¢ nopeye OT MONOBHHATA
OT CpOKa 3a M3IBJIHEHHE Ha CHOTBETHOTO 3aJbJDKEHME, Apyrara CTpaHa MMa IIPaBO Jla pa3BajM
JIOTOBOpa €MHOCTPAHHO ¢ 15-1HEBHO MpeIU3BECTHE.

12.6. B cayuqaii, ye mo otHowmeHne Ha U3IIBJIHUTEJISA HacTenar obcrosrencrsara o
yj. 47 ot 3akosHa 3a obmiecrBeHute nopbukd, Bh3JIOXKHUTEJISIT uma npaBo na mnpekpaTH
€IHOCTPAHHO HACTOSILHS IOTOBOP, O3 MHMCMEHO MpeJu3BecTHE U 0€3 J1a AbIKH HEYCTOHKH.

12.7. BB3JIOKUTEJISAT uma mpaBo na MpeKkpaTH €IHOCTPAHHO U 0€3 Npenu3BecTHE
HACTOALIMSA AOrOBOp B CAyd4ail Ha mpensiBeHu nmosede oT TpH pekiaamanud oT Bb3JIOXHUTEJIS
no ri. XI.

XIII. POPCMAKOPHHU OBCTOATEJICTBA

13.1. CTtpaHuTe MO HACTOSAILIKS IOTOBOP HE OBKAT OOE3IIETEHHE 3a NOHECEHH BPEIM H
3aryOM, aKko [MOCJIeAHUTE ca MPHYHHEHH B PE3YJITaT Ha HEMPEOoI0JIuMa CHJa.

13.2. Ako cTpaHaTa, KOSTO € CJIEABANIO [a H3MBIHU CBOE 3aIbJDKEHHE TI0 I0T0BOpa € Ouila B
3abaBa, T HE MOXE J1a Ce [1030BaBa Ha HENPEOJOJIHMa CHIIa.

13.3. , HenpeogonuMa cuia” MO0 CMHCBIAa Ha TO3H JIOTOBOP € HENPEIBMACHO M/HIM
HENpPeNOTBPaTUMO CHOMTHE OT W3BBHPEAEH XapaKTep, BB3HHMKHAIO CIled CKIIOYBAHETO Ha
JI0TOBOpA.

13.4. Ctpanara, 3acerHata OT HENpEOAONIMMA CHJIA, € JUIbXHA Ja MPeanpHeMe BCHYKH
AeicTBUS C rpHKaTa Ha A00Bp CTOMAHKH, 3a a HAMalK 0 MUHMMYM ITIOHECEHUTE BPEIH U 3aryou,
KaKTO M Ja YBEIOMH IMHMCMEHO Jpyrara CTpaHa B 7-IHEBEH CPOK OT HACTBIIBAHETO Ha
HETIpeoI0IMMaTa cHia.

[Ipy HeyBemoMsBaHe ce IBDKM OOE3IIETEHHE 3a HACTBIMJIMTE OT TOBA BPEIH.
HenpeogonuMara cuja ce I0Ka3Ba OT 3acerHarara CTpaHa cbC cepTH(HKAT 3a (OpCMaxop,
u3gaged IO CHLOTBETHHS pell OT KOMIETEHTHHS OpraH B Obp)KaBaTa, B KOSTO Ca HACTBIHIIH
bopcMaxOopHHTE OOCTOSATENCTBA.

13.5. Jlokaro Tpae HEMpeoaoauMara Cuila, U3IIbIHEHHETO HA 3a(bJDKEHUATA U CBhP3aHUTE C
TSAX HaCPEILHH 3abJKEHHUS CE CIHUPA.

13.6. He npeacraBisBa ,,HenpeoaonumMa cujla” chOMTHE, IPUYMHEHO IO HEOPEKHOCT MU
ype3 yMMIIUIEHO AEHCTBHE HA HSKOS OT CTPAHHTE WJIH TEXHH MPEACTABUTEIN M/WJIH CIyKHUTEIH,
KaKTO M HeJocTHra Ha napuyunu cpenctsa Ha Bb3JIOKHUTEJIA.




XIV. CIIOPOBE

_ 14.1. Bp3HUKHaAIWTE Npe3 BpPeMETPacHETO Ha JOrOBOpa CIIOPOBE W Pa3HOTIACHSA MEXIY
CTpaHHUTE Ce peLIaBaT upe3 NPEeroBOpU MeXny TaxX. [locTHrHaTuTEe NOrOBOPEHOCTH ce OpopMAT B
nicMeHa GopMa U ce peBpbhIlaT B Hepas3jieaHa 4acT OT JOroBopa.

14.2. B ciyuait Ha HEMOCTHraHe Ha JAOTOBOPEHOCT IO MPEIXOJHUS WIEH, BCHUKH CIIOPOBE,
IIOPOJIEHH OT TO3U JOTOBOP MM OTHACSUIU C€ 0 HEro, BKIIIOUUTEIHO CIIOPOBETE, IOPOJAEHH OT HIIH
OTHACSALIM C€ A0 HETrOBOTO TBIKYBAaHE, HEJEHCTBUTEIHOCT, HEU3IIBIIHEHUE HIIM IIPEKpaTsIBaHE Il
ObaaT paspewiaBaHu cnopen OBJArapcKUTe MaTepUaaHU M MPOLECYaTHH 3aKOHH OT KOMIETEHTHHS
cba 1o peaa Ha ['TIK.

XV. CbOBIIEHUA

15.1. Bcuuku choOLIEHHS MEXAY CTPAHUTE, CBBP3aHHU C H3MBJIHEHHUETO HA TO3HW JOT0BOD ca
BAJTMJIHH, aKO ca HanpaBeHHM B NucMeHa ¢opmMa M ca TMOANHCAHH OT YI'BIHOMOIIEHHUTE
npeacrasuten Ha U3ITbJIHUTEJISA unun Bb3J1OXUTEJIS.

15.2. 3a nara Ha CHOOIUEHHUETO CE CMSTa:

- JlaTaTa Ha NpefaBaHeTo - IPH PhYHO Mpe/iaBaHe Ha ChbOOILEHUETO;

- JaTara Ha MOIIEHCKOTO KJIeWMO Ha oOpaTHaTta pa3nmucka - IpH U3Ipallae 110 [omara;

- Jarara Ha IPHEMAHETO - IPU U3MpallaHe 1o Teaedakc, TeJeKe uin e-mail.

15.3. 3a BanuaHMU aJpecu 3a NMpHeMaHe Ha ChOOIIEHHS M OAHKOBH CMETKH, CBBbpP3aHH C
HACTOSIIIKS OTOBOP CE CMSATAT:

3A U3INBJIHUTEJISE: 3A BB3JIOKHUTEJIA:
LTJTAKCOCMHUTKJIAMH” EOOJ] MUHHMCTEPCTBO HA
3JIPABEOIIAZBAHETO

rp. Codus 1784 rp. Codus 1000

6yn. ,,llapurpaacko woce™ Nel 15[, er. 9 . ,,Ceeta Hepena™ Ne 5

men. 02/953 10 34 men. 02/9301211

harc. 02/950 56 05 paxrc.

e-mail mariela.s.marcheva(@gsk.com e-mail rfilipoval@mbh.government.bg
baukosa cmemka baunkoea cmemka

CUTHUBAHK EBPOIIA ALl BHbB LlenTpanHo ynpaBsieHue
IBAN BG 10 CIT192501000106904 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC kon CITIBGSF BIC xoa Ha BHb - BNBG BGSD

15.4. Tlpsn npomsHa Ha mocouyeHus Mo wWi.15.3 agpec chOTBETHATa CTpaHa € JUIBXKHA Ja
YBEIIOMHU ApyraTa B TPUIHEBEH CPOK OT ITpOMSAHATA.

15.5. B cpoka Ha geiictBue Ha Hactosuws norosop U3ITBJIHHUTEJIAT nama npaso na
npomeHs OaHKOBaTa cMeTKa MocoueHa B wWi. 15.3, ocBeH B ciyyaMTe Ha obe3neuaBaHe Ha
3a[b/DKEHHUS 110 OAHKOBU KPEIHUTH 110 uil.16.1.

XVL IPYI'H YCJIOBHUs

16.1. [IpaBata ¥ 3amBKEHHMSTAa MO HACTOSALIMS AOrOBOP HE MOrar Ja C€ HPEeXBBpIAT
eHOCTPAaHHO Ha TPETH JIKlA W MOJ0OHM aKTOBE He MOPaXAaT MPaBHO ACHCTBHE 0€3 MUCMEHOTO
ChrlacHe Ha ApyraTa CTpaHa, OCBEH B cllydauTe Ha oOe3ledaBaHe Ha 3aJbIDKCHHs [0 OGaHKOBH
KpEIUTH.

16.2. 3a HeypeleHUTE BHIPOCH B HACTOSILIUS JIOTOBOP Ce NpHjara AeHcTBAmoTO OBJIrapcko
3aKOHOAATEJICTBO.

16.3. B ciayyaii Ha HacTBHOWIKA NPOMEHHM B NO3HPOBKATA M HAYMHA Ha MPHJIOKEHHE B
ono0peHaTa KpaTKa XapaKTePUCTHKa Ha JIEKapPCTBEHUs IIPOAYKT, Cliell CKIIOYBAHE HA HACTOSLIHSA
JIOTOBOP, KOMIIEHCHPAHETO HA MOBHIIEHHTe pa3xonH e 3a cMeTka Ha U3IThJIHUTEJISL.




XVIIL 3AKJTIOYUTEJIHA PA3IIOPEABHA

17.1. JloroBopbT BiM3a B CHjla OT Jarara HA MOANMCBAHETO MY OT ABETE CTPAHU M € CBC
cpok a0 31.12.2016 roa. [lo oTHOEHHE Ha ,,YCAOBHS, HAUWH HA IUIAllaHE U CPOK Ha Mjamade”
CPOKBT Ha JIEHCTBHE € chriaacHo norosopeHoTo B Pazaen Il ot HacTosus norosop.

17.2. Tlpu cbCTaBIHETO HA HACTOSIIHS AOTOBOP CE IPEACTaBHXa CIEAHUTE AOKYMEHTH,
KOMTO ca Hepa3zejlHa HeroBa 4acr:
v' JIokyMeHTH cbriaacHo 4. 47, an. 10 ot 3011,
v’ T'apaHuus 3a U3IbJHEHHUE;
v" 1{eHOBO NpeIOKEHHE.
17.3. HacTosmusT AOroBOp ce ChbCTaBH B TPH €AHOOOpa3HH €K3eMILIsIpa Ha OBIrapcku €3MK
- equt 3a U3ITBJIHUTEJISA 1 n8a 3a BB3JIOKUTEJIA.
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OEHOBO INPEJJIOXKEHUE

3A YYACTHE B ITIPOLUEIYPA 3A Bb3JIATAHE HA OBIIECTBEHA NOPBHYKA
C IPEJAMET:

Aocmagka Ha 6aKcuHU 3a 3a0bANCUMENHU U UeNe6U UMYHUSAUUU U DeUMYHU3AUUH,
buonpodykmu 3a u3EbpUI6aHe HA NOCMEKCHO3UWUOHHA NPOGUIAKMUKA 3a Hy)scOume Ha
Munucmepcmso na  30paseonazeanemo, 6 USHBAHEHUE HA  CKAIOYEHO MeEHCOY
I'nakcoCmumKnain EOOJ u Munucmepcmeo na 30pageonazséanemo Pamxoeo
cnopasymenue P/-11-231/11.05.20152. 3a 6akcuHa ¢ MeHCOYHAPOOHO HenameHmMHO
Haumenosanue Hepatitis B vaccine (rDNA)/ Hepatitis B antigen purified, omxpuma c
nyOnuKyeaHa nokaua 3a ynacmue c pez.Ne26-00-469/07.03.20162. na Munucmepcmeo na
30paseonazeéamnemo.

HO:MunucrepcTso Ha 3apaBeonassaneTo, rp. Copus, rui. Ceera Hemens No5

(Haumenosanue u adpec na Bvznoscumens)
Ort: 'makcoCmutKnaitn EOOJ]

(HaumenosaHue HA Y4ACMHUKA)

ten.: 02/9531034, daxc: 02/9505605, 02/87 44 117, e-mail: vesselina.i. russeva@gsk.com;
mariela.s.marcheva@gsk.com
peructpupad mo ¢.a. Ne 10240/2003, Tom 945, per I, crp. 200, napr. Ne 7953 1r. mo onuca Ha
Coduiicku I'pancku cbi,,
EUK / Byncrat: 131159254,
Hata u msacto nHa perucrpauus no JJC: Jlara u wmsacro Ha perumcrpanus no JJIC:
11.03.2005r., rp. Codus

Paznnamarenna cMeTka:

6ankoB koxa: CITIBGSF;

H6ankoBa cMeTka: BG10CITI92501000106904;
6anka: Cutubank EBpona AJl ;
rpan/kinon/oduc: knou bearapus;

YBAXKAEMH JAMHU U I'OCITIOJIA,

Cilen 3an03HaBaKe € yCIOBHSTA Ha OPBYKaTa, 3aABIBAME, J€ XKEJIAEM JIa YUacTBaMeE B
obsBenata oT Bac npoueaypa 3a Be3naraHe Ha o0LieCTBEHA IOPBYKA C IPEAMET: ,,[Jocmaska
HA 8AKCUHU 3Q 3Q0BANCUMETHU U YeNe6U UMYHUSAYUN U PeUMYHUIAYUL, GUONPOOyKmU 3a
U36bpUIGAHE HA NOCMEKCROIUUUOHHA hpodunakmuka 3a Hyxcoume na Munucmepcmeo
Ha 30paseonaséaremo, 6 unviaHeHue Ha cKO4eno mexcdy I'nakcoCmumKnaiin EOOJ u
Munucmepcmeo na 3dpaseonassanemo Pamxoso cnopasymenue PJ-11-231/11.05.2015-.
3 6AKCUHA C MeXHCOYHAPOOHO HenameHmHO HaumeHnosanue Hepatitis B vaccine (rDNA)/
Hepatitis B antigen purified, BbB Bpb3ka ¢ k0oeTo By nmpencrassMe Hawara ogepTa, KakTo
crneqBa:

1785960 OOnB

ENGOERz }/30 ]50ml 12.30 nsa. 14.76 nB. 12.30 nB. 14.76 ns. 12.30 nB. 14.76 ns. (enHH MHHOH
gncr gr_ sf ’ aneeet | (YerWpuHanecer | (ABaHaleceT | (4eTHpuHanecer (nBaHanecer (4erupuHanecer CElEeMCTOTHH
ouspension 1or \Y ag fegauj- nesa JieBa 1 nieBa v neBa u JIEBA X | OCEMIECET M MeT
injection in pre- /¢ 3 E

filled svri ; % T et |/~ cenemaecer TpUleceT ceeMaeceT u Tpuaecer CEAEMIIECET U XUNSLAN
Illed syrnge THHKH) . CTOTHHKH) CTOTHHKH) | WIECT CTOTHHKH) CTOTHHKH) WIECT CTOTHHKH) JAEBETCTOTHH H

HIECTIECET JIEBa)

dose \ =\
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3abenexncka: EpMHMYHATA 1eHA 33 1032 H_KOMILIEKT, cJeIBa Ja C€ HOCOYH JI0
CbOTBETHHUS 3HAK CJIe]l JeceTHYHATA 3a1eTas, ChbIJIACHO MOCOYEHHTEe eHHUYHH IIeHH B
TeXHHYECKATa crmeunduKaums, 3a chLOTBeTHaTa o06ocoGena mnosuuusa. Ilemara 3a
OTNAKOBKA ¢JIe/IBA 1A ce MPEMJIOXKH 10 BTOPH 3HAK ¢JIe/l 1eCeTHYHATA 3anerag.

Taka npenoxenara ueHa BKITIOYBA BCHYKH Pa3XOIM 3a M3IBITHEHHE NpeIMeTa Ha
NopbYKara. ’

Ilocouenata LieHa e HKCHpaHa, He NOJUIEXH Ha NMPOMAHA 33 CPOKA Ha AeiCTBHE Ha
noroBopa, OCBeH B ciydaute Ha 4i. 43, an. 2 ot 30I1. B cnyu4ail, 4e mpe3 BpeMero Ha
AeHCTBHE Ha JOroBOpa CTOHHOCTTA, KOATO CJieBa Jia Ce 3arialia ¢ MyOIHYHM CpejCcTBa Ha
JIEKapCTBEHH TMPOAYKTH OT. ITo3WTHBHUS JieKapCTBEH CIMCBK CTaHE II0-HUCKA OT
JOTOBOpEHATa, BB3JIOXHUTENAT O€3yCIIOBHO 3aMJialla JIEKapCTBEHUTE IPOLYKTH Ha MO-HUCKATa
[eHa, OT JaTaTa Ha BJIM3aHE B CHJIa Ha KOHKPETHOTO pelneHHe Ha HalMOHATHHS CHBET IO
lIeH! ¥ peMMOYpCHpaHe Ha JIEKapCTBEHHUTE NMPOAYKTH.

HpemuioxkenuTe UeHM ca ONPEAENEHH TPH IIBJIHO CHOTBETCTBHE C YCJIOBHATA OT
JOKyMEHTalUTa 110 Npoleaypara.

3agbikaBame ce, ako Hamara odepra Oble NpHETa, Ha H3NBIHUM H IpeAaleM
JOroBOpEHHTE paboTH, CBHIIIACHO CPOKOBETE H YCIIOBUSTA, 3JIEFHANIM B IOTOBOPA.

IIpu ycnoBue, 4e 6b1eM H30paHH 3a H3MBIHATEN Ha OOLIECTBEHATA IOPHYKA, HHE CMe
ChIJIACHHM Ja IOANMINEM M NPEACTaBHM IMapH4yHa/6aHKOBa rapaHuus 3a W3ITBIHCHHE Ha

Jara: 16.03.2016r.
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