TR RS AOI'OBOP: - -

Huec, B rp. chm MEXIY:

MHUHHUCTEPCTBOTO HA 3JPABEOIIA3ZBAHETO, c agpec: rp. Codpus 1000, mi.
,CBera Hepemss” Ne 5, BYJICTAT 000695317 u JJIC unent. Ne BG000695317, npeacrasisBaHo
ot a-p Ilerbp MockoB, MUHHCTBD Ha 3paBeona3BaHeTo U Mapun HanbaHncku, AupekTop Ha
mupekuus ,, OCJYC”, napuyano no-gomny 3a kpatkocT ,Bb3JIOKUTEJI” ot enHa cTpana

%4

,TJIAKCOCMHUTKJIAMH* EOO/I, chc cenanuie 1 agpec Ha ynpapnenue: rp. Codust
1784, paiton MnagocT, 6yn.\,,LIapnrpazxc1<o moce* Nel15 I', EMK 131159254, npeactasisBadHo OT
CeertociiaB CuMeoHOB - YpaBuTen, Hapu4aHo 1no-goiry 3a kparkoct ,, ASIITBJIHUTEJI*,

Ha ocHoBaHHE WI. 93B oT 30II u un. 3 OT CKIIOYEHO MEXAY CTpaHuTe PaMKOBO cnopasyMeHue
NePJI-11-229/11.05.2015 r., otnpaBeHa nokaHa per. No26-00-467/07.03.2016 r. 3a npeacTaBsiHe Ha
odepra 110 peaa Ha wi. 936, an. 3 ot 3011 u Pemenue NePJI-11-130/05.04.2016 r. Ha BB3JIOKHUTEIS
Ce CKJIIOYM HACTOSLIUAT JOTOBOP 3a CJIIEAHOTO: ' . - :

I. ITPEJIMET HA 1OI'OBOPA

1. BB3JIOXKHUTEJIAT Bn3nara, a U3ITBJIHUTEJISIT ce 3angpmkasa aa My AOCTaBU
CJIeJHUTE BAKCHHHM/OMONPOAYKTH IT0 060cobeHa no3uIus: '

1.1. O6ocobena no3uwus Ne5 | JlocTaBka Ha BAKCHHA Cpelly THEBMOKOKH' - Pneumococcal
saccharide conjugated vaccine, adsorbed / Pneumococcal polysaccharide conjugate vaccine - 00

248 000 0o3u, HapU4YaHU NO-J0JTy ,,CTOKU, CBIJIACHO YCJIOBUATA HA HACTOSLIUS JOTOBOD.

II. HEHH U OBIIA CTOHHOCT HA
JOCTABKUTE 110 1OT'OBOPA

2. BB3JIOKHUTEJISAT Bw3nara, a UBII'BJIHUTEJISAT ce 3agpikaBa na My JOCTaBH
CJICIHATE BAKCHHY ¥ OMOMIPOAYKTH IPH LEHH 10 060COOEHHM MO3UIMH, KAKTO CHE/Ba:

3a o6ocobena mo3unus Ne5 JIocTaBKa Ha BaKkCHHA Cpeuly ITHEBMOKOKH - Pneumococcal
saccharide conjugated vaccine, adsorbed / Pneumococcal polysaccharide conjugate vaccine

T | En.uena En. uena En. uena En. nena | llena3sa Lena 3a O6wa
bProBeKo 6es IAC3a| ¢ AAC3a fes IIC3a- | ¢ IAC 32 | ONAKOBKA | ONAKOBKA | CTOHHOCT C .
HAUMEHOBAHHE : . . -
: ~| nos3a A03a KOMILIeRT - | komnaekt | 6Ge3 AAC ¢ JAC IAC no
SYNFLORIX 46.30 55.56 46.30 55.56 46.30 55.56 13 778 880.00
0.5 ml suspension | /4eTupuaecer | /netaecer u fuetupuiecet | /netaecer u | /ueTpmaecet | /netaecer /TpuHaneceT
for injection - 1 H LIECT fleBa neT AeBa U W LIeCT fieBa U MeT f€EBA H W LIECT NIeBa | MeT jieBa ! MHIHOHA
prefilled syringe + | u Tpunecer neraeceT u TpHAaeceT neTaeceT U W TpHAECET | MEeTASCeT H | CEeAEeMCTOTHH
1 needle 1 dose CTOTHHKH/ uect CTOTHHKHM/ iecT CTOTHHKHM/ wect ceaeMAaeceT H
CTOTHHKHM/ CTOTHHKH/ CTOTHHKH/ 0CeM XHASAM
OCEMCTOTHH H
oceMueceT nesa/

2.1. llenara e onpejesieHa O KpaeH IOJy4aTesl M HE IIPEBUILABa pErMCTpUpaHarTa LieHa Ha
IPOM3BOAUTE, ILTFOC MAKCHMAITHO JOMTyCTHMATa HA/IEHKa 3a ThProBell Ha e/Ipo.




2.2. llenara e guKcHpaHa U He MOAJIEXXH Ha NMPOMSHA 3a Cpoka Ha AeHCTBUE HA JOrOBOpa,
OCBeH B ciyyauTe Ha wi. 43, an. 2 ot 30I1. B cayyaii, ue nmpe3 BpeMeTO Ha AeHCTBUE HA JOrOBOpPa
CTOMHOCTTa, KOATO ClielBa Jia ce 3arurama ¢ myOnuYyHH cpecTBa Ha JIEKapCTBEHUTE MPOAYKTH OT
[To3uTHBHHS JTEKAapCTBEH CIMUCHK CTaHE IMMO-HHCKA OT JIOTOBOPEHATA, BB3JIOXKHUTENAT O€3yCIOBHO
3amiaiia JeKapCTBEHUTE NPOAYKTH Ha TO-HHCKATa IIeHa, OT JaTaTa Ha BiM3aHEe B CHJIa Ha
KOHKPETHOTO pellleHHe Ha HallMOHAIHHAT ChBET IO 1IEHM W peuMOypcupaHe Ha JIEKapCTBEHHTE
TIPOJIYKTH.

2.3. O6mara cToiHOCT Ha nocTaBKUTE 110 norosopa € Ao 11 482 400.00 nesa (eauHanecer
MHJIMOHA YETHPHCTOTHH OCeM/IeceT U JABe XHJISIH U YeTHPHCTOTHH) JieBa, 6e3 BmoueHd [JIC.
2.4. O6mara cToifHOCT Ha HocTaBKuTe Mo noroBopa ¢ a0 13 778 880.00 nema (TpuHagecer
MHJTHOHA CEEMCTOTHH CEAEMIECeT M OCEM XMJISAM OCEMCTOTHH M OCEMIECET) JeBa, C BKIIIOYEH

AAC.
III. YCJIOBUS U HAYHH HA IUIALIAHE

3.1. [TnamageTo 1Mo HAaCTOSALIMS AOTOBOP CE OCHIIECTBABA Upe3 OAHKOB IIPEBOJ OT CTpaHa Ha
BB3JIOKUTEJISA no nocovenara B ui.15.3. 6ankosa cmetka Ha U3ITBJIHUTEJIA.

3.2. 3amjamaHeTo Ha CTOKHTE MO JOrOBOpa C€ M3BHPILIBA OTJIOKEHO B Cpok 10 30
(TpuneceT) HH, clie]] IPeACTaBsHE Ha CIEAHUTE JOKYMEHTH:

- IMCMeHa 3asABKa, H3aaneHa oT MUHUCTEPCTBO Ha 31paBeOa3BaHETO;

- jocTtaBHa (aktypa, cheraBeHa cbriacHo usuckpanusrta Ha 3JJJIC u [II3JJIC - opurunan
U 2 Opos 3aBEpPEHH KOIIHS;

- IpUeMaTeNHO — peaaBaTesieH IPOTOKOI 1o oOpasel Ha M3;

- cepTu(HKaT 3a 0cBOGOXKIaBaHe Ha BCska maprtuaa, usfaaeH or MAJI unn ceprudukar 3a
ocBOOOX/IaBaHe Ha BCsKA MapTHAa, HM3AajeH OT o¢HuHanHa JabopaTopus 3a KOHTPON Ha
JIEKApCTBEHH MPOAYKTH B Ipyra AbpikaBa WieHKa, PUApYXeH ¢ yBenomienue oT MAJI 3a myckane
Ha rapTujara Ha raszapa B CTpaHaTa.

W36poeHnTe MOOKYMEHTH ce TPEACTaBAT B JENOBOJACTBOTO Ha MUHHCTEPCTBO Ha
31paBeONa3BaHeTo, KJIaCHpaHH M MpUKauyeHH B Manka. B mamkarta ce mpuiara MMCMO C OIUC Ha
ChIBPKAILIUTE CE B HES TOKYMEHTH, KaTO 3aIb/DKUTEHO Ce [0CoYBaT HOMEpaTa, JaTuTe u Opos Ha
IPHUIIOKEHUTE TOKYMEHTH OT BCEKH BUIL.

3.3. B chayuaii, ye mnocoueHWTe B wi. 3.2. JOKYMEHTH Ca HEPEJOBHH HJIM He ca
okoMmiiekroBanu, cwiure ce Bpbiar Ha USIIBJIHUTEJIS ¢ npuemarenHo-npeaaBateneH
IIPOTOKOJ 32 U3MpaBsiHe Ha HepeaHocTHTe. CpoKbT 110 4i.3.2. 3a MjallaHe Ha I0CTaBKaTa, 3ano4sa
Jla Teye OT JaTaTa Ha MPEeJACTAaBIHETO Ha MMOCIEAHHA U3UCKYEM CE TOKYMEHT.

IV. CPOK HA JOCTABSIHE

4.1. Bcsika OT/ZeNIHA 1OCTABKa Ha CTOKHTE, IIpeAMET Ha HaCTOSAIINS JOTOBOD, ClIE/Ba Ja Obae
M3BBPILEHA CIIE]T 3as5BKa, B CPOKOBETE, IOCOYEHHU B CHIEUM(PUKALHATA, IPUITOKEHHE KbM HACTOSLINS
J0TOBOp, HO He moBedye OT 10 /mecer/ paGoTHM AHM Clle] MOy4YaBaHE HA 3adBKara. 3asdBKara ce
BPBYBA JIHUHO Cpelly IOANHC Ha YIBIHOMOIUEHO JIMIE OT 3BEHOTO 32 aAMHHHUCTPATHBHO
obCiy)XBaHEe MIIM Ce H3Mpallia ¢ MPEernopbyaHO NMUCMO ¢ OOpaTHa pasmucKa, 1Mo (akce WM 1o
eNIEKTPOHEH ITBT TIPH YCIOBHATA M 10 pefla Ha 3aKOHA 3a €JIEKTPOHHMS JOKYMEHT U €l1eKTPOHHHUA
HOJITHC.

4.2. IBITBJHUTEJIAT ce 3anbmkaBa, B cpok a0 48 yaca npelu U3BbPIIBAHETO HA BCAKA
goctaBka, na yeenomMu nucMeHo uid 1o -daxc BB3JIOKHUTEJISL 3a wussbpluiBaHe Ha
NpecTosaTa JocTaBKa. [1py HEBb3MOXKHOCT 3a M3BbPIIBAHE Ha JIOCTABKHTE HAa CTOKHUTE MPEAMET
Ha HaCTOSILIMS JOTOBOP [a yBeAOoMH mucMeHo niH 1o ¢paxc Bb3JIOKHUTEJIS.

4.3. 3a xonM4yecTBa IOCTABEHH W3BbH 3asBKaTa W chnenupHkamusTa 1mo ui 4.1,
BDB3JOXKUTEJIISAT Hsama 3aabikeHHe 3a IUlallIaHeE.

4.4. JloctaBsHETO Ha CTOKH 0O€3 3aiBKH € JAOMYCTHMO CaMO B H3KJIIOYUTEIHH Cily4aH,
3acTpallaBalld XHBOTA U 3/IpaBETO Ha I'PAXIAHHTE U CJIE] U3PUYHO MUCMEHO NMOTBBPKACHHE OT
CTpaHa Ha MUHHCTBPA HIIM CBOTBETHUS PECOPEH 3aMECTHUK-MUHHUCTBD.



V.MACTO HA JOCTABSHE

5.1. 3a MsACTO Ha JIOCTaBsSIHE Ha CTOKHTE 10 TO3W AOroBop ce onpenens cknaast Ha HI{3Ib
3a CbXpaHCHHE Ha OUONpOAyKTH, ocurypsiBauu ot M3, Oyn. ,,CromeroB” Ne 44a, kato
fuonponykTute TpsAOBa na OBAAT OKOMIUIEKTOBAHH C TEMIIEPATYPHH MOHHTODH, YJOCTOBEPSBAIIH
CMa3BaHETO Ha XJAIHJIHATA BEpPHra IpPH TPAHCIOPTa U CHXPAHEHHETO 10 IOCTaBKaTa, CHITIACHO
yKa3aHHATa Ha IPOU3BOAMUTEJISL.

5.2. PHCKBT OT ciy4aHHOTO MOTHMBaHe WM TOBpEXIaHE Ha CTOKHTE MpPEMHHaBa BBPXY
BB3JIOKUTEJISA or MOMeHTa Ha NpHEMAHETO UM Ha MSCTOTO Ha JIOCTABAHE C MPHEMATENHO-
NpeaaBaTesieH IPOTOKOII.

VI. JATA HA JOCTABSIHE HA CTOKHUTE

6. 3a mata Ha nOCTaBsSHE Ce CYMTA JlaTara, Ha KOSTO CTOKHTE ca AOCTaBEHH B CKJIaja Ha
HILI3IIb 3a cbXpaHeHHe Ha OMOMPOAYKTH ocurypsiBaHu oT M3, Oyn. ,,CtonetoB” Ne 44a, mpu
yClIOBHSTa HA 4. 9.2. OT norosopa.

VII . 3BAABJIKEHUS HA U3ITBJIHUTEJIA

7. A3ITBJIHUTEJIAT ce 3ansmkaba:

7.1. Jla OCTaBW CTOKHUTE B CKjlaja Ha MUHHUCTEPCTBO HA 3[IpaBeONa3BaHETO B JOTOBOPEHHS
CpOK, KaTo I'¥l Mpejaje ¢ NpHeMaTe/IHO-NpeiaBaTesieH MPOTOKOJ U ChOTBETHUTE CEpTH(HKATH 3a
0cBOOOXKIaBaHe Ha MAPTHAMTE, BKIIIOYEHH B IOCTaBKaTa, B ChOTBETCTBHE C 4i. 69 ot 3JIIIXM.

7.2. Jla mpenaie CTOKHTE, NMakeTHpPaHH, MapkHpaHd (OMOMpoAyKTUTEe TpsibBa na Obaatr
OKOMIIJIEKTOBAHH C TEMIIEpaTYpHH MOHUTOPH, YIOCTOBEPSBAILY CIIA3BAHETO Ha XJIAJAWJIHATA BEPHTa
IpH TPAHCIOpTa M ChXPAHEHHETO IO JOCTaBKaTa CHIVIACHO YKa3aHUsATAa HAa NPOH3BOAHTEISA) B
CHOTBETHHS BUJI, KOJIMYECTBO U KaYeCTBO Ha MSCTOTO Ha JOCTaBSHE.

7.3. Cnen mocraBsue Ha ctokute na npeacraBu Ha BB3JIOKUTEJIS noxymeHtute,
H30poeHH B Wi.3.2. OT HACTOALUSA JOTOBOP.

7.4. [Ipu noanucBaHeTO Ha JOrOBOpPA J1a MPEACTABHU:

a) JOKYMEHT 3a peructpanus (Korato U3IbJIHUTENAT € OOeIUHEHHE);

0) nokyMeHTH cbriaacHo i 47, an. 10 ot 3011,

B) rapaHuus 3a H3IbJIHEHHE, KOSTO ce ocBoboxkmaBa no 60 /mectaeceT/ THH Clen
NPUKIIOYBAHE H3ITHIHEHHETO Ha A0roBopa. I'apaHiusara e B pasMep Ha 3 % OT CTOHHOCTTa Ha
gorosopa 6e3 JIZIC u Bw3nmu3za Ha 344 472.00 (TpuUCTa YETHPUAECET H YETHPH XHIIAAH
YEeTUPUCTOTHH CEJIEMIECET U JIBA) JIEBa.

VIIIL. BAABJKEHHAA HA BB3JIOXKHUTEJISA

8. Bb3JIOXKHUTEJIAT ce 3agpinxasa:

8.1. Jla nprieMe IOCTABEHHUTE B CPOK U Ha MSCTO CTOKH, CBOTBETCTBALIM 110 BHJ, KOJMYECTBO
¥ KayeCTBO Ha OMHCAHOTO B HACTOSALIUS JOTOBOP.

8.2. Jla ocurypd MpUCHCTBHETO HAa CBOH MpEACTaBUTE IIPH IPUEMAHETO HA CTOKHUTE,
pasmojaralil ¢ HaJUIe)XHO ITBJIHOMOIIIHO 32 NOANHCBaHe HAa IPHEMATETHO-TIPEIABATETHUS IIPOTOKO.

8.3. Jla 3anjatu AOCTAaBEHUTE CTOKH 110 pejia Ha 4jl. 3 OT HACTOALIHS JOTOBOP.

8.4. Cnen mNpuMKIIOYBaHE H3MBJIHEHHETO HAa JAOroBOpa Aa OCBOOOAM rapaHuHUsTa 3a
U30bIHEHKE, 0e3 [1a IbKH JINXBH 3a CPOKa, Mpe3 KOHTO CpeIcTBATa 3aKOHHO €a MPECTOSIH Y HETo,
OCBEH aKO He ca HalMIle OCHOBaHUS 32 HEHHOTO 3aIbp>KaHe.

IX. IPUEMAHE U IPEJABAHE HA CTOKHUTE

9.1. [IpuemMaHeTO Ha CTOKHTE CE€ H3BBpLIBA Ha MACTOTO HA JOCTABAHE OT YIIBJIHOMOLUECH
npeacrasuten Ha Bb3JIOKUTEJIS.

9.2. MBNBJHUTEJAT u ynwenaomoiuenust npenacrasuten Ha BB3JIOXKHUTEJIS
NOANKMCBAT NPHEMATENHO-TIpeaBaTeeH MPOTOKON, YAOCTOBEPSABAIN IMOJy4YaBaHETO Ha CTOKHTE,
€JTHOBPEMEHHO C TPEICTABSAHETO Ha CHOTBETHHTE CEPTH(HKATH 3a OCBOOOK/IaBaHe Ha MapTHIMTE,
BKJTIOUEHH B AOCTABKATA, B ChOTBeTCTBHE ¢ Wwi. 69 ot 3JITIXM.



X. KAYECTBO, 'APAHIIMX U CPOK HA TOJHOCT

10.1. KavecTBOTO Ha CTOKHTE, NMpeJAMET Ha HACTOSIIMS IOTOBOp, Cile[lBa Aa OTroBaps Ha
TEXHUYECKUTE CTAaHAAPTH Ha IIPOU3BOIUTENS, KOETO C€ YAOCTOBEPSIBA ChC CEPTH(HHKAT 3a KAUeCTRBO,
U37a/IeH OT KOMIIETEHTEH OpraH B CTpaHaTa Ha IPOM3BOAUTENS.

10.2. OCTaThYHMAT CPOK Ha FOJHOCT Ha OHONMPOAYKTHTE KbM JaTaTa Ha I0CTABKa Clie/Ba Ja
Obae He N0 - MaTbK OT 45 (YeTHpUIeceT U NeT) Ha CTO OT 0OSBEHUS OT MPOU3BOIUTELS.

B cayuait Ha nocTaBka Ha GHONPOAYKT € MO - KPaTbK OT JOTOBOPEHHs CPOK Ha IOAHOCT,
UBITBJIHUTEJIAT abiixku HeycTolMKa, KaKTo clie/iBa:

- Ilpu cpox Ha rogHocT Mexny 44,99% u 40% - HeycTolika B pazmep Ha 3% OT CTOHHOCTTa
Ha I0CTaBKaTa,

- [Ipu cpox Ha rogHocT Mexay 39,99% u 35% - Heycrolika B pazmep Ha 5% OT CTOHHOCTTa
Ha JOCTaBKaTa;

- IIpu cpok Ha rogHoCT Mexay 34,99% u 30% - Heycroiika B pasmep Ha 10% ot cToifHOCTTa
Ha JOCTaBKaTa, )

- Ipu cpok Ha rogHOCT Mexay 29,99% u 25% - Heycroiika B pa3mep Ha 30% OT cTOHHOCTTa
Ha J0CTaBKaTa. '

JlocTaBkaTa Ha GHONPOMYKT C OCTATHYEH CPOK HA FOAHOCT mo-Maibk oT 30 (TpuaeceT) Ha
CTO OT OOfABEHHsS OT NPOU3BOJAUTENS C€ H3BBPIIBA C€aMO C IIMCMEHO ChIJIACHE Ha
BB3JIOKUTEJISA 3a KOHKpPEeTHO KOJHWYECTBO, ONpeneneHo OT Hero. MckaHeTo 3a HmHCMEHO
chriiacue ciefiBa Aa NOCThIK B AenoBoacTBoTo Ha BB3JIOXKUTEIISA B cpok mo 5 (meT) AHU OT
NOJTy4YaBaHe Ha 3asiBKaTa-pasnpeesieHue.

10.3. JlocTaBka cbc CpOK Ha FOAHOCT 1oJ 25% He ce JOMycKa M He ¢e 3amiaima oT M3.

10.4. BB3JIOKHUTEJIST moxe na oTKaxe NMPHUEMAHETO HAa CTOKHTE, akO B [I€Hd Ha
TSXHOTO TpHEMaHe OCTAaThYHHAT CPOK Ha TOAHOCT € MO - MalbK OT onpeneineHus B 4wi.10.2. or
HACTOSILIHS IOTOBOP.

10.5. B cinyvait Ha Oe3ruIaTHO AOCTaBsHE HA HAKOHM OT CTOKHMTE IO JOTOBOpA, CBIVIACHO
noroopenoto ¢ M3IIBJIHUTEJIA, cbumre ciensa Ja OTroBapaT Ha IIOCOYEHHTE OT
BB3JIOKUTEJISA u3uckBaHUs OTHOCHO CPOK Ha FOAHOCT U CPOK Ha I0CTaBKa, B CbOTBETCTBHE C
yj1.10.2 u un.4.1.

XI. OTTOBOPHOCT 3A HETOYHO U3IIbJIHEHHUE. PEKJIAMALIUHN

11.1. BB3JIOXKHUTEJISAT moxe na npeasssasa peknamanuu npen U3ITbJIHUTEJISA 3a:
a) KOJMYECTBO M HEKOMIIEKTHOCT HA CTOKHMTE HJIH TeXHHYecKara JOKyMEHTaLUs
(SBHH HEJOCTATBLIHN); '
0) KayecTBO (CKPHTH HEAOCTATBIIH):
- IpY JIOCTaBsHE Ha CTOKH He OT JOTOBOPEHHS BHJI, IOCOYEH B Ul l.;
- IpH KOHCTAaTHpaHe Ha fedeKTn npH ynorpeda Ha CTOKHUTE.

11.2. Pexnamanuu 3a SIBHM HEJOCTAaTBLUM HA CTOKHUTE C€ IpaBAT OT YNBIHOMOLICHHSAT
npeacrasuten Ha BB3JIOKHUTEJISA, B MoMeHTa Ha NpEAaBaHETO MM, 32 KOETO €€ CBCTaBs
MPOTOKOJI, MOAMHUCAH U OT [BETE CTPaHHU. '

11.3. PexnaManuy 3a CKpUTH HEIOCTAaTBLM CE€ NpPAaBAT Mpe3 LENHs CPOK Ha TOJAHOCT Ha
JIOCTABEHHTE CTOKH, K4aTO peKjaMalusATa ce TpUApYXaBa 3aAb/DKUTENIHO OT KOHCTaTHBEH
OpOTOKOJ, M3AaAeH OT M3nbIHNTeNHATa areHI s 3a JIEKapCTBaTa. '

11.4. BB3JOXHUTEJIISIT e mnexken na ysenomu nucmeHo HW3ITBJIHUTEJIS 3a
ycTaHOBeHHUTe NiedekTH B 15 (meTHazeceT) AHEBEH CPOK OT KOHCTATUPAHETO HM.

11.5. B pekinamanuuTe ce MOCOYBA HOMEPHT Ha JAOroBOpa, TOYHOTO KOJHMYECTBO HA
NOJy4YeHHTE CTOKHM C TEXHHS MNapTUAEH HOMEDP, OCHOBAHHMETO 3a DPEKJIaMalldsi W KOHKPETHOTO
uckane Ha Bb3JIOKUTEJISA.

11.6. B 10 (mecer) aHeBeH cpok oT monyvaBaHe Ha peknamauusra, U3ITBJHUTEJAT
cneasa aa orroopy Ha BBIJIOKUTEJIS nucMeHo W KOHKPETHO Najld [pHEeMa peKiaMalusara
WK S OTXBBPAS.




\

11.7. Ilpu pexnamauuss 3a saBHH Hepoctarbid HU3IITBJIHHUTEJIAT e mibxken B
€JHOMECEYEH CpPOK OT IIOIy4aBaHE HA pekjaMalusTa 3a CBOs CMETKa M PHCK Jla JOCTaBH Ha
MSICTOTO Ha JOCTaBsiHE KOJIMYECTBOTO JIMIICBALIH B JOCTABKATa / HEKOMILIEKTHH JIOTOBOPEHH CTOKH.

11.8. Ilpn pexnamauus 3a ckputd Hepoctatbud H3IIBJHUTEJIST e anpxeH B
€HOMECEUEH CPOK OT IOJy4YaBaHETO U /a 3aMEHHU JIOCTABEHUTE HEJOTOBOPEHH MO BHJ / neheKTHH
CTOKH 3a cBOs cMeTKa ¥ puck win 1o npeueHka Ha Bb3JIOZKHUTEJIS na BepHe chOTBETHATA YacT
OT 3aIlaTeHara lleHa, BeIHO C ABJDKHMHUTE JTHXBH.

11.9. M360pbT Ha MOCOYEHHTE MO-rOPE BBH3MOKHOCTH Aa C€ BbPHE CHOTBETHATA 4acT OT
NJIATEHOTO WM J1a C€ N0CTaBAT HOBH CTOkM npuHamiexd Ha Bb3JIOXKHUTEJIS u ce ynpaxHsBa
oT Hero noj ¢opmara Ha nucMmeHo yBeaomieHue o0 UIITBJIHUTEJISA, kato pasxoaute H
PHUCKOBETE IO HOBOTO focTaBsHe ca 3a cMeTka Ha U3ITBJIHUTEJIS.

11.10. PexnaMupaHHTE CTOKM C€ CBXpaHsiBaT B CKjaaa Ha MMHUCTEPCTBOTO Ha
3/IpaBeONa3BaHETOo A0 ypexaaHe Ha peKiiaMalliuTe.

XII. OTTOBOPHOCT IIPU HEU3ITbJIHEHUE

12.1. 3a HeU3NbIHEHHE HA BCAKO €IHO OT 3aAb/DKEHHATA CH MO HACTOSIIMSA AOTOBOp, C
uskmoyenue Ha 1e3u 1o T. 10.2, USIMIBJIHUTEJISAT abmxu Heycrolika B pasmep Ha 0.7% Ha neH
BBPXY CTOIHOCTTA Ha HEM3MBJIHEHOTO B JIOTOBOPEHHUTE CPOKOBE 3abJIKEHUE, HO He noBeue oT 20%
(mBajeceT mpolieHTa) OT CTOHHOCTTA Ha HEU3MBJIHEHUETO, KaKTO 1 00e3I1leTeHHE 3a NPETHPIECHUTE
NEUCTBUTEHHU BpeId B CIyyauTe, KOraTo Te HaAXBbPJAT J0rOBOpeHaTa HEyCTolKa.

12.2. 3a HeuW3Mb/IHEHHE Ha 3aAb/DKEHHUATA CH MO wi. 4.2 OT HACTOALIUA JOTOBOD,
MN3ITBJHMUTEJSAT abmxu HeycToiika B pasMep Ha 1% BBpXy CTOHHOCTTa Ha IpEACTOALLATa
JOCTaBKa, KakTO M oOe3lIeTeHHE 3a MPEeThPIEeHUTE NCHCTBUTENHH BPEAH B CIIy4auTe, KOTaTo Te
HAIXBBPJIAT AOTOBOpEHaTa HEeYCTOHKa.

12.3. Koraro mnpu Hamuyue Ha pexiamMauuy, W3IIBJHHUTEJAT ne wu3nwiHu
3aqb/DKEHUATa CcH 1Mo pazaen XI oT HacTosAlMs AOTOBOP B CPOK, CBIIMAT AB/DKH Ha
BB3JIOXHUTEJIS Heycroiika B pazmMep Ha 2% OT HeHaTa Ha CTOKUTE, 3a KOUTO Ca HallpaBEHH
pekjlaMaliuTe.

12.4. BB3JIOKUTEJISAT ynosnerBopsBa NPEeTCHUHHUTE CH OTHOCHO HEH3IIBIHEHHETO HA
JIOTOBOPA, KAKTO M 3a 3alialaHe Ha HeycTolikuTe oT crpana Ha U3ITBJIHATEJIS karo 3axbpxka
rapaHiusTa 3a U3nbJIHeHue no 4wi.7.4., OykK. ,,B” OT AOTOBOPA, CiIe/l KOETO NpeanprieMa IeHCTBHS 3a
YJIOBJIETBOPSIBAHETO UM T10 CHOTBETHHUS PEL.

12.5. Tlpu BuHOBHa 3a6apa Ha U3ITBJIHUTEJISA, npoxbmkuid ¢ MOBeYe OT MOJIOBHHATA
OT CpoOKa 3a M3MBJHCHHE Ha CHOTBETHOTO 3albiDKEHHE, Apyrara cTpaHa MMa IIpaBO Ja pa3Baiu
JIOTOBOPA €IHOCTPAHHO € 1 5-THEBHO MpPEIU3BECTHE.

12.6. B ciyuait, ye no otHouieHue Ha USITBJIHUTEJIA HacTenar obcrosdTesncTsara 1o
yn. 47 or 3akona 3a obuectBeHute nopbukd, BB3JIOKHUTEJAT uma npaso na npexkpartu
€IHOCTPAHHO HACTOSLIHA TOroBOp, 6€3 MHMCMEHO NPeAN3BECTHE U 0€3 [1a IBbJIKH HEYCTOMKH.

12.7. BB3JIOKUTEJSAT uMa npaBo na NpekpaTd €QHOCTPAHHO M 0e3 NpeAu3BECTHE
HACTOSIIMS JOTOBOP B CiIydyai Ha MpeisBeHH mosede oT TpH pekiamanuu oT Bb3JTOKUTEJI
no ri. XI.

XIII. POPCMAKOPHHU OBCTOATEJICTBA

13.1. CrpaHuTe [0 HACTOSILHS JOTOBOP HE ABJIKAT OOE3LUETEHHE 3a NMOHECEHH BpPENH H
3aryOu, ako MOCJIeTHUTE ca MPUUYHHEHH B Pe3yJITaT Ha HENPEOL0JIUMA CHJIA.

13.2. AKo cTpaHaTa, KOATO € CJIEABAIO Aa U3IIBJIHHU CBOE 3abJDKEHHE 110 I0roBopa € Ouia B
3a6aBa, T HE MOXE /1a Ce 11030BaBa Ha HETPEOJ0TUMA CHJIa.

13.3. ,HenpeomonuMa cuna” MO CMHChja Ha TO3M JOTOBOD € HENPEABHAEHO MW/HIIH
HeNpeaoTBPaTUMO CHOWTHE OT H3BBHPENEH XapakTep, BB3HHUKHAIO CJie[l CKIIOYBAaHETO Ha
JIOroBOpa.

13.4. CrpaHara, 3acersara OT HEINpPEOJOJMMa CHJIa, € [IbXHA Ja NpeANpHeMEe BCHUYKH
JeHCTBHS C TpUKaTa Ha N00Bp CTONMAHKH, 32 Ja HaMalld 10 MHHAMYM IIOHECEHHTE BPEIH H 3aryou,
KaKTO W Oa YBEIOMH T[HCMEHO Jpyrara cTpaHa B 7/-JIHEBEH CpPOK OT HAacTBIIBAaHETO Ha
HEIpeo10IuMaTa cUa.




IIpu HeyBenoMsBaHe ce JABKM oOO0€3UIETEHHE 3a HACTBIWIHTE OT TOBAa BpEIH.
Henpeononumara cuna ce Aoka3Ba OT 3acerHaraTa cTpaHa CcbC cepTUdHKaT 3a dopcMaxop,
U3JaJeH MO CHOTBETHHS peld OT KOMIIETEHTHHS OpraH B IbpXaBaTa, B KOSTO Ca HACTBHITHIH
bopcMaxOpHHTE OOCTOSATENCTRA.

13.5. lokaro Tpae HenmpeoaoaMMaTa Cujla, U3ITbJIHEHHUETO Ha 3ab/DKEHUATA H CBBP3aHUTE C
TAX HaCpEIUHH 3ab/DKEHHUS Ce CIIHpa.

13.6. He npencrasisBa ,,HenmpeoAoiuMa cuia” CbOUTHE, NPUUYUHEHO MO HEOpPEexHOCT UITH
Yype3 YMHLUIEHO JACHCTBHE Ha HSKOS OT CTPAHHTE WM TEXHHW IPEJICTABHTEIH W/WIH CITYXUTEIH,
KaKTO U HeJocTHra Ha napuuHu cpeactsa Ha Bb3JIOKUTEJIA.

XIV. CIIOPOBE

14.1. Bp3HuKHanNUTE Npe3 BpEeMETPAacHETO Ha JOrOBOpa CIIOPOBE M PAa3HOIVIACHS MEXIY
CTpaHUTE ce pellaBaT upe3 MperoBopd Mexay Tax. [locturHatute moroBopeHoCTH ce 0GOpMAT B
n¥cMeHa GopmMa U ce IpeBpblIAT B HEpa3/ieiHa 4acT OT A0roBopa.

14.2. B cnyuaif Ha HENOCTUIaHEe Ha AOTOBOPEHOCT IO NMPEAXOJHHUS WIECH, BCUYKH CIIOPOBE,
MIOPOZICHH OT TO3H JOTOBOP MJIH OTHACSIIY Ce 10 HETO, BKIIOUUTEIIHO CIIOPOBETE, IIOPOJAECHH OT HIIH
OTHACSILIM Ceé A0 HEroBOTO ThJIKYBaHE, HEAEHCTBUTENHOCT, HEU3N'BIHEHHUE WJIM IIPEKpATsIBaHE Il
ObaaT pazpeliaBaHM cniopef OBArapCKUTE MaTepUAIHU M IIPOLECYATTHH 3aKOHHM OT KOMIIETEHTHHS
cba no pena Ha ['TIK.

XV. CbOBUIEHHUA

15.1. Beuuku chob1IeHHS MEXY CTpAaHHTE, CBbP3aHH C U3IIBIHEHHETO Ha TO3M JOTMOBOp ca
BJIHIHH, aKO Ca HampaBeHHW B THcMeHa (opMa M ca MOAMUCAHM OT YI'BJIHOMOILEHHTE
npenctaputend Ha U3ITBJIHUTEJISA unu Bb3JIOKUTEJIS.

15.2. 3a nara Ha CHOOLLEHUETO CE CMSTA:

- JlaTaTa Ha [peAaBaHeTo - MPU PBYHO Mpe/iaBaHe Ha CHbOOILEHUETO;

- Jarara Ha MOLUEHCKOTO KJIeliMo Ha oOpaTHaTa pa3mucka - [IpH U3MpallaHe o IoI1aTa;

- Jarara Ha MpUeMaHeTo - IIPH H3MpallaHe 1o Tenedakc, TeaeKe WM e-mail.

15.3. 3a BajMaHK ajpecu 3a MpHeMaHe Ha ChOOLIEHHs] M OAHKOBU CMETKH, CBBP3aHH C
HACTOSIIIIUS TIOTOBOP CE CMSATAT:

3A MBITBJIHUTEJIA: 3A BB3JIOKHUTEJIA:

A+ TJIAKCOCMHUTKJIAWH” EOOJ] MHHHUCTEPCTBO HA 3/IPABEOIIA3BAHETO
rp. Codus 1784 rp. Codus 1000

oyn. ,llapurpancko woce“ Nel 15T, er. 9 nn. ,,Ceeta Henensa” Ne 5

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

garc. 02/950 56 05 paxc.

e-mail mariela.s.marcheva(@gsk.com e-mail rfilipoval@mh.government.bg
Bankoea cmemra Bankoea cmemka

CUTHUBAHK EBPOTIA Al bHb LlentpanHo ynpasnenue

IBAN BG 10 CIT192501000106904 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC kon CITIBGSF BIC kon Ha BHB - BNBG BGSD

15.4. Ilpu npomsiHa Ha mocouyeHus mo wi.15.3 ampec cbOTBETHATA CTpaHa € JUThKHA 1a
yBEJIOMH JIpyrarta B TPUJIHEBEH CPOK OT IPOMsHATAa.

15.5. B cpoka Ha nelicrBue Ha Hactosuws norosop USIIBJIHUTEJISAT usma npaso na
npoMeHs OaHKOBara CMeTKa MocoveHa B wi. 15.3, ocBeH B ciydauTe Ha oOe3meyaBaHe Ha
3aIbJDKEHHS 10 OaHKOBH KpeauTH mo ui.16.1.

XVIL IPYI'H YCJIOBUS

16.1. IlpaBata ¥ 3aqBIDKEHUSATA [0 HACTOALIMS JOTOBOp HE MOraTr Aa Ce MpeXBBbPIAT
eIHOCTPaHHO Ha TPETH JIMLA M HOAOOHH aKTOBEe HE MOPAXAAT NMPABHO AEHCTBHE 6€3 MHCMEHOTO
CBIVIACHE HA APYraTa CTpaHa, OCBEH B CiydauTe Ha oOe3lleyaBaHe Ha 3aXbIDKEHHs 10 GaHKOBH
KpEIUTH.



16.2. 3a HeypeneHUTE BBIIPOCH B HACTOSLIMS JOTOBOP C€ MpHJIara AeicTBaloTo OBbIrapcko
3aKOHOJATEeNCTBO. _ 7

16.3. B cnyyaii Ha HacTBHIOMJIM NPOMEHHM B JO3MPOBKATA M HAYMHA Ha IPHJIOXKEHHE B
onobpeHaTa KpaTka XapaKTEPHCTHKA Ha JIEKAPCTBEHHS MPOAYKT, CIEM CKIIOYBAHE HA HACTOALIHSA
JIOTOBOP, KOMITEHCHPAHETO Ha MoBHIeHUTE pa3xond e 3a cMeTka Ha U3ITBbJIHUTEJISA.

XVIIL. BAKJIIOYUTEJIHU PA3SIIOPEABH

17.1. JloroBopbT BIM3a B CHJa OT AaTaTa Ha IOAMUCBAHETO My OT JBETE CTPaHU U € ChC
cpok 10 31.12.2016 roa. [lo oTHoLIeHHe Ha ,,Y CIOBHS, HAYWH Ha IUIAIaHE M CPOK Ha IulallaHe”
CPOKBT Ha JIEHCTBHE € chIlacHO AoroBopeHoTo B Pasnen III ot HacTosALMsA AOrOBOpP.

17.2. Ilpu chcTaBSHETO Ha HACTOALIMS IOTOBOP C€ IpEeACTaBHXa CIEIHHTE NOKYMEHTH,
KOHTO ca Hepa3zelHa HeroBa 4acT:

v JlokymeHTH chriacHo wi. 47, an. 10 ot 3017,
v’ TapaHniiug 3a U3NBJIHEHHE,;
v' 1leHOBO IpeaIoKEHHE.

17.3. HacTosALIMAT JOrOBOP Ceé ChCTaBU B TPH €IHOOOpa3HH €K3eMILIspa Ha OBIrapcKH €3HK

- enut 3a USITBJIHUTEJIS u nBa 32 BB3JIOKUTEJIA.
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LEHOBO MNPENJIOXEHHE

3A YUACTHE B ITIPOUEIYPA 3A BB3JATAHE HA OBIIECTBEHA IIOPBUYKA
‘ C NPEJIMET:

Jlocmaska Ha 6AKCUHU 30 3A0BANCUMENHU U UenesH UMYHU3QUUU U PeUMYHUIAKUU,
fuonpodyKmu 3a U3EbLPUIGAHE HA NOCMEKCHOZUULOHHA npogunakmuxa 3a Hyxcoume Ha
Munucmepcmgomo Ha 30pagéeona3éanemo 6 UIRBIAHEHUE Ha CKAIOHYEHO MedHcoy
JnakcoCmumKnaun” EOOJ u Munucmepcmeo Ha 30paseonazeanemo  Pamkoso
cnopasymeHue NoP/T-11-229/11.05.20152 3a eaxcuHa ¢ MescoyHapoOHoO HenameHmMHOo
naumenoganue Pneumococcal saccharide conjugated vaccine, absorbed/ Pneumococcal
polysaccharide conjugate vaccine, omkpuma ¢ HyGIUKy8aHA ROKAHA 3a yuacmue ¢ pec.
No26-00-467/07.03.2016 2. na Murucmepcmeo Ha 30paseona3eaHemo

JIO:MuHHUCTEPCTBO Ha 3ApaBeOnasBaHeTo, I'p. Codus, rt. Csera Henens Ne5

(naumenosanue u aopec Ha Bu3nooicumens)
Or: T'nakcoCmutKnaitn EOOJ]

(HaumeHoBaHUE HA YUACMHUKQA)

ten.: 02/9531034, daxc: 02/9505605, 02/87 44 117, e-mail: vesselina.i.russeva@gsk.com;
mariela.s.marcheva@gsk.com
perucTpupaH no ¢.x. Ne 1024072003, Tom 945, per L, crp. 200, mapt. Ne 79531r. o onuca Ha
Coduiicku ['pancku Cba,,
EUK / Bynctar: 131159254,
Jlata u MsCTO Ha perucTpaunus 1o JUIC: Jlata ¥ MACTO Ha Pperucrpauud 0o JJC:
11.03.2005r., rp. Codust

PasnaiaTenta CMETKa:

ganxos xox: CITIBGSF;

6aHKOBa CMETKA: BG10CITI192501000106904,
Ganka: Cutndank Espona AJl ;
rpag/kios/oduc: KiIoH bbiarapus,

YBAXKAEMHU JAMH U TOCIIOJA,

Ciien 3amo3HaBaHe C yCIOBASITA Ha TIOPBUKATa, 3a4BSBAME, HE XKelaeM Jla yJyacTBaMme B
obsiBeHaTa oT Bac mpoleaypa 3a Bb3JlaraHe Ha o61ecTBeHa OPbYKa C IIPEAMET: Mocmaska
Ha GAKCUHU 30 3A0BANCUMENHI U UENe6U UMYHUSAUUL U PEUMYRUSAUUL, ouonpodykmu 3a
uzgbpuieaHe ~ HaA  NOCMEKCNOZUUUOHHA npogunakmuka  3a  Hyycoume  Ha
Munucmepcmeomo Ha 30paéeonaséanemo 6 Wu3NBAHEHUe HA CKIIOYEHO Medcoy
,TnakcoCmumKnaiin” EOOL u Munucmepcméo Ha 30pageondasgaHemo Pamkoso
cnopazymenue NeP/-1 1-229/11.05.20152 3a eéakcuHa ¢ MedicOyHapoOoHo HenamenmHo
naumenosanue Pneumococcal saccharide conjugated vaccine, absorbed/ Pneumococcal
polysaccharide conjugate vaccine, BbB Bpb3Ka ¢ KoeTo Bu mpejcTaBsime Halllata odepra,
KaKTo cile/lBa.

S e ]

13778880.00 7.

SYNFLORIX 0.5 46.305B. 55.56nB. 46.3018B. 55.56a8. 46.30ns. 55.56n8B. (TpuHaneceT
mi suspension for \T(KCNEJC et | (uernpuzpeceT | (METAECET U NIET (ueTHpHaECET (nerneceT W Net MHUIHOHA
injection - 1 pre- neBa u A’éﬁac T| o wecrnepa| nesau neraeceT W IECT neBa feBa W neTaeceT CEAEMCTOTHH
filled syringe + 1 ] W TpHACCET H 1IeCT W TpUAECET Y miecT CeNEeMAECET U
needle | dose THH \ CTOTHHKH) CTOTHHKH) CTOTHHKH) CTOTHHKH) oceM XUAAAH

OCEMCTOTHH H




oceMmecer eBa)

3abenescka: EauHy9HATA HeHa 334 1032 U KOMILIEKT, cJeasa Ja ce Ioco4Y™ [0
ChLOTBETHHH 3HAK cJjej JeceTHYHATA zaneras, CbIJIACHO NMOCOYEHHTEC eJMHHYHHU OICHH B
TEeXHHYECKATA cnenudukanyg, 3a CBOTBCTHaTa 000co0eHa NO3HIHSA. IIeHaTa 3a
ONAKOBKA cJieJBa 1a ce NpPeaioKH 10 BTODH 3HAK cJie] JeceTHIHara 3aneras.

Taka MpeioXeHaTa LEHa BKIIOYBA BCHUKHM PasXOAH 33 W3MBIHEHHC npeaMera Ha
[opbYKara.

[TocoyenaTa neHa e QUKCUMpaHa, He MOMJIeXKH Ha IpOoMsiHa 32 CpOKa Ha JeicTBHE Ha
JIOroBOpa, OCBEH B Clly4auTe Ha ‘. 43, an. 2 or 30Il. B cnyua#, 4e mpe3 BPEMETO Ha
JeficTBHe Ha J0TOBOpa CTOHHOCTTA, KOATO Cl€/lBa [ia ce 3arjaina ¢ nybaMYHKA CpeCcTBa Ha
NeKapcTBEHH TPORYKTH OT IIO3MTHBHMA JICKAPCTBEH  CIHCBK cTaHe II0-HUCKAa OT
JOTOBOPEHATa, BH3JIOKHTENAT OE3yCIOBHO 3arliailia IeKapCTBeHUTE NPOAYKTH Ha MO-HAUCKAaTa
lleHa, OT [aTaTa Ha BIH3aHe B CHJIa HA KOHKPETHOTO pCHICHHE HA HanuoHanHus CBBET M0
LEHHU ¥ peuMOYPCHPAHE Ha JIEKAPCTBEHHUTE NPOAYKTH.

[IpensioXeHUTe UEHKW C€a ONpPENENeHH TNpU MBIHO CHOTBETCTBME C YCJIOBHATA OT
JOKyMEHTalAATa N0 poLeaypara.

3anbmxaBamMe ce, ako Hamara opepra Obie NpHETa, d H3MBIHMM H npefajgem
JOTOBOPeHHTE PaboTH, CHITIACHO CPOKOBETE H YCIIOBUATA, 3a/I€THATIH B JIOTOBODA.

Tpu ycrosue, de 651eM H30paHH 3a U3ITBIIHUTEN Ha obmiecTBeHaTa NOpbYKa, HHE CME
CLIVIACHA 1A TOAMMIIEM W MpPENCTaBHM MapuyHa/0aHKOBa T WWEI’LHHCHHG Ha

L T

Jara: 16.03.2016r.
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