OBPA3EL] Ne 10
TEXHHUYECKO ITPEJJIOXEHHE

3A YYACTHE B OTKPUTA ITPOLEAYPA 3A BB3JIAI'AHE HA OBIHECTBEHA
MNOPBYKA CIIPEJMET:

»CRIII0U8AHEe HA PAMKOBO ChoOpa3yMeHUe 3a 00CMABKA HA 8AKCUHU 3Q 3A0BANCUMENHU U
Heneeu  UMYHU3AWUU U PEeUMYHU3AUUU, OuONpOOYKMU 30  U38bPDUIEAHE  HaA
HOCMEKCHO3UHORHA RPOPUNAKMUKA 30 CbOMEemHUmMe 200UHU npe3 CPOKA Ha Oelicmsue
Ha cnopasymenuemo®, no Obocobena nouyusa Ne 5 ¢ npedmem ,Jlocmaexa na eaxcuna
cpeuyy nHe6MOKOKu “

JO: n-p Hervp CredanoB MockoB - MUHUCTED Ha 3J]paBeona3BaHETO H BB3JOXKUTE, IP.
Codus, mroman ,,Ceera Hemens®™ NeS
(Haumenosanue u adpec Ha 6b310x4CUMENS)
Ort: Ansoren ®apma brirapus EOO/]
(HaumeHOBAHUE HA YHACMHUKA)
c agpec: rp. Cods, Oyn. bearapus Ne§6A, ]
Ten.: 02/4477784, dakc: 02/4417139, e-mail: diliana.podolesheva@alvogen.com
peructpupad 1o ¢.a. No / I. 110 ONKCa Ha ___ ChJ,
byncrar/ EVIK: 201035481,
Hara u wmscro Ha perucrpamus no J[JIC: HAII-Tepuropuanna Jupekuusa Codwus-
Ne220421000005039/08.03.2010 roguna \

YBAKAEMHU JAMH U TOCIIGJA,

C HactosmioTo, Bu mpeacTaBsMe HAllleTO TEXHUYECKO MPENTIOKEHHE 3a M3IIBIIHEHHE
Ha obsBeHata oT Bac npomenypa 3a Bb3Naraie Ha oOmiecTBEHa IOpPBYKA C IIPEAMET:
»CKlO4u6aHe HA PAMKOBO CROpA3yMeHUe 3a 00CMABKA HA 8AKCUHU 3a 3A0BANCUMETHU U
Wenesu  UMYHU3AYUN U peuMyHulayuu, Ouonpodykmu 3a  U36bpUGaHe  Ha
HOCHMEKCRO3UWUOHHA RPOPUNAKMUKA 30 CbOMBEeMHILMe 200UHIL npe3 CPOKA Ha deilicmele
Ha cnopasymenuemo*, no Obocobena nozuyua Xe 5 ¢ npeomem ,/locmaska Ha 6axkcuna
cpewy nHeemokoku®, otkputa Pemenne NePJI-11-635/29.12.2014 r. ma a-p Ilersp
Credanos MockoB - MUHUCTBD Ha 3ApaBeO1a3BaHETO U BB3JI0KHUTET,

1. CpoxsT 3a W3NBIHEHHE HA mpeaMera Ha nopsukata e 31.12.2015r., /cwenacuo
npoexma Ha 002080pa/;

2. CpokbT 3a JOCTaBKa Ha OMONPOMYKTHTE € He mo-kbcHo ot 10 pa6OTHH JHH Clel
floflydaBaHe HA MHCMEHA 3aiBKa 33 HEOGXOMMMOTO KOJIHUECTBO /HO He no-kbcHo om 10
xanendapnu Onu cned noMyNaAsane Ha NUCMEHA 3a5168KA 3a HeOGX00UMOMO KONUYECTEo/.

lapanTEpaMe, 4¢ CMe B CBHCTOSHME JAa M3IIBIHHM KayeCTBEHO NMOPHYKATA B IIBIHO

CHOTBETCTBHE C TOpeomucanara odepra. ,\[/\

IIpnioxenne:

23, an. 1 ot 3JITIXM). B cnyqau Ha M3THYaHE Ha CpOKa Ha pa3pe}{1
nekapctBeH npoAyKT npe3 2015 r., yYacTHHKBT JEKIapHpa B C'bOTB



2. Jleknapanus, ye JOCTaBeHUTE OHOMPOAYKTH Iile OBAAT C OCTaThYEH CPOK HA FOJHOCT HE
no-Mask oT 45 % /getupunecer U ner/ oT OOSBEHHSAT OT NPOM3BOAUTENA KBM JaTara Ha
BCSKa AOCTABKA,

3. Hdexnapauusi, ye Ouompoaykra e BKItoueH B [Ipunoxenue Ne 3 nHa [lo3utuBHHA
NIEKapCTBEH CIIMCHK.

4. HMexnapanus, 4ye OHonponykture uie OBAAT OKOMIUIEKTOBAaHH C HEOOXOAHMHTE
TEXHAYECKH CpEACTBAa 3a TIXHOTO MpPUJIOKEHHe (MM, CIPUHIIOBKH/IIPEBAPUTEIHO
HaITbJIHEHH CIIPUHIOBKH).

5. Jleknapauus, 4e NMpH JOCTaBSHE B CKi1aga OMONPOAYKTHTE i€ ObJaT OKOMIIJIEKTOBAHH C
TEeMIIEPaTypHH MOHHUTOPH, YIOOCTOBEpsBAaIlld CHA3BaHETO Ha XJIQJAMJIHaTa Bepura IIpH
TPAHCIIOPTa ¥ CHXPAHEHHETO A0 JOCTaBKAaTa CBHIJIACHO YKa3aHUATA HA IPOU3BOAMTENA (CBITL
ui. 10 ua Hapen6a Ne 15/12.05.2005 r.).

6. lexsapanus, uYe cXeMara Ha MpHJIOXKEHHE Ha OHONpPOOYKTHTE 3a 3aQbJDKUTEIIHH
HMYHH3aLHM M PpPEHMYHH3alMH IIe CBOTBETCTBA Ha VIMYHM3alMOHHHS KaJeHAap Ha
Penybnuka benrapus (ceri. T. 1 ot Ilpmnoxenue Ne 3 kM wi. 9, an. 2 ot Hapenba Ne
15/12.05.2005 r.).

7. JNexjapanus, e BaKCHHATE 332 HMYHH3allHH JO 6 HABBPIIEHH MECELH CIE] PAXIAHETO
cpemy 3a00JiABaHHATA, BKIIOYEHH B VIMyHW3aUMOHHHA KaneHjgap me ca 6e3 >KHBayHO-
CHIOBPKALL KOHCEPBAHT WIIH TaKbB B KOIMYECTBO IOJ 2 MHKpOrpaMa 3a g03a (ChINL-T. 2 OT
Mpunoxenune Ne 3 kpM uiL. 9, an. 2 ot Hapen6a Ne 15/12.05.2005 r.).

8. Jeknapanus, ye 6MONPOXYKTHT 32 U3BBPIIBaHE Ha 3aJbJDKUTENHA [IIAHOBA UMYHH3aUUsA
¥ PEMMYHM3allds CpElly NHEBMOKOKOBM HMH(GEKIHH Iie OBbAe MHEBMOKOKOBA KOHIOIHpaHa
BakcHHa (cbrUI. T. 7 oT [Ipunoxerue Ne 3 kbM wi. 9, an. 2 ot Hapenba Ne 15/12.05.2005 I.). _mcwcemssr

Jara: 11.02.2015r. XKeko JKekoB )KeKo
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OBPA3EI] Ne 11
HEHOBO HNPEJJIOKEHUE

3A YYACTHUE B OTKPUTA ITPOUEAYPA 3A Bb3JIATAHE HA OBIIECTBEHA
ITOPBYKA C [IPEJMET:
»CKlo48ane Ha pamKoeo cnopasymenue 3a docmaexa Ha GAKCUHU 3a 3advancumennu u
Hereeu  UMYHUZAUUW U peUMPHU3AYUU, GUONPOOYKMU 3G u3GBpWGaHe Ha
HOCMEKCROIUYUORHA NPOPUNAKMUKA 3a CbOMEEMHUMe 200UHU NPe3 CPOKA Ha deiicmeue
Ha cnopasymenuemo*, no Obocobena nosuttua Ne 5 ¢ npeomem ,,/locmaexka Ha earcuna
cpeuly nHeeMoOKOKU “ o —_—
AO: n-p Ilersp CrehanoB MockoB - MUHHCTBD Ha 3[paBeoNasBaHETO H BB3JIOXKHTEN, TP.
Codus, mnomay ,,Ceera Hemenst No5
(naumenosanue u adpec na Bvsnoscumens)
Ot: AnBoren ®apma Beirapus EOOJ]
(Haumeno8aHuUe HA YuacMHUKA) —~
¢ aapec: rp. Cods, 6yin. Boirapus Ne§6A,
Ten.: 02/4477784, baxc: 02/4417139, e-mail: diliana.podolesheva@alvogen.com
peructpupad 1o ¢.a. Ne / I. 110 OTIHCA Ha ChA,
EUK / Byncrat: 201035481,
Hata u wMsicro Ha perucrpauns no JJIC: HAII-Teputopuansa [upexuus Codus-
No220421000005039/08.03.2010 roguna

Pasnnamarensa cMeTka:

Havkor kog: BGUSBGSF;

bankosa cMeTka: BG67BGUS91601002888900;

6anka: brirapo Amepukancka Kpenuraa banka AJl; -
rpag/kinon/opuc: Codus;

YBAXKAEMHU JAMMU U T'OCIIOJIA, -

Ciieqt 3ano3naBane ¢ yCJIOBHATA Ha NOPHYKATA, 3aABIBAME, Y€ JKENaeM Ja yJacTBaMe B
obsBenara oT Bac oTkpuTa mpolesypa 3a Bb3naraHe Ha O6INECTBEHA IIOPBYKa C HpPEAMET:
»CRlOusane HA pamKoso cnopasymenue 3a 00CMABKA HA 6AKCUHU 3a 3A0BAHCUMENHU U
uenreeu  UMYHU3QUUU U PeUMYHU3QUUU, OUONPOOYKMU 3a  U3ELPUIGAHE Ha
HOCMEKCROZUYUOHHA NPOPUNAKMUKA 3a CbomEemHUme 200UHU NPe3 CPOKA HA delicmeue
Ha cnopazymenuemo*, no Qbocobena nosuyua N 5 ¢ npeomem wocmaerka na eakcuna
cpewy nHeemMoKkoku, BbB BpB3Ka ¢ KoeTo Bu npescrassive Hamara odepra, KakTo Cliemsa:

) AR
SYNFLORIX
0.5ml
suspension for 46.5508.|  55.86n8.
injection - 1 pre-
filled syringe + 1
needle




3abenexncka: EnHHYHATA IeHA 33 1032 H KOMILIEKT, CJIeIBA A Ce€ NOCOYM 0
CHOTBETHHS 3HAK CJI€/l IeCETHYHATA 3aneTas, ChIVIACHO MOCOYEHUTE eNHHHIHH LieHH B
TexHuyeckara cneuudukauus, 3a_chborBeTHaTa o6ocoGena mnosuumsa., llemara 3a
ONAKOBKA ¢JIeIBA 12 €€ NPEI0KH 10 BTOPH 3HAK CJIe] JIeCeTHYHATA 3aneras.

Taxa npemmoxeHata ueHa BKTIOYBA BCHYKH PasXO[y 3a H3IbJIHEHHE -IpeaMeTa Ha
NOpbYKaTa. 4 :

[locouenara nena e QuKcHpaHa, HE NOIEKHA HA MPOMSHA 3a CPOKA HA NeHCTBHE Ha
ZI0roBOpa, OCBEH B Cily4auTe Ha ufl. 43, an. 2 or 3OIl. B cmyuvaii, 4e mpe3 BpemeTo Ha
JIGHCTBHE Ha JOTOBOpa CTOMHOCTTA, KOATO ClelBa Aa Ce 3amniama ¢ My6IMYHH CPefcTBa Ha
JIEKapCTBCHH MPOAYKTH OT I[IO3MTHBHHS JNeKapcTBEH CHHMCBK CTaHe IO-HHCKA OT
JIOTOBOPEHATa, BH3IOXKHTEAT 6E3yCIOBHO 3aMmIania TeKapcTBEHHTE IPOAYKTH Ha I0-HUCKaTa
[IeHa, OT JaTaTa Ha BJIM3aHE B CHMJAa Ha KOHKPETHOTO pelleHue Ha HanuoHamHHA chBeT Mo
LeHH B peuMOypCHpaHe Ha JICKapCTBEHHTE MPOIYKTH.

IlpennoxeHuTe LIEHW ca ONpENENeHH IIPHY IIBIHO CBOTBETCTBHE C YCJIOBUSITA OT
JIOKyMEeHTalusATa no nporeaypara.

3agpmkapaMe ce, ako Hamata odepra Oble NpHETa, Aa M3NBIHHM M npenanem
JIOrOBOpeHHTE paboTH, CHIVIACHO CPOKOBETE U YCJIOBUATA, 3AJIETHAIH B IOTOBOPA.

Ilpu yciosue, ye 6baeM H3OpaHU 3a H3IBIHATEI HA ODIIECTBEHATA TIOPHUKA, HUE CMe
CBIJIACHH Ja TMOAMHIIEM H IPEeACTaBUM naquHa/6aHKOBa rapaHiys 3a H3IbIHCHHE Ha

C l?q_x{c/__,



