TEXHHYECKO IIPEJJIOKEHUE

3A YYACTHE B OTKPUTA ITPOIEAYPA 3A Bb3JIAI'AHE HA OBHIECTBEHA
INHOPBUYKA C IPEJMET:

» CKIlIO4B8aHEe HA PAMKOBO CnOpa3yMeHlle 34 0OCMABKA HA 8AKCUHHU 30 3A0bANCUMENTHU U enedl
UMPHU3AUUU U PEUMYHUIAUUU, OUORPOOYKMU 34 U36LPUIEAHE HA nocmekcnos'uuuouua
npogunakmuka 3a coomeemuume 200UHU NPe3 CPOKA HA Oelicmeue HaA cnopasymernuemo, no
Obocobena nozuyua Ne 5 ¢ npeomem [locmaska Ha 6aKCUHA Cpewyy RHEBMOKOKU, NeOUAmpUiHA

IIO MuHucTepcTBo Ha 3paBeoriazpaneTo, 1. CBera Hemenst NoS, rp. Codus

(Haumenosanue u adpec Ha 8b310J4CUMEIS)
Or:.I'makcoCmutKnaiin EOOJ]

(HaumeHo8aHUe HA YLACMHUKA)

¢ anpec: rp.Codus, 6yn. Lapurpaacko moce Ne 115 T,
Ten.: 02/9531034, daxc: 02/9505605, e-mail: Dobromir.r.germanov@gsk.com
peructpupan no ¢.x. Ne 10240/2003, tom 945, per I, crp. 200, mapt. Ne 79531r. mo omuca Ha
Coduiicku I'pancka cbj, ‘
Byncrar / EMK: 131159254,
Jara u mscro Ha peructpanus mo JJJIC: 11.03.2005 r., rp. Codus

YBAKAEMHU JAMH U I'OCIHIOJIA,

C nHacTosmoTo, By ImpejcTaBsMe HaIIETO TEXHHYECKO IPEAJIOKEHHE 3a H3MBJIHEHHE Ha
obsBeHara oT Bac npolienypa 3a Bp3/iarase Ha o0liecTBeHa ophuka ¢ npeamer: ,,Crawugane Ha
PAMKO0B0 cnopasymeHue 3a 00CMAGKA HA 6AKCUHU 3A 3A0BANCUMENHU U Yele6U UMYHU3AUUL U
PeuUMyHu3auuu, OUonpooOyKmu 3a U3ebpuisaHe Ha nocmexcno3uuuonua npodunakmuka 3a
CvomeemHume 200UHU RPe3 CPOKa Ha Oelicmeue Ha cnopazymenuemo®, no Obocobena nozuyus
Ne 5 npeomem Jlocmaska Ha 6aKkcuHa cpeuly NHE6MOKOKU, Reouampuuna, otkpura Pemenue Ne
PA-11-635 ot 29/12/2014 r. wa [-p llersp MockoB MUHHCTBD Ha 3[paBeoNa3BaHETO H

BBIIOXKHTEI, -

~.
1. CpoxbT 3a M3NBIHEHHE Ha TpeaMeTa Ha noquKaTa e mo 31.12.2015 r., /cvenacngr ™

(/ npoexma Ha 002060pa/;
2. CpoxsT 3a nocraBka Ha OuompomykTtute € 10 pa6OTHH JHH ciel ToJiydaBaHe ~Ha
MHCMEHa 3asBKa 3a HEOOXOIMMOTO KOJHUYECTBO /HO He no-xvcHo om 10 xareHOapHu OHu
CA1e0 NOMYHABAHE HA NUCMEHA 3AABKA 30 HEODXOOUMOMO KOAUYECTEo/.
l'apanTpaMe, 4e CcM€ B CBCTOSHHE Ja H3MBJIHHM KadeCTBEHO NOphYKaTa B IIBJIIHO
CBOTBETCTBHUE C ropeomnucanara odepra.

TIpuaoxenne:

1. 3aBepeno KoMie Ha BANHARO paspelieHHe 33 yiorpeba B cTpaHaTta, u3naneHo no peaa Ha 3JIIIXM
unu Pernament (EO) Ne 726/2004 Ha Epponefickus napmaMenT u CeBera Ha EC (wn. 23, an. 1 or
3JIIIXM). B ciryqaii Ha u3THYaHE Ha CPOKa Ha pa3pelIeHMEeTO 3a YNoTpeda Ha JIEKapCTBEH MIPOMYKT
npes 2015 r., y4acTHHKBT JeKJIapHpa B CbOTBETCTBUE € Wi. 55, an. 6 ot 3JIIIXM, ye konuyecTBaTa 3a
JIEKapCTBEHHUS IIPOAYKT Ca HAMTUYHH. .
2. Jlexnapauusi, 4e JOCTaBeHHUTE OMONPOAYKTH Lie OBbJAT € OCTAThYEH CPOK HA TFOAHOCT HE MO-
MaTbk oT 45 % /qempn,ueceT H netr/ ot oOABeHHST OT IPOW3BOAWTENS KBM JlaTaTa Ha BCsKa
JIOCTaBKa;
3. dexnapauus, ye Guomnponykra e BkitoueH B [Ipunosxkenue Ne 3 Ha [lo3uTuBHHA J€KapCTBEH
COMCBHK.
4, Jleknapaunus, ue GMONPOAYKTHTE IIe OBIAT OKOMILIEKTOBAHH C HEOGXOMMMHTE TEXHHUYECKH
CPEACTBa 32 TAXHOTO MPWIOKEHHE (WIIIH, CIIPUHIIOBKH/TIPEABAPUTEIHO HAITBIHEHH CIPHHIIOBKH).
5. Hexknapauusi, 4e TpH [OCTaBsiHE B CKJaja OGMOMPOAYKTHTE Lie OBAAT OKOMILUIEKTOBAHH C

eMIIEpaTypHH MOHUTOPH, YIOCTOBEPABALLY CTIA3BAHETO Ha XJIa[IU/IHATa BEPUTa NIPH TPAHCIIOPTA H
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CHXPAHCHHUETO IO JOCTaBKaTa CBITIACHO yKasaHWsATa Ha mpou3BoguTens (coril. wi 10 na Hapenda
Ne 15/12.05.2005 r.).

6. Jexnapauus, ye cXxemara Ha IIPHIOKCHIE HA OHOTPOAYKTHTE 32 3ab/KHTCIIHE UMYHH3ALUH 1
PCUMYHHU3AlMH HIe CBOTBETCTBA Ha MmyHu3annonnus kaneHgap Ha Pemy6auka Briarapus (cori. 1.
1 ot INpunoxenne Ne 3 kpm ur. 9, an. 2 ot Hapen6a Ne 15/12.05.2005 1.).

7. Mexnapaums, ue BAKCUHUTE 33 HMYHM3AUHH [0 6 HABBPIIEHH MECENHM CIeJl PAKIAHETO CPEIy
3a00/sBaHUsATa, BKIMIOYEHH B IIMyHM3aUMOHHMA KaleHIap IIe ca 0e3 J>KHBAYHO-ChIbPIKALL
KOHCEPBAHT MJIM TaKbB B KOJMYECTBO IIOJl 2 MHKpOrpama 3a jo3a (Cbri. T. 2 ot [Ipunoxenue Ne 3
kbM L. 9, an. 2 ot Hapenba Ne 15/12.05.2005 r.).

8. Hexnapauus, ye GHONPOAYKTHT 3a M3BBPIIBAHE HA 3aMbIKUTENHA 1]

Hara: 11.02.2015 r. ITonmuc u meyar:
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IEHOBO IIPE/VIOKEHUE

3A YYACTHE B OTKPUTA ITPOLHEAYPA 3A BB3JIA'AHE HA OBIHECTBEHA

IMOPBYKA C IPEJMET:
,»CKILIOY8aHE HA PAMKOBO CROPA3YMEHUE 34 0OCMABKA HA 6AKCUHU 34 3a&bmfcumejmu u
ueneeu  UMYHU3AUUU U PEUMYHU3AUUU, OUORPOOYKMU 34  U36bPUIGAHE  HA

HOCMEKCHO3UYUOHHA RPOPUNAKMUKA 34 CboOmEemHUmMe 200UHU npe3 CPOKa Ha Oelicmeue
Ha cnopasymenuemo®, no Qbocobena nozuyus Ne 5 ¢ npeomem J[locmaeéka na 6axkcuHa
cpeuy nHe6MOKOKU, )

JTIO:MunnictepcTBO Ha 3/ipaBeona3BaneTo, rp. Codmus, . Ceera Henems NeS

(raumenoganue u aopec Ha Bv3noowcumens)
Ort: I'makcoCmutKiaitn EOO]

(HaumeHoBaHUe HA YUACMHUKA)

ten.: 02/9531034, dakc: 02/9505605, e-mail: Dobromir.r.germanov(@gsk.com
peructprpan o ¢.ja. Ne 10740/2003 ToM 945, per I, ctp. 200, mapt. Ne 79531r. no onuca Ha
Cocuiicku ['pancku cbi,,
EUK / Byncrat: 131159254,

Jlara u mscro Ha peructpauus o JJIC: Jlata u Msacto Ha peructpanus no JUJIC: 11.03.2005
r., p. Codus

Pasmnaniareiiia cMeTKa:

banxkos xoxn: CITIBGSF;

Hankosa cmetka: BG10CITI92501000106904;
Oanka: Cutn6ank Eppona A/l ;
rpag/knos/oduc: kiion buiarapus;

VBAJKAEMH JAMH 1 TOCIIOIA,

Criepi 3amo3HaBaHe C YCJIOBHATA Ha MOpbhYKaTa, 3asiBsBaMe, YE JKEJIaeM 1a y4acTBaMe B
o0siBeHara OT Bac OTKpuTa IpoOIEeaypa 3a Bb3Jara€e Ha OOIIECTBEHA MOPHYKA C IIPEAMET:
wCKllougaHe HA PAMKOBO CHOPA3YMEHUE 34 00CMASKG HA 8AKCUHIU 30 3A0BANCUMEAHU I
uenesu  UMYHUZAUUN U PEUMPHUZAUUU,  OUONPOOYKMIL 30 U36BPUIEUHE  HAL
HOCMERCNO3ULUOHHA RPOPUAAKMUKA 30 CHOMEeMHUMe 200 UHU RPe3 CPORA Ha Oelicmgue
Ha cnopasymerueno®, no OQvocodena nozuuua Ne 5 ¢ npeomem [Jocmaska Ha 6aKCUHA
cpey nHesMoKoKU, BBB BPb3Ka ¢ Koeto Bu npescTasame Halata odepra, KakTo CeiBa:

R T

:0NMMAKOBKA

SY‘\JFLORIX
0.5 ml
suspension for
iniection - 1 46 15 an. 35.62 nm. 4633 ar.i 33.6
pre-filled
syringe -+ 1
needle 1 dose




3abenencka: EQMHUYHATA IIEHA 32 /1032 M KOMILIEKT, CJIeIBA Ja ce MOCOYH J10
CHOTBETHHA 3HAK ¢Jie] AeCeTHYHATA 3a0eTas, ChIIACHO NMIOCOYCHHTE eAMHMYHH 1IeHH B
TeXHHYecKaTa coeuHHKANMA, 32 ChoTBeTHATa 000cobeHa no3umusa. Ilemata 3a
OIAKOBKA CJIeABA 1A ce NPENJI0KH 0 BTOPH 3HAK CJIe] JeCeTHYHATA 3aNeTast.

Taxa mpenjoxenara UeHa BKJIFOYBA BCHYKH Pa3XO[H 3a M3NbJIHEHHE NpeAMETa Ha
MOpBUKaTa.

[locouenara ueHa € QuKcHpaHa, He MOJICXKH Ha MPOMIHA 3a CpOKa Ha JNEHCTBHE HA
JOroBopa, OCBEH B ciaydauTe Ha 4. 43, an. 2 ot 30IL. B cnyuaii, ye mpe3 Bpemero Ha
JICHCTBHE Ha JIOrOBOpa CTOMHOCTTA, KOATO CJe/Ba [la Ce 3arulania ¢ MyOIMYHH CpeAcTBa Ha
JNIEKAPCTBEHH TIPONYKTH OT [lO3MTHMBHMS JIGKAPCTBEH CHHCBK CTAHE [IO-HACKA OT
JOTOBOpEHATA, BB3I0KUTEIAT OE3yCIOBHO 3aIlIalna JIeKapcTBEHUTE MPOAYKTH Ha [TO-HUCKATA
IICHa, OT JaTaTa Ha BJIM3aHE B CHJIAa Ha KOHKPETHOTO pelleHue Ha HauuoHaiHHs CBBET IO
LEHH U peuMOypcHpaHe Ha JIeKapCTBEHHTE NMPOLYKTH.

[IpennoxeHuTe LEHH Ca ONpEJENeHH MPH MBIHO CHOTBETCTBHE C YCIOBUSTA OT
JOKYMEHTALMATA 110 IIPOLeypara.

3agemxaBame ce, ako Hamara odepra ObAe HpHeTa, Ja H3NBIHHM H TIPEAafeM
JOTOBOPEHHTE PabOTH, CBINIACHO CPOKOBETE U YCJIOBHATA, 3aJIETHAIIH B OTOBOPA.

IIpu ycnosue, ye ObieM H30paHH 32 UIMBIAHUTEN HAa OOLIeCTBEHATa NOPHYUKA, HHE CME
CBIUIACHH Jla TOAINMWIIEM H TIPE/ICTaBHM naquHa/6aHKOBa r Vg_\a‘g}mﬁ\ga H3IBIHECHHE Ha

1

3abJUKEHUSATA TI0 IOrOBOpa B pa3mep Ha 3 % oT CTOHHOC’I’Ia A
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