TEXHHUYECKO ITPE/UIOXKEHUE

3A YYACTHUE B OTKPMTA ITPOLIEAYPA 3A BB3JIATAHE HA OBIIECTBEHA
IIOPBYKA C IIPEJIMET:

»CKLIOu6ane Ha pamMKoso cnopasymenue 3a OCMAEKA HA 6AKCUHU 34 3AVBANCUMETHI U UeneeU
UMPHU3AUUU U PeUMYHUIAWUU, OUORPOOYKMIU 3G U3GLPUIBAHE HA HOCMEKCHOZULUOHHA
npopunakmuka 3a coomeemnume 200UHU nPe3 CPOKA Ha Oeficmeile HA CNOPAZYMEHUENO, no
Obocobena nozuyua Ne I c npeomem JJocmaska na eaxcuna cpewqy xenamum mun b5

AO:Munucrepcrso Ha 3apaseonassaneto, . CBera Henmens NeS, rp. Codus

(haumenosanue u aopec Ha 6b31020CUMENS)
Or:.I'makcoCmutKmaitu EOO/]

(HaumeHoBaHUe HA YHACMHUKA)

¢ aapec: rp.Codus, 6y Iapurpamcko mwoce Ne 115 T,
Ten.: 02/9531034, daxc: 02/9505605, e-mail: Dobromir.r.germanov@gsk.com
peructpupan 1o ¢.a. Ne 10240/2003, tom 945, per 1, ctp. 200, mapr. Ne 79531r. mo omwmca Ha
Coduiicku I'paacku by,
Byncrar / EMK: 131159254,
Hara u macto Ha peructpauus oo JJIC: 11.03.2005 r., rp. Codust

YBAKAEMH JAMHA M I'OCIIOJIA,

C mactosmoTo, Bu mpezcraBsMe HAlIeTo TEXHHYECKO MpeUIOKEHHE 32 U3NBIHEHHEe Ha
obsiBeHaTa OT Bac nponuenypa 3a Bp3iaraHe Ha OGIIECTEBEHA [IOPBUKA C PeAMEr:—, CRII0U6aHE HA
PAMKO60 CROpA3YMEHUE 30 OOCHABKA HA 6AKCUHI 30 3A0BANCUMENHU U UEle6U UMYHU3ANUN U
peumyHuzauuu, OGUORPOOYKMU 3G U3ELPUIBAHE HA HOCHEKCROZUUHOHHA RpouAaKmuKa 3a
CbomeemHuune 200UHU Hpe3 CPOKA Ha Oelicmeue Ha cnopasymenuemo, no Qdocobena nouyusa
Ne 1 npeomem Jlocmaska na earcuna cpewy xenamum mun B, neduampuuHna, OTKpUTa
Pemenne Ne PII-TT-6350T 29/12/2014 r. ua JI-p [letsp Mockos MEHHCTBD Ha 3paBeoNa3BaHeTo

U BB3JI0XHTE,

1. CpokbT 3a M3'BJIHEHHE HA OpeaMeTa Ha Hopbukarta e 31.12.2015, /cveaacro npoexma na
dozo8opal;

2. CpoxbT 3a nocTaBka Ha OHonpomykTutre e 10 paGOTHM IHH Ciel TONyd4aBaHe Ha
NUCMeHa 3asBKa 3a HEOOXOOUMOTO KOJIHYECTBO /Ho He no-kwvcho om 10 KANeHOapHU OHU
cied noayuasame Ha RUCMEHA 2aA6KA 3d HeobxoouMomo KOAuyecmeo/.

['apanTupame, 4€ cMe€ B CBCTOAHHE Jia HM3IBIHAM KayeCTBEHO IIOPHYKATA B ITBJIHO

CHOTBETCTBHE C ropeonucanata odepra. ’

puiioxkenue:

1. 3aBepeHo KonHue Ha BATTMHO pa3pellleHne 3a yrnoTpeba B CTpanara, M3ajAeHo 110 peaa Ha 3JI[TXM
uni Pernament (EO) Ne 726/2004 na Esponeiickus napnament u Cohbeta Ha EC (wn. 23;am | ot
3JIIIXM). B ciywail Ha H3THYaHE Ha CpOKa Ha PAa3pELIEHHETO 3a YIOTpe6a Ha JeKapCTBEH MPOAYKT
npe3 2015 r., yYaCTHHKBT AEKIapHpa B CHOTBETCTBHE ¢ Wil. 55, an. 6 ot 3JI[IXM, ue konuyecTBaTa 3a

JIEKAPCTBEHHS NIPOYKT Ca HATUYHH.

2. lexnapaums, ye IpCTaBEHHTE GHOMPOAYKTH L€ OBAAT C OCTAThYEH CPOK HA TOAHOCT HE HO-
MaibK OT 45 % /ugfupunecer u net/ or OOABEHHMAT OT IPOM3BOAMTENS KBM JaTaTa Ha BCSKa
JIOCTABKA,;
3. JekJa
CITHCEK.
4. NMexaapaun € OMONpPOAYKTHTE Ine OBIAaT OKOMIUIEKTOBAHU C HEOOXOAUMHTE TEXHHUUYCCKH
Cpe/cTBa 3a Ts 0 TIPUJIOKEHUE (UTTIH, CIIPHHIIOBKH/IIPEIBAPUTEHO HATBJIHEHH CIIPHHIIOBKH).
5. [exmapauug, 4e rpu JOCTaBSHE B CKIaja OMOMPOLYKTHTE Le OBIAT OKOMIUIEKTOBAHU C
%pmyp}m MOHHUTOPH, YAOCTOBEPSABAIIY CIA3BAHETO HA XJIaAUJIHATA BEPUIa HPH TPAHCIOPTA H

Ouonponykra € BimoueH B Ilpunoxenne Ne 3 Ha [[o3MTHBHHS EKapCcTBEH
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ChbXpaHEHHETO 10 I0CTaBKaTa ChIJIACHO YKa3aHWsTa Ha mpoussoAauTess (Corit. 4wi. 10 wa Hapenba
Ne 15/12.05.2005 r.).

6. lexmapanus, 4e cxeMara Ha IIPHI0KEHHE HAa GHOIPONYKTUTE 32 3aBIDKATENHH HMYHH3alWH H
penMyHU3alHy e CROTBETCTBA Ha IMyHHM3anuOHHUA KaneHaap Ha Peny6ianka Benrapus (I T.
1 ot Ilpunoxenne Ne 3 kpM un. 9, ain. 2 ot Hapenfa Ne 15/12.05.2005 r.).

7. exmapanus, 4e BaKCHHHTE 32 MMYHH3ALHH 10 6 HABBPIIEHH MECEIH CIIC PAXKIAHETO cpemy
3a00/I9BAHMATA, BKIIOYEHM B VIMYHH3aUMOHHMS KaJleHHAp Wle ca 6e3  KHBAYHO-CHIBPIKALL
KOHCEPBAHT HJIM TaKbB B KOJUYECTBO M0J 2 MEKPOrpama 3a 103a (Chri. T. 2 oT [Ipunosxkenue Ne 3
KbM YiI. 9, ann. 2 ot Hapen6a Ne 15/12.05.2005 r.).

8. Hexnapauus, ye GHOMPONYKTHT 3a M3BBPIIBAHE HA 3aABIKHTENHA IIAHOBA HMYHH3aIHA U
PCHMYHH3AIHMH POTHB XenaTHT TUN b 1me 6bhe pekoMOUHAHTHA %€ 1 BaKCHHAa, HE3aBHCHMO
Jajid XE€NaTuT b aHTUreHBT ce ChAbpPKa B MOHOBAJIEHTHA HJI @gﬂ

Hata: 11.02.2015 .
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HEHOBO ITPENJIOXKEHHUE

3A YYACTHE B OTKPHUTA ITPOUEYPA 3A Bb3JIATAHE HA OGHIECTBEHA
ITOPBYKA C IPEJMET:

»CKlougane na pamKkoso cnopasymenue 3a 00CMABKA HA 8AKCUHU 3Q 3Q0BANCUMENHU U

Henesu  UMYHUZAWUU U DeUMYHU3AWUU, OUONPOOYKmMU  3a  U36bpUIGAHE  HA

ROCHIEKCHO3UYHOHHA NPOPUIAKMUKA 3d CbOMEEMHILMe 200UHU npe3 cpoKa HAa deiicmeue

Ha cnopasymernuemo®, no Qbocobena nosuyus Ne 1 ¢ npeomem /Jocmaska Ha eaxcuna

cpeuyy xenamum mun b, neduampuuyna,

JO:MunucTepcTBO Ha 3apaBeonassanero, rp. Codus, mi. Ceera Henens No5

(Haumenosanue u aopec Ha Bvanoxcumens)
Ot: I'nakcoCmutKtaita EOOJ]

(HaumeHosanue na yuacmuuxa)

TeiL.: 02/9531034, dakc: 02/9505605, e-mail: Dobromir.r.germanov@gsk.com
peructpupad no ¢.a. Ne 10240/2003, Tom 945, per I, crp. 200, mapt. Ne 7953 1r. 1o omuca Ha
Coduiicku I'pancku cwi,,
EWK / Byncrat: 131159254,
Hara u wmscto na peructpauus no JJC: Jlara u mscto Ha permctpanus mo JUJIC:
11.03.2005r., rp. Cous

Paznnamarenia cMeTka:

6ankoB koa: CITIBGSF;

6ankoBa cMeTka: BG10CITI92501000106904;
6anka: Curu6ank EBpona A/l ;

- rpaj/kion/opuc: kaoH beiarapus;

YBAKAEMMU JAMH U T'OCIIOJA,

Crieq1 3amo3HaBaKe C yCIIOBHSATA Ha IOPBUKATa, 3aABABAME, d€ XKEIaeM Ja YYacTBaMe B
obsiBeHaTa OT Bac oTKpuTa mpolefypa 3a Bh3JlaraHe Ha oOLIECTBeHa MOPHYKA C HPEAMET:
»CKAl0OY6ane Ha pamKoeo cnopasymenue 3a 00CMAEKA HA 6AKCUHU 3a 3AOBANCUMENHU U
uenegu  UMyHU3AUUU U peUMYHU3AUUU, OUONPOOYKMU 34  U3CBPUIEAHE  HA
HOCMEKCRO3UUUOHHA NPOPUIAKMUKA 30 CoOMEemHUmMe 200UHU hpe3 cpoKa Ha delicmeue
Ha cnopasymenuemo®, no Obocobena nozuyus Ne 1 ¢ npedmem Jlocmaeéxka Ha eéaxcuna
cpewty xenamum mun b, neduampuuna, BB Bpb3Kka ¢ xoeTo Bu mpepcTaBsiMe Hamata
otdepTa, KaKTo cilepa:

ENGERIX B
10
micrograms/0,5
ml

Suspension for
injection in pre-
filled syringe 1
dose

12.60 ns. 15.12 ns. 12.60 nB.| 15.12 nB. 12.60 8. 15.12 1. | 12( 1209600.00ns.

ﬂéun/; Koo KM‘/




3abenexncka: EIIHHH‘lHaTa ICHA 33 710324 H KOMILIEKT, cjieIBa A Ce I0COYH 0
CHOTBETHHSA 3HAK CJIe]l TeceTHYHATA 3aMeTasd, CbIJIACHO IMOCOYEeHUTE eIHHUYHU HEeHH B
TeXHHYeCcKaTa crnemndHKalHs, 32 CchOTBETHATA 00ocobeHa TMO3HIHA. Ilenara 3a
OINNIAKOBKA CJICABA 1a ¢C€ NMPEeAJOKH 10 BTODH-3H8K CJeA NCCETHYHATA 3aneTast.

Taka mpennoxenaTa 1eHa BK/IOYBA BCHYKH pa3XOfH 3a H3MbIHECHHE npeaMeTa Ha
opbUKara.

Ilocouenara uena e QpuKCHpaHa, He MO/JICKH Ha NPOMSHA 33 CPOKa Ha ACHCTBHE Ha
Z0TOBOpA, OCBEH B ciywauTe Ha wi. 43, an. 2 ot 30Il B ciyuaii, ye mpe3 BpemeTo Ha
NEHCTBHE Ha J0rOBOpA CTOMHOCTTA, KOATO CIE/BA Ja Ce 3aIialla ¢ MyOIMYHH CpeAcTBa Ha
JIEKApCTBEHH NPOAYKTH OT - IIO3MTHBHMS JeKapCTBEH CHHCHK CTaHE MO-HHUCKA OT
JOroBOpEHATa, BB3JIOKHUTEIIT O€3yCIIOBHO 3arIallla JeKapCTBEHUTE ITPOAYKTH Ha T10-HHCKaTa
neHa, OT JlaTala Ha BJM3aHE B CHJIa HA KOHKPETHOTO pelieHue Ha HaumonanHus chBeT mo
[EHHA ¥ peuMOypCcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH.

IlpemnoxennTe HEHH ca ONPEACNEHH INPH II'BIHO CHOTBETCTBHE C YCJIOBHSTA OT
JIOKyMEHTallMATa O Npoleaypara. -

3anpikaBame ce, ako Hamata odepra Obie IpHeTa, 4a HM3NBIHAM H npefgamgem
JIOTOBOPEHHTE pabOTH, ChINIACHO CPOKOBETE H YCIIOBHSTA, 3aIETHAIHN B JOFOBOPA.

ITpu ycnoBue, ye 6b1eM H30paHy 3a H3MBIHUTEN Ha OOMIECTBEHATA IIOpBbYKa, HHE CMe
CBbIJIACHH Jla TOAMMINEM H [OPENCTaBHM Mapud4Ha/0aHKOBA TrapaHLMs 3a HW3MbBIHEHHE Ha

Jara: 11.02.2015r.
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SN Texnuuecku cneyudurayuu na Bvznoycumenn _ Texnuuecku cneyuyukayuu na yHacmiuka
Ne by 2 3 4 5 6 | Ne 1 2 3 4 5 6
Cuenndnunn ATC Mexaynapoaso | JlexapcTsena Msapka Konuuec Cuennduunn ATC Mesxaynapoano | Jlekapersena Msapka | Koanue
TEXHHUCCKH Koa HEMATCHTHO dopma TBO TEXHHYCCKH KO/l HERATEHTHO dhopma CcTBO
H3HCKBAHUSA HAHMCHOBANNE o H3HCKBAHHS nanmcnoBanue/ no
Tvpzoecko
Haumenoganue
na
' npednazanuam
Guonpodyxm*
Hepatitis B vaccine HrxeKuHonHa no3a 80 000
(rDNA) / Hepatitis CyCIICH3Hs B
# B antigen purified NpeABapHTENHO
HAbJHEHA
Hepatitis B vaccine , ENGERIXB 10 CMPHHUOBKA
1. Xenarur Tun &, J07BCO Q%Z\C / Hepatitis napeHTepanHa no3a 80 000 1. Xenarwt Tun b, J07BCOI BmomOmSBM\o,m ml P
rneanaTpuuHa 1 B antigen pu ified nepyHarpuvHa ds . f
gen pur uspension for
injection mn pre-
; filled syringe
! Hepatitis B (rDNA)
i vaccine (adsorbed)
i
| CMUTLK
. *B yacmma ,, TexHuuecka cneyupukayusi Ha y4acmnuxa “ g konoHa 3 yuacmuuxa ciedga 0a noco e \peoscko \§ 10@AHUE HA NPEONazanUuAm
6uonpodyxm m & >
Tara: 10.02.2015 1. IMoanu | eyar:
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