TEXHWMYECKO IOPEJUIOKEHUE

3A YYACTHE B OTKPUTA TPOLEAYPA 3A BB3JIATAHE HA OBI[IECTBEHA
IIOPBYKA C IPEAMET:

»CRI046aHe HA PAMEOBO CnopasyMeHue 3a 0OCMABKA HA 6AKCUHU 3@ 3A0BANCUMENHU U UeACEH

UMYHUIAUUU U DEUMYHU3AUUU, OUORPOOYKMU 34 U3ELPUIGAHE HA HOCMEKCHOIULUOHHA
npogurakmuKa 3a cvomeemHume 200UHU Hpe3 CPOKA Ha Oeiicmeue HA CHOPAZyMeHUemo*, no
Obocobena nosuyus Ne 7c npeomem Jocmaeka na eaxcuna cpewy mopbunu, napomum,
pybeona ~—

ZIG"MHHHCTepCTBo Ha 31paBeonassaneTo, 1. Ceera Henenst N5, rp. Codus

(naumenoeanue u adpec na evznooicumens)
Ot:T'nakcoCmutKnaiin EOOJT

(Haumenosanue Ha y4acmHUKQ)

¢ aupec: rp.Codus, 6yn. Hapurpancko moce Ne 115 T,
Ten.: 02/9531034, daxc: 02/9505605, e-mail: Dobromir.r.germanov@gsk.com
perucTprpad 1o ¢.a. Ne 10240/2003, tom 945, per 1, crp. 200, napt. Ne 79531r. no onuca Ha
Coduiicku ['pagcku cba,
byncrar / EMK: 131159254,
Hara 1 mscto na perucrpauus no JIJIC: 11.03.2005 r., rp. Codus

YBAXKAEMMH JAMM U I'OCIIOJA,

C HacroAmoTo, By mpeicTaBsMe HaIIETO TEXHHYECKO IPEMTOKEHHE 33 W3MBIHEHHE Ha
obsiBeHarta ot Bac npoitesypa 3a Bp3arase Ha O0LIeCTBEHA TOPBYKA C TIpeaMeT: ,, CKIilousane Ha
PAMK060 cnopasymeHue 3a 00CHMABKA HA 6AKCUHU 3A 3A0bANCUMETHU U UeNesU UMYHUSAULU U
peumyHUIAKUU, OUORPOOYKMU 3 U3ELPUIEAHE HA NOCMEKCHOIUWHUOHHA NpopUIaKmuKa 3a
CbomeemHume 200UHY npe3 CPOKa Ha delicmeue Ha cnopasymenuemo*, no' Qbocobena no3uyua
Ne 7¢ npeomem /locmaska na eakcuna cpewly mopéunu, napomum, pybeona
, otkputa Pemenne Ne PJI-11-635 ot 29/12/2014 r. wa JI-p Iletsp Mockos MuHHUCTED Ha
' 3[PaBEONAa3BAHETO H BH3JIOKHUTEI,

1. CpoxbT 3a H3IbJIHEHHE Ha HpeaMeTa Ha nopwbukara € a0 31.12.2015 r., /cvenacko

npoexma na dozoeopa/;

2. Cpoxsr 3a nocraBka Ha Guompoxyktute ¢ 10 paGoTHM AHM Cclej NOJyuaBaHe Ha

IIHMCMEHA 3a1BKa 38 HEOOXOMUMOTO KOJHMYECTBO /Ho He mo-kbvcHo om 10 KaneHOapHu OHu
Ccned noAyYasane Ha NUCMEHA 3as6KA 3A HEODX0OUMOMO KOAUYeCmEo/.

lapanTvpame, 4e cMe B CBCTOSHHME [a H3IIBIHHM KauyeCTBEHO HOPBUKATA B HBIHO

CHOTBETCTBHE C [OpeonucaHaTa odepra.

IIpniaoxenne:
1. 3aBepeno Kkonue Ha BAIMAHO pa3pelIcHHe 3a yriotpeba B cTpaHara, u3aazeHo 1o pexa Ha 3JITIXM
wik Pernmament (EO) Ne 726/2004 ma Esponeiickus napnament 1 Cwpera Ha EC (wi 23, an. 1 or
3JIIIXM). B ciyvaii Ha U3THYaHe HA CPOKa Ha Pa3pelICHHETO 3a yrioTpeOa Ha JeKapcCTBEH MPOMYKT
npe3 2015 r., ydacTHHKBT AeKJIapHpa B CBOTBETCTBHE ¢ 4il. 55, ar. 6 o1 3JIIIXM, ue xosMyecTBara 3a
JIEKapCTBEHHS IIPOAYKT Ca HATHYHH.
2. lexnapauus, ye JOCTaBeHHTE OHONPONYKTH lie GBJAT C OCTaThYEH CPOK HA TONHOCT HE II0-
MambK 0T 45 % /yeTHpuieceT M meT/ OT OOSIBEHHMAT OT NMPOM3BOAMTENS KbM JaTara Ha BCAKA
JIOCTaBKa;
3. Jeknapauus, 4ye 6Guonpoaykra e BimoueH B IIpunoxenne Ne 3 ua ITo3WTHBHHS JIeKapCTBEH
CITHCBK. A
4. Jexnapanud, ye OHOIPOAYKTHTE INEe OBJAT OKOMILIEKTOBAHM C HEOOXOOUMHTE TEXHHUYECKH
CPeIICTBA 38 TAXHOTO NPUJIOKEHHE (MITIM, CIIPUHIIOBKH/TIPEIBAPHTEITHO, HAMTBIHEHH CIIPHHIIOBKH).
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5. Mexaapaumsi, ye IpH JOCTaBsHE B CKiaja OHONPOAYKTHTE e OBAAT OKOMILIEKTOBAHH ©
TEMIIEPATYpPHE MOHHTOPH, YAOCTOBEPSBALIM CIIA3BAHETO HA XJAJUNHATA BEPUIa NPH TPAHCIIOPTa H
CBXPAaHCHUACTO 0 JOCTAaBKATa CBHIVIACHO YKa3aHHUSTA Ha mMpou3BouTeis (corit. wi. 10 va Hapenba
Ne 15/12.05.2005 1.).

6. ,I[eknapamm, 4€ CXEMaTa Ha ITPHUIJTIO)KEHHE Ha 6HOHp0}1)’KTHTC 3a 3a0BJDKUTEIIHY UMYHH3aL KU U »

PEHMyHU3AIHH L ChOTBETCTBA Ha MIMyHU3alMOHHUS KaneHaap Ha PenyGnuka Bouirapus (curi. T.
1 ot lpunoxende Ne 3 kum a1, 9, an. 2 ot Hapen6a Ne 15/12.05.2005 r.).

7. Mexnapauns, Y€ BAKCHHUTE 3@ HMYHH32IHH 10 6 HABHPIIEHH MECEIH CIel PaXKAAHETO CPEIly
3a00IsiBaHUsTA, BK/HOYEHH B KIMYHHM3AalMOHHHS KaleHJAp “Iie ca 6e3 KMBAYHO-ChIBPIKAL
KOHCEPBAHT UM TaKbB B KOJIHYECTBO MOJ 2 MHKpOrpama 3a go3a (CbriL. T. 2 oT [Ipuinoxenue Ne 3
KkbM 4i1. 9, ant. 2 ot Hapenba Ne 15/12.05.2005 r.).

8. Jexnapauus, 4e GHONIPOJYKTHT 32 M3BBPIIBAHE HA 3aIBIDKHTENHA ILTAHOBA MMYHH3AIUS H
PEeHMYHH3AUHH POTHB MOPOUIH, TapOTHT M pySeoia iie Obac KEMAKHI Dara paKcita MOpOMIIHU-
HNapoTHT- pyoeorla C IIaPOTUTEH BaKCHHAIEH IIaM Jeryl Ly I@Q Heros B4

Jara: 11.02.2015 . -
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HEHOBO ITPEAJIOKEHUE

3A YUACTHUE B OTKPUTA NIPOLIENYPA 3A BB3JIATAHE HA OBIIECTBEHA
INIOPBYKA C ITIPEJIMET:

»CKIl048aHe HA PAMKO6O cnopasyMeHue 3a DOCMABKA HA 6AKCUHU 3a 3A0BANCUMENHU U

ueresu  UMYHU3QUUU U peUMYHU3QUUU,  BUONPOOYKMU 34 u3évplueane  Ha

NOCHIEKCROZULHOHHA NPOPUNIAKMUKA 3a CHbOMEEMHUmME 200UHIL nPe3 CPOKA Ha deiicmeue

Ha cnopazymenuemo*, no Obocobena nosuyusa Ne 7 ¢ npeomem Jlocmaeka na eéaxcumna

cpewy Mopbunu, napomum, pybeona, -

HO:Munnctepcrso Ha 31paBeomnassanero, rp. Codus, . Ceera Henens NoS

(raumenoganue u adpec na Bvaroocumens)
Ort: I'makcoCmutKiaitn EOO]]

(Haumenoganue Ha yuacmuuka)

Ten.: 02/9531034, dakc: 02/9505605, e-mail: Dobromir.r. germanov(@gsk.com
peructpupas-fo-d-- Ne 10240/2003, Tom 945, per I, ctp. 200, mapt. Ne 79531r. no omuca Ha
Codmuitcku 'pancku cby,,
EUK / Byncrar: 131159254, —
Hata 1 Mscto Ha peructpanus no JJIC: Jlata 1 MACTO Ha perucTpauys mno JJC: 11.03.2005
r., rp. Codus

Pasnnamarenna cMeTka:

6anxoB kox: CITIBGSF;

HaHKoBa CMeTKa: BGIOCITI92501000106904
6anka: Cutubanx Espona AJl ;
rpaa/knos/oduc: kiaoH Beiarapus;

YBAXKAEMH JAMH U TOCIIOJIA,

B Crten1 3a1103HaBaKe C yclOBUATA HA NOPHYKATA, 3asBABAME, Y€ KEIaeM Ja yUacTBaMeE B
obsBeHaTa 0T Bac orkpuTa mponeaypa 3a Bb3jiaraHe Ha OGIIECTBEHA MOPHUKA C IIPEMET:
»CKII0Y6aHe HA PAMKO60 cnopasyMeHUe 3a JOCMAGKA HA 6AKCUHU 3a 3A0BANCUMENHU U
Uelre6u  UMYHUIAUUU U peUMYHU3AUUU, OUONPOOYKMU 34  U36bPUIBAHE HA
ROCMEKCNO3UYUOHHA NPOPUIAKMUKA 3d CbomEemHUme 200UHU NPe3 CPOKA Ha delicmeue
Ha cnopasymenuemo, no Obocobena nozuyua Ne 7 ¢ npeomem Jlocmaexa na saxcuna
cpewy mopbunu, napomum, pybeona, BbB BpBb3Ka ¢ KOeTo Bu TIPE/ICTaBAME HalaTa odepra,
KaKToO ClIe/Ba:

PRIORIX powder
and solvent for
suspension for

injectionvial 1 15.65n8.| 18.7818. 15.65n8.| 18.78ns. 15.65n8. 18.78nB. [ 2591640.00:s.
dose+sol.pre-filled m ,
syr. 0,5 ml + 2 Q A

separate needles, x 1
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3abenexncka: E}Iﬂﬂﬂ‘lﬂaTa HCHA 33 J03a U _KOMIJIEKT, cjieiBa Ja ce MOCOMH 10
CHLOTBETHHA 3HAK CJA¢] AeCETHYHATA 3aMeTast, CHIVIACHO ITOCOYEeHUTe CAHHHUYHH IIeHH B
TEXHHUYECKATA cneuud)mcamm, 3a__ChLOTBeTHATA 000cofeHa IO3HUUHSA. HeHaTa 3a

ONNAaKOBKA CJIEABA /12 C€ NPeA10XKH A0 BTOPH 3HAK CJle/] A€CETHUYHATA 3a1eTan.

Taka npennoxkenarta LeHa BKIHOYBA BCHYKHM Pa3XOZAM 3a H3MbIHEHHE npeaMeTa Ha
noppyKaTa.

ITocouenata nena e huKcHpaHa, He MOMIEXH Ha MPOMSHA 33 CPOKA Ha MEHCTBHE Ha
AOroBOPa, OCBeH B cnyyaute Ha 4i. 43, an. 2 or 30IL. B cnyuaii, 4e npes Bpemero Ha
JeHCTBHE Ha HOTOBOPa CTOMHOCTTA, KOSTO.CJIeBa Aa Ce 3amfaia ¢ nyGnIuuHu CpeACTBa Ha
JIEKApCTBEHU MPOAYKTH OT IlO3MTUBHHS JeKapcTBEH CIOUCHK CTaHE [O-HHCKA OT
HOTOBOPEHATA, BB3JIOXKHTEILIT Oe3yCNOBHO 3aIlIallia JIEKapPCTBEHHTE POAYKTH Ha HO-HHCKATA
IcHa, OT /JaTaTa Ha BJIM3aHE B CH/J4a HAa KOHKPETHOTO pelleHHe Ha HalMOHANHHS CHbBET 1O
LieHH ¥ peuMOypcHpaHe Ha JIeKapCTBEHHTE IIPOAYKTH.

IIpennoxeHuTe UEHM ca OTPEeNeNeHH [IPU MBIHO CHOTBETCTBHE C YCIOBHATA OT
JIOKyMEHTalMATa 10 IpoLeaypara.

3agbiKaBaMe C€, aKO Halmara o«bepTa Oble OpueTa, Na M3IBJIHHM H I[penaaeMyY

ZIOTOBOPEHHTE pabOTH, CBIIACHO CPOKOBETE H YCIOBHATA, 3ATIETHATIHM B IOTOBOPA.

ITpu ycnosue, ye OpieM H36paHy 3a HIITBIHUTEN HA OOlIeCcTBEHATa TIOPBYKA, HUE CMe
CBITIACHH A3 NOAMHUIIEM H TPEACTaBHM HapHyHa/GaHKOB wdﬁﬂn};7 3Q U3IIBIIHEHHE Ha
3aIbJDKEHHUATA 10 JOrOBOpa B pa3Mep Ha 3 % or CTOHHOCT{/%:{}', 6e3 III[ <<\
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Hara: 11.02.2015 1. Hom}ﬂ He@r
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- Texnuuecku cneyupurayuu na Bvinodcumena Texnuuecku cneyu ukayuy Ha yH1acmnuxa
Ne 1 2 3 4 5 6 Ne 1 2 , 3 4 5 6
Crneunuunu ATC MekayHAPOAHO JlekapcTBeHA Msapxa | Koanue Cneundnunu ATC Mexayuapoano | Jlekapcrsexa Msapka | Koanue
TeXHHYECKY KoR HENATEHTHO “dopma CTBO TeXHHYECKH Kon HENaTeHTHO dbopma CTBO
H3HCKBaHMS HAWMeHOBaHHE o HU3UCKBAHHUS HaumeHoBaHHe/ ao
Twp206cKo
naumenoganue
Ha
npednazanuam
. buonpodyknt*
Voo Measles, mumps
and rubella vaccine,
. live [pax u
ﬁ I 3 pasTBOpUTEN 32
Mop6unn NapOTHT, Measles, mumps MopGHH, MapoTHT PRIOR _x powder | cekumoneH no3a
7. o POTHT, | 107BDS2 | and rubella vaccine, napeHTepaina 1032 138000 | 7. lopOuH, NapoTHT, J07BD52 and solvent for pasTBOp B 138 000
py6eona live | w pybeona suspension for MPEABAPUTEAHO
' injectionvial 1 HaITLIHEHA
dose+sol.pre-filled CpUHLIOBKA
syr. 0,5 ml+2
separate needles, X
1
*B ygcmma ,, Texuuuecka cneyuuxayuwl Ha y4Hacmiukd “ g KONOHA 3 yHacmuuxa credsa 0a nocovu Tvp206CcKO HAUMEHQBANHYE HA Scm%mmmm:ms 6uonpodyxm
Jara: T. w Tloan -
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