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OBPA3EL N 10
TEXHUYECKO NPEIJIOKEHUE

3A YYACTHE B OTKPUTA IIPOLEAYPA 3A Bb3JIATAHE HA OBLIECTBEHA
IMOPBYKA C HPEJIMET:

»CRIlOuGane Ha pamMKo6o cnopasymeHnue 3a 00CMABKA HA GAKCUHU 3a 3a0BANCUMENHU U
Ueneeu  UMYHUIAUUU U PeUMYHU3AWUU, OUONPOOYKMU  3a  U3GHPIUGAHe  HA
ROCMEKCROZUKUOHHA NPOPYUAAKMUKA 3a CbOMBeMHUME 200UHI NPE3 CPOKA Ha DelicmEue
Ha cropasymenuemo®, no no Obocobena nosuyua Ne 1 - Jocmaexa na eaxcuna cpeury
Xenatut THO b ,neguatpuuna — INN Hepatitis B vaccine(rDNA)/Hepatitis B antigen
purified- HBVAXPRO 5mcg/0.5 ml suspension for injection - single dose pre-filled
syringe with 2 separate needles x 1

HO: MUHHCTEPCTBO HA 3JPABEOIIA3BAHETO
C anmpec rp. Codus , min. Cera Hegens” NeS

Or: CTHHI AJX

¢ anpec: rp. Pasrpan, 6yi1. brirapus Ned8, 6110k Butowa 1, Bx. I', et .4, an.37,
Ten.: 02 970 31, dakc: 02 970 33 01, e-mail: office.sofia@stingpharma.com
byncrar / EMK: 116584586,

Hata u macro na perucrpanus no JAJ[C: 21.12.2006 r. rp. Codust ¢ HAeHTHQHKaIHOHEeH No
no 3JJIC : BG116584586

YBAJKAEMM TAMHU U TOCIIOJA,

C Hacrosmoto, Bu mpejcTaBsMe HauIeTO TeXHMYECKO MPEIJIOKCHHE 3@ M3MbIHEHWE HAa
obsBeHata ot Bac mpouenypa 3a Be3naraHe Ha OOIIECTBEHA MOPBUKA C MPEAMET:
»CKIl0uBane Ha paMKOBO crOpazymeHue 3a 00CMAKA HA 6AKCUHIL 3a 3ABANCUMENHH 1
Ueresu  UMYHUIQUUU U peUMYHU3AWUU, OUONPOOYKMU  3a  U3EBPUIEAHE HA
HOCMEKCNO3UYUOHHA RPOPUNAKMUKA 30 CYOMEEMHUMEe 200UHH Npe3 CPOKA HA delicmeue
Ha cnopazymenuemo®, no Qbocoberna no Obocodena nozuyua M 1 - Jlocmaska Ha
éaxcuna cpewly Xenarut tun b ,neauatpuuna — INN Hepatitis B vaccine(rDNA )/Hepatitis B
antigen purified- HBYAXPRO 5mcg/0.5 ml suspension for injection - single dose pre-
filled syringe with 2 separate needles x 1,0TkpuTa Pewenne Ne PJ[-11-653 /29.12.2014 r.
Ha J{-p Ilerbp MockoB, MHHHCTBD Ha 3ApaBEONa3BaHETO H BBH3JIOKHTEN,

1. CpoK®T 3a H3ITBJIHEHHE Ha MpeiMeTa Ha nopbukata € o 31.12.2015 r., /cvaracno
npoexma na dozosopa/ ,
2. CpoksT 32 nocTaBKa Ha GuonpoxykTure ¢ 1o 10 /meceT/ KajieHIApPHH IHH CiieA
NoJlyyaBaHe Ha IIMCMEHA 3asBKa 32 HEOOXOAHMOTO KOJIMYECTBO.
['apanTapame, e cMe B CBCTOSIHHE @ M3NBAHHM Ka4€CTBEHO MOPHYKATA B ITBIIHO
CBOTBETCTBHE € ropeonHcanara odepra.

Mpunoxenue:




1. 3aBepeHo Konme Ha Ba/MIHO paspemienHue 3a ynotpeba B CTpaHaTa, H3Ja/IeHo 110 pena Ha
3JIITXM unu Pernament (EO) Ne 726/2004 na Esponefickus nmapiament u Coeeta Ha EC (un.

23, an. 1 ot 3JI[IXM).

2. iexnapauus, 4e HOCTaBeHHTE GHOMPONYKTH Lie GBAAT C OCTATHYEH CPOK Ha TFOJTHOCT HE
no-ManeK ot 45 % /yeTnpuneceT u net/ oT OGABEHHAT OT MPOM3BOAMTENS KbM JaTarta Ha
BCSIKA I0CTaBKa,

3. Mexaapanus, de OGHONPOAYKTa € BKIIOYEH B [Ipunoxenne No 3 wna ITosuTuBHHA
JIEKAPCTBEH CHHCHK.

4. HNexnapanns, uye OHONPOAYKTHTE e OBAAT OKOMIUICKTOBAHH C HeOOXOITUMHUTE
TEXHMYECKH CPeACTBA 3a TAXHOTO MNPHIIONKEHHE (MINHM, CIPUHIOBKH/IPEIBAPHTENHO
HaM'bJIHEHHU CIIPHHLIOBKH).

S. Mexnapanus, 4e NpH OCTaBsHe B CKafa GHONPOAYKTHTE me OBAAT OKOMILICKTOBAHH C
TEMIEPaTypHH MOHHTODH, YNOCTOBEPSBAIUM CNA3BaHETO HA XJIAlHHATA BEpUTa IIPH
TPaHCIIOpTa W CbXPaHEHHUETO M0 JOCTAaBKAaTa CHITIACHO YKA3aHMSTA HA TPOM3BOAUTENS (CBIIL
un. 10 Ha Hapen6a Ne 15/12.05.2005 r.). .

6. [Jleknapanus, 4e cxemara Ha IPHIOXKCHHE Ha OHONpPOLYKTHTE 32 3aXbIKUTENTHH
UMyHH3AIMH M DPCHMYHH3AUMM 1Ie CBOTBETCTBA Ha MMyHH3aUMOHHUS KajeH#ap Ha
Penybnuxa Bearapus (cern. 1. 1 ot [punoxenne Ne 3 kbM u. 9, an. 2 or Hapenba Ne
15/12.05.2005 r.).

7. Hexaapanmus, 4e BaKCUHHMTE 33 MMYHH3ALMH 10 6 HaBbPIIEHH MECELHU Clie] pakIaHEeTo
cpemy 3aboiABaHHATA, BKJIHOYEHH B MIMYHH3aUMOHBHA KalleHmap Ie ca 6e3 JKHBauHO-
ChAbpiKaLl KOHCEPBAHT M/IM TAKbB B KOJHYECTBO ITOJ 2 MHKpOrpama 3a go3a (CbIJ. T. 2 OT
Ipunoxenue Ne 3 kbMm 4. 9, an. 2 or Hapeada Ne 15/12.05.2005 r.).

8. Jlekaapauns, ye GHONIPOAYKTHT 3a H3BBPIUBAHE HA 3aIbIKHTETHA [1AHOBA HMYHH3alHA
¥ pEHMYHHM3AalMN NPOTHB XEMaTHT TUN b e 6pAe pexomGuHanTHa xenmaTHT b BakcHHa,
HE33aBUCHMO NANM XENATHT b aHTHIeHBT ce ChABpKA B MOHOBANEHTHA HJIH B KOMOHHHpaHa
BakcHHa (CbrI. T. 4 ot [pumoxenne Ne 3 kbm wi. 9, an. 2 ot Hapen6a Ne 15/12.05.2005 r.).

Hata: 10.02.2015 r.
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Texnuuecku cneyuduxayun HA Bb3aodcumenn Texuuuecku cneyuguxkayuu 1a %.S@:::xa CTHHT A
Ne 1 2 3 4 5 6 Ne 1 2 3 4 s 6
MexnyHapoaHo Konuwects
ATC Koaudecrno, ATC HenaveHTHO
nanmenosanne/ °
Creunduunn M o Coeunduaun
TEXHHUECKH YHBPOAHO HENATEHTHO PPl Mapxa TEXHHYECKH Jlexapcraena oy p
HanMeHoBaHKHE a popma
HIHNCKBAHHE HINCKBAHHA
Tup208cKo.
Guonpodyxm*
Hepatitis B
vaccine (rDNA) s
.. suspension for
Hepatiti . / Hepatitis B A
Xenarut Tun b epatitis B vaccine napeHTep Xenatur Tt B antigen purified injection pre-
1 | Jo7BCOL (rDNA) / Hepatitis B nosa | 80000 1 *1 107BCO1 genp filled syringe with| 1nosa | 80000
neauaTpruyHa . . anna neadarpyuyHa
: antigen purified 2 scparate needles
x 1
HBVAXPRO
Aata:10.02.2015+. 3a Cruur ALL AnekcaHabp reoprues whmewvm%P
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