OBPA3EIL] Mo 10
TEXHHYECKO NNPEAJIOKEHUE

3A YYACTHE B OTKPUTA IIPOLIEAYPA 3A Bb3JIATAHE HA OBIIECTBEHA
ITIOPBYKA C IIPEJIMET:

»CRl0u6ane HA pamKoeo cnopazymeHue 3a docmasKka Ha 6aKCUHU 3a 3a0vadxcumentnu u
Heneeu— UMYHU3AUUU U peUMYHU3AUUU, OUORPOOYKMU 34 u3gvpuisaHe Ha
HOCMEKCNO3UUOHHA RPOPUNAKMUKA 30 CbOMEEeMH ILMeE 200UHU npe3 cpoka Ha oelicmeue
Ha cnopasymenuemo*, no O6ocobena RO3UUIT NT~FTApeomem ,,/locmaska Ha éaxcuna
cpewy mopbunu, napomum, pybeona“

HO: n-p Iletpp Credanos Mockos - MHHHCTBD Ha 37paBeona3BaHETO M BB3IOKHUTEN, rp.
Codus, nmnoman ,,Ceera Hegemns Nos .
(raumenosanue u adpec na ev3nosxcumens)

Ot: Ansoren ®apma Brirapust EOO]] :

(naumenosanue na yuacmuuxa)
c anpec: rp. Cods, Oyir. Beirapus Ne§6A,
Tei.: 02/4477784, daxc: 02/4417139, e-mail: diliana.podolesheva@alvogen.com
peructpHpad 1o ¢.x. Ne / I. I10 OHCa Ha. Ch,
byncrar / EMK: 201035481,
Hara u wmsacto Ha peructpaumsa no JIJIC: HAITI-Teputopuanna [dupexkuus Codus-
Ne220421000005039/08.03.2010 roguna :

YBAXKAEMH JAMHA U T'OCIIO 1A, e

C nacrosmoTo, By npencrapsamMe Haieto TexHHHUECKO MPEITOKEHHE 33 U3ITBIHEHHE
Ha oOsBeHara or Bac mpouemypa 3a Bp3nmarane Ha obmiecTBeHa IOpBYKA C IIPEOMET:
»CKMI0U6aHe Ha paMKo6o cnopasymeHue 3a 0OCMAsKa HA aKCUHU 3a 3AOBANCUMENNU 1
Henesu AMPHUSQUUU U DeUMYHU3AWUW, GUONPOOYKMU 3G U3EBLPWIGAHe Ha
NOCMEKCRO3UKUOHHA NPOPUIAKMUKA 3a ChOmBemHUmMe 200UHIL NPe3 CPOKA Ha deiicmeue
ha cnopaspmenuemo®, no Ob6ocobena nosuyua Mo 7 ¢ npeomem ,,Jlocmaska na eaxcuna
cpeuy mopbunu, napomum, pybeona“, orkputa Pernenne NeP/[-11-635/29.12.2014 r. na a-
p llersp Credano MockoB - MUHHCTBD Ha 31paBeona3BaHeTo u BB3JIOXKHUTEII,

1. CpokbT 3a H3NBIHEHHE HAa IpeAMETa Ha [OPBYKATA € 31.12.2015r., /cvenacro
npoexma Ha 002080pa/;

2. CpoxsT 3a IOCTaBKA Ha OHONMPOIYKTHTE € He Mo-KbeHO oT 10 paboTHH IHH Cliex
NoNy4aBaHEe Ha NMHCMEHA 3a4BKa 32 HEOOXONMMOTO KONMYECTBO /Ho He no-xvcho om 10
Karendapru OHu Ched ROyHasaHe HA NUCMENA 3aA6KA 3a He0BX0OUMOMO KOTUYeCmEo),

I'apanTHpame, 4e cMe B CBCTOSHHE A M3IBIHHM KauyeCTBEHO NOPBYKATA B ITBJIHO

CBOTBEICTBHE C ropeonucanara odepra.

Ipnaoxenne:
1. 3aBepeno xomme Ha BATHIHO paspelleHHe 3a ynorpeba B CTpaHaTa, M3jan
3JIITXM unu Pernament (EOQ) Ne 726/2004 na Epponeiickus napinamMeg» T far
23, an. 1 ot 3JIIIXM). B cnyuait Ha u3THYaHE Ha cpoka Ha paspepfefye




o

2. lexaapanuusi, 4e JOCTaBCHUTE OHONPOMYKTH i€ 6BAAT C OCTaTbYEH CPOK HA IMOAHOCT HE
no-Mainek oT 45 % /detupuuecer u ner/ oT OOABEHHAT OT NPOMU3BOJUTENS KBM JaTara Ha
BCSKa JIOCTABKa,;

3. Jdexaapauus, 4e Ouwompoaykra e BkmouyeH B [Ipunoxenune Ne 3 Ha IlosurvBHHA
7IeKapCTBEH CIIHCHK. ‘

4. Jlexknapauusi, 4ye OWUONMpPOAYKTHTe ILie OBAAT OKOMIUIEKTOBAaHH C HEOOXOAMMHTE
TEXHHYECKH CPEACTBA 3a TAXHOTO MpPWIOXKEHHE (UINIH, CHPHHLOBKH/IPEABAPHTEIHO
HAITbJITHEHH CIIPUHIOBKH).

5. Jlekyiapauus, Ye NpH JOCTaBAHE B CKIana OMONPOAYKTUTE 1ie OBAAT OKOMIIEKTOBAHY C
TEMIIEPATYPHH MOHHMTODPH, YAOCTOBEPSIBAIIM CIIA3BAHETO HA XJIAJWIHATa BEpHIa IPH
TpaHCNOPTa M ChXPAHEHHETO /10 JOCTAaBKAaTa CHIVIACHO YKa3aHHATA HA NPOM3BOAUTENS (CBIIL
y7. 10 va Hapen6a Ne 15/12.05.2005 r.).

6. Jlexaapauus, 4e cXeMaTa Ha IpPHJIOXKEHHE Ha OHMONPOAYKTHTE 3a 3aXB/DKHTENHH
MMYHH3AMA M pPEUMYHH3AlMH [Ie CBOTBETCTBA Ha FIMYHM3aUMOHHHS KajleHlap Ha
Peny6nuxa Brarapus (ceri. 1. 1 ot Ipunoxenne Ne 3 xpM wi. 9, an. 2 oT Hapenba Ne
15/12.05.2005 1.).

7. Jexnapauusi, 4¢ BAKCHHHTE 3a HMYHH3alMH 10 6 HaBBPUICHH MECCLHM CJIEJ PaXIaHETO
cpemly 3a0ONSBaHUATA, BKIIOYEHH B MIMYHM3alHMOHHHMA KaneHjap Wie ca 0e3 XHBagyHO-
CHIBPIKAI KOHCEPBAHT HJIM TAKBB B KOJIMYECTBO MOA 2 MMKpOrpaMa 3a fo3a (Cbri. T. 2 oT
ITpunoxenne Ne 3 kuM 4. 9, an. 2 ot Hapen6a Ne 15/12.05.2005 r.).

8. Jlexnapauus, ye OGHONPOXYKTHT 32 M3BBPIIBAHE HA 3aJb/DKUTENIHA [JTAHOBA HMYHH3aLUS
H pEeHMYyHHM3aUU{ NPOTHB MOPOWIH, NApoTHT H pybeona uie Obre KOMOMHHpaHA BaKCHHA
MOpPOKIH-TIAPOTUT-pyGeona ¢ HapOTHTeH BakcuHaneH mam Jeryl Lynn min HEroe BapHaHT
(cpri. T. 11 ot [Tpunoxenne Ne 3 kpM wi. 9, an. 2 ot Hapen6a Ne 15/12.05.2005 r.).

Jata: 11.02.20151.

Sy 1
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OBPA3EI[ Mo 11
" IIEHOBO IIPEJIOKEHIE

3A YYACTHE B OTKPUTA NNPOLIEAYPA 3A Bb3JIATAHE HA OBLIECTBEHA

HOPBYKA C IIPEJIMET: _ ,
»CKl0U6ane Ha pamKoso cnopasymenue 3a 00CMAGKA HA 8AKCUHU 3a 300bANCUMENHIU U
Hele6H  HMYHU3QUUU U peuMyHU3Quuu, OUORPOOYKmMuU 34  U3GbPUWIGAHEe  Ha
nOCMEKCnO3UUUOHHA npodmﬂakmuka 3a cbomeemHume 200UHU pe3 CPOKA Ha Oelicmeue
Ha cnopasymenuemo*, no Obocoberna nozuyua Ne 7 ¢ npedmem wlocmagka nHa eaxkcuna
cpew(y mopbunu, napomum, pybeona*

HO: n-p Ilersp Credpanor MockoB - MHHHCTBD Ha 3APaBEONA3BAHETO M BB3NOKHTEN, IP.
Codus, mnonran3;Ceera Hemema“ Ne5
(haumernosanue u adpec Ha Bvanoxcumens)
Ort: AmBoren ®@apma boiarapus EOOJT
(HaumenosaHUe HA YY4ACMHUKA)
c aapec: rp. Cods, 6yn. bemrapus Ne86A,
ten.: 02/4477784, daxc: 02/4417139, e-mail: diliana. podolesheva@alvogen com
perucrpupad no ¢.ma. Ne / T. 710 OI{ca Ha CBI,
EVK / Byncrar: 201035481,
Hara n._macro Ha perucrpanus mo JJIC:HAII-Teputopmanua [upexuus Codus-
Ne220421000005039/08.03.2010 rogmua

Paznnamarensa cMeTKa:

6aukoB xoja: BGUSBGSF;

6ankoBa cMeTka: BG67BGUS91601002888900;
6anka: beiarapo Amepukancka Kpenntaa banka AJl,
rpas/knon/oduc: Codus;

YBAJKAEMH JAMM M TOCIIOJIA, -

Cnen 3ano3HaBaHe C YCIOBHATA Ha IOPHYKATA, 3asBABAME, Y€ JKEIaeM Ja YYacTBaMe B
obsiBenara oT Bac oTKpHTa mpomenypa 3a Bb3jlaraHe Ha OOIIECTBEHA NMOPHYKA C MPEMET:
»CKII046aHe HA PAMKOBO CROpA3yMeHUe 3a OOCMABKA HA 6AKCUHU 3a 3AOBANCUMENHU U
yenesu UMYHU3AUUU U T peUMYHU3AWUU, OuOnpoOyKmiu. 34  U3GBPUIGAHE  HA
nocmekcnowuuouua npod)wzakmuka 3a cbomeéemnume 200UHU npe3 CPOKa Ha Oelicmeue
Ha cnopasymenuemo®, no Obocobena nosuyua Ne7 ¢ npedmem ,,Jlocmaska Ha éaxkcuna
cpeuty mopbunu, napomum, pybeona®, BbB Bpb3ka ¢ KOeTo Bu mpencraBsme Hamara
otepra, KaKkTo cienBa:

PRIORIX powder and
solvent for suspension
for injectionvial 1
dose+sol.pre-filled syr.
0,5 ml + 2 separate
needles, x 1

15.72ns.

......



3avenescka: EgnnuyunaTa nena 3a A033 M KOMIUIEKT, CJ€IBa N2 ce HOCOYH J10
CbOTBETHUA 3HAK CJIe]l IeCETHYHATA 3aMeTas], ChbIIACHO MOCOYCHHTe €AHHUYHH IICHH B
TeXHHYeCKATa CcHeunHKAUHS, 33 CLOTBeTHaTa 060coGena nosuuusi. Ilenara 3a
ONAKOBKA ¢/IEABA 12 ce TPeJI0KH 10 BTODH 3HAK CJei AeceTHIHATa 3ameras.

Taka nmpennorxenara neHa BKIIOYBA BCHUKH pasxoiy 3a M3MbJIHEHHE NpeaMeTa Ha
IOphYKara.

Ilocouenara nena e ¢puxcupana, He momIexu Ha NPOMSAHA 3a CpPOKa Ha AeHCTBHE Ha
AI0roBOpa, OCBEH B ciy4yauTe Ha 4. 43, ax. 2 or 30IL. B cly4aH, 4e Ipe3 BpeMeTo Ha
IICHCTBHE HA JIOTOBOPA CTOHHOCTTA, KOSTO CleiBa Ala ce 3amnama ¢ myONHYHM CpeAcTBa Ha
JICKapCTBEHH  NPOAYKTH OT [lO3HTMBHMS nekapcTBeH CIHCBHK —CTaHe HO-HHUCKa OT
AOTOBOPEHATA, BE3NOKUTENAT 6E3yCIIOBHO 3allIalla JeKapCTBEHHTE NIPOAYKTH Ha MO-HHUCKATa
LCHa, OT JlaTaTa Ha BIM3aHE B CH/Ia Ha KOHKPETHOTO pelueHHe Ha Hammonamnus CBBET IO
LCHH ¥ PeUMOYPCHPAHE Ha JIEKAPCTBEHUTE POLYKTH.

Hpennoxennre uenu ca onpenenenn IPH NBJIHO CBOTBETCTBHE C YCIIOBHATA OT
JOKYMEHTAIMATA IO IPOoLeAypaTa. _

3ambKaBame ce, ako HamaTa obepra 6bae NpueTa. A2 UIIBLIHUM U npenanem
AOTOBOPEHHUTE pabOTH, CHITTACHO CPOKOBETE U YCJIOBHSATA, 3aIETHAJIH B JJOTOBOPA.

IIpu ycnosue, 4e 6baem u36paryu 3a H3MBIHATEN Ha 00LIECTBeHAT, IOPBHUKA, HUE CMe
CBIJIACHH Jia IIOJIHINEM H IIPEACTABUM TTapu4Ha/0aHKOBa yapaHIHs -fa - I €HHe Ha
3aABIDKEHUATA I10 I0TOBOpa B pasmep Ha 3 % ot cToitHocTTa My, 6e3 I !', ..

Hara: 11.022015r. [Toamuc 1 nevar:r, ,' ................

To3u dokymenm 3advancumenno ce nocmass om yuacmuu Qoenen ey
Henpospauen nauk c naonuc IVTHK Ne 3‘?”0'5,9 et
\-“/
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