OBPA3ELl N 10
TEXHUYECKO IPEJJIOKEHHUE

3A YYACTHE B OTKPUTA INIPOLEJAYPA 3A Bb3JIAI'AHE HA OBINECTBEHA
IHOPBYKA C IIPEJMET:

»CKI048aHe HA pAMKOBO chopasymeHue 34 00CMABKA HA 6AKCUHI 3a 3A0DANCUMENHU U
Helegu  UMYHUIQMUU U peuMyHu3auuu, OGuonpodyKmu 3a. Uu3GbPUGAHe  HA
HOCMEKCNO3UYUOHHA NPOPUIAKMUKA 30 CHOMBEMHUMeE 200UHU NPe3 CPOKA HA Oelicmeue
Ha cnopasymenuemo*, no Obocobena nosuyua Ne 1 npeomem ,J[ocmaéka Ha 6akcuHa
cpeuy xenamum mun b, neouampuuna®

HO: n-p Ilersp CtedanoB MockoB - MUHHCTBP Ha 34paBEOINa3BaHETO U BB3IIOKHUTEN, Ip.
Codus, mtoman ,,Ceera Henens* No5
: (naumenosanue u adpec Ha 8vb310CUMENS)

Ot: Ansoren ®@apma beirapus EOO/]

(HaumeHoBaHUe HA YYACMHUKA)
c aapec: rp. Cods, 6yn. beirapus Ne86A,
ten.: 02/4477784, dakc: 02/4417139, e-mail: diliana.podolesheva@alvogen.com
peructpupas o ¢.a. Ne / I. 110 ONKCa Ha : CBI,
Bynctar / EMK: 201035481,
Jlara u wMsacro Ha peructpamms no JJIC:HAII-Tepuropuanna Jupexuns Codus-
Ne220421000005039/08.03.2010 rosusa N

YBAXKAEMH JAMMUM U I'OCIIOJIA,

C macrosmioro, Bu npeacrapsMe HameTo TEXHHYECKO NMPEIUIOKEHUE 33 H3ITBJIHEHHE
Ha ofsBeHata OT Bac mpouenypa 3a Bb3jlarane Ha oOMIECTBEHA MOpPHUYKA C IPEAMET:
,» CKII046aHe HA PAMKOBO CHODA3YMEHUE 34 00CMABKA HA 8AKCUHU 34 3A0BANCUMETHU U
yenesu  UMYHUZAUUL U peuMyHU3Auuu, OGuonpooykmu 34  U3EbPUIGAHE  HA
HOCHEKCRO3UWUOHHA NPOPUNAKMUKA 3d CbOMEeMHUmMe 200UHU NPe3 CPOKA HA Oelicmele
Fa ciiopasyseriiieiiio”, iio Ob6ocoberia nosuiiia Ne 1 npedrein ,Jocinaska na 8axcuna
cpeuty xenamum_mun_b, neouampuuna®, otkpura Pemenne NePJ[-11-635/29.12.2014 r. ra
I-p ITersp CredanoB MockoB - MEHHCTBP Ha 3/IpaBEOIa3BaHETO U BB3JIOXKHTEN,

1. CpokbT 3a M3NMBJIHEHHE Ha IpeaMeTa Ha rnopbukara e 31.12.2015r., /evenacuo
npoekma Ha 002080pa/; -

2. CpoksbT 3a JoCTaBKa Ha OHONMPOAYKTHTE € He no-kbecHo oT 10 paboTHH IHM cren
nojiydyapaHe Ha NMMHCMEHA 3asBKa 3a H806X0[IPIMOT0 KOJIHYECTBO /no ne no-xvero om 10
KaneHOapHu OnU Cled NONYHABAHE HA NUCMENA 3AA6KA 30 HeOOXOOUMOMO KOIUYECMBO/.

[apaHTHpaMe, Y€ CM€ B CHCTOSHHE Aa M3II'BJIHHM KadeCTBEHO IOpbYkKara B IBJIHO

CBOTBETCTBHE C rOpeorncanaTa odepra.

Ilpunoxenue:

1. 3aBepeHo Konue Ha BAJIMIHO paspelleHHe 3a ynorpeba B CTpaHaTa, H3AAACHO O peja Ha

3JIITXM unu Pernament (EO) Ne 726/2004 na EBponefickus mapiamMeHT H CEBe%‘gﬁ%
23, an. 1 ot 3JIITXM). B cny4ail Ha H3TH4YaHEe Ha CpOKa Ha pa3peLICHHETO 3 y&%ﬂf

JiekapcTBeH MpoAyKT rnpe3 2015 r., y4acTHHKBT JeK/lapHpa B ChOTBETCTBHE C 8,30

3JITIXM, ye Ko4yecTBaTa 3a IEKapCTBEHHUS IPOAYKT Ca HAIMYHH. g
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2. lekyapauusi, 4€ HOCTaBeHUTe OHONPOAYKTH Iie OBAAT C OCTaTh4EH CPOK Ha IOAHOCT HE
mo-Mansk OoT 45 % /detupupecer u ner/ oT oOSBEHUAT OT IPOM3BOAMTENS KBM Jarara Ha
BCSIKA MOCTaBKa;

3. Hexnapauusi, 4e Ouompoaykra e BkmroueH B Ilpunoxenne Ne 3 Ha [losuTHBHHUA
JIEKapCTBEH CIIHUCEK.

4. Hewxsapaumsi, ye OHONPOAYKTHTE INe OBIAT OKOMIUIEKTOBAHH C HEOOXOAMMMTE
TEXHAYECKH CpENCTBA 3a TAXHOTO [PHIOKEHHE (UIJNH, CIPHHHOBKH/IPEABAPHUTEIIHO
HAI'BJTHEHH CIIPHHIIOBKH).

S. Nexnapanus, 4e IpH JOCTaBIHE B CKJaga OHONpOAyKTUTE Iie 6bJaT OKOMILIEKTOBAHH €
TEMIIEpaTypHU MOHMTOPH, YHNOCTOBEpSBAlllM CHA3BaHETO HA XJIaAMIIHATA - BEpUra IIpH
TPAHCIIOPTa M ChXPAHEHHETO O JOCTABKAaTa CHIJIACHO yKA3aHWATA Ha POU3BOIUTENS (CHIIL.
4. 10 na Hapen6a Ne 15/12.05.2005 r.).

6. Jlexnmapammsi, 4e cxeMmara Ha IPUIOKEHHE Ha OHOIPOMYKTHTE 3a 3aJbJDKUTEIHH
MMYHM3allHH M PpEHMYHH3allMd [Ie CHOTBETCTBA Ha WMyHM3alMOHHHS KajleHjap Ha
PenyGimika Beirapus (cprr. 1. 1 ot Ilpunoxenne Ne 3 xpMm wi. 9, an. 2 ot Hapeaba Ne
15/12.05.2005 r.). :
7. Mexaapanusi, ye BaKCHHMTE 3a UMYHH3ALUU N0 6 HaBbPUICHH MECELH CIIEH PaXAaHETO
cpemy 3a6oNABAHUATA, BKIOYEHH B VIMYHHM3AlMOHHHS KaJleHJap Ie ca 6e3 JKHBAYHO-
ChABp)KAI] KOHCEPBAHT HJIM TaKBB B KOJHYECTBO MO 2 MHMKpOrpaMa 3a o3a (ChIJL. T. 2 OT
ITpunoxenue Ne 3 kM un. 9, an. 2 or Hapen6a Ne 15/12.05.2005 r.).

8. Jlexaapaums, 4e GHONPOOYKTET 32 W3BBPLIBAHE HA 3a[bJDKHTENHA [UIAHOBA HMyHH3aIIHA
¥ pPEUMyHH3alMM IIPOTHB XemaTHT TN b e 6bae peKoMOUHaHTHA XemaTHT b BakcHHa,
HE3aBHCHUMO JAJIH XEIaTHT b aHTHIeHbT Ce ChIbpXKa B MOHOBAJIEHTHA MM B KOMOMHHpaHa
BakcuHa (Coril. T. 4 ot INpuioxenue Ne 3 kM wi. 9, an. 2 ot Hapen6a Ne 13
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OBPA3EIl Ne 11
HEHOBO NPENJIOXKEHHE

3A YYACTHE B OTKPUTA ITPOLEAYPA 3A BB3JIATAHE HA OBIIIECTBEHA
NOPBYKA C IIPEJIMET: i -
» CKIIIOY8aAHEe HA PAMKO60 CROPA3YMEHUE 3a 00CMABKA HA 6AKCUHU 30 3A0bANCUMENHU U . ‘
ueneeu  UMYHU3QUUU U PEUMYHU3AUUU, OUOMPOOYKMU 34 U36bPUIBAHE HA
HOCMEKCNO3UUOHHA NPOPUAAKMUKA 30 CbOMEemHUmMe 200UHU npe3 CPOKa Ha deiicmeue
Ha cnopasymenuemo®, no Qbocobena nosuyuna N 1 ¢ npeomem ,Jlocmaéxka Ha saxcuna
cpewy xenamum mun b, neouampuuna* —

HO: n-p Iersp Credanos Mockos - MHHHMCTED Ha 37paBeONa3BaHETO M BB3AOXKHTEIN, IP.
Codmus, mnoman ,,Ceeta Hepensa® No5
(naumenoeanue u aopec Ha Bvanoxcumens,)
Ort: AnBoren ®apma beirapus EOO/]
(HaumeHo8aHue HA Y4ACMHUKA)
c agpec: rp. Cods, Oyn. beirapus Ne§6A,
Ten.: 02/4477784, daxc: 02/4417139, e-mail: diliana.podolesheva@alvogen.com _
peructpupad 1o ¢.x. Ne / T. 110 OTHKcA Ha CBA,
EWK / Byncrat: 201035481, .
Hata u wMsacto na peructpanus no JJIC: HAII-Tepurtopwanna upexuus Codus-
Ne220421000005039/08.03.2010 roxuna

Pasnnamiarensa cMeTKa:
Sauxee xen: BGUSBGSF;
OankoBa cMeTka: BG67BGUS91601002888900;
banxa: beirapo Amepukancka Kpeautaa banka AJ],
rpan/kion/odpuc: Codus;

-

YBAJKAEMH JIAMH 1 TOCTIOJIA,

Cnep 3amo3HaBaHe ¢ YC/IOBHATA Ha IOpPBUKATA, 3asABIABaME, Ue JKEeJIaeM Jia yyacTBaMe B
obsBeHaTa oT Bac oTkpuTa mpouegypa 3a Bb3jlaraHe Ha OOINECTBEHA NMOPBYKA C MPELOMET:
,»CKloY6ane Ha pAMKO60 CHOpAsyMeHUe 3a 00CMAEKA HA 6AKCUHU 3a 3A0BANCUMETHU U
uenesu  UMYHU3AUUU U peuMyHulauuu, OuONDOOYKMY  3a  U3GbPUIGAHE HA
ROCMEKCNO3UYUOHHA NPOPUAAKIMUKA 3a CHOMEEMHUMe 200UHU Hpe3 CPOKA HA Oelicmeue
Ha cnopazymenuemo*, no Obocobena nosuyua Ne 1 ¢ npeomem ,,/locmasxka na sakcuna
cpeuly xenamum mun b, neouampuuna®, BbB Bpb3Ka ¢ Koeto Bu mpencrassaMe Haiata
otdepTa, KaKkTo ciesiBa:

R A I3
PEOBCKO: 5t e
AMCHOBANME 2 Lo
' o aman

gerix B
suspension for
injection in pre-filled
syringe 0.5ml x 1




3abenexncka: EauMHHYHATA HeHA 32 1033 M KOMIUIEKT, cJeqBa Ja_ce I0COYH N0
CHOTBETHHS 3HAK C/Ie] AeCeTHYHATA 3aMeTas, ChIJIACHO MOCOYEHHTE eHHHYHH [IeHH B
TexHHyeckara crneundukauus, 3a chOTBETHATA 000co0eHA NO3IMIIMS. llenaTa 3a
ONAKOBKA C/le/IBa 1a C€ NPENIQKH /10 BTOPH 3HAK CJIe/l IeCeTHYHATA 3aeTas.

Taka npemnoxenaTa IeHa BKIIOYBA BCHYKH PA3XOAM 33 H3ITBIHCHHE npeaMeTa Ha
nmopp9KaTa.

Iocouyenata nena e ¢uKcHpaHa, He NOANEXH Ha IPOMSHA 3a CpOKa Ha ICHCTBHE Ha
AOrosopa, OCBEH B ciydauTe Ha wiI. 43, an. 2 ot 30I1. B cuyuail, ue npe3 Bpemero Ha

JeHCTBHE Ha 0TOBOpa CTOI/IHOCTTa KOATO Cl€ABA Ja Ce 3aniaama ¢ I'IY6JIPI‘IHPI Cp€AaCTBa Ha _

JIEKApCTBEHH TPONYKTH OT IIO3HTHBHUS JieKapCTBEH COHCHK CTaHe TIO-HHCKA OT
LOrOBOPEHATa, BB3JIOKHUTENAT O€3yCNIOBHO 3aIalia IeKapCTBEHUTe MPOJAYKTH Ha IO-HUCKaTa
LIeHa, OT JiaTaTa Ha BJIM3aHE B CHJAa HAa KOHKPETHOTO pellicHHE Ha HauHOHaJIHHﬂ CBBET IO
LECHH U peHMOYpCHPaHE Ha JIEKAPCTBEHHUTE HPOIYKTH.

HpeI[HO)KCHI/ITe OCHH Ca ONPEACIICHH MpPH IOBIHO CHLOTBETCTBHE C YCIIOBHATA OTl

JOKYMEHTaMATA IO NpOoLEeypara.
3apbikaBame ce, ako Hamara odepra ObAe NpHeTa, Aa HIMBIHMM H npeganeM
AOTOBOPEHHTE pabOTH, CBIIACHO CPOKOBETE H YCIOBHITA, 3aIETHANH B IOTOBOpa.
IIpu ycioBHe, ye 6baeM u3bpaHy 3a H3NBIHUTEN HA OOIECTBEHATA TIOpbHUKa, HUE CME
CBHIJIACHH JIa MHOANHUINEM H HpGlICTaBHM napnqna/6amcmw14um 3a H3MBIHEHHE Ha

o AYRLAL ¢

Jlata: 11.02.2015r. Tommucly idhr Exalf X 08 .

To3u 0okymenm 3a0vrdcumento ce nocmasa om yuac: ﬁifm;g; '
nenpozpallen nauk ¢ haonuc IVTHK Ne3:




