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 TIPOTOKO.I

oT paGoTaTa Ha KOMHCH, Ha3HadeHa Che 3amoBen N P/I1-11-41/07.02.2017 r. Ha a-p Wiko

CeMemeneB, MUHHCTBP Ha 3JpaBCONa3BaHCTO 3a pasrjiexgaHe  H Ki1aCHpaHe

nocThIHIMTE O(PEPTH B MPOLEAYPa, MPOBEXKAAHA O pelia Ha ‘Wl 936, an. 3 ot 30II (o™

JIB, 6p.13 ot 16.02.2016 r., B cuna ot 15.04.2016 1.) ¢ mpever: ,,JlOCTaBKa Ha BaKCHUHM
M3BBPIIBAHE HA 3aXBDKATENHY M LENECBH MMYHHM3alM{ H PEUMYyHH3ALHMH, OHOTPOAYKTH
M3BBPIIBAHE HA IIOCTEKCNO3MIMOHHA NPOGUIAKTHKA ¥ TEXHWYECKHTC Cpe/ICTBa

npuioxeHueTo UM 3a 2017 1. 3a HyXIUTEC HA MHHHCTEPCTBO Ha 37pABEONA3BAHETO, M
cria3BaHe Ha yCJIOBHATA Ha PaMKOBO crmopasymeHue No P/1-11-230/11.05.2015 r. ckiodeH
cwe ,,Ctunr” AJl, ,,AnBoreH ®apma bwarapus® EOOJI u ,,I'nakcoCmutKunaitn* EOO/] \u

oTroBop Ha oTnpasena [Tokana ¢ u3x. Ne 26-00-238/26.01 2017 r.

1. Ha 07.02.2017 r. ot 10:30 4aca B crpagara Ha MMHHCTEPCTBOTO Ha 3IpaBCONA3BaHETD
TIpoOBEJIE OTKPUTO 3aceJJaHue Ha KOMUCHS, B ChCTaB!

Tpeacenaren: a-p Teomopa TomopoBa-MapkoBa, TUPEKTOp Ha THUPCKLHA 3K, excriept €

npodecuoHaIHa KOMIIETEHTHOCT;

Yaenone:
1-p Kpemena [lapmakoBa, u.4. JUPEKTOP Ha TUPCKIHA LJIII3IIB, excriepT ¢ npodecHoH

KOMIIETEHTHOCT;

Illenait EMuHOBA, CTapiy IOPHCKOHCYNIT B OTACT ,,OIT“, mupexms ,,HPOII3%;
ViBaH By4oB, I1aBeH IOPHCKOHCYIIT B OTAET ,, OIT, mupekrus ,,HPOII3;
Banst MuUTKOBa, IbPXXaBeH €KCIIEPT B OTACT ,,OIT, mupekims ,,HPOII3®.

HpCI[I/I HA4YajoTo Ha 3aCeIaHUETO U CJie] 3all03HaBaHE ChC CIHCBHKA Ha IOCTHITUIIATE 0(1) PTH,

BCHUKH WICHOBE HA KOMMCHATA NONUMCAXA NeKnapauuy rmo 4i 35, ail 3 oT 3akoHa
o61IecTBeHUTE IOphUKH (0T™., [IB, 6p.13 ot 16.02.2016 1., B CHNta 0T 15.04.2016 r.).

I1. CnuchbK Ha odepTHTE HA YIACTHHIHTE B NIpoleIyparTa 3a Bb3J1araHe Ha o0mecTBeHa

nopnp4Ka, no peaa Ha TAXHOTO IIOJABaHE B JeJIOBO/ICTBOTO HA MHHHCTGPCTBOT

3(paBeoNa3BaHETO:

Kowucrarupaso 6e, 4e B OTroBop Ha nucMena lIokana ¢ per. Ne 26-00-238/26.01.2017
BBATOKUTENsS B TocodeHHss cpok jgo 17:30 u. ma 06.02.2017 r. B 1e€T0BOACTBOT
MUHHCTEPCTBOTO Ha 31paBEONa3BaHeTo Ca TOCTHIWIM U  BIACAHH B PErucCTh
06IIleCTBEHUTE MOPHUKH 3 (TpH) 0QepTH, KaKTO CIeABa:

1. ,AJIBOTEH ®APMA BbJIIAPHSI® EOO]I ¢ per. Ne 26-01-5/03.02.2017 r. B 8:

9.3
2. ,,CTHHI“ AJl ¢ per. Ne 26-01-11/06.02.2017 r. B 15:49 u.;
3. ,,FJIAKCOCMI/ITKJIAﬁH“ EOQO/ ¢ per. Ne 26-01-17/06.02.2017 r. B 17:29 4.
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[Momamenute odepTH ca NpPEICTaBEHH B 3alleyaTaHd, HAAMUCAHM, HEMPO3pa
UIMKOBe ¢ HeHapymiena nsnoct. OdepTh, MOCTHINIH Ci1e]l KPAHHHA CPOK HAMA.

III. OTBapsne Ha odepTHTE

Ha ny6nuuHOTO 3acelaHME HA KOMHCHATA MPHCBHCTBAXa CIEJHUTE [PENCTABHTCIH
yYaCTHHIIM:

Mapuena MapueBa — yI'bJIHOMOIIEH IPECTABUTEN Ha ,TnakcoCmutKnaiin EOO/;
Becenuna PyceBa — y'bIIHOMOIIICH NIPEICTABUTEN Ha T naxcoCmutKmnaiia“ EOO/I;
Hunsna Tlogonemnesa - YITBIHOMOIICH NPEICTABUTEN Ha LAnsores dapma bsirap!
EOO/;

I{sBeTenuna LlBeTKOBA - ynmnomomeﬁ npencrasurei Ha ,,CTUHT™ AL

Hy6III/I‘:IHI/ITe neficTBHS Ha KOMHCHATA IMpOABIKHXA C OTBapsiHETO K OIIOBECTABAHETQ

Ha JOKYMCHTHTE, KOUTO CC ChbABbpXaT B O(DCPTI/ITe Ha YYaCTHHLIUTC.
Komucusara 006481 IPEUIOAKCHNTE HEHH, KAKTO CIcABa:

Ipennaranara OT y4acTHUKa L,AJIBOTEH ®APMA BDbJI' APV EOO/I envHu4HA
50

nena, 6e3 rauucies JJIC 3a kommekT ,,PRIORIX™ e B pasmep Ha 15.50 ( merHamecet u 0

J€eBa;

pennaranara ot ydactauka ,,CTUHI™ AJl enunuyba neHa, 6e3 HauMCIICH JAC 3a

kommiekt ,,M-M-RVAXPRO* e B pa3mep Ha 11.325 (exunanecer u 0.325) nesa;
[Npeniaranara OT y4aCTHHUKA ,,FHAKCOCMHTKHAﬁH“ EOO]/] eaunu4Ha IIEHA,
nauncier JUIC 3a xommwext ,,PRIORIX® e B pasmep Ha 11.70 (emunanecet u 0.70) nesa.

C u3BBpIIBaHE HA TOPHUTE ACHCTBHS MPHKIIOMM ny0aMYHaTa 4acT OT 3aCe/laHHETo.
KoMHCHSTA IPOIBIDKH CBOATa paboTa Ha 3aKPHTO 3aCeJaHHe, KaTo IPOBEPH CHOTBETCTBHETO
Ha JOKyMEHTHTE Ha BCSKA OT OQEPTHTE C U3MCKBAHUATA HA 30I1, PamKkoBoO criopa3yMeHHE N

P/1-11-230/11.05.2015 1., KakTo ¥ ¢ NPEABAPAUTEIIHO 0OSBEHHUTE OT BBH3JIOXKUTENS YCIOBUS

IV. Pa3riie;xaaHe Ha peacTaBeHaTa odepra:

Ha 3akpaTuTe 3acelaHus Ha KOMHCHATA B PEOBHHUA Il CHCTAB IIPOBEIE Ha 08.02.2017

r., 09.02.2017 r. u Ha 10.02.2017 r. ce HanpaBKXa CIACAHATE KOHCTATALIAN:

VyacTtHHKET ,,AJIBOTEH ®APMA BBJITAPUS EOOJ] e npeacTaBuJl U3UCKaHHTE
oT BBaokuTens ¢ IToxana Ne 26-00-238/26.01.2017 r. JOKyMEHTH. KoMmucusta HanpaBd

.

OpoBEPKA H KOHCTaTHupa, Y€ IPEACTAaBEHUTC JOKYMCHTH H I/IH(i)OpMaIII/IH oTroBapsii

H3HCKBaHH$ITa Ha BB3NOXKUTECIA.

KoMHMcHATa [IpOBEpH CHOTBETCTBHETO HA CIMHUMYHWTE LCHH, CHABPXKamlHd ce
oepraTa Ha y4acTHHKA C ¢AMHHIHUTE LECHH B LICHOBATY oepra 10 PaMKoBO criopasyMeHHE
Ne PJI-11-230/11.05.2015 T. ¥ KOHCTaTHpa, He€ CHUIMTC HC HAJBHILABAT HPEAJIOXKECHUTE IO
PaMKOBOTO ~ CHOPasyMEHHE. C orjen TrOpHHUTE KOHCTaTallMH LAJIBOTEH ®APMA

BBJITAPUS EOOJ] ce nonycka A0 KilaCHpaHe.

KoMECHSTa TIPOBEPH CHOTBETCTBHETO Ha EIMHMYHATA IEHA 33 1033 JeKapCTBECH
IIPOAYKT C W3MCKBAHETO Ha BB3NOKHTECNA 1a HE HaZBMIIaBa CTOHHOCTTa MO Wi 55
Hapenba 3a ycnoBHsTa, NpaBUIaTa U pejia 3a peryiupaHe W PETHCTPHPaHE Ha LCHUTE Ha
JeKapCTBEHMTE MPOJyKTA M KOHCTATHpa, He CHILHTE HE HaJBHUIIABAT BIHCAHUTE LIECHH

punoxenue Ne 3 Ha [T03HTHBHHSA JIEKAPCTBEH CIIUCBK.

B TEeXHMYECKOTO CH NIPEIOKEHNE, YYaCTHUKBT € NPEIUIOKHT JEKapCTBEH TIPOIYKT C
THPrOBCKO HAUMCHOBAHHE PRIORIX powder and solvent for solution for injection 100 vials
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with powder + 100 ampoules with solvent, 100 x 1 dose (0.5ml), OKOMILIEKTOBAHH (
CIPMHIOBKY 2 ml ABYCHCTABHH U HHXXEKIMOHHY MITIH 26G — xomuuectBo 10 152 000.
C ornex roprute Koncratauuu ,,AJIBOTEH ®APMA BBITAPUS EOOJL

JOITyCKa 10 KjacHpanc.

VuacTauksT ,,CTUHI AJl e npeacTaBusl H3UCKAHUTE OT BB3JIOKHUTEIA C Ilokana
26-00-238/26.01.2017 r. moxymentn. KoMmHcHATa HanmpaBu IpOBEpKa W KOHCTATHPa,
IIpeICTABEHHTE JOKYMEHTH H HHbOpMAI|s OTrOBapsT Ha N3UCKBAHUATA Ha BB3TOKUTEIA.

KoMucuATa NpOBEPH CHOTBETCTBHETO HA €IMHUYHHTE LEHH, CBABPXKAIIM CC

'b

O(bepTaTa Ha y4aCTHHMKA ¢ €THHUTHHTC HEHHU B IICHOBAaTa oq)epra o PaMkoBoO CcnopasyMCHH

Ne PJI-11-230/11.05.2015 r. ¥ KOHCTATHpa, 4€ CHUIMTE HE HA/BUINABAT IIPEIIOKEHUTE
pamkoBo criopasymenue. C Orjiefl TOPHUTE KOHCTATallUH L CTUHI™ A]l ce momycka
KJIacHpaHe.

Kommucusra NpOBEPH CBHOTBETCTBHCTO HAa eQuWHMYHAra [EeHa 3a 034 JIEKapCIiBe

IIPOAYKT ¢ M3HCKBAHETO HA BB3NOXKHTEIA Ja HE HalBHINABA CTOMHOCTTa 1O WI. 55
Hapen6a 3a ycloBHATa, NpaBUIaTa M pela 3a PEryjlHpaHe W PEerHCTPHPAHE Ha IHCHUTC

JIEKapCTBCHUTE MNPOAYKTH M KOHCTaTHpa, 4¢ CBIIHUTIC HE HaABHUINABAT BIIMCAHHATE HCHM

[Tpunoxerne Ne 3 Ha [To3UTHBHHS JIEKAPCTBCH CIUCBHK.

B TexunueckoTO CH NPEATONKECHHE, YIaCTHHKBT € IPSATOKHIL JICKApCTBCH oOpoaykKT
()

THproecko HauMeHoBanHe M-M-RVAXPRO powder and solvent for suspension for inject
1 vial + 1 prefilled syringe + 2 needles — KOIHIECTBO 10 152 000.
C oryen ropaute koncraramun ,, CTUHI™ Al ce nomycka o KnacupaHe.

VY4acTHHKBT ,,FHAKCOCMI/ITKHAVIH“ EOOJl ¢ mnpeacraBull H3UCKaHHTE

=

sp3ioxkHTens ¢ Ilokana Ne 26-00-238/26.01.2017 r. DOKyMEHTH. KoMucusta Harpas

NpoOBEPKa H KOHCTaTHpa, 4Y¢ MNPENCTABCHUTC JOKYMEHTH H I/IH(I)OpMaIII/ISI OTroBapAT
U3HCKBAHUATA HA BB3JIOXKHUTEILL.

KoMmucusita IpOBEPH CHOTBETCTBHETO HA €AMHAYHMTE ICHH, ChABPKAIIA CC B odeprata Ha
'yJacTHHKA C CIUHMYHUTE LCHU B IICHOBATA odepra nmo Pamxoso cropasymenue Ne PII-11-
230/11.05.2015 I. U KOHCTATHpA, Y€ CHIIUTE HE HANBUIIABAT NMPEIIOKEHHUTE TI0 PAMKOBOTO

cropasymenue. C OrleJ TOpHHTE KOHCTATAlHH ,,FHAKCOCMHTKHAﬁH“ EOO/]
JIOIIyCKa JIO KJlaCupaHe.

KOMHMCHATA LPOBEPH CHOTBEICTBHETO Ha €IMHMYHATA LEHa 3a J103a JICKapCIBCH
MPOAYKT ¢ HM3UCKBAHETO HA BH3NOKHTENS /@ HE HAIABUIIABA cTOMHOCTTA MO WI. 53 OT
Hapen6a 3a yClOBHATA, npaBMIaTa M peja 3a peryjupaHe W PeTHCTpUpaHe Ha LCHMTE Ha
NeKapCTBEHHTE TPONYKTH M KOHCTATHpa, Y€ CBHIWMIC HC HalBHIIABAT BIIMCAHUTE LICHH

Tpunoxenne Ne 3 Ha [103UTHBHUS IEKAPCTBEH CITUCBK.

B TexHUYECKOTO CH MPEIIOKCHHC, Y4aCTHHUKBT © HIPEAIOXHII JIEKApCTBEH TIPOAYKT C

Thproeeko HaumeHopanue PRIORIX powder and solvent for solution for injection 100 vials
CBC

with powder + 100 ampoules with solvent, 100 x 1 dose (0.5ml), OKOMIIIEKTOBaHH
CIIPHHIIOBKH 2 ml 2-CHCTaBHH M HHKEKIMOHHH UIJIA 26G— xostaectso go 152 000.

C ornef ropHUTE KOHCTaTallMH ,,FHAKCOCMHTKHAﬁH“ EOO/J] ce momycka 1o

KJIaCHpPaHE.

B CLOTBETCTBHE C H3UCKBAHMSATA HA WI. 5, al. 4 0T PaMKOBO CIIOpa3yMEHNC Ne PJI-1
230/11.05.2015 r., KBJETO € ONpEACICH KPUTEPUH 32 OLCHKA HA odepTuTe ,,Hal-HACKA IIEHA ",

KomucusaTa HU3BLPIIK CIIEAHOTO KJIacHpaHC:




I-Bo macro: ,, CTUHI A/l ¢ mpeanoxeHa eHA KAKTO CJIe(Ba:
EauHnYHA IIeHa HAa KOMILIEKT 6e3 JUIC 3a nocTaBka Ha BaxcuHa M-M-RVAXPRO: 11.3
(emmnanecet u 0.325) neBa;
II-po mscTo: ,,FJIAKCOCMHTKJIAfIH“ EOO/I ¢ npeasoKeHH IEHH KAKTO CJIEABA:
Enunuuna neHa Ha komruiekt G6es JIJIC 3a noctaBka Ha BakcHHA PRIORIX: 11
(emunanecer u 0.70) nesa;

I1I-to mscro: ,AJIBOT'EH ®APMA BBJT'APUA“ EOO/ ¢ npensioskeHH UeHH KaKTC

caexBa:
. Epunvuna neHa Ha xomiuiekT Oe3 JUJIC 3a noctaBka Ha BaKCHHA PRIORIX: 15

(nernanecet u 0.50) neBa;
"

MPEJJIAT A 3A N3ITBJIHUTEJI na 6bze #30paH yYaCTHHKBT, KIIACHPaH Ha IIBPBO MSCTO.
HacTtosimusaT MpoTOKOI ¢€ ChCTaBHU M NOATKCA HA 15.02.2017 r. 1 Ha cplIaTa AaTa ce npejane
Ha BB3JIOKHTENS 3 YTBBPKIaBaHe, 3a¢/HO C IsIaTa TOKyMEHTAlHs 32 B3UMaHE Ha PEIICHUC.

n-p Teonopa TomopoBa-MapkoBa, IMPEKTOP Ha AUPEKIAL HH3KE,
eKcIepT ¢ mpodeCHOHATHA KOMIIETCHTHOCT

n-p Kpemena Ilapmaxosa, u./i. JUPEKTOP Ha NUPCKIAA L JITI3IIBY,
eKCIepT ¢ MPO(pECHOHATHA KOMIIETEHTHOCT

[lenait EMHHOBA, CTapIIK FOPHCKOHCYIT B OTAC]I ,,OIT*, nupexuus ,,HPOIT3* . /7.7,

Vpan by4oB, r1aBeH IOPUCKOHCYJIT B OTACI ,, O, aupexuus ,,HPOII3™ ...........5=7.

Bans MutkoBa, Abp>XaBeH eKCIepT s otaen ,,OIT*, aupexius , . HPOIT3*. . .\ RN\ 7 ee oo e
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