PEINYBIUKA BBITAPU A

HAIIMOHAJIEH CBBET I1O HEHU U PEUMBYPCHUPAHE HA JIEKAPCTBEHUTE ITPOJIYKTHU

YTBBPAWUII: /TI/

MMPO®. HUKOJIAM JAHYEB, 1M

MPEJCEJATEJI

OTuer 3a M3MbJIHEHHE HA HeauTe 3a 2017 1.

HauMeHnoBaHmne Ha AAMUHUCTPpAIUATA:

HAIIMOHAJIEH CBBET 110 HEHU 1 PEUMBYPCUPAHE HA JIEKAPCTBEHUTE INIPOAYKTHU

1 2 3 4 5
Wupnkatop 3a M3IbIHEHUE Wupnkatop 3a caMOOIICHKA
WNuaukatop 3a Wunukarop 3a ueneso | 1. HamenHo mocTurHara men
TEKYIIO ChCTOSHHE ChCTOSTHHE (100%)
Liemn 3a 2017 r. Heiinoctu Pesynrar 2. 3aJ0BOJIMTEIIHO IOCTUIHATA
uen (50 u mHag 50%)
3. He3anoBoiauTenHo
nocturnara nen (moa 50%)
1.13axoHocho0pa3zHa | CeriacHO GyHKIUUTE, 1.1. B pesynrar Ha HamansaBane Hamansasane Ha | 1. HambiHo mocTurHaTta 1en
1 epeKTUBHA IOCOYeHH B 4l 259 oT 3akoHa aHaIu3 Ha pedepeHTHUTE MyOJUYHUTE W YaCTHHU (100%)
perynamnus, 3a JIEKapCTBEHUTE MPOAYKTH B N3MEHEHHETO Ha CTOHHOCTH Ha | pa3xoau 3a
OCHOBaHa Ha XyMaHHaTa MeIUIINHa, pedepenTHaTa JIEKapCTBEHHUTE JIEKapCTBEHU
nokaszarenctsa npu | HCLIPJIIT u3BbpIiiBa cinegHuTe CTOMHOCT € HIPOLYKTU TPYNUPAHU | MPOLYKTH.
OIpeieisHe Ha JIEHHOCTH. OILICHEHO nmo cworBeTeH INN,
LEHUTE Ha e  YTBBP)KJAaBa M PErMCTPHPA HaMaJleHHe Ha Bkirouenu B ITJIC. OcurypsiBane Ha IO-
JIEKapCTBEHUTE LIEHUTE Ha JIEKapCTBEHUTE CTOMHOCTTA, J00Bp  mocTBN 70
MPOJIYKTH, KOUTO MPOJIYKTH, 3arJallaHa ot W3nanenn peuieHus | JeKapCTBEHHU
ce 3aIlIamar ¢ e  BKIIOYBA, IIPOMEHS U H3O0K, kaTo ChOOpA3HO 3asBEHUTE | MPOIYKTH.
Hy6J'H/I‘{HI/I HM3KJII0OYBA MMPOAYKTH B HU3MEPUTEIT Ha AIMHUHUCTPATUBHU
pecypcu. TTo3uTuBHUS JIEKapCTBEH CIIECTCHUTC mpouecaAypH. CmasBane Ha
CITUCHK; myOIuaHN HOPMAaTHBHO
e IOUTBPKA PeUMOYPCHHS cpencTna 3a OTIpe/IeIeHUTE
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craryc Ha JIII B I1JIC Ha
BCEKH TPH FOAMHU (B cuiia
ot 01.07.2015 1.);

®  OCBILECTBSBA KOHTPOII
BBPXY LICHATE Ha
JIEKAPCTBECHNUTE MPOTYKTH
Ipu TpoaxoaTa um.

HCUPJIIT nogmepxa u
aKTyaJu3upa MyOJIuyHHTE
perucrpu:

®  Ha [ICHUTE Ha
JIEKapCTBEHUTE MIPONYKTH,
BimouBanu B [TJIC u
3aIulalliaHy ¢ MyOJIMYHH
CPEeACTBa;

e  Ha Ipe/eTHUTE IIEHH Ha
JIEKapCTBECHHUTE MPOIYKTH,
OTITyCKaHH T10 JIEKAPCKO
IpeArucaHe, KOUTO He ca
pxirouenu B I1JIC;

° Ha MAaKCUMAaJIHUTEC
MpOoJa’KHU EHU Ha
JIEKapCTBEHUTE MIPONYKTH,
OTITyCKaHU 6e3 JIeKapCcKo
npeAnucaHme;

e [lo3nTHBHUS JEKAPCTBEH
CIHCBK.

JIEKapCTBEHUTE
MIPOJYKTH, KOSITO €
B pa3Mep Ha 22
963 639 neBa u ce
pasmpenens, KakTo
caenBa:

e 3aJllIB
[Ipunoxenue 1 Ha
IIJIC HamaneHueTo
Ha CTOMHOCTTA,
3amianiana ot H30K
Bb3Im3a Ha 16 020
611 neBa;

e 3a JII1, 3amnamianu
ot H30K u3BpH
CTOMHOCTTA Ha
KJIMHHYHATA ITbTEKa,
BKJIIOUCHH B
[Ipunoxenue 2 Ha
I1JIC mamaneHueTo
Ha CTOMHOCTTA,
3amnamana ot H30K
BB31K3a Ha 6 943
027 nera.

e 3aJlllB
[Tpunoxenue 3 Ha
TTJIC u 3annamanu
oT OropKkera Ha M3,
HaMaJIeHHETO Ha
CTOMHOCTTA € B
pa3mep Ha 751 559
JIeBa.

1.2. U3nanenu ca 3406
pelIeHus Ha
CnBera

CPOKOBC.

2.1.IloBumraBane Ha
aJIMI/IHI/ICTpaTI/IBHI/IH
KarnanguTeT Ha
HCLIPJIIT.

AHanu3zupane Ha
HEOOXO0ANMOCTTA OT
MTOBHIIIABAHE

Ha KBaIU(UKAIUATA U
crenuduIHaTa KOMIIETEHTHOCT
HA BCEKH CIIY>)KUTEN, KAKTO U

IToBumaBaHe Ha

npodecHoHaTHUTE
yMeHwUs,
KBaJTM(DUKATTHS "
pe3yNTaTHOCT npu
HM3I'bJIHCHHIE Ha

1.

HaHLJ’IHO IIoCTUrHara uej
(100%)

2/6



y4JacTue B 00y4UTEIHI ciry>keOHHUTE
2.2. TloBumaBane Ha | CEMUHAPH, MEXYHAPOJHU 3aIbIDKCHUS 1. HambpnHO mocTHrHaTa Ien
KBaJTU(PUKAIUATA U cpeury, CbOUTHS U JIp. OT CITY>KUTEJIUTE (100%)
cnenuduIHaTa B HCIIPJIIL
KOMITETEHTHOCT Ha
CITy)KUTEIIUTE B Peammsupane Ha
HCIIPJIIIL. o0yueHus
3a TOBWIIABaHE Ha
KBaTH(pHUKAIHATA u
KOMIICTEHTHOCTTa  Ha
CITyKUTEJINTE B
HCLIPJIIT.
3.1.Peanusupane Ha IIpenocTaBsiHe Ha €IEKTPOHHU 1. 3aorueTHHSA Ocurypena Enextponen
e(eKTUBHO, AJIMUHUCTPATUBHHU YCITYTH. MIEPUOJ CE OTUHUTA BB3MOXKHOCT Ha | MOpTaJl C Bb3MOXKHOCT 1. HambeiiHo  mocturHara
KaueCTBEHO U TEHACHIIMS 32 (busnyecku u 3a Mo/IaBaHe e (100%)
3aKOHOCHOOpa3HO MOBUIIIABaHE Ha IOPUAMYECKH JIMIA 1a | Ha eJICKTPOHHO
aJIMUHHCTPATUBHO U3MOJI3BAHETO Ha MOJI3BaT MOJTNUCAHU JJOKyMEHTH
o0cCIyXBaHe. €JIEKTPOHHH CJIEKTPOHHH YCIIyTH OT (pU3HYECKU U
aJIMHHUCTPATHBHU upe3 OTAAJEYEH | IOPUIMYCCKH JIUIA.
YCIIYTH. JOCTBII.
2. Baenpena HoBa
codryepna
mratdpopMa Ha
UHTEpHET
CTpaHUIIaTa,
ylecHsIBaIa J0CThIIa
JI0 ThPCEHATa OT
HOCETUTEIIS
HHpOPMAIIUSL.
1. Tlepuomuuno
4.1. EdexrrBHa OyHKIMOHUPAHE Ha myOIMKyBaHe Ha IIpenocrassue Ha | IIpenocraBsHe Ha | 1. HamenHo nocturnara
paboTa Ha CIIEKTPOHHH ITyOJIMYHU aKTyaJIHU JaHHHU. yciayru B ycioBus Ha | 156p. enexktporan | 1emn (100%)
Wudopmannonnara perucTpu v GYHKIMOHAIHOCTH pbuHa 00paboTKa HA | aIMHHUCTPATHBHU
CUCTEMA, BKIL. 3a CIIPaBKH 3a JIECKAPCTBEHU 2. Ocurypen JIOKYMEHTH, YCIIyTH,
€IeKTPOHHUTE TIPOJIYKTH. aBTOMAaTH3UPaH MOJAJICHU Ha | (yHKIIMOHHMpaHe Ha
ITyOJIMYHY PETUCTPH. oOMEH Ha JIaHHH, XapTHEH HOCHUTEIL. CJICKTPOHHHTE
TIOJIbPIKAHH B NMyONMYHH ~ pPEerucTpH,
€JIEKTPOHHUTE B TTJIC.

TyOIMYHA PETHUCTPH.
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[oanbpxane Ha
yenyrata  web-service
3a ABTOMATHU3MPaH
o0OMEH Ha JaHHA B
MaIllMHHO YEeTHM BUI,
3aeHO CBC
CHOTBETHHTE

MeTaaHHH.

MeXIyHHCTUTYLHOHAI
HO CHHXPOHH3HpaHe Ha
YHUKAJIHUTE
WICHTU(PHUKATOPH  Ha
JIEKapCTBECHUTE
MPOJYKTH.

5.1. Hanrpaxnane Ha
Wudopmannonnara
CHCTEMa ChC CIICIAHUTE
(YHKIIMOHATTHOCTH:

5.1.1.BuenpsiBane Ha
eJIeKTpOHHAa  yciyra
OB PIKaHE Ha
penMOypCcHHSL  CTaTyc
Ha JIEKapCTBEH
MPOJYKT, BKIIOYEH B
TTo3uTuBHUSA

JIEKapCTBEH CIUCHK .

5.1.2.EnextpoHu3upan
€ perucrpaunusTra H

paboTHHUTE  TpoLEeCcH
o
Jexnapanuute/3assie

HUATA 1O wWI. 43 oT
Hapenbara.

5.1.3. TIlpomsna Ha
apXuTeKTypaTa Ha
nHpOPMaMOHHATA

CHUCTEMa BbB BPbH3Ka C

AHanu3upaHe Ha BapUaHTHTE
3a (hMHaHCHpaHe
HaJrpaxaaHeTo Ha
WHpopmanmoHHaTa cuctema.

Hsrorseno
KOHIIETITYaJTHO
pemieHue 3a
HaJrpaxniaHe, ¢
OCUTYPEHO TUIAHUPAHO
(huHAHCHpaHEe 32
u3nbaHeHue npe3 2018
r.

Ycnyrara

LHllonabpixkane Ha
peUMOYPCHHSL CTaTycC
Ha JIEKapCTBCH
MPOIYKT ce
OCBINECTBSIBA  Upe3
ToJJaBaHe Ha
JIOKyMEHTUTE Ha

XapTHEH HOCHUTEI.
VYcnyrara e ¢ BUCOKa
gecToTa Ha
perucTpupane
COpsSIMO  OCTaHAJINTE
yciyru, kato 3a 2016
r. ca noctenmiu 1958
op.

5.1.2 lexnapanuure
mo w1 43 ot

Hapenbara  3aemar
HaW-TOJEMUAT IS OT
JIOKYMEHT0000poTa
Ha XapTHEH HOCHTEIL
IIpes 2016 1. ca
MOCTBIIWIA 001110
3340 op.

AKTyanu3upaHe Ha
Crparterus 3a
€JIEKTPOHHO
3[paBeora3BaHe U
[IpTHaTA KapTa.

HamansBane Ha
aJIMUHUCTPATHBHATA
TEXKECT 3a OM3Heca.

3. Hes3agosonurenno
MOCTUIHATA 1el (0
50%)
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pazIuuueTo B HUBOTO
Ha  3amjamnjaHe  3a
pa3IUYHO TIOKa3aHUe
no MKB.

5.1.3.IIpomenu B

HHBOTO Ha
peumOypcupane Ha
JICKAPCTBEHUTE
MPOIYKTH,

CBHIBPXKAIIN 110 €THO
aKTHBHO BEIIECTBO 3a

JIeYCHUE Ha
€CeHILIMaIHa

xunepronus  (MKb
KOJI 1 10),
BKJTIOYBAII[O

Ch3/aBaHe Ha
HSKOJIKO  ,,aKTUBHHU

3anuca’ 3a e€IuH U
coir JIIT.

6.1. OcurypsiBane Ha
MIPO3PavyHOCT U
e(eKTUBHOCT NpH
U3BBPIIBAHE
perynanusrTa Ha
LIEHUTE Ha
JIEKapCTBEHUTE
MIPOAYKTH.

6.2. ®opmupane Ha
TO3UTUBHU
00IIEeCTBEHH HATIacH
OTHOCHO
(GYHKIMOHUPAHETO HA
PEeryJIaTOpHUS PEXKHM,
M3IBJIHSBAH OT
HCLPJIIL

W3BbpiiBaHe Ha perynaius Ha
LIEHUTEe, OCHOBAHA Ha
JIOKA3aTeJICTBA U B U3IIBIIHECHHE
Ha HOPMATUBHUTE pa3nopenon.

IlopnbprkaHe Ha akTyanHa
nHpopManus Ha HHTEPHET
crpanunara Ha HCLIPJITL.

[opnbprxane Ha
CTPYKTYPHUPAHU U B
ITbJIEH 00EM TaHHH C
OCHUT'ypeH YyJIeCHEeH
JIOCTBII OT
3aMHTEPECOBAHNUTE
CTpaHU U
MOTpeOUTEIUTE Ha
aJMUHUCTPATUBHU
YCITyTH.

Touno,
CBOEBPEMEHHO u
MPO3pavHO
perynupaHe UEHUTE
Ha JIEKapCTBEHUTE
MPOTYKTH.

CBOEBpEMEHHO
aKTyalu3hpaHe — Ha
undopmanusita  Ha
HHTEPHET

CTpaHHuIlaTa Ha
HCIIPJIIL.

1. Hamrenao mocturnara nei1
(100%)
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[IpoBexxnane Ha

7.1. Yyacrue B EdexruBHO B3anmoelicTBre PEOBHHU CpEIIU U OnTtuMusupae  Ha 1. HanbnHo nocturxara
JIeHHOCTH, mexay HCHPJIIT, M3 u H30K | xoHcunnymu mno pasxoauTe uen (100%)
MOIKPETISAIIH 3a IOCTUTaHe Ha KOHCEHCYCHHM | aKTyaJHW U pa3xo/BaHETO Ha
pannoHAIHOTO peLIeHusI 1o MPUOPHUTETHH LN U MyONMYHA  CpeacTBa
pa3xoJBaHe Ha LIEHO00Pa3yBaHETO U 3aJauH. 3a JIEKapCTBCHU
MyONMWYHATE CPEeCTBA | PEUMOYpCHpaHETO Ha TIPOAYKTH.
3a JIEKapCTBEHH JIEKapCTBCHNUTE MPOTYKTH.
MIPOIYKTH.
8.1. ITopawppxane Ha W3BbpHIBaHE HA OLICHKA HA Pasrnenanu 1074 | Perymnspua IIpe3 2017 r. noanexat
peuMOypCeH cTaTyc JICKapCTBEHUTE MPOTYKTU Bb3 Iporexypu 3a | IpeoleHKa Ha | Ha OLIEHKa Ha | 1. HambiHO mocTHrHara men
Ha JICKapCTBECHUTE OCHOBA Ha JI0Ka3aTeJICTBa 3a MO ABPKaHEe Ha | Bkmouenure B IIJIC | peumOypcen cTartyc (100%)
NPOJIYKTH, BKIIOYEHN | euKacHOCT, TeparneBTHIHA peuMOypCceH cTaTyC Ha | IPOXYKTH MO0 | JIEKapCTBEHUTE
B IJIC. e(eKTUBHOCT, 0€30MaCHOCT U JIEKapCTBEHU KpHUTEpUHUTE, 1O | MPOAYKTH, BKIIOYEHH B

aHanmu3 Ha (apMako- MPOJYKTH, BKItOYeHH B | kouto cbuute ca | [IJIC mpe3 2014 T.

HMKOHOMMYECKH MTOKA3aTENH. TJIC. BKJIIOUEHU 3a

penMOypcHpase.

9.1. EpextuBHO
YICHCTBO HA
HCLPJIII B
W3IBIHEHNE Ha
CrniopazyMeHHeTo 3a
CbBMECTHA JIEHHOCT C
EURIPID
Collaboration
(Cnopazymenue 3a
CbBMECTHA JIEHHOCT
10 OTHOILICHNE Ha
LIEHO00pa3yBaHETO
penMOypcHUpaHeTo Ha
JIEKapCTBEHU
MIPOAYKTH).

EdexTrBHO B3auMOACHCTBHIC
mexay HCLPJIIT u
peryIaTOpHHATE OpraHd Ha
CTpaHUTE WICHKH

[Iocturane na IIUPOKO

€BpOIENCKO
CHTPYIHHIECCTBO c
HaMOHAJTHUTE
KOMIIETCHTHU OpTaHu

Mo 1eHooOpa3yBaHe W
peumOypcupase, ¢ 1el
Jla HallpaBU LCHUTC Ha
BBH3CTAHOBHUMUTE

JIEKAPCTBEHU ITPOJYKTH

MO-TIPO3pAYHH upes
OHJIANH JIOCTBITHA,
pa3bmpaema,
HaJleXIHa,
HETPEKbCHATO
MOATbpXKAHA M JIECHO
H3II0/I3BacMa basa
JIaHHH.

JlocThHa OHIIAKH Oa3a
JIaHHU, KOSATO CE
0OHOBSIBa PEIOBHO H CE
Oa3mpa Ha
MpeloCTaBsiHE Ha
JIaHHU OT CTpaHa Ha
HAI[MOHATTHUTE
KOMIIETCHTHU OpPTaHH.
Wudopmanusra ce
¢boxycupa BEpXy
JIEKapCTBCHHUTE
MIPOAYKTH, 3aIUIAlaHu
¢ OOIIECTBEHH
cpencTaa.

1. HambiHO mocTurHara
e (100%)
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