NOPOTOKOJ
Ne2

Huec, 15.04.2019r., ot 12,00 yaca B OuGnmorekata Ha MBAJI "JI-p Cepreii PocroBuer"
EOO/I ce cwhcTos 3acenaHne Ha KOMHUCHATA, Ha3sHadyeHa cbc 3amoBen NelO) or 12.03.2019r. na
VYmpasurens na MBAJI "J[-p Cepreit PoctoBries” EOO/] 3a pasriexmane u oleHKa Ha MOCTHITUIUTE
odepTu U KIacupaHe HA YIACTHUILIUTE B OTKPUTA MIPOIEAYpPa 32 Bh3JIaraHe Ha 0OIIeCTBEHA OPHYKA C
npeamet: "JlocTaBka Ha JieKapcTBeHU NpoaykTu 3a Hyxkaute Ha MBAJI "J[-p Cepreii PocToBnes"
EOO/, rp.Momuunrpan", ¢ yaukanen 00201-2019-0001, otkpura ¢ Pemenne Ne4 ot 01.02.2019r. na
VYnpasurens, nyoaukyBano oosiinerue B POIT ¢ Ne892098 na 04.02.20109r.

Ha ocnoBanue I'maa nera, pazaen VIII ot TIII30I1 u B u3nbinenune Ha 3amoBen NelO ot
12.03.2019r. na Ymnpasurens mva MBAJI "JI-p Cepreit Poctoues” EOO/], momMomHuaT opran Ha
BB3JIOKUTENS B CIICAHUS ChCTAB:

Ilpeoceoamen: m.d.Becena MomuuniioBa — ppbKOBOJIUTEN OOJTHMYHA aIlTeKa;

u ujieHoese: 1. mc.benrun Cagbk — rliaBHa MEAMIIMHCKA CECTPA;
2. luayep Xabub — rOpucCT;
3. Onra AranacoBa — crenuanuct YP;
4. Cuexana KaparbozoBa — JUIIJIOMHpAaH MarucTbp MO MKOHOMHKA, 3alI0YHA
paboTaTa cu Ha 3aKpUTO 3aceIaHue.

I. Komucusta npoasinku paborata cu mo pena ['maa mera, pazmzen VIII ot III30I1, kato
pasriena TeXHWYECKUTE INPEIUIOKEHHS Ha JOMyCHAaTUTE J0 TO3HM €Tal y4YacTHHIM Ha 3aKpUTH
3ace;aHus, MPH KOETO HANpPaBH CIEIHUTE KOHCTATAIHH:

[To oTtHOmIEHUE Ha mpeacTaBeHuTe JokymMeHTH o wi.39, an.3, 1.1 ot IIII30I1 ot yyacTHuKa
"MEJO®APMA" EOO/, rp.Codus no:

OIl Nel Jlocmaska na nexkapcmeeHu npodykmu ekawuenu ¢ Ilpunoscenue Ne2 na
Io3umugnusa nexapcmeen CRUCHK

Y4acTHUKBT JEKIapupa, 4e € ChIVIaCeH ¢ KJIay3UTe Ha MPOEKTa Ha IOTOBOPA, MPUIIOKEH KbM
JOKYMEHTaIusATa 3a y4yacTue B mnpouenypata. CpokbT Ha BaJMJHOCT Ha odeprata € 6 Mecela.
TexHHMuecKOoTO MNpeasokKeHWe OTroBaps Ha H3MCKBAHUATA Ha BB3JIOKHUTENS 10 OTHOLIEHHWE Ha
ceappkanne U popma m e m3rorBeHo mo Ilpminoskenume Ne3 or oOpasmuTe KBbM NPOIEIYyparta,
MPEJCTaBEHO € M Ha ONTHYEH HOCHUTEI.

[IpemtoskeHu ca CpoK 3a M3ITBJIHEHHE Ha JOCTABKUTE, CPOK 32 Pa3CPOUYCHO TUIAIIAHE U OCTAThUYCH
CPOK Ha TOJHOCT Ha O(QepUpaHUTE JEKAPCTBEHW MPOJYKTH OTrOBapslM HAa MHUHUMAJIHUTE
M3WCKBAHUS HA BB3JIOKHUTEIIS.

Odepupanute nexkapcTBEHH MNPOAYKTH ca BkIoueHH B Ilpunoxenue Ne2 nHa IIJIC kbM
02.03.2019r. u cbOTBETCTBAT Ha M3UCKBAHMATA HA TEXHUYECKaTa creuuukamus KbM
JOKyMEHTAllsITa 3a y4yacTue B Ipoueaypara, no otHomeHue Ha ATC koa, TeHEepUYHO
HAaNMEHOBAaHHE, JICKApCTBEHAa (OpMa, KOJMYECTBO AKTHBHO BEMIECTBO W EIMHHYHA MSpKa TI0
HOMEHKJIATypu B oOocoOeHaTa mo3uuus M 1noapodHo omucanu Ilpunoxenue Nel kbM HacTOSIIUSA
MPOTOKOJL.

Ha 0a3a ropeus/ioKeHOTO KOMMCHAATAa HAMHPAa TeXHHYECKOTO TMpeio:KeHHe Ha
YYaCTHHKA MO 000co0eHATA MO3MIMS 32 OTrOBAapsIl0 B MbJHA CTENEH HA M3MCKBAHHATA HA
BB3JIOKUTEJIS, 32105KEHH B TeXHHMYecKaTa crneuupukanusa Ha AokyMeHTamusaTa. C orien Ha
TOBA, KOMUCHATA €IMHOAYIIHO pewmH, 4ye aomycka y4yactHuka "MEJTO®APMA" EOOJ,




rp.Codusi 10 ciaeaBamy eranm B NpoLeAypaTa — OTBapsHe Ha LEHOBOTO MpelJOKeHUe Mo
o0oco0eHaTa MO3UIIMA.

[To oTHOmIEHUE Ha TIpeacTaBeHUuTe JOKYMEeHTH 1o 4i.39, an.3, 1.1 ot IIII30II ot yyactHuka
"TAHCOH - BI'" OO/, rp.Pagomup no:

OIl Nel Jlocmasexka na_nexapcmeenu_npooykmu__exnrouenu 6 _Ilpunoycenue Ne2 na
Ho3umuenusa n1exapcmeen CRUCHK

Y4acTHUKBT ACKIapupa, 4ye € ChIJIACEH C KJIAy3UTe Ha MPOEKTa Ha JIOrOBOpa, MPUIOKEH KbM
JOKyMEHTAIMsATa 3a ydacTue B mporeaypara. CpokbT Ha BaauAHOCT Ha odeprata € 6 Mecerla.
TexHUYEeCKOTO MpeUIOKEHUE OTroBaps Ha HW3UCKBAHUATA HA BB3JIOKHUTENS 1O OTHOIIEHHWE Ha
chabpxkanue u popma u e m3rorBeHo mo Ilpmnoxkenne Ne3 oT oOpasmuTe KbM MpoIEaypara,
MPEACTAaBEHO € U Ha ONTUYEH HOCUTET.

[Ipemioxenu ca Cpok 3a U3MBIHCHUE HA JJOCTABKHUTE, CPOK 3a PA3CPOYCHO IUIANIAHE U OCTaThYCH
CPOK Ha TOJHOCT Ha OdepupaHUTEe JEKAPCTBCHH MPOJYKTH OTrOBAPSIIM HAa MHUHUMAITHUTE
HM3HUCKBAHMS HA BH3JIOKHUTEIA.

Odepupanute JekapcTBEHW MPOAYKTH ca BKIoueHH B I[lpumokenue Ne2 wa IIJIC kbM
02.03.2019r. m cpOTBETCTBAT Ha M3HWCKBAaHHMATA HA TEXHUYECKaTa crenuukanus KbM
JOKYMEHTAIMsATa 3a ydyacTue B mpoueaypara, mo otHomenue Ha ATC kom, reHepUYHO
HaWMCHOBaHME, JICKapCTBEHa (opma, KOJMYECTBO AKTUBHO BEIISCTBO W CJAMHMYHA MspKa I10
HOMCHKJIATYpu B 00ocoOeHaTa mo3unus U moapoOHo onucanu [Ipmnoxkenne Nel KbM HacTOSIIUS
MIPOTOKOJI.

Ha 0a3a ropeus/io;KeHOTO KOMHCHAITA HAMHPA TEXHHYECKOTO TMpeNsioKeHHe Ha
YUYACTHMKA MO 000co0eHATa MO3MIHA 32 OTrOBapsilll0 B MbJHA CTeNeH HAa M3MCKBAHHUATA Ha
Bb3JIOKUTEJIS, 32JI05KEHH B TeXHH4YecKaTa cnenudukanus Ha JokymMeHTauusaTa. C orjen Ha
TOBA, KOMHCHSITA €IHHOAYIIHO pemu, 4e aomycka ydactHuka "JAHCOH - BI'" OO,
rp.Pagomup no cieaBaml eram B mpoueaypara — OTBapsiHe Ha LEHOBOTO IpeAJioKeHUe 110
000co0eHaTa MO3UIIUS.

OII Ne2 Jlocmaska na nexapcmeenu npooykmu u3zevh Ilpunoycenue No2 na Ilozumuenus
JIeKAPCMEEH_CRUCHK

Y4acTHUKBT ACKIapHpa, e € ChIVIACeH C KJIay3WTe Ha MPOEKTa Ha JIOTOBOPa, MPHIIOKEH KbM
JOKYMEHTaIMsATa 3a y4dactue B mpouenypata. CpokbsT Ha BalugHOCT Ha odeprata e 6 Mecela.
TexXHUYEeCKOTO TMpeUIOKEHUE OTroBaps Ha W3UCKBAHUATA Ha BB3JIOKHUTENS MO OTHOUIEHHE Ha
chabpkanue u ¢opma U e uszrorseHo no [lpunoxkenune Ne3 oT obOpaszuuTe KbM MpOLEAyparta,
MPEACTABEHO € U Ha ONTUYECH HOCUTET.

[Ipemyioxenu ca Cpok 3a U3MBIHEHUE HA JOCTABKUTE, CPOK 32 PA3CPOUYCHO IIALIAHE U OCTaThYeH
CPOK Ha TOAHOCT Ha odepupaHUTE JEKAPCTBEHHW TMPOJYKTH OTTrOBapsd HAa MHUHUMAIHUTE
W3UCKBaHMS Ha BH3IOKUTEIS.

Odepupanute nekapcTBeHH MPOAYKTH He ca BkirodeHH B [lpunoxkenune Ne2 na IIJIC xbpM
02.03.2019r. u cBOTBETCTBAT Ha M3UCKBAHMATA HA TEXHUYECKaTa cheuuduxanus KbM
JOKyMEHTAIMsATa 3a YydyacTue B mponeaypara, mo otHoumieHne Ha ATC kon, TEeHepU4yHO
HAaUMEHOBaHME, JIeKapCcTBeHa (opma, KONMYECTBO AKTUBHO BEIIECTBO M EAMHUYHA MSpKa IO
HOMEHKJIATYpHd B 00ocoOeHaTa mo3unus U moapoOHo onucanu [IpmiokeHne Ne2 KbM HACTOSIIUS
MPOTOKOJ.

Ha 0a3a ropeus/ioKeHOTO KOMHMCHUSITA HAMHMPA TEXHHYECKOTO TMpelJIosKeHHe Ha
YYACTHHKA N0 000co0eHaTa MO3MIMSA 32 OTrOBAPSI0 B NMbJHA CTeNeH HA M3MCKBAHMATA HA
Bb3JIOKUTEJIs, 3aJI0’KeHH B TeXHHYecKaTa crnenudukanuss Ha JokymMeHTauusTa. C orjen Ha
TOBAa, KOMHMCHUAITA €IUHOAYIIHO pemu, 4ye gonycka yuyactHuka "JAHCOH - BI''" OO[,
rp.PagomMup 1o cieaBaimn eram B NpoleAypaTa — OTBapsiHe HA IEHOBOTO MpelJio:KeHHe I0
000co0eHaTa MO3UIIUS.




ITo oTHOLIEHWE HA MPEACTABEHUTE JOKYMEHTH mo 4i.39, an.3, 1.1 ot IIII30II ot yuyactHuka
"Toproscka gura - HAII" AL, rp.Codus no:

OIl Nol Jlocmaeka na _nexapcmeenu _npooykmu_exarouenu 6 _Ilpunoscenue Ne2 na
Ilo3umuenus 1exkapcmeen CRUCHK

VYyacTHUKBT ACKIIapupa, 4e € ChIJIaCeH C KJIAy3UTEe Ha MPOEKTa Ha JIOroBOpa, MPUII0KEH KbM
JOKyMEHTaIusATa 3a y4dactue B mpomenypata. CpoksT Ha BaJMgHOCT Ha odeprata e 6 Mmecena.
TexHUYeCKOTO NPEAJIOKEHHE OTroBapsi Ha H3UCKBAHUATA HA BB3JIOKUTENSI IO OTHOLICHHE Ha
chIbpkanue u ¢opma U e u3rorBeHo mo Ilpunoxenwe Ne3 or oOpasuure KbM MTPOIEAYypaTa,
MPEJICTAaBEHO € M HA ONTUYEH HOCUTEI.

[Ipemioxenu ca Cpok 3a U3MBIHEHUE HA JJOCTABKUTE, CPOK 32 PA3CPOUYCHO IIALIAHE U OCTaThYCH
CPOK Ha TOAHOCT Ha odepupaHUTE JEKAPCTBEHW MPOAYKTH OTrOBapsANId HAa MHUHHMAITHHUTE
M3UCKBAHUS Ha BBH3JIOKUTEIIS.

Odepupanute nekapcTBeHH NPOAYyKTH ca BikiIoueHH B Ilpunoxkenune Ne2 na IIJIC kBM
02.03.2019r. m cbOTBETCTBAT Ha HW3HUCKBAHUATA HA TEXHMYECKaTa CHeUU(UKALUS KbM
JOKYMEHTalMATa 3a YydacTue B Tporeaypara, mno otTHomeHue Ha ATC koa, TEeHEPUYHO
HAaUMEHOBAaHHE, JIEKapCTBEHa (opma, KOJIMYECTBO AKTUBHO BEIIECTBO M EJAMHUYHA MSpKa TIO
HOMEHKJIaTypH B 00ocoOeHara mo3umus ¥ 1moapooHo onucanu Ilpunoxenue Nel KbM HaCTOSIIIHS
MPOTOKOJ.

Ha 06a3a ropeu3i0KeHOTO KOMHCHSITA HAMHPA TEXHUYECKOTO TMpelJIoKeHne Ha
YUYACTHHUKA MO 000co0eHATa MO3UIMA 32 OTrOBapsli0 B MbJHA CTeNeH HAa M3MCKBAHUATA HA
Bb3JIOKHTEJIS, 32J05)KEHH B TeXHHYecKaTa crnenudukanuss Ha JokymMeHtanusarTa. C orien Ha
TOBA, KOMUCHUSITA €IUHOAYIIHO Pelld, Ye Jonycka ydyactHuka "Tbproscka jura - HAI" A,
rp.Codusi 10 ciaensamy eram B Npoueaypara — OTBapsHe Ha LEHOBOTO INpelJIOKeHHe 10
000co0eHaTa MO3UIHA.

Ilo oTHOmIEeHUE Ha npeacTaBeHuTe JOKymMeHTH 1o wi.39, an.3, 1.1 ot IIII30I1 or yyacTHuka
"O®bOHUKC ®APMA" EOO/, rp.Codus no:

OIl Nel Jlocmasexka na_nexapcmeenu_npooykmu_exkarouenu 6 _Ilpunoycenue Ne2 na
Tlo3umuenusa nekapcmeen CRUCHK

Y4acTHUKBT ACKIapupa, e € ChIJIACEeH C KJIAy3UTe Ha MPOEKTa Ha JIOrOBOpa, MPUIIOKEH KbM
JOKYMEHTaIMsATa 3a y4dactue B mpouenypata. CpokbsT Ha BalugHOCT Ha odeprata e 6 Mecela.
TexHUYEeCKOTO MpeUIoKEHNUE OTroBaps Ha W3MCKBAHMUSITA HA BB3JIOKHUTENS IO OTHOIICHHE Ha
chabpkanue u ¢opma u e usrorseHo no [lpunoxkenune Ne3 oT oOpasuuTe KbM MTPOLEAYypaTa,
MPEACTABEHO € U Ha ONTUYECH HOCUTET.

[Ipemyioxenu ca Cpok 3a U3MBIHEHUE HA JOCTABKUTE, CPOK 32 PA3CPOUYCHO IIALIAHE U OCTaThYeH
CPOK Ha TOAHOCT Ha odepupaHuUTE JEKAPCTBEHU TMPOAYKTH OTIOBApAIIA Ha MHUHHUMAIHHUTE
W3UCKBaHMS Ha BH3IOKUTEIS.

Odepupanute mnexkapcTBeHH NPOAYKTH ca BikItoueHn B [lpunoxkenue No2 na IIJIC kbM
02.03.2019r. u cBOTBETCTBAT Ha M3UCKBAHMATA HA TEXHUYECKaTa cheuuduxanus KbM
JOKYMEHTAIUsATa 3a YydyacTue B mpouenypara, 1o oTHomeHue Ha ATC kon, reHepuuHO
HAaUMEHOBaHME, JIeKapCcTBeHa (opma, KONMYECTBO AKTUBHO BEIIECTBO M €AMHUYHA MSApKa IO
HOMEHKJIaTypu B 00ocoOeHara mo3uius u noapoOHo omnucanu [lpunoxenue Nel kbM HaCTOSIIIMS
MPOTOKOJ.

Ha 0a3a ropeus/io:KeHOTO KOMHCHAITA HAMHPa TEXHUYECKOTO TMpelIoKeHHe Ha
YYACTHHKA N0 000co0eHaTa MO3MLMS 32 OTrOBapsili0 B NbJIHA CTENeH HA M3MCKBAHUATA HA
BbH3JIOKUTEJIs, 3aJI0’)KEHH B TeXHHYecKaTa crnenudukanusi Ha JokymMeHTtauusTa. C orjen Ha
TOBA, KOMMCHSITA ¢IUHOAYIIHO peln, 4ye gonmycka yyacTHuka "®bOHUKC ®APMA" EOOJ,
rp.Codusi 10 ciaeaBam| eranm B NpoleaypaTta — OTBapsiHe Ha HEHOBOTO IMpelJO:KeHUe Mo
000co0eHaTa MO3UIIUS.




OIl No2 Jlocmaseka na_nexapcmeenu _npooykmu uzevH _Ilpunoscenue No2 na Ilozumugnus
JIeKapCmMeEeH_ CRUCHK

Y4YacTHUKBT JAEKIApUpa, Ye € ChIVIACEH C KIay3UTe Ha MPOEKTa Ha JOTOBOPA, MPHIIOKEH KbM
JOKYMEHTAIMsATa 3a y4JacThe B mporeaypata. CpoksT Ha BaJMIHOCT Ha odeprata € 6 Mecena.
TGXHI/I‘ICCKOTO HpeIUIO)KeHI/Ie OTI‘OBapH Ha HW3UCKBAHHUsATA HaA BBI3JIOXKUTCIIA II0 OTHOIICHHUEC Ha
ChIbpkanue W ¢GopMa U ¢ u3rorBeHo mo Ilpwiokernne Ne3 oT oOpasnuTe KbM IPOIEAYpaTa,
MIPEJICTAaBEHO € U Ha ONTHYCH HOCUTEI.

[IpennoxeHu ca CPoOK 3a U3MBIHCHHUE HA JIOCTABKUTE, CPOK 3a PA3CPOUYCHO IUIAMIAHE U OCTAThYCH
CPOK Ha TOAHOCT Ha OQepUpaHUTE JEKAPCTBEHW TMPOIYKTH OTrOBapSAIIM HAa MHHUMAIHUTE
M3UCKBAHMS Ha BB3JI0KHUTEIS.

OdepupanuTte NEeKapCTBEHH MPOAYKTH CHOTBETCTBAT HAa HM3UCKBAHMATA HA TEXHHYECKATA
crienuduKanus KbM JOKYMEHTAIUATA 3a y4acThe B Ipoleayparta, mo oTHomenue Ha ATC kog,
FeHepI/I‘-IHO HanMMCHOBAHUC, J'IeKapCTBeHa (popMa, KOJIMYECTBO aKTUBHO BCIICCTBO U €AMHHWYHA MSIpKa
110 HOMEHKJIATypH 1oipoOHo onucanu [Ipmiokenne Ne2 KbM HACTOSIIMS MPOTOKOJ, C M3KIFOYCHHE
Ha CIICTHUTEC HOMEHKJIATYPH:

AHaTOMO-TepaneBTHYEH Me:K/IyHAPO/IHO HeNIATEHTHO KosinyecTBo Ha AKTUBHOTO
JlekapcrBena opma
ko /ATC-kon/ naunmeHoBanue /INN/ JIEKAPCTBEHO BEIECTBO

1 A02BCO1 Omeprazol caps. 20mg.

Odepraoto mpemnoxkenue Ha "®BOHUKC ®APMA" EOO/, EMOITPA30JI KAIIC.
20MI" X 28, ¢ mputexaren Ha pasperienue 3a ynotpeda INBIOTECH, e Bxmtoueno B [Ipunoxxenue
No2 na ITJIC, xbem mata 02.03.2019r.

Komucusita npeanara yyacTHUKBT Ja ObJ€ OTCTpaHEH MO HOMEHKJaTypa 1 Ha OCHOBaHUE
qr1.107, 1.2, 6ykBa a) or 30I1 — mpencraBun e odepra, KOATO HE OTroBaps Ha MPEIBAPHUTEITHO
00sIBEHUTE yCJIOBHSI HA MOPBHUKATA.

AHATOMO-TepaneBTHYEH Me:K1yHAPO/IHO HeNIATEHTHO KosinyecTBo HA AKTUBHOTO
JlekapcTBena popma
xox /ATC-kon/ nanmeHoBanue /INN/ JIEKAPCTBEHO BEIEeCTBO

3 A02BCO1 Omeprazol caps. 20mg.

OdeptHoto mpemioxkenue Ha "O®BOHUKC ®APMA" EOO/, BUOIIPA30JI KAIIC.
20MI" X 28, ¢ mpurexaren Ha paspemienue 3a ynorpedba INBIOTECH, e Bkmtoueno B Ilpunoxenne
Ne2 na ITJIC, kM mata 02.03.2019r.

Kommcusta npeasara yqacTHUKBT J1a ObJie OTCTpaHEH MO HOMEHKJIATypa 3 Ha OCHOBaHHWE
y1.107, 1.2, GykBa a) ot 30Il — mpencraBun e odepra, KOSTO HE OTroBaps Ha NPEABAPUTETHO
00sIBEHUTE yCJIOBHSI HAa MOPBHUKATA.

AHATOMO-TepaneBTHYEH MeKkayHapoaHO HeNaTeHTHO KonyecTBO Ha AKTHBHOTO
JlekapcTBena popma
ko1 /ATC-kon/ HaumeHoBaHue /INN/ JIeKapCTBEHO BellleCTBO

52 D07ACO01 Betamethasone sol.inj. 7mg/ml/Iml

OdeprHoro  mpemiokenne Ha  "OBOHUKC @®APMA" EOOHA, @JIOCTEPOH
AMIL2MI+5SMI/1IMJI X S5/KYTUS/, ¢ nputexaren Ha paspemeHue 3a ymnorpedba KRKA, e
BkitodeHo B [Ipunoxxerne No2 na I1JIC, xpm mata 02.03.2019r.

Komucusita mpejiara yyacTHUKBT Ja ObJie OTCTpAaHEH IO HOMEHKJIATypa 52 Ha OCHOBaHHE
w1.107, 1.2, 6ykBa a) ot 30Il — mpeacraBun e odepTa, KOIATO HE OTroBaps Ha MPEABAPHUTEITHO
00sIBEHHTE YCJIOBUS HAa MOPHUKATa.



AHATOMO-TepaneBTHYeH Me:KayHAPOIHO HENATEHTHO KosinuecTBO Ha AKTHBHOTO
JlekapcTBena ¢opma
koa /ATC-kon/ HaumeHoBaHue /INN/ JIEKaPCTBEHO BellleCTBO

64 HO01BAO1 Terlipressin sol.inj. 100mcg/mi2ml

Odepraoro npemioxkenne Ha "O®BOHUKC ®APMA" EOO/, PEMECTUIT AMIIL
0,2MI" 2MJI X 5/KYTUS/, ¢ mputexxaren Ha paspemenue 3a ynorpedba FERRING, e Bkiroueno B
[Tpunoxenne Ne2 na IJIC, xpm pata 02.03.2019r.
Komucusita npeanara yyacTHUKBT Ja ObJie OTCTpaHEH MO HOMEHKJIaTypa 64 Ha OCHOBaHHE
q1.107, 1.2, O6ykBa a) or 30Il — mpencraBun e odepra, KOATO HE OTroBaps Ha MPEIBAPUTEITHO
00sIBEHUTE YCJIOBHS HA MOPBHUKATA.

AHaToMoO-TepaneBTHYEH MexayHapoaHO HeNaTEeHTHO KoiinyecTBo Ha AKTHBHOTO
JlekapcrBena popma
ko /ATC-kon/ HanmeHoBanne /INN/ JIEKAPCTBEHO BELEeCTBO

73 JO1FA09 Clarithromycin susp. 125mg/5mli60ml

Odepraoto mpemnoxkenne Ha "®BOHUKC ®PAPMA" EOOLA, ®POMUIIN] T'PAH.
125MI'/5SMJI 60MJ1, ¢ mpuTesxaTten Ha pa3perienue 3a ynorpeda KRKA, e Bxiroueno B [Ipunoxenue
Ne2 na ITJIC, kM mata 02.03.2019r.

Komucusita npeanara yyacTHUKBT Ja ObJie OTCTpaHEH IO HOMEHKJIAaTypa 73 Ha OCHOBaHHE
yi1.107, 1.2, OykBa a) ot 30Il — mpencraBun e odepra, KOATO HE OTroBaps Ha MPEIBAPUTEITHO
OOSIBEHHTE yCIIOBUS HA MOPHUKATA.

AHaTOMO-TepaneBTHYEH MesKIyHAPOIHO HENATEHTHO Koin4ecTBo Ha AKTHBHOTO
M JlekapcTBena popma
kox /ATC-kon/ HaumeHoBaHue /INN/ JIEKAaPCTBEHO BellleCTBO

103 N06BX03 Piracetam granulesfor oral solution 2400mg./5gr.

Odeptaoto npeanoxenue Ha "O®BOHUKC ®APMA" EOO/, [ITMPALIETAM CAILIETA
2400MI" X 20 XMMAKC, c nputexaren Ha paspemenue 3a ynorpedba XMMAKC, e BkiIoueHO B
[Tpunoxenue Ne2 na ITJIC, kpm mara 02.03.2019r.

Komucusita npeanara yq9acTHUKBT Ja Obe OTCTpaHeH 1Mo HOMeHkinatypa 103 Ha ocHOBaHHE
4y1.107, 1.2, OGykBa a) ot 30Il — mpencraBun e odepra, KOATO HE OTroBaps Ha MpPEABAPUTEITHO
00sIBEHUTE YCJIOBHSI HA MOPBHUKATA.

Ha 0a3a ropemu3syo:KeHOTO KOMHCHSITA HAMHPAa TEXHHYECKOTO TMpeNJIoKeHHe Ha
YYaCTHHMKA M0 OCTAHAJINTE HOMEHKJIATYPH 32 OTrOBApsili0 B IIbJIHA CTelleH HAa U3UCKBAaHUATA
HA BB3JIOKUTEIS, 3JI0/KCHH B TeXHUYeCKaTa cnenupuKanus Ha JoKyMeHTanusaTa. C oriien Ha
TOBa, KOMUCHSITA eIMHOAYIIHO pellu, Ye gonycka yyacTHuka "®bOHUKC ®APMA" EOO/]
A0 cJieABall eTalm B MNpoueaypaTa — OTBapsiHe HA IEHOBOTO NpeIOKeHHe IO OCTaHAJINTe
HOMEHKJIATYPH.

[To oTHOMmIEHNE Ha mpeacTaBeHuTe JokymMeHTH 1o wi.39, an.3, 1.1 ot IIII30II ot yyacTHuKa
"@APKOJI" Al, rp.Byprac no:

OIl Nel Jlocmaska na_nexapcmeenu npooykmu_exarouenu 6 Ilpunoscenue No2 na
Ho3umuenus 1ekapcmeen_ cCRUCHK

Y4acTHUKBT JEKIIapHpa, Ye € ChIIIaCeH ¢ KJIay3UTe Ha MPOEKTa Ha JIOrOBOpa, MPUIOKEH KbM
JOKYMEHTAIUsATa 3a ydacThe B mporeaypara. CpokbT Ha BaIMIHOCT Ha odeprata ¢ 6 Mecera.
TexHUYecKOoTO TPEIIOKEHHE OTroBaps Ha W3UCKBAHMITA Ha BB3JIOXKHUTEIS MO OTHOIIEHHE Ha
ChIbpkaHue W ¢GopmMa W ¢ u3rorBeHo mo [Ipmrokerne Ne3 oT oOpasmuTe KbM MPOIEAYpaTa,
MIPEJICTAaBEHO € U Ha ONTHYEH HOCUTE.




[Ipemioxenu ca Cpok 3a U3MBIHEHUE HA JJOCTABKUTE, CPOK 32 PA3CPOUYCHO IIALIAHE U OCTaThYeH
CPOK Ha TOAHOCT Ha odepupaHUTe JEKaPCTBEHH TMPOIYKTH OTrOBapsild Ha MHUHUMAIHUTE
M3UCKBAaHUS Ha BBH3JIOKUTEIIS.

Odepupanute nekapcTBeHH NPOAYKTH ca BikiIoueHn B Ilpunoxkenune Ne2 na [IJIC kBM
02.03.2019r. m cbOTBETCTBAT Ha W3HUCKBAHUATA HA TEXHUYECKaTa CHeUU(UKALUS KbM
JOKYMEHTalusiTa 3a ywyacThe B Impouenypara, no otHomenue Ha ATC xox, reHepu4HO
HAaUMEHOBAaHME, JIEKapCTBEHa (opma, KOJIMYECTBO AKTUBHO BEIIECTBO M EAMHUYHA MSpPKa TIO
HOMEHKJIATypu B 0OocoOeHaTa mo3unus U mnoapoOHo onucanu [Ipunoxenue Nel kbM HacTosIIus
MPOTOKOJ.

Ha 6a3a ropem3sJio;keHOTO KOMHMCHATA HAMHPAa TEXHHMYECKOTO MpelJIo:KeHHe Ha
YUYACTHHUKA MO 000co0eHATa MO3UIUA 32 OTrOBApPSI0 B NMbJHA CTelNeH HAa M3MCKBAHUATA HA
BB3JI0KHTEJIS, 32JI05KeHH B TeXHMYeckaTa cnenudukanus Ha AokyMeHTauusaTa. C orieg Ha
TOBa, KOMUCHSITA €IUHOAYIIHO pemu, 4e aAonycka yyacTHuka "®APKOJI" AJl no caeasamg
eTan B poLeAypaTa — OTBapsiHe Ha LICHOBOTO Npe/AJIo:KeHue 10 000co00eHaTa Mo3uLHS.

OII Ne2 Jlocmaska na nexkapcmeenu npooykmu u3zevh Ilpunoscenue Ne2 na Ilozumusnusn
JIeKAPCMEEH_CRUCHK

Y4acTHUKBT JEeKIapupa, 4e € ChITIaceH C KJIay3UTe Ha MPOEKTa Ha JI0rOBOPa, MPUIOKEH KbM
JOKyMEHTaIusATa 3a y4dactue B mpomenypata. CpoksT Ha BaMgHOCT Ha odeprara € 6 Mecena.
TeXHUYECKOTO MpeUIOKEHUE OTroBaps Ha HW3MCKBAHMATA HA BB3JIOKUTEIS 10 OTHOIICHHWE Ha
chabpkanue u ¢Gopma U ¢ u3rorseHo mo Ilpmwiokernne Ne3 or oOpasnure KbM MPOIEAYpaTa,
MPEACTABEHO € U Ha ONTUYCH HOCUTEI.

[Ipemioxenu ca Cpok 3a U3MBIHEHUE HA JJOCTABKUTE, CPOK 32 PA3CPOUYCHO IUIALIAHE U OCTaThYCH
CPOK Ha TOAHOCT Ha odepHpaHUTE JEKAPCTBEHU TMPOJYKTH OTrOBapSIIM Ha MHUHUMAIHUTE
HW3UCKBAHMS Ha BB3JIOKUTE.

Odepupanute nekapcTBeHUW MPOAyKTH ca BKIodeHu B I[lpunokenue Ne2 wna IUJIC xbM
02.03.2019r. m cpOTBETCTBAT Ha M3HWCKBAaHMATA HA TEXHUYECKaTa crenuukanus KbM
JOKyMEHTAIMsATa 3a YydacThde B mpoueaypara, mno otHomeHune Ha ATC koa, reHepudHO
HaMMCHOBAaHME, JIEKapCTBEHa (opma, KOJMYECTBO AKTHBHO BEIISCTBO W CJAMHMYHA MspKa IO
HOMCHKJIATYpH B 00ocoOeHaTa mo3unus U moapoOHo onucanu [Ipmnoxenne Nel KbM HacTOSIIUS
MPOTOKOJ.

Ha 0a3a ropeus/io:KeHOTO KOMHCHATA HAMHPA TEXHUYECKOTO TMpelioKeHHe Ha
YYACTHHKA MO0 000co0eHATa MO3MIMA 32 OTrOBAPSIIO B NMbJHA CTENeH HA M3MCKBAHUATA Ha
Bb3JIOKUTEJIS, 3aJ105KEHH B TeXHH4YecKaTa crnenuukanus Ha JokyMeHTauusaTa. C orjen Ha
TOBA, KOMHCHSITA €IUWHOAYIIHO peluH, 4ye Aomycka ydyactTHuka "®APKOJI" AJl po caeasamx
eTan B NpoueaypaTa — 0OTBapsiHe Ha IEHOBOTO Mpe/JIosKeHue M0 000co0eHATa MO3UIIUA.

C Toa Ha 30.04.2019r., Ha3HaueHATa OT BB3JIOKHUTEISI KOMUCHS IIPUKIIFOYU CBOsITA paboTa 1o
pasriexkIaHe Ha TEXHUYECKUTE MPEJI0KCHUS Ha JOMyCHATHTE YUYACTHUIIM B MPOIIEIypaTa U ChCTaBU
ITporoxoi Ne2.

Ha ocHoBanue wi. 57, an. 3 ot [III30I1 koMucwusita onpenenu aara, 4ac U MSCTO Ha OTBapsHE
Ha reHoBute npeoxerus - 09.05.2019r. ot 15:00 gaca, B OubmmoTekaTa Ha JICUeOHOTO 3aBECHHE,
3a KOETO MpeAIpue ACHCTBHS 32 YBEIOMSIBAHE HA YYaCTHHUIIMTE B POIEAypaTa.
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