MBAJ ,L,IOJJHNS BPEBCKA“-BAJA EOOJ

7100 Bana, o6n.Pyce, yn. “Bacun Jlescxku” Ne 62, men. 0817/ 71244, ¢haxc 0817/ 73504

IMTPOTOKOJI Ne 1

Ha 20.05.2021 r. B 10:00 4. B crpagara Ha Maoronpo¢uiHa O0JHULA 3a AKTUBHO JIEYCHHE ,,
IOmus Bpescka“ — bsita EOO/] ce mpoBezie 3aceiaHue Ha KOMHCHS, Ha3HaueHa Che 3armoBe]| Ne
BKH- 8/20.05.2021 na ITpokypucta na MBAJI ,JOnmus Bpescka™ — bsana EOO/JI c¢be 3amavya na
pasrie/a, OlleH! U KJIacupa MojaeHuTe opepTH Ha yYaCTHUIIUTE U J1a IPOBEJIE €JIEKTPOHEH THPT M0
npoleaypa o BETPEIIeH KOHKYPEeHTeH W300p 3a Bb3jaraHe Ha oOIIEeCTBEHa MOPBHYKA 110 TTOKaHa ¢
M3x. Ne 474 / 11.05.2021 ¢ npexamert: ,,/Jlocmagxka Ha nekapcmeenu npodykmu no Obocodena
nosuyusa Ne 2 3a nyncoume na MbAJI ,, FOnus Bpeecka*— bana EOO/ no Pamkoeo chopasymenue
Ne P/]-11-110 om 01.03.20212.“

Komucusita e B ¢hCTaB:

Ilpeacenared:

Snuna Iaxosa — FOpuckoncynt Ha MBAJIL , }Omus Bpescka“™ — bsana EOO/L;

YieHose:

Tonop Anrenos — I'masen cueroBoauren Ha MBAJL , }Omnus Bpescka™ — bsna EOO/I;

J-p Ilets Ietposa-O6perenosa — Havanuuk OXJ] na MBAJL , }Onmust Bpescka® — bsana EOO/L.

Ha 3aCCJAHUETO B3€Xa y4yacTHE MNpEACEeAaTeNIAT U BCUYKH PEAOBHH YJICHOBC Ha Komucusara. Hamae
MPEYKH 3a NPOBEKAAHE HA 3aC€NAaHHUCTO. Komucusra MNPHUCTBHIIA KbM pa60Ta.

I. CiMCBK Ha NPeJIoKEHHATA HA YYACTHHIUTE B MPOLEAYPaTa 3a Bb3jIaraHe Ha o01ecTBeHa
NOpBHYKA, M0 Pe/ia HA TAXHOTO MoAaBaHe B EjlekTponHaTa cucrema.

Komucusara oTBOpH mpoleaypara B moapasnen ,Jllponenypu B mpouec Ha OLEHKAa™ B
EleKTpoHHATa CHCTEMa M KOHCTAaTHpa, Y€ B ONpEIENEHUs CPOK 3a MOJaBaHE Ha MPENIOKEHHS (10
19.05.2021r.) ca NOCTBNKUIM NpeAIOKEHUs OT 7 (ceaeM) y4acTHHUKA, KaKTO CJIE/IBa:

1. Ilpemoxenne ¢ Ne 012192 nogazneno ot "MMPO PAPMALIAA" EOOJ 3a obocobena
no3unmsa Ne 2 ga 11.05.2021 B 14:20 4.

2. Ipennoxenne ¢ Ne 012295 noganetro ot "®APKOJ" A/l 3a o6ocobena nosumus Ne 2
Ha 12.05.2021 B 11:33 u.

3. Ipennoxenune ¢ Ne 012353 nogazneno ot "MEJEKC" OO/ 3a 060oco6ena no3umus No 2
Ha 12.05.2021 B 14:23 u.

4, TIpemnoxenue ¢ Ne 012505 noganeHo ot "COPAPMA TPEfI,HHHF" AJl 3a 06ocobeHa
mo3uist Ne 2 Ha 13.05.2021 B 10:54 4.

5. Ilpemnoxenue ¢ Ne 012596 nonazneso ot "COJIOMEI" EOO/L 3a o6ocobena no3umust
Ne 2 na 13.05.2021 B 14:57 .

6. Ipemnoxenue ¢ Ne 012878 nonaneno ot "B.BPAYH MEJUKAJI'" EOO/I 3a o6ocobena
no3unus Ne 2 Ha 14.05.2021 B 13:17 u.

7. Tlpennoxenue ¢ Ne 013377 nopaaeno ot "®bOHUKC ®APMA'" EOO/ 3a o6ocobena
no3uius Ne 2 Ha 19.05.2021 B 09:21 u.

II. Ilyommuno oTBapsiHe Ha perucTpupaHuTe B EJjleKTpoHHAaTa cucTeMa NpeasioXKeHHsl Ha
yY4acTHULHTE.

[IpencenarensT Ha KOMHCHATAa OTBOPH INOCTBIIMJIMTE MNPEIIOKEHHs 4dpe3 EnekrpoHHara
CHCTEMA I10 Pejia Ha TAXHOTO MOJaBaHe U YCTAHOBH, Y€ BBB BCAKO €IHO OT TAX CE€ ChbPIKAT U TPUTE
dopmu, kouTO ce reHepupar oT EjeKTpoHHaTa CHCTeMa, a MMEHHO: 3asBIICHHE 3a Y4YacTHE,
TexHuuecko mpeanoxenue U [Ipeiaranu 1eHOBH napameTpu. IIpu oTBapsiHeTo Ha BesKa odepra
TIpeJICEIaTENAT Ha KOMUCHSTA OTBOPH M ChBPIKAIIUTE CE B Hes 3asABIICHHSA 3a y4aCTHE U TeXHAYECKH
TIpeUIOXKEHHUs, KOMUCHSATA Ce YBEePH, ue I[eHOBHTE IIPeIoKEH s Ca 3aKIII0UEHH M HE MOTarT Jia Obaar
OTBOpPEHH Ha TO3M €Tall OT IpoLeaypara.



III. Pasraexxnane Ha aokymeHtuTe mo 4wi. 39, an. 2 or IIII30II, 3a chorBercTBHE C
H3HCKBAHHUSTA KbM JJUYHOTO ChCTOSIHHE H KPUTEPUMTE 32 MOA00P.

1. Pasraexnane nokymenture npeacraBeHu ot "[IPO ®APMALUA" EOO/l no o6ocobena
no3unus Ne 2 3a cbOTBETCTBHE ¢ M3HCKBAHUATA KbM JIMYHOTO ChCTOSIHME H KPHUTEPHHTE 32
noadop.

B cpoTBeTCTBHE C W3WUCKBaHHSATA HAa BB3JOXKHUTENSAT YYAaCTHHKBT € MONBIHMUI (opmaTa
,»3asBIICHHE 3a y4acTHe", ChabpKalla ce B EnekTpoHHara cucreMa, KbM KOSITO € TPUJIOXKeH (aili B
apxuBeH (opMart, chabpxkai enekrporno noanucan EEJOI.

Komucusita ycranou, e ¢gopMarsT, B KoiTO e mpepocraBen enekrpoHHus EEJIOIT ne
N03BOJISIBA pellaKkThpaHe Ha HeroBoto chbiabpikanue. [Ipeactasenusat EEJIOIl e moxmucan ot
yIpaBUTEIIS Ha JIPY’KECTBOTO ¢ MPUIIOKEHA JieKIapanus o wi. 54, an. 2 ot 3011

Cnen wusBbpiieHaTa mpoBepka, Komwucusita KOHCTarupa, 4e ca HpPEJCTaBEHH BCHUYKHU
HEOOXOAUMHU JOKYMEHTH OT ydacTHUKA. CHIIUAT OTroBapsi Ha M3MCKBaHUATA HAa Bb3nmoxkutend 3a
JMYHO CHCTOSIHUE U € HAJIULE ChbOTBETCTBUE C KPUTEPUHTE 3a OJ00P. YUACTHUKBT € TOCOYHUII, Y€ €
BIKcaH B Perucrppa Ha THProBUUTE HA €pO U IpPUTEKaBa BAIUAHO Paspemienue 3a ThproBus Ha
€/IpO C JIEKapCTBEHU NMPOAYKTH, U3aJIeHO OT M3IbIHUTEIHA areHIys 110 JIeKapCcTBaTa.

2. Pasraexnane qokymenture npeacrasenn ot ""®APKOJI" Al mo o6ocodena mozumms Ne 2
32 CbOTBETCTBHE ¢ H3NCKBAHUATA KbM JHYHOTO ChCTOSIHME H KPHTEpUHTE 32 moadop.

B choTBeTCTBHE € M3MCKBAaHMATA HA BB3JIOXKHTEIAT YYACTHUKBT € TMONMBJIHUI (opmara
,»3asIBJICHUE 32 yJacTHe , ChabpiKaia ce B EnexTpoHHaTa cucteMa, KbM KOSITO € IPUIIOKEH (aiii B
apxuBeH ¢popmar, chabpxail enekrponto noamnucad EEJIOIT.

Komucusra ycranosu, 4ye QopmarsT, B koito e mpenocraBeH enekrponnust EEJIOII ne
MO3BOJISIBA pefakTHpaHe Ha HeroBoTo chabpxkanue. [IpencraBenust EEJIOIl e moamucan ot
W3nbiHUTEIHUS TUpEKTOP Ha ApyxecTBoTo U OT [Ipencenarens u 3am. [Ipencenarens na Cpeera Ha
TMPEKTOPHTE.

Cnen wusBbpiieHaTa mpoBepka, Komwucusita KoOHCTaTupa, 4e ca IpPEICTaBEHU BCHUKH
HEOOXOMMH JOKYMEHTH OT ydacTHUKA. CHIIMSAT OTroBaps Ha M3MCKBaHMsATA Ha Bb3noxurend 3a
JIMYHO CHCTOSIHUE M € HAJIMIIE ChOTBETCTBUE C KPUTEPUUTE 3a 10A00p. YUaCTHUKBT € IOCOUYHIL, Y€ €
BIMCaH B Perucrbpa Ha THProBUUTE Ha €O M MpUTEKaBa BATUIAHO Paspelenue 3a ThbproBus Ha
epo C JIEKapCTBEHU MPOAYKTH, JIuIeH3us 3a NeHHOCTH ¢ HAPKOTUYHHU BEILECTBA 3a MEIUIUHCKU
e ¥ Pasperienne 3a ThproBusi ¢ MEIUIMHCKI M3/ENUs U3aIeHH 0T V3nbJHUTEIHA areHIUs 110
JIeKapcTBaTa.

3. Pasraexnane nokymernture npeacrasenu ot ""MEJIEKC" OO/l no o6ocobena mo3umusi Ne2
32 CbOTBETCTBHE ¢ H3NCKBAHUATA KbM JIHYHOTO ChCTOSIHME H KPUTEpPHHTe 32 moAdop.

B CHOTBETCTBHE ¢ M3HMCKBAHUATA HAa BB3JIOKUTEIAT YYaCTHHKBT € TMOMBJIHHI (opmara
,»3asIBJICHHE 3a yyacTHe , ChIbpiKaila ce B EneKkTpoHHaTa cucTeMa, KbM KOSITO € TIpHIIoXKeH (aiin B
apxuBeH ¢gopmar, ceabpxkai enekTpoHHo noanucad EEJOIL.

Komucusita ycranou, e ¢gopmarsT, B KoiWTO € mpenoctaBeH enektponHuss EEJIOIl ne
MO3BOJISIBA pellakTUpaHe Ha HeroBoTo chabpkanue. lIpencraBenmst EEJIOIl e moamucan ot
VYnpaButen Ha JpyKECTBOTO, KOWTO CHbBMECTHO ¢ BTOPH YIIPABUTEI, YIIpaBIsBa U IPEACTABIABA
JPY>KECTBOTO 3a€/IHO U NOOTAEIHO M JeKJIapupa cbIIacHo Wwi. 54, an. 2 ot 3011, ue HaAMa pa3nuuue
10 OTHOIIIEHHE Ha oOcTosATencTBara mo wi. 54, an. 1, T. 1, 2 u 7 ot 3011 3a 3aabnKkeHUTE MHIIA.

Cnen wu3BbpiieHaTa mpoBepka, KoMmucusta KOHCTaTHpa, 4e ca MpeJCTaBeHH BCHUYKH
HEOOXOIUMH JOKYMEHTH OT ydacTHUKA. CHIIUAT OTroBaps Ha M3MCKBaHHATA HAa Bb3noxutens 3a
JIMYHO CHCTOSHUE U € HAJTUIIE ChOTBETCTBUE C KPUTEPUUTE 32 MOAOOP. YYaCTHUKBT € TIOCOUMII, Ye €
BIIKCaH B Peructbpa Ha THProBIMTE HA €IpO U IIPUTEXaBa BaIUIHO Paspemienue 3a ThproBus Ha
€IpO ¢ JIEKapCTBEHU MPOAYKTH, JIMileH3Ms 3a JEHHOCTH (BKJ. THPrOBUS Ha €Ip0) C HAPKOTUYHU
BEINECTBA 3a MEAMIIMHCKH IIeH, Pa3pemenne 3a mpou3BOACTBO/BHOC Ha JICKAPCTBEHU MPOIYKTH,
KakTo M Pa3pereHue 3a THProBusi Ha €IpO C MEAWLMHCKUA M3JeNus U3/1afeHu oT V3nbiaHuTenHa
areHIus 1o JeKapcTBara.



4. Pasraexaane 1oKymenTute npeacrasenn ot "COPAPMA TPEHJIUHI" AJl no o6ocobena
no3unus Ne 2 3a ChbOTBETCTBHE ¢ H3MCKBAHUATA KbM JIMYHOTO CHCTOSTHHE H KPUTEPHHTE 32
noaodop.

B cpoTBETCTBHE C W3HCKBAaHHSATA HAa BB3JIOKHUTEIAT YYaCTHHKBT € HOMBJIHHI (opmaTa
»3asBJICHUE 3a yUacTue , chabpxkaiia ce B EjgekTpoHHara cuctemMa, KbM KOSTO € TPHIIOKeH (aiin B
apxuBeH ¢opmar, chabpxall enekTponHo noanucad EEJIOIL.

Komucusita ycranoBu, ue ¢opmarsT, B koiTO € mpenoctaBeH einekrpoHHus EEJIOII ne
M03BOJISIBA penaKkTHpaHe Ha HeroBoto chabpkanue. [Ipencrasenmst EEJIOII e mommucan ot
W3nbiaauTenen QUpeKTOp Ha JpykecTBOTO, OT IIpencenaren u uieH Ha ChBeTa Ha JUPEKTOPHTE,
KaKTO U OT YI'BJIHOMOIIEH MpeJACTaBUTeN ChriacHO mbiaHOMOmHO Ne 7978 ot 20.12.2019 r. Ha
HoTtapuyc Jlto6ka CotupoBa. 3a nuiara ce npeJ0CTaBeHu JeKIapaluy o CMUChIA Ha il 54, af. 2
u 3 ot 30IL.

Crnen w3BbplIeHAaTa MpoBepka, KoMmucHsTa KOHCTaTHpa, 4Ye ca MpPeJCTaBeHH BCHYKH
HEOOXOJMMH JIOKYMEHTH OT ydacTHUKa. ChIIUSAT OTroBapsi Ha U3MCKBaHMUSATA Ha Bb3noxurens 3a
JIMYHO CHCTOSIHUE U € HAJIUIE ChOTBETCTBHE C KPUTEPHHTE 32 MOJ00p. YUACTHUKBT € MOCOUMII, U€e €
BIMCaH B Perucrbpa Ha THProBUUTE HA €IpO U TIPUTEkKaBa BAIUIAHO Pa3perieHue 3a ThproBus Ha
€Ipo C JIeKapCTBEHH MPOAYKTH, KakTo W JIWIEeH3us 3a NeWHOCTH ¢ HApKOTHYHM BelecTBa 3a
MEJIUIUHCKH LEeJH U3/1a/ieHu oT M3nbaHUTeTHA areHIus 110 JieKapcTBaTa.

5. Pasraexnane noxkymenrure npeacrasenu ot ""COJOMEN" EOO/I no o60ocobeHa mo3unus
Ne 2 3a cbOTBETCTBHE C H3UCKBAHHATA KbM JIHYHOTO CHCTOSIHHE H KPUTEPHHUTE 32 NO00P.

B croTBeTCTBHE C W3UCKBAHMSATA HA BB3JIOKUTEISIT YUACTHHKBT € MOMBJIHWI (popmara
,»3asBJICHUE 3a y4acTue ', chabpxkaila ce B EJekTpoHHaTa cucteMa, KbM KOSTO € TIpUIIoKeH (ailsl B
apxuBeH (opmart, cbIbpKall enekTpoHHo noanucad EEJIOIL.

Komucusita ycranoBu, ue QopmarsT, B kKoiTo e mpenocraBeH enekTponHust EEJIOIIl ne
MO3BOJISIBA pelakTUpaHe Ha HeroBoto chabpkanue. [Ipeacrasenusr EEJIOII e moamucan ot
VnpaButen Ha JpyKeCTBOTO, 32 KOUTO € MPHIIOKEHA IEKIapalys o cMUChIa Ha Wwi. 54, an. 2 u 3 ot
30I1.

Crnen wu3BbplIeHaTa mpoBepka, KoMmucHSATa KOHCTaTupa, Y€ ca MPeJCTABEHH BCHUUKU
HEOOXOJMMH JIOKYMEHTH OT y4acTHHKA. CHIIUAT OTroBaps Ha M3MCKBaHMATA Ha Bb3noxurens 3a
JIMYHO CHCTOSIHUE U € HAJIHIE ChOTBETCTBUE C KPUTEPUUTE 32 MOA00p. Y YaCTHUKBT € OCOUYMJI, Ye €
BIucaH B Perucrbpa Ha THProBIUTE Ha €1po U IpUTEXKaBa BaIuIHO Pa3pemenue 3a ThbproBus Ha
€/1pO C JIEKApCTBEHU MPOJYKTH, U3aeH0 oT V3mbiHUTeIHA areHIMs 110 JIeKapcTBara.

6. Pasraexnane noxkymenture npeiacrasenu ot "'b.bPAYH ME/IUKAJI" EOO/I no o6ocodena
no3unust Ne 2 3a CbOTBETCTBHE ¢ H3MCKBAHUSATA KbM JHYHOTO CHCTOSIHME H KPUTEPHHUTE 32
noaoop.

B CchOTBETCTBHE C M3HMCKBAHUATA HA BB3JIOKUTEIST YYaCTHHUKBT € MONBIHWI (hopmaTa
,»3asBJICHUE 3a Y4acTHE ", ChAbpXKalla ce B ENeKTpoHHATa CHCTEMa, KbM KOSITO € MPUJIOKEH (aiii B
apxuBeH (opmat, ceabpxkan enekTpoHHo noanucad EEJIOIL.

Komucusita ycranoBu, ue QopmarsT, B KoiWTo e mpenocraBeH enekTpoHHuss EEJIOII ne
MO3BOJIsIBA pelaKTHpaHe Ha HeroBoTo chabpkanue. [Ipencrasenust EEJIOII e moanucan ot 1eama
Vupasurenu u iaMa [ [pokypucTi Ha IpyKeCTBOTO U € npenoctaBeH CUChK Ha BCHUKH 3abIKEHU
JIMIA II0 CMHCHIIA 110 Wil 54, ain. 2 u 3 ot 30I1.

Cnen wu3BbpIIeHaTa MpoBepka, KoMmucCHATa KOHCTaTHpa, 4Ye ca MpeJICTABEHH BCUYKU
HEOOXOUMH JOKYMEHTH OT y4yacTHUKa. ChIIUAT OTroBapsi Ha M3UCKBaHUATA Ha Bb3noxurens 3a
JIUYHO CHhCTOSIHUE M € HAJIMIIE ChOTBETCTBUE C KPUTEPUUTE 32 MOAOOP. Y YACTHUKBT € MMOCOUMII, YE €
BrHcaH B Perucrbpa Ha THProBUUTE HA PO U MPHUTEkKaBa BAIUIHO pa3pellieHHe 3a ThbProBUs Ha
€pOo C JIEKapCTBEHU MPOAYKTH, U3/1aJIeHO OT M3nbIHUTEHA areHIus [0 JieKapcTBaTa.

7. Paszruexnane nokymenture npeacrapesu ot ""@bOHUKC ®APMA'" EOO/I no ob6ocobena
no3unus Ne 2 3a cbOTBETCTBHE ¢ H3BHCKBAHUATA KbM JHYHOTO ChCTOSIHME H KPHTEPHHUTE 3a
noaodop.

B croTBeTCTBHE C HM3HMCKBAHHMATA HAa BB3JIOKMUTEIAT YYaCTHHUKHT € MONBIHMWI (opmara
,»JasBJICHHE 32 y4acTHe", ChbpXkalia ce B EIekTpoHHATa cucteMa, KbM KOSITO € TIPUJIOXKeH (aiin B
apxuBeH (opmat, ceabpxaln enekTporHo noanucan EEJIOIL.



Komucusita ycranoBu, ue (opmarst, B Koito € mpenoctaBeH enekrpoHHus EEJIOIT ne
II03BOJISIBA peJakTHpaHe Ha HeroBoto chabpxkanue. IlpencraBenust EEJIOII e noanucan ot nsama
VYrpaBuTess Ha APYKECTBOTO M ILIECT YITBIHOMOIIEHH JIUIA, KOUTO MPE/ICTABIISBAT YYacTHUKA. 3a
BCHUYKH MOANUCATH C€ JUIIA € HAJIUIE Aekiapanuu o wi. 54, an. 2 ot 3011

Cnen w3BbpmieHara npoBepka, Kowmmucusita KoHCTaTHpa, 4Ye ca MpPEJCTABEHH BCHYKH
HEOOXOIMMHU JIOKYMEHTH OT ydacTHuKa. ChbIIMSAT OTroBaps Ha M3UCKBaHHMATA Ha Bb3noxurend 3a
JIMYHO CHCTOSHUE U € HAJIUIIE CHOTBETCTBHE C KPUTEPHUUTE 3a MOAO0P. YYACTHUKBT € IIOCOUHIL, Y€ €
BIIMCaH B PerucTppa Ha THProBUUTE HA €Ip0 M IPHUTENABA BAIHIHO pa3pelleHHe 3a ThProBUs Ha
€ZIpo C JICKapCTBEHHU IPOIYKTHU, KaKTO U JIMIeH3Hs 3a JEHHOCTH ¢ HAPKOTUYHH BEIIECTBA U3aJIEHU
oT M3nbiaHuTEHA areHys 1o JieKapcTBaTa

Boaena ot TOpHOTO M BB3 OCHOBA Ha IMPOBEpPKaTa 3a CHOTBCTCTBHCTO HA YYACTHHIUTC C
KPUTCPUHUTC 34 I'IOZI60p H U3HCKBAHHUATA 34 JIMYHO CbCTOSHHUC,

KOMUCHUATA PEIMN:

1. JOITYCKA BcHYKHM y4aCTHHLIU JI0 pa3riiekaaHe TEXHUUYECKHTE MPEII0KEHHUs 10 0OIIECTBEHA
HopbYKa ¢ npeamer: ,,/Jocmaexka na nexapcmeenu npodykmu no Obocobena nozuyua Ne 2 3a
Hyscoume na MBAJI ,, JOnua Bpescka“ — bana EOO/ no Pamkoéo cnopasymenue Ne P/I-11-110
om 01.03.2021z.“

IV. PasriexnaHe Ha TeXHHYECKHTE MpeIJIOKEHUS] HA YYACTHHILHTE W BCHYKH HM3HCKYEMH
AOKYMEHTH KbM THX.

B wm3nbiHeHne Ha mpenxonHoTo perieHue Ha Komucusita, Ilpencenarenst Ha xomucusara
peMuHa KbM Ipersie]] Ha hopMara B paszen ,, | exHuuecko npeanoxenue” B EnekTponHara cucrema.

1. Pa3riexnaHe HAa TeXHHYECKOTO mpenioxenue npeaocraBeHo or "INPO ®APMALIUA"
EOO/J mno o6ocobena mo3unusa Ne 2 4 MpoBepKa HA CbOTBETCTBHETO MY € NPEABAPHTEIHO
00sIBeHUTe YCJI0BHA B ChOTBETCTBHE ¢ Wil 56, an. 2 ot ITII30IL.

Komucusita ycraHoBH, dYe YYacTHHUKBT € MpeAaoXuwil BbB Qopmara ., Texnuuecko
IPEeUI0KEHUE ", CIIETHUTE JIEKAPCTBEHU MPOTYKTHU:
Anartomo- Mencaynapouso IIpuTexares Ha Kosmuectso | Msp
HenaTeHTHO Hauun na Twproscko
TepaneBTHYEH paspelueHue 3a AKTHBHO Ka
HAHMEHOBaHHe | MPHJIOXKEHHE HaHMeHOBaHHe
xoa /ATC-kon/ ynorpeba BElIECTBO
/INN/
Onko
350 mg I/ml -
VO08ABO2 Iohexol napenrepanna | PapmauesTukaic
Buarapus EOO/I, K 100 ml mE
bwarapus
i 300 mg I/ml
mg -
napentepanna | PapMaLeBTHKaNC Kopaq
V08ABO2 Iohexol Brimapus EOOT, 100 ml mg |
bbarapus
Onko
(dapmalieBTHKAIC 300 me I/ml -
VO08ABO02 Iohexol napetitepanta | Bparapns EOO], Kopagq SOgml mg
benrapus
OHko
dapmaLeBTHKAIIC 350 fii [l =
V08ABO02 Iohexol napentepanha | Byarapns EOO], Kopaq SOgml mg [
boarapus




OHko
®apmalleBTUKAIC
Bbovarapus EOO/],

benrapus

VO08ABO02 350 mg I/ml -

200 ml

Iohexol

napeHTepagiHa Kopaq

B Tabnuiiata He ca BKIJIFOYEHH JIEKQPCTBEHH MPOIYKTH, KOMTO ca oepHpaHH, HO KOHTO ca
otnaaHaau oT [T03UTHBHHUS JIEKapCTBEH CIHUCHK ClIeN KpaifHUS CPOK 3a MoJaBaHe Ha OepTu.

KBbM TEXHHUYECKOTO CH MPEJIOKEHNE YYACTHUKBT € MPHIIOKIIT U3UCKYEMUTE OT Bb310XKuUTENSA
JEeKJIapalii  OT TpUTEXarels Ha pa3pelieHHeTo 3a ynorpeba WIM HPOU3BOAMTENS Ha
TOPENOCOYCHUTE JICKAPCTBEHH MPOIYKTH, Y€ CHIUTE Ca 3al03HATH C U3UCKBAHUATA U € IIOCOYECHUTE
KOJIMYECTBA 3a MPEJIAraHUTE JIEKAPCTBEHU IMPOAYKTH, KAaKTO M Y€ Ca CBIVIACHU IIOCOYEHHTE
JIEKapCTBEHH NMPOJYKTH J1a ObaaT o)epupaHy OT y4aCTHHKA B HACTOAIIATA IPOLEAYPa.

[TpemiokeHneTo OTroBaps Ha M3UCKBAHUATA ChITIaCHO Bb3noxkuTens 3a MUHUMAJIEH CPOK Ha
TOJIHOCT HE MO-KpaThK OT 40 % 0T 0OSIBEHHUSI OT MPOM3BOIUTENS 3 JIEKAPCTBEHUTE IPOJYKTH HUIIH
He 1mo-kparbK oT 20 % oT 00sBeHHs OT MPOU3BOIUTENS 32 OUOMPOMYKTUTE WM OHONOAOOHUTE
POJIYKTH.

Crnen karo pasriena moapoOHO mpemocTaBeHOTO OT ydactHuka "IIPO ®APMALIUA"
EOO/I TeXHHYECKO MPeIIOKEHHE U MPUIIOKEHUTE KbM HETo TOKyMeHTH 1o O60ocobeHa no3urms Ne
2, KoMucusita ycTaHOBH, Y€ CBHIIMAT OTroBaps Ha OOSBEHHTE OT BB3I0XKHTENs yclIoBUS 3a
U3IBJIHCHHE HAa MOpbYKaTa M Ce JIOMyCKa JI0 OTBapsHE Ha IEHOBUTE IPEJIOKEHUS 32 BCHYKH
HPEJIOKEHU OT HETO JIGKAPCTBEHHU MPOIYKTH.

2. PasriiexxaaHe Ha TeXHHUYECKOTO mpenioxkeHue mnpegocraseno or "®APKOJ" A/l mo
o0ocobena mo3umust Ne 2 W MpoBepKa HAa CbOTBETCTBHETO MY € NPEABAPHTETHO 00SIBEHHTE
yC/I0BHS B CHOTBETCTBHE ¢ Wi 56, an. 2 ot ITIII30IL.

Komucusita ycraHoBH, Ye YYaCTHHKBT € MpeUIokua BbB (opmara ,, TexHuuecko
IpeIoKeHUe™, CIeTHUTE JICKapCTBEHH MPOJAYKTHU:

M II
AHaTOMO- AL HALOARG s e KosmuectBo | Msipka
HEIATEHTHO Haunn Ha HA Tvproscko
TepaneBTHYeH AKTHBHO
xon /ATC-xopy/ | HAEMEHOBAHHE | NPHIOKEHHE paspellieHe | HAHMeHOBAHHE | . .. o
/INN/ 3a ynotpeba
Water for B. Braun Aqua ad
V07AB00 St napeHrepaiHa | Melsungen AG, iniectabilia 10 ml
1njection
["'epmanus Braun

B Tabnumara He ca BKIJIFOUCHH JICKAPCTBEHH IPOIYKTH, KOUTO ca OopepUpaHd, HO KOMTO ca
ortrnaHa u oT [103UTHBHHUS JIEKAPCTBEH CIMCHK ClIel KpalfHHsI CPOK 3a MojiaBaHe Ha opepTu.

KBbM TEXHHYECKOTO CH MpeUI0KEHUE YIaCTHUKBT € MPUIIOKHII H3UCKyeMHTE OT Br3noxures
JeKJIapallii OT TpPUTEeXarens Ha pa3pelieHHeTo 3a ynoTpeda WM NPOM3BOAUTENS Ha
rOpENOCOYCHUTE JIEKAPCTBEHHU MPOAYKTH, Y€ CHIIUTE Ca 3all03HATH ¢ U3UCKBAHHUATA H C IOCOUYCHHTE
KOJIMUECTBA 3a NpEIJIaraHuTe JIEKapCTBEHW MPOAYKTH, KAKTO M Y€ Ca CBIJACHH IIOCOYEHHUTE
JIeKapCTBEHH MPOAYKTH Jia ObJaT oepupaHu OT yyacTHUKA B HACTOSINATA MPOLEAYpa.

[pennosxeHUEeTo OTroBaps Ha M3UCKBAHUATA CHITIACHO Bb3/10XkKuTENSI 34 MUHMMAJIEH CPOK HA
TOIHOCT He Mo-KpaTbK oT 40 % oT 00sIBeHHs OT IPOU3BOUTENS 3a JIEKAPCTBEHUTE MIPOTYKTH HIIH HE
no-kpatbk OoT 20 % OT OOsIBEHWs OT NPOHM3BOAMTENS 3a OHONMPOLYKTUTE WM OUOIONOOHHTE
IPOJYKTH.

Crnex karo pasriega moapoOHO mpenoctaBeHOTo oOT YydactHuka ""@®APKOJ" Al
TEXHMYECKO TPEUTOKCHHE U MPHIOKEHUTE KbM Hero JokyMeHTH mo O6ocobeHa mosunus Ne 2,
KoMucusita ycTaHOBH, Y€ CHUIHAT OTrOBaps Ha 00siBeHUTE 0T B3moXkuTeNs yCoBYs 3a U3IIBIHEHUE
Ha MIOpBHYKATa U Ce JAOIYCKa J0 OTBapsSHE Ha IEHOBUTE IIPEUIOKEHHS 3a BCHUKH IIPEII0KEHH OT HETO
JIEKapCTBEHH MIPOTYKTH.

3. PasriexxaaHe Ha TexHHYecKoTo mpemnoxenue npeaocraseHo ot "MEJEKC" OO mo




000co0eHa mo3umusi Ne 2 H MPoBepKa HA CHOTBETCTBHETO MY € NPEIBAPHTEIHO 00sIBEHHTE
yCJI0BHS B CHOTBETCTBHE ¢ Wi 56, an. 2 ot [III30I1.

Komucusita ycTraHoBH,
MpeUIOKEeHHE™, CTIeTHUTE JIEKAPCTBEHH IPOTYKTHU:

Y€ YYaCTHHUKBT € NPCIAJIOXUI BbB (bopMaTa ,,TCXHI/I‘-ICCKO

e Mexaynapoano IIpuTtexaren Koamvectso | Msipia
HEMATEeHTHO Hauwun Ha Ha Tbproscko
TepaneBTHYEH AKTHBHO
s JATC 5ol HAHMEHOBAHME | MPUIOKEHHe | paspelieHHe | HAHMEHOBAHHME | . .
/INN/ 3a ynorpeba
Water for B. Braun Aqua ad
VO07AB00 f e napeHrepaiHa | Melsungen AG, iniectabilia 10 ml
injection
I'epmaHus Braun

B rtabiunara He ca BKJIIOUEHM JIEKAPCTBEHH MPOAYKTH, KOUTO ca odepupaHd, HO KOUTO ca
ornaxHany ot II03UTHBHHUS JICKAPCTBEH CIUCHK CJIe]] KpallHUsI CPOK 3a MoJ[aBaHe Ha o(epTu.

KbM TEeXHHUYECKOTO CH MPEJIOKEHHE YIACTHUKBT € MPUII0KUIT U3UCKYEMHUTE OT Bb310XKHTE A
JEKIapallid  OT MpPUTEeXaTeNls Ha pa3pelieHHeTo 3a ymoTrpeda WM INPOU3BOAMTENS Ha
rOpernocoYeHUTE JEKapCTBEHH MPOIYKTH, Y€ CBHIIUTE Ca 3all03HATH C H3UCKBAHHUATA U C IIOCOUCHUTE
KOJIMYECTBA 3a Mpe/UIaraHuTe JIEKAPCTBEHU MPOAYKTH, KAaKTO M Y€ Ca CBHIVIACHU ITOCOYCHHTE
JIEKapCTBEHH MPOIYKTH Jia ObJaT opepupaHH OT yUaCTHHKA B HACTOSIIATA IPOIEAypa.

[TpeanoxeHneTo 0TroBapsi Ha M3UCKBAHUATA ChITIACHO Bb3110KUTEINs 32 MUHMMAJIEH CPOK Ha
TOJIHOCT He MO-KpaThK oT 40 % oT 00sIBEHUS OT MPOU3BOAUTES 3a JIEKAPCTBEHUTE IIPOJYKTH UIIH HE
no-kpatbk oT 20 % oT OOsiBeHHS OT MPOM3BOTUTENS 32 OHOMPOAYKTHTE HIM OUONOTOOHHTE
IPOAYKTH.

Crmen kato pasrieia moapoOHO mpenocraBeHoTo oT ydactHuka "MEJEKC" OO/
TEXHMYECKO IPEUIOKEHUE U MPUIOKEHUTE KbM HEro JokyMeHTH mo O6GocobeHa mosuuust Ne 2,
KomucusaTa yCTaHOBH, Y€ CHIMUAT OTrOBaps Ha 00SIBEHUTE OT Bb3/10KHUTEINS yCIOBUS 32 H3IIBIHECHHE
Ha MIOpPBhYKATa U Ce JOIYCKa JI0 OTBApsIHE HA IIEHOBUTE MPEITIOKEHUS 32 BCHUKH IIPEI0KEHH OT HETO
JIEKapCTBEHU MPOAYKTH.

4. PasriexaaHe Ha TEXHHYECKOTO mpeatoxkeHue mpegocraseno or '"CODPAPMA
TPEUJIHUHI" A/l nmo obocobeHa mo3umusi Ne 2 W mpoBepka Ha ChOTBETCTBHETO My €

NpeABAPHUTENHO 00SIBEHHTE YCJIOBHA B ChOTBeTCTBHE ¢ W1. 56, ax. 2 ot [III3OII.
KomucusaTa ycTaHOBH, Ye YYaCTHHKBT € Ipeulokuil BbB (¢opmara ,,TexHudyecko
NpeUIoKEH e, CJICAHUTE JIEKApCTBEHHU IPOIYKTH:

Me:xkayHapoaHo
repanemmnen | Menatestio | s wa | LRI Tuproneno | KUCTEER | Mapa
P HAaHMEHOBaHHE | IPHJIOKEHHe pasp HAHMEHOBaHHe
Kxox /ATC-kon/ ynorpeda BelecTBO
/INN/
RO3DA0O4 | Theophylline | "ePopama | CodapmaAll | ppog gy 300 mg
TBbpAA bwnrapus
: : Codapma AL, . 24 mg/ml - 10
R0O3DAO05 Aminophylline | napentepanna Baroanm Sophafyllin o mg
RO5CB02 Bromhexine | napeHrepanna Cobipmarizl, Biheie AMmgl -2 mg
benrapus Sopharma ml
R06ACO03 Chloropyramine | napeHTepanHa Colgb apua All, Allergosan 10 mog fml.=2 mg
BITAPHS ml
GE Healthcare . 350 mg I/ml -
V08ABO02 Iohexol napeHTepaiHa AS, Hopserus Omnipaque 500 ml mg
GE Healthcare ; 350 mg I/ml -
V08ABO02 Iohexol napeHTepaiHa AS;, Hopserms Omnipaque 200 ml mg




V0S8ABO02 Iohexol napeHTepajiHa igfgf:}l)?:rz:ﬂe Omnipaque 3001[(;1(‘;; rlrﬁnl | mg
V08ABO02 Iohexol napeHTepaiHa il;f}lle:[i?ecrzr: Omnipaque A0 ;r(l)gnzml | mg
V08ABO02 lohexol napeHTepaiHa ilé’}ée;lgec::: Omnipaque 350]r(;1(§grlrﬁnl | mg
VOSABO2 Iohexol napeHTepaiHa ig,klfle:;?ecri:: Omnipaque 330 ;r(;gnﬁml | mg
VOS8ABO02 Iohexol napeHTepaiHa il;,}ll-f(?p])?ecral:: Omnipaque 35051(1)1(‘;”’:1{;“] | mg

B Tabiunara He ca BKIIOYEHH JICKAPCTBEHH IPOIYKTH, KOUTO ca opepupaHH, HO KOUTO ca
ornannany ot [103uTHBHHMS JIEKapCTBEH CIMCHK CJie]] KpaifHUsI CPOK 3 10/IaBaHe Ha O(EPTH.
KbM TEXHHYECKOTO CH MPEI0KEHNE YYACTHUKBT € MPUIIOKUIT H3UCKYEMUTE OT Bb3oxKuTe s

JeKTapallid  OT TIPUTEeXATelds Ha pa3pelieHHeTo 3a yHNoTpeda MM I[POU3BOAUTENS Ha
rOpernoCOYCHUTE JTEKAPCTBEHHU IPOYKTH, Y€ CHIIUTE Ca 3aII03HATH C U3HCKBAHUATA ¥ C TOCOYECHHUTE
KOJIMYECTBA 3a MpelaraHUTe JICKApCTBEHH MPOJIYKTH, KaKTO M Y€ ca CBIVIACHU IOCOYEHUTE
JIeKapCTBEHH MPOYKTH J1a ObaaT oepupaHu OT yYaCTHUKA B HACTOSIIATA IIPOIIEYPa.

[penno)keHHETO OTroBaps Ha U3UCKBAHHATA CHIVIACHO Bb3110KUTEINs 34 MUHUMAJIEH CPOK Ha
rOJIHOCT He Mo-KpaTbk oT 40 % OT 00sIBeHUs OT IIPOU3BOJUTES 3a JIEKAPCTBEHUTE IIPOAYKTH HITH HE
mo-kpaTbk OT 20 % OT OOsIBeHHsI OT NPOHM3BOJMTENS 3a OHONPOLYKTUTE WM OHONOJOOHHTE
IPOJYKTH.

Crnen kato pasrie/a 1moapooHo npenroctaBeHoTo oT yyacTHuKa "COD®APMA TPEUJUHI"
AJI TEXHHYECKO MPEIIOKEHUE M TPUIOKCHUTE KbM HEro JokyMeHTH 1o O6ocobeHa nosumus Ne 2,
KomucusiTa yCTaHOBH, Y€ CHIIUAT OTTOBaps Ha 00SIBEHUTE OT BB310XKUTENS YCIOBHS 33 U3IIBIHCHHE
Ha MOpBhYKATa U Ce JOIMyCKa J0 OTBapsHE Ha IICHOBUTE MIPE/ITI0KEHHUS 33 BCHUKHU IIPEUIOKEHH OT HETO
JIEKapCTBEHH MPOIYKTH.

5. Pasrieskaane Ha TeXHHYeCKOTO mpeaioxenue npenocraseno ot "COJIOME/N" EOO/L no
00oco0eHa nmo3unusa Ne 2 M NMpoBepKa Ha CHOTBETCTBHETO MY € IPEeIBAPHTEIHO 00sIBEHHTE
yCJIOBHS B CHOTBETCTBHE ¢ 4.1. 56, an1. 2 ot IIIT30II.

KoMucusara yCTaHOBH, Y€ YYaCTHHKBT € TIpeuloXua BBB ¢opmata ,,TexHuuecko
MPEIOKCHHE", CIICTHUTE JIEKAPCTBEHU IPOLYKTH:

[T Me:xaynapoano IIpurexaren T — T
HENMATEHTHO Hauun Ha HA Tbproscko
TepaneBTHYEH AKTHBHO
i PATT Clneaer HAHMEHOBAHHE | MPUJIOKEHHE | PAspeNeHHe | HAHMEHOBAHHE | o . o
/INN/ 3a ynorpeba
B. Braun Aqua ad
V07AB00 \‘Nz‘iter.for napentepaita | Melsungen AG, iniectabilia 10 ml
injection
['epmanus Braun

B tabnMuara He ca BKJIIOYEHH JIEKAPCTBEHH NPOAYKTH, KOUTO ca odepupaHy, HO KOMTO ca

oTnajgHamd oT II03MTUBHHUS JE€KApPCTBEH CIUCHK Cie/l KpaiHHs CPOK 3a MojaBaHe Ha odepTu.

KBM TEXHUYECKOTO CH MPEIOKEHHE YYACTHUKBT € IIPUIIOKUIT H3UCKyeMUTe OT Bb3noxurens
JEKIapallid  OT TIPUTEXATels Ha pa3pelieHHeTo 3a yHnoTpeda MM IIPOM3BOJMTENS Ha
rOPEIOCOYCHUTE JICKAPCTBEHH MPOAYKTH, Y€ CHIIHUTE Ca 3al03HATU C U3MCKBAHUATA U C IIOCOYECHUTE
KOJIMUECTBA 34 Mpe/JIaraHuTe JIEKapCTBEHHW MPOIYKTH, KaKTO M Y€ ca CBIIACHH IIOCOYCHHUTE
JIEKApCTBEHH MPOIYKTH J1a ObAaT opepupaHy OT yYaCTHUKA B HACTOSIATA IPOLEAypa.

I[TpetoXeHHETO OTroBapsi Ha M3UCKBAHHUATA CHITIACHO BB3noxuTens 3a MUHUMAJIEH CPOK Ha
rOJHOCT He TO-KpaThk oT 40 % oT 00SBEHUS OT IPOU3BOIAUTENS 3a JIEKAPCTBEHUTE IIPOTYKTH HITH HE
no-kparbk oT 20 % OT 00SBEHHS OT NPOW3BOAUTENS 3a OHONPOAYKTHTE MM OHONOZOOHHTE
HPOIYKTH.



Cnen karo pasriena mnoapoOHo mnpemoctaBeHoTo oT ydactHuka ""COJIOMEL" EOOJ
TEXHUYECKO MPEAIOKEHHE U MPUIOKEHHTE KbM Hero JokyMeHTH mo Ob6ocobOeHa mozunus Ne 2,
Komucusita ycTaHOBH, Y€ CHUTHAT OTTOBapst Ha 0OSIBEHUTE OT BB3I105KUTES YCIIOBHS 3a U3IIBIHEHHE
Ha MOpBhUKaTa ce JIoMycKa JI0 OTBapsiHE Ha IIEHOBUTE MPEATI0XKEHUS 32 BCUUKH [IPEJUIOKEHH OT HErO
JIEKapCTBEHU IMPOAYKTH.

6. Pasriiexxaane Ha TEXHHYECKOTO npeaioxenne nperocrasero ot "'6.bPAYH MEJUKAJI"
EOO/I mo o6ocobeHa mo3unust Ne 2 4 mpoBepKa HA CHOTBETCTBHETO MY C NpeIBAPHUTENHO
00sIBEHHTE YCJI0BHS B ChOTBeTCTBHE ¢ Wil 56, an. 2 ot I[TII30I1.

KoMucusita yCTaHOBH, Y€ YYaCTHHKBT € TpeIokul BbB (opmara ,, TexHuuecko
IPEUI0KEHNE™, CIIETHUTE JIEKAPCTBEHH ITPOJYKTHU:

Me HAPOIHO IIpuTexaren
AHatoMmo- REFIPEATAN P KoanvecTBo | Msipka
HENMATEHTHO Hauun Ha HA Tbproecko
TepaneBTHYEH AKTHBHO
xon /ATC-xon/ HAMMEHOBAHME | MPHJIOJKEHHE | pa3pelieHHe | HAHMEHOBaHHe R
/INN/ 3a ynotpeoda
Water for B. Braun Aqua ad
V07AB00 R, napeHtepaiHa | Melsungen AG, iniectabilia 10 ml
Injection
['epmaHus Braun

B Tabnunara He ca BKIIOYEHH JIEKAPCTBEHU MPOIYKTH, KOMTO ca o(epupaHy, HO KOMTO ca
otrnaaHani OT ITO3UTHUBHHUS JIEKAPCTBEH CIKMCHK CJIe] KpailHWs CpOK 3a IOJaBaHe Ha O(epTH.

KBbM TEXHHYECKOTO CH MPEUIOKEHNUE YYACTHUKBT € MPHIIOKHI U3UCKYEMUTE OT BB3oxkuTe s
JEeKJIapalid  OT TpUTEeXaTelds Ha pa3pelleHHeTo 3a ynorpeda WM IPOM3BOJAMTENS Ha
rOpENOCOYCHHUTE JIEKAPCTBEHH MPOYKTH, Y€ CHIUIUTE Ca 3all03HATU C U3UCKBAHUATA U C IOCOYEHUTE
KOJIMYECTBA 3a MpeJIaraHuTe JIEKAPCTBEHU IMPOAYKTH, KAKTO M Y€ Ca CBIJACHH IIOCOYEHHUTE
JIEKapCTBEHH MPOJYKTH J1a ObaT opeprpaHu OT yYaCTHHKA B HACTOAIIATA IIPOLIEAYpa.

[peayioxxeHUeTo OTroBapsi Ha M3UCKBAHUATA CHIVIACHO Bb3110)KuTENS 32 MUHIMAJIEH CPOK HA
rOJIHOCT He TO-KpaThk oT 40 % 0T 00SIBEHUS OT IPOU3BOIAMTEIS 3a JIEKAPCTBEHUTE MIPOAYKTH MIIH HE
no-kpatbk oT 20 % OT 0OsSBEHHS OT MPOU3BOAMTENS 3a OHONPOAYKTHUTE WM OHONOJOOHMTE
HPOJYKTH.

Cnen xaro pasrieaa moapo6Ho mpenoctaBeHoTo oT ydactHHka "@BOHUKC ®APMA"
EOO/I rexHHYECKO MPEIOKEeHHE U MPHIOKEHUTE KbM HEero JokyMeHTH 10 O60cobena nosumus Ne
2, KoMucusita yCTaHOBH, Y€ CBINUAT OTroBaps Ha oOsBEeHHUTE OT Bb3noxurens yciaoBus 3a
M3IbJIHEHUE Ha MOpBYKATA M e JOIYyCKa U ce JOMYyCKa J0 OTBapsHE HAa LIEHOBUTE NIPEUIOKEHHUS 32
BCHYKH IIPEIJIOKEHH OT HETO JIEKAPCTBEHHU MPOIYKTH.

7. Pa3ryiexaane Ha TeXHH4ECKOTO mpeaaoxkenue npegocrapeno ot "'6.bPAYH MEJIUKAJI"
EOO/I no o6ocobena mo3uuust Ne 2 ¥ npoBepKka Ha CbOTBETCTBHETO MY C NPEABAPHTETHO
00sIBEHHTE YCJOBHSI B ChOTBETCTBHE € WI. 56, aj1. 2 ot IIIT30I1.

KoMmucusita yCTaHOBH, Y€ YYaCTHHKBT € Mpetoxuwi BbB Qopmara ,, Texnuuecko
npeUIoKEeHHue ™, CIICHUTE JICKAPCTBEHU MPOIYKTH:

PR, MeskayHapoaHo IIpurtexaren Kommuectso | Mspxa
HENATEeHTHO Hauun na HA Tobproscko
TepaneBTHYEH aKTHBHO
xon /ATC-kon/ HAMMEHOBAHNe | NIPUIOKEHHE | pAspellleHHe | HAHMEHOBAHME |\ . .. o
/INN/ 3a ynorpebda
R0O3ACO02 Salbutamol MHXaJIaTOpHA Tl Ecosal Inhaler ULIE dosie mg
Hupnepnanaus 200 doses
Water for B. Braun Aqua ad
V07AB00 S napeHtepanta | Melsungen AG, iniectabilia 10 ml
1njection
['epmanus Braun




B Ttabnumara He ca BKJIIOYEHH JICKapCTBEHH NMPOTYKTH, KOHTO ca O(pepHpaHH, HO KOMTO ca
otnanHand orT [103WTHBHMS JIEKApCTBEH CIHUCHK Clie]] KpaiHUs CpoK 3a MojaBaHe Ha odepTu.

KM TeXHHYECKOTO CH MPETIOKEHNAE YIACTHUKBT € MPUIIOKUI U3UCKyeMHTE OT Bb3iioxkutens
JeK/lapalii  OT MpPUTeXaTeldss Ha pa3pelieHHeTo 3a ymorpeba WM IpPOU3BOAMTENS Ha
rOpernocoYeHUTE JIEKAPCTBEHU POAYKTH, Y€ CHLIUTE Ca 3all03HATH ¢ U3UCKBAHUATA U C IIOCOYCHUTE
KOJIMYECTBA 3a NpEIJIaraHUTE JICKAPCTBEHM NPOAYKTH, KaKTO M Y€ Ca CBIVIACHH ITOCOYCHHTE
JIeKapCTBEHH MPOIYKTH Ja ObaaT oepupaHu OT y4aCTHHKA B HACTOSALIATA IPOLELYpa.

[TpeanoxeHneTo OTroBapsi Ha U3UCKBAHUATA CHITIACHO BB3moXxuTeNns 3a MUHUMaJEH CPOK Ha
TOJHOCT He Mo-KpaThK OT 40 % oT 00sIBeHUs OT IPOU3BOAUTEIS 3a JIEKAPCTBEHUTE IPOTYKTH HIIH HE
no-kparbk oT 20 % OT 00sBEHHsS OT MPOU3BOTHMTENS 3a OUONPOJYKTHTE HIM OHOMONOOHMTE
POJIYKTH.

Cren kato pasrieaa moapodHo mpenoctaBeHoto oT ydactHuKa "®BOHMUKC ®APMA"
EOO/I TeXHUYECKO TPeUIOKEHHE U TPUIIOKEHUTE KbM Hero JoKkyMeHTH o O6ocobena nosumus Ne
2, KoMucusta yCcTaHOBM, 4Y€ CHIIMAT OTroBaps Ha OOSBEHUTE OT Bb3loxkuTens yciaoBus 3a
U3ITbJIHEHUE HA MMOphUKATa U ce JOIycka U ce JIOIycKa JI0 OTBapsiHe Ha LIEHOBUTE NPEUIOKEHHS 3a
BCUUKHU MPEJIOKEHU OT HEro JICKAPCTBEHH MTPOTYKTH.

Cnen HanmpaBeHaTa MpOBepKa Ha TEXHUUECKUTE NPEUIOKEHHS Ha yYAaCTHHIIUTE,

KOMUCHUATA PEIMN:

1. JTOITYCKA 10 oTBapsiHe Ha IUVIMKA ¢ HAANHUC: ,IIpenaarann neHosu napamerpu®, opeprure
Ha BCHYKH YYACTHHUIIH.

KoMucusTa HacCpo4H 3acelaHKe 3a OTBapsHE Ha IIeHOBUTe mpuioxkenus 3a 21.05.2021 B 10:30 4. B
Enextponnara cuctema.
Komucusta npukioun padota B 17:00 yaca na 20.05.2021r.

V. 3acenanue 3a oTBapsiHe HA IICHOBH IPe/1/10KEHHS.

Ha 21.05.2021r. B 10:304. ce mpoBeJeH MyOJUYHO 3acEaHUE B IBJICH ChCTAaB Ha KOMMCHUS
HazHayeHa che 3amoseq Ne BKU — 8 / 20.05.2021 ua IIpokypucra Ha MBAJI ,,JOmusa Bpepcka™ —
bsana EOO/I.

[Ipeacenarenat Ha KOMHCHUSTA MPUCTBIM KbM OTBapsHE Ha LEHOBHTE IIPEUIOKCHHS Ha
y4acTHHIUTE B paszen ,Jllpemnaranu nenoBu mnapameTpu™ B Enexrponnara cucrema. Cien
HalpaBeHaTa IMbPBOHAYATHA OICHKA Ha MPEAJIOKCHUTE LIEHOBU IIAPaMETPH, KOMMCHATA JOIyCHA
IIEHOBHUTE ITPEIJIONKECHUS Ha BCHYKH ydacTHHIU chriacHo wi. 90, an. 4 ot 30I1. C mocouenute
NeHCTBUS TPUKIIFOYM IPOIeypaTa 10 MbpPBOHAYAHA OLEHKA HA O(epTUTe, B CHOTBETCTBUE C
U3UCKBaHMATA U TOCpeicTBOM OyToHa ,, Kitacupane®, EnekTpoHHaTa CUCTEMa FeHepUpa pe3yITaTuTe
OT BPEMEHHOTO KJIACHpAHE Ha yYaCTHHUIIMTE, KAKTO CIIE/BA:

3a Ob6ocobena nozuyus Ne 2

1."®bOHUKC  0,145000 0,174000

2 R0O3ACO02 Salbutamol =~ uHXanaTopHa mg 640 OAPMA"
~ EOOJI
1."CO®APMA  0,000146  0,000175
2 RO3DA04 Theophylline fiepopatia =y, 1783200  TPEMIMHI™
TBbpAA | ! ATl
| 1"CO®APMA  0,008580  0,010296
2 RO3DA05  Aminophylline  mapenrepanma  mg 3421440  TPEMJIMHI™

All



on
Ne

2

| 2

RO5CB02

R0O6ACO03

V07AB00

VO8ABO02

Bromhexine

Chloropyramine

Water for
injection

Iohexol

napeHTepaaHa mg 3232

TIapeHTepaIHa mg 8640

napeHTepanHa ml 45680

napeHTepaiHa mg [ 420000

1."CO®APMA
TPEUIAHI™"
ALl

1."CO®APMA
TPEVUAHT™
ALl
1."®bOHUKC
®APMA"
EOO]I
2."MEJIEKC"
00

3."COJIOMEL"

00]1
3."B.BPAVH
MEJIUKATT"
EOOJ]
3."dAPKOJ"

Al

1."[IPO
OAPMALIUSA"
EOOJI
2."CO®PAPMA
TPEAIAHT™

Al

0,291250

0,057003

.0,022500

0,022504
0,022583

0,022583

0,022583

0,000703

0,000704

0,349500

0,068404

0,027000

0,027005
0,027100

0,027100

0,027100

0,000844

0,000845

Ha ocnoBanue 4. 90, an. 5 ot 3011 Ha 21.05.2021r. e1HOBpEMEHHO 10 BCUYKHU YUYaCTHULHU B

nporuenypara upe3 EnekrponHara cucrema Oelle u3lpareHa IoKaHa 3a y4acTHe B €JIEKTPOHEH ThPI.
B u3nparenara nokaHa B chOTBeTCTBHE ¢ u3uckBaHusaTa Ha 30I1 ce chabpikaxa pe3yiaTaTUTe OT
TbPBOHAYAJIHO HW3BBPIICHATa OIEHKAa Ha OQepTUTe, MOCOYEHH IO-TOpe M CTHIKATa, C KOSATO
YYaCTHHIIUTE MOTaT Ja HaMalsiBaT MpPEIIOKECHUTE OT TAX IIEHH, onpereieHa oT Buinoxurens B
JOKYMEHTAIMATA 32 yJacThe B mporeaypata, a umeHHo 0.05 %. Ceriuacuo wi. 90, an. 8 or 30I1 B
nokaHarta 0€ MOCOYEHO, Y€ EJNIEKTPOHHUAT Thpr e craprupa Ha 27.05.2021 r. B 08:00 u. u
npukioysa Ha 31.05.2021 r. 18:00 4.

Cnen w3BBPIIBAaHE HAa TOPHUTE JCHUCTBUS KOMHCHSATA MPHKIIOYN cBosita pabota B 14:00 4. Ha
21.05.2021 r.

VI. IIpoBexaane Ha €J1eKTPOHEH THPT.

Komucusra ce cx6pa Ha 01.06.2021 r. B 10:00 yaca, 3a ga oTpazu pe3yaTaTuTe Ha IPOBEICHUS
EnekTpoHeH Thpr, KOWTO cTapTHpa U MPHUKIIOYBA, CHIVIACHO MOCOYEHUTE J1aTa U yac B M3IpaTeHaTa
70 BCHYKH YYaCTHHUIM MOKaHa. EnexTpoHHHAT THpr ce mpoBee u3ipsuio B EnexTpoHHaTa cucteMa,
KOSITO aBTOMATUYHO T'eHepHpa KpalHOTO KjIachpaHe B pe3yiTaT Ha HalpaBeHUTE B paMKHTE HA
€JIEKTPOHHHS ThPI HAMAJICHUS Ha IICHUTE OT CTpaHa Ha YYaCTHUIUTE B IIPOLEypara.

Knacupaneto B pe3ynrar Ha npoBeieHUs ENeKTpoHeH Thpr, € CIeAHOTO:

Knacupane no Obocobena nozuuus No2:

AHaTOMO- MexayHapoaHo Msipka [ P a— . Enuenasza  Exuenasa
TepaneBTHYEH HeNMaTeHTHO Hauun Ha /mg, 6poki b eIMHHIA eJMHHLA
Kxon /ATC- HauMeHOBaHue = mnpuioxkenue  tabl., msipka 0e3 MsIpKa ¢
Koa/ /INN/ ml./ P S S JJIC JIC
RO3AC02 Salbutamol HHXaIaToOpHa  mg 640 1."®bOHUKC  0,145000 0,174000
DOAPMA"
) \ EOO], | 1
RO3DA04 Theophylline nepopajiHa mg 1783200 . 1."CO®APMA | 0,000146 0,000175
TBBpIA TPEUUHT™"

Al



R0O3DAO5 Aminophylline  napeHtepanHa mg 3421440 1."COPAPMA  0,008580 0,010296

TPEUJIUHI™
Al

R0O5CB02 Bromhexine napeHTepaiHa = mg 3232 1."CO®APMA  0,291250 0,349500

TPEUIUHI™"
ALl

RO6ACO03 Chloropyramine = napeHtepanHa mg 8640 1."CO®APMA 0,057003 0,068404

TPEUJIUHI™"
ATl

V07AB00 Water for napeHrepaiHa ml 45680 1."®bOHUKC  0,022500 0,027000

injection DOAPMA"
EOOJ

2."MEJIEKC" 0,022504 0,027005

00/

3."COJIOME][]" 0,022583 0,027100

00[1

3."b.bPAYH 0,022583 0,027100

MEIUKAJT"
EOOJT

3."®APKOJI" 0,022583 0,027100

AL

VO8AB02 Iohexol napeHTepanHa mg | 420000 1."TITPO 0,000701 0,000841

OAPMALMA"

EOO/[ 0,000702 0,000842

2."CO®APMA
TPEUJIUHI™

All

VI. [IpoBepka Ha NeHOBHTE MpeIJIOKEHHSI 32 HAJIMYHETO HA HeoOMYalHO OJaronpusiTHH
odeprn.

Ha ocnoBanue ui.72, an.l or 30Il, cien mpukimtouBaHe Ha ENeKTpOHHMS THPI KOMHCHSTA
W3BBPIIM TPOBEpKA 3a HAJIMYMETO Ha ILEHOBUTE IPHJIOXKEHHs ¢ mnoeede oT 20 Ha CTO IO-
OMarompusiTHA OT cpeJHaTa CTOMHOCT Ha LEHOBHUTE INPEUIOKEHHS HA OCTAHAIUTE YyYaCTHHIM 3a
BCEKH €JIMH OT JIEKapCTBEHUTE MNpPOJIYKTU. B pesynrar Ha u3BbpIIEHaTa NPOBEPKA KOMHCHATA
YCTaHOBH, Y€ HAIMA IIEHOBH MPEUI0KEHHUS, KOUTO Jia ca ¢ moBeye oT 20 Ha CTO 10-01aronpusTHA OT
CpeZHaTa CTOMHOCT Ha ChbOTBETHUTE LICHOBHU IPEUI0KEHHS HA OCTAHAIUTE YYaCTHHIIH.

VII. IlpoBepka Ha IeHOBHTE MNpelJ0KeHHsl 32 HAJH4YHeTO Ha meHa Haa PedepenrTnara
croiinoct 3a 1 6p. mapka, cbriaacHo [lo3uTHBHUSA TeKapCTBEH CIHCHK.

Komucusita u3pbpiuy NpoBEpKa 3a HAIMYMUETO HA IEHOBU MPEIJIOKEHUSI, KOUTO J1a HAIBUINIABaT
PedepenTrnara ctoiiHOCT 3a 1 Op. MsApka, cbrinacHo [103UTUBHUS JIEKApCTBEH CIIUCHK U YCTaHOBH, Y€
HSIMA [ICHOBH NPEIOKEHHUS HaJl pepepeHTHara croiHocT Ha [1JIC.

VIII. I[IpoBepka 3a HAJIMYHETO HA KJIACHPAHH HA IBPBO MSCTO MOBeYe OT €IHH Y4aCTHHK.

Komucusita u3Bspiiy npoBepka 3a HATMYUETO Ha KJIACUpPaHH Ha IIbPBO MSCTO [TOBEYE OT €IUH
YYaCTHUK ChOOPA3HO MPEATIOKEHUTE OT TAX LIEHOBHU IPEAJIOKECHUS U KOHCTATUPA, Y€ HE ca HAJHMIIE
€/IHaKBU I[EHOBU IPEJIOKEHHSI, ChOTBETHO HAIMA KJIACHPAHM HAa I'PBO MACTO IIOBEYE OT €IUH
yY4aCTHHKA M HE € HaJIMIle OCHOBAHME 3a MPOBEXJaHe Ha MmyOnudeH xpebuu no wi. 58, an. 3 or
[I130I1.

Komucusita, npu cro0pa3siBaHe yCIOBUETO, 3a U3IIBJIHUTEIH I10 IIPOBEIEHATA IIPOLEAypa 110
BBTPEIIEH KOHKYPEHTEH U300p, /1a C€ ONPEAEIAT yYaCTHUIM IPEAJIOKUIN Hal-HHCKa LI€Ha H KaTo
B3¢ mpeaBui, 4e B EnexTponnara mmatdopma B pasgen ,,Knacupane® ca moapeneHH LIEHOBUTE
IpeJIOKEHNS Ha YYACTHUIIUTE B HU3XOMAII Pejl, ChbIVIACHO KPUTEPUS ,HAli-HHCKA eHa“

PEIIN:

KJIACHPA yuactHunuTe, ch00pa3HO 00SBEHOTO B €JIEKTPOHHATA IIaTGopMa MOAPEKTAHE
B HHU3XO/IAI pe]l 10 ,,Haii-HUCKA IIeHa”.



NPEJJAT A na Bo3noxurens na CKIIOYM JOTOBOP 3a M3MBIHEHHE Ha OOLIeCTBEHATa
MOpBYKa C KJIACHPAHUAT Ha IBPBO MACTO YYaCTHHUK, KAKTO CJIE/Ba:

on Teg::::::::eﬂ M:?exlfay":::li:inoﬂo YyacTHHK Ex mema 3 Ex uera s
Ne Kkon /ATC- HaNMeHOBaHHe eumﬂmua MipKa 2L Kaenpan
- /INN/ oe3 JAC msipka ¢ JJIC
2 RO3AC02 Salbutamol ch /;;DNI;;),H}IE/I (I)%:H 0,145000 0,174000 [-B0 MsCTO
2 RO3DA04 Theophylline T};é%%ﬁﬁ?ﬁ’lﬁﬂ 0,000146 0000175  I-80 MsicTO
2 RO3DAO0S5 Aminophylline T{);%%ﬁﬁ';{\,’[:ﬂ 0,008580 0,010296 I-Bo MscTO
2 RO5CB02 Bromhexine TLE%I%%I:I?MAAH 0,291250 0,349500 [-BO mMsicTO
2 RO6ACO3 Chloropyramine T};E%%ﬁﬁ?{‘,"ﬁﬂ 0,057003 0068404  I-Bo MsicTO
2 V07AB00 Water for injection (D]A"Pq)l\i/i)"Hgggﬂ 0,022500 0.037000 [-BO MsicTO
1."TTPO

2 VO08ABO02 Iohexol QAI;E%%I;IMH" b i S [-Bo MsACTO

Cren 3BBpIIEHUTE U TOAPOOHO onucaHu B HacTosus [IpoTokon neicTBus, BB Bph3Ka C
IpoBeJeHaTa Mpoleaypa IO BBTPEUICH KOHKYPEHTEH H300p ¢ mpeaMer: ,/Jocmaséka Ha
Jiekapcmeenu npodykmu no Qéocobena nozuyua Ne 2 3a nysxcoume na MbAJI ,,JOnus Bpescka“
— Bana EOOJ] no Pamkoeo cnopazymerue Ne P/[-11-110 om 01.03.20212.“, Komucusra npuema,
ye HacrosliaTa mpoieaypa e 3aBbpiieHa u [Ipeacenarenst Ha Komucusara 3akpu 3aceiaHueTo.
Komucusita cnenpa na u3rotsu Jloknan, Koito na mpemoctaBu Ha IIpokypucra Ha MBAJL |, YOnus
Bpescka“ — bsna EOO/] 3a yTBbpikiaBaHe ¥ H3rOTBSIHE Ha PEIIEHHUE 3a ONPE/IC/IsTHE Ha U3MbJIHUTEN
[0 HACTOSIIaTa IPOIEaAypa.

Hacrosmust mpoTok ce chetaBu U noanuca Ha 05.05.2021r.

3amnyeHa nHpOpMaIUs Ha ocHOBaHue WI. 37 ot 3011
BBB Bpb3Ka ¢ WI. 4 1 1. oT Permament (EC) 2016/679.

Y ienosBe:




