IIPOTOKOJ
No3

Huec, 12.09.2019r., ot 12,00 yaca B B 3amata Ha V eTax B JIe4eGHOTO 3aBEJICHHE CE CHCTOS
3aceaHue Ha KOMICHATA, HasHadyeHa cbc 3amoBex Ne432 ot 01.08.2019r. ma MsmbiaHHTEIHUS
aupextop Ha MBAJT , JI-p Aranac Jladoscku™ AJl — rp. Kepmxanu 3a pasriexnaHe d oleHKa Ha
TIOCTBITMIIMTE O(QEepPTH W KIacMpaHe Ha YJYacTHHIUTE B OTKPHTA TPONEAypa 3a Bb3jlaraHe Ha
obIecTseHa moppaka ¢ npeamet: "JlocTaBKka Ha JI€KAapCTBEHH TPOAYKTH mo IIpmioxenue No2 ot
[osuTuBHAA nekapcTBen cmuchbK 3a Hykmure Ha MBAJT "JI-p Atamac [adoscku" AJ]
rp.Kepmxanu", ¢ ynuxamen 00848-2019-0005, otkpura ¢ Pemenme Ne363 or 25.06.2019r. Ha
M3nenauTeHES IUpeKTop U myGnuKyBaHo obgsnenue B POIT No918228 na 27.06.2019r.

Ha ocuosanue I'napa nera, pazgen VIII ot IIII30I1 u B u3nsiaHeHre Ha 3amosex Ned432 or
01.08.2019r. na Msnenrutennms mapexrop Ha MBAJL ,JI-p Atanac Jlagosexn” AJl — rp. Kepmxamm,
IIOMOIIHHUAT OPTraH Ha BB3TI0XKHTEIS B CIIEIHHUSI CHCTAB!

IIpeocedamen: n-p [luana I'eopruesa — 3aMeCTHUK TUPEKTOD;

u 4nenose: 1. n-p OrusH ['eoprueB — HAUATHUK OPTOIENO-TPABMATOIOIMYHO OTHEIICHHE;
2. mar. papm. Becenra MomuiioBa — pekoBouTe G0THHYHA ANTEKa;
3. Crexana Kaparsososa — uxoromuct OIT;
4. UBan PoboB — crapmu IOpPMCKOHCYIIT, 3al04Ha paboTaTa CH Ha OTKPHTO
IyOMMYHO 3aceIaHue.

I. Ha ocnosanme wi.57, an.3 or IIII30I1, koMucHsTa HACPOYH HACTOAINOTO 3aceNaHHE 3a
OTBapsAHE HA IICHOBHTE NPEUIOKCHHA Ha JIONYCHATHTE O TO3W €Tall Ha MpPOIENypard YYacTHHIN
Karto 1araTa, MACTOTO M Yaca Ha OTBApsiHE HA [IEHOBHTE IPEIOKEHHUS € ChOOLIEHO Ype3 MyOIrKaIus
B npoduna Ha Kymysaya ua 05.09.2019r.

Ha my6muunHOoTO 3acemaHMe HE NPHCHCTBAXa YYAaCTHUIM B IMPOIEIypaTa HIH TEXHH
YI'BIIHOMOIICHH IPEACTABUTEIH, KAKTO M MIPEJCTABHTEIIN HA CPENCTBATA 3a MACOBO OCBEIOMSIBAHE.

Ilpenn OTBapsHETO ce NPOBEPH LENOCTTA M CHCTOSHHETO HA IUIHKOBETE C HAJIIHC
»1Ipe/tarany eHOBH apaMeTpu™ ¥ HATHYHETO Ha TIOITHCHTE BEPXY TAX.

Ilpencenarenar Ha KOMHCHSTA [PHCTBIM KbM OTBapAHE HA I[UIHKOBETE ¢ HATIHC!
"llpenmarany UEHOBH MapaMeTpu" Ha JOIYCHATHTE YYAaCTHHLH, YHHTO O(EpTH OTroBapsT Ha
H3HUCKBAHUATA HA BB3IOKUTENS M O0SBH IIPEUIOKEHATE OT BCEKH YUaCTHHK LEHH HA JIEKAPCTBEHHUTE
IIPOJIYKTH IO HOMEHKJIATYPH, ChIVIaCHO H3UCcKBaHusaTa Ha 3011

C ToBa 3aBBpUIM NYONMYHOTO 3acef@aHHe Ha KOMHCHATA II0 OTBAapAHE HA IEHOBHTE
IPEIUIOKCHASA B OTKPHTA IPOLEAYpa 3a Bb3jlaraHe Ha oONIeCTBEHa IOpPBUKA ¢ npeaMet: "JlocTaBka
Ha JICKAPCTBEHH MPOAYKTH 110 [Ipuiioxenne No2 ot TT03HTHBHHS JIeKapCTBEH CIHCHK 32 HYXKIHTE Ha
MBAJI "JI-p Atanac Jadoscku" Al rp. Kepmxamu".

II. B mepuoma ot 12.09.2019r. no 09.10.2019r. koMHCHATAa B TBJIEH CHCTAB HA 3aKPUTH
3aceaHus NOJAPOOHO pasryie/ia IEHOBUTE HPETOKEHHs Ha JOIyCHATHTE YIACTHUIE B IPONEYpaTa
W KOHCTaTHPa CICTHUTE NPEIIOKEHHS:

"CO®APMA TPEMJIMHI' ALl

Inuxvm c ,IIpednazanu uenosu napamempu cvovpiica credHume OoOKyMeHmMU:
e [lonvanen Obpazey Ne 4 — [Jenoeo npednosicenue.
* [Ipunooicenue Ne2 KoM YeHOGOMO HPeOLONCEHUE — HA XAPMUEH U eleKIMPOHEH HOCUMEN,
KaTo ChIIUTE OTTOBAPAT HA M3UCKBAHUATA Ha BB3JIOKUTENLI II0 CHABPKAHKE U 10 (GopMa.



IIpennoxeHara IeHa 3a ONAKOBKA HA JICKapCTBCHUTE MpOAYKTH IO HOMEHKIATypd HE
[IpEeBHIIABA [PEH3YHCIIEHaTa CTOMHOCT 3a OIAKOBKa, Ha 6a3a pedepeHTHATa CTOWHOCT IIOCOYCHATA B
xongona ,M“ — , Cmotinocm Ha ONAKOBKA, U34uUCIeHA Ha basa peghepenmna cmouHocm B
[punosxenue Ne2 oT Tlo3HTHBHHUA TEKAPCTBCH CIUCHK KBM 02.07.2019r.

KoMmucHsiTa HAIpaBU MPOBEPKA 33 YMCIOBH IPEIIKK M HE YCTaHOBM TaxHBa. C ornen =Ha
TOPEH3JIOKEHOTO KOMHUCHATA yCTAaHOBH, 1€ IEHOBOTO IIpeUIOKCHHE Ha yUIacTHHKA € choOpazeHo ¢
M3MCKBAHMSTA HA BB3JIOKUTE/A U 3aKOHA M CJIe/IBa 1a CE IPUEME 3a BATM/IHO.

"OAPKOJI" AJl
Inuxem c ,Ipednazanu uenosu napamempu* cbowvpica cneOHume 0OKyMeHmu:
o [Tonwvanen Obpasey Ne 4 — Llenoso npeonodicenue.
o ITpunosicenue Ne2 KoM yeHOE0MO NPEONIOJICENE — 1A XAPMUEH U eNeKMPOHEN HOCUMEI.
KaTO CHITHTE OTTOBAPAT HA H3ACKBAHHATA HA BB3IIOXKUTEN 110 CHABPKAHUC U 11O dbopma.
IpennokeHata LEHA 33 OMAKOBKA HA JIEKApCTBEHHTE MPOIYKTH IO HOMCHKJIATYPH HE
IIpeBHINABA IPEHU3UHCIIEHATA CTOHHOCT 32 OTAKOBKA, Ha 6aza pedepeHTHATa CTOHHOCT IIOCOYEHATA B
xomona ,M“ — ,CmoiiHocm HA ONAKOBKA, U3HUCIEHA HA Gasa pegpepenmna cmounocm” B
[punoxenue Ne2 ot I[To3UTUBHUSA TCKAPCTBEH CITUCHK KbM 02.07.2019r.
KoMucHsTa HAIIPABM TPOBEpPKA 32 YMCIIOBH I'PENIKA ¥ HE YCTAHOBH TAaKHBA. C ornen Ha
FOPEM3I0KEHOTO KOMHUCHSTA YCTAHOBH, 9€ IEHOBOTO HPC/UIOKEHHCE Ha yJacTHHKA € ChoOpaseHo ¢
M3MACKBAHUSTA HA BB3JIOKUTENS M 3aKOHA H CIIEBa J1a CE IIpHEME 3a BaJIM/THO.

"TAHCOH-BI'"' OO/L
Inuxvm ¢ ,, JIpeonazanu yenosu napamempu* cvospica cleOHume 0OKYyMEHMmI:
o [Tonwanen Obpasey Ne 4 — L[eno60 npednodiceHue.
o IIpunosicenue Ne2 KoM yeHO60MO NPEOIONHCEHUE — HA XAPINUEH U eLEKMPOHEN Hocumen.
KATO CHITUTE OTFOBAPAT HA H3UCKBAHUATA Ha BB3JIOKUTENA 10 CHABPKAHHAC 1 110 dbopma.
IIpeaokenara LeHA 3a ONAKOBKA HA JEKAPCTBEHWTE MPOMYKTH IO HOMEHKJIATYpU HE
IIPEBHUIIABA [IPEH3UHCIIEHATa CTOMHOCT 32 ONaKOBKa, Ha 6aza pedepeHTHATa CTOMHOCT IIOCOUEHATA B
xonona ,,M“ — ,Cmoiinocm HA ONAKOBKA, U3ZHUCTEHA HA fasza peghepenmna CMOUHOCI “ B
TTpunoxerne Ne2 ot [103UTHBHHS JEKAPCTBEH CIHCHK KbM 02.07.2019r.
KoMucHsiTa HAIpaBH [POBEPKa 3a TMCIOBH TPEIIKH M HE YCTAHOBH TaKupa. C ornen Ha
OPEH3T0KEHOTO KOMHCHSTA yCTAHOBH, Y€ IEHOBOTO MPC/UIONEHHE Ha YUaCTHHKA € ChoOpaseHo ¢
W3MCKBAHUATA HA BH3JIOJKUTENS | 3aKOHA H CJIE/(BA 1A C€ IPUEME 3a BATU/IHO.

"MEJIEKC" O0J
Inuxvm c ,Ipednazanu uenosu napamempu* ChOBPIHCA ClIeOHUME OOKYMEHMU:
o [Tonvanen Obpasey Ne 4 — IJenoso npednodicerue.
o I[Tpunoscenue Ne2 koM yeH080MO npeoNoJCeHUe — HA XAPMUeH U eLeKMPOHEr Hocumen.
KaTo CHIIWTE OTrOBAPAT HA H3UCKBAHMATA HA BB3IOXKUTEIS 110 CHABPAKAHUC 1 110 dopma.
IIpenmoxkeHara LeHa 3a ONAKOBKA HA JEKAPCTBEHHTE MPOAYKTH IO HOMEHKJIATypHd HE
IpeBHIaBa IPeu3yHCIeHaTa CTORHOCT 32 ONIaKOBKa, HA Hasza pedepeHTHATA CTOHHOCT IIOCOUCHATA B
xonoHa ,M“ — , Cmotinocm Ha ONAKOBKA, USHUCTEHA HA 6aza pegepenmua cmotiocm" B
[punoxenne Ne2 ot TTo3UTHBHUS JIGKAPCTBEH CIIHCBK KBM 02.07.2019r.
Komucusta HApaBH IPOBEpKa 33 YHCIIOBH TPEIIKM M HE YCTAHOBH TaKuBa. C ornen Ha
rOPEU3N0KEHOTO KOMUACHSTA YCTAHOBH, Y€ LEHOBOTO NPE/UTOKCHHE HA yHACTHHIKA e choOpaseHo ¢
H3MCKBAHMATA HA BH3JIOKHUTEIS | 3aKOHA U CIeIBA Jla C€ IIPHEME 3a BAJIAHO.

"ObOHUKC ®APMA'" EOOJ
nurwem ¢ ,, IIpednazanu uenoeu napamempu’ cedvpica ciedHume QOKyMeHmu:
o ITonwanen Obpasey Ne 4 — [Jenogo npednodicenue.
o [Tpunooicenue Ne2 KoM yeHOBOMO NPeONoKHCeHUe — HA XAPIMUEH U eNeKMPOHEN HOCUMmEA.
KATO CHIUTE OTTOBAPAT HA H3HCKBAHMATA HA BB3JIOKUTENA [0 CHABPHKAHUE H 110 bopma.




[IpennmoxeHara IeHA 3a ONAKOBKAa HA JIEKAPCTBEHMTE NPOAYKTH 110 HOMEHKJIATYPH HE
NIPEBHIABA IIPEU3UHCIIEHaTa CTOHHOCT 3a OIAKOBKa, Ha 0a3a pedepeHTHATA CTOMHOCT MOCOYEHATa B
KonoHa ,,M*“ , Cmotinocm Ha onakoexa, u3zuuciena Ha 60asza pegepenmna cmotnocm™ B
[Ipunoxxenue Ne2 ot [lo3utuBHUA lekapceTBeH cUchK KbM 02.07.2019r. ¢ u3kmodenue Ha:

ITo somenknarypa 33A10ADO0S Insulin aspart e odepupana nena ot 134,10 5B, 3a Ol1aKoBKa,
a B [Ipunoxenue Ne2 ot [lo3uTHBHMS TEeKapCTBEH CITHCHK € B KOJIOHA ,,M “ mocodeHa nena ot 107,76
JIB. 33 OIIaKOBKa.

Komucusara npeanara y4acTHHKBT Aa OBJe OTCTpaHeH IO HOMEHKIaTypa 33 Ha OCHOBaHHE
w1107, 1.2, 6yxea a) ot 30Il — npexncraBun e odepra, KOSITO HE OTrOBaps HA MPEABAPHTEIIHO
00SABEHHTE YCIIOBHS Ha NOPLHYKATA.

Kommucusra HampaBd IpoBepka 3a YHCIOBH T'PEIIKH W He ycTaHoBH TakuBa. C oriex Ha
TOPEU3I0KEHOTO KOMHCHATA YCTAaHOBH, 4e IICHOBOTO MPEIOKESHHE HA YYACTHHUKA 10 OCTAHAIHTE
HOMEHKJIATYPH € ChoOpa3eH0 ¢ M3MCKBAHUATA HA BB3JIOKUTENS U 3aKOHA U CIIEBA Ja ce MPHEMe 3a
BaJIUIHO.

III. CpaBHsiBaHETO Ha JOMyCHATHTE O(EPTH Ce U3BBPINH 110 HOMEHKJIATYPH W II0 YYACTHHIIH,
oJipodHo onucano B [Ipunokerne Nel KbM HACTOSINHUS POTOKOIL

B PE3YyITaT Ha CPAaBHABAHCTO Ha LICHOBHUTE IPEMIIOKCHHS KOMHUCHATA KOHCTAaTHpa, 4e II0
CJICOTHHTE HOMEHKIIATYPH:

Konuuectso
N ATC Koa Cenepuuno HaumeHoBaHKE Jlex. hopma | aKTHBHO B-BO Thproscko HauMeHoBaHKe Yuactuuk
MET®QIHAE TAET 850MT X 30 "GAPKOI" AT
Film coated
36 Al0BAD2 Metformin tahiet RS0 mg MET®OTHAE TABIL8SOMI™ X 30 "@ponmke Gapma” EOOJT
XAPTMAH BPAYH 500MJT X1 "QAPKOI" Al
Electrolytes Safution for XAPTMAH HH®, P-P S00MJI
112 BOSBBOI infusion 500 ml BRAUN 3641230 "®ronnke Gapma” EOO
GYPAHTPHIL 40MT” X12 "QAPKOT" AL
165 C03CAO1 Furosemide Tablet 40 mg OYPAHTPHJI TABJL. 40MI X 12 "@ronuke Papma” EOOJT
HEOJONIIACE COJI, 250MJT "®ponnkc Papma” EOON
Solution for
346 MO1ABSS Diclofenac, Orphenadrine citrate infusion 250 ml HEQMONTIACE 250MJT "OAPKOI" AT

KJIaCHPAHHUTE Ha IBPBO MACTO YUACTHUIM ca O(epHpay eIHN U ChINY [IEHH U KOMHCHSTA B3€
pemenre Ha ocHoBaHWe wi.58, an.3 ot I[III30II no ropecroMeHaTHTe HOMEHKJIATYPH Ja IIPOBEIE
myOauyeH KpeOui 3a onpeesiHe Ha U3ITBJIHATE] MEXIY KIaCHPaHUTE Ha IPBO MACTO 0(hEpTH.

3acelaHHETO HAa KOMHCHATA 32 IPOBEKAAHE Ha MyOnuaans Kpebuil Ha ocHOBaHHe WI.58, am.3
ot [ITI30II e Hacpouero 3a 07.10.2019r. ot 12,00 yaca, B 3amata Ha V eTax B Jie4eOHOTO 3aBEEHHE,

CpobmenneTo 3a npoBexaane Ha myOnu4Hus xxpebuil e myOnuKyBaHo Ha caiiTa Ha JIe4e0HOTO
3aBefenue B [Ipoduia Ha KynyBada KbM ChOTBeTHaTa Iporeaypa Ha 02.10.2019r.

IV. Ha 07.10.2019 roxm., ot 12,00 yaca B 3anmata Ha V eTaxk B JieueOHOTO 3aBeleHHE Ce
IIPOBEJIE TPETO OTKPHTO 3acelaHne Ha KOMHCHS, Ha3Ha4yeHa che ¢he 3amoen Ne432 ot 01.08.2019r.
na Manemuurennus qupexkrop Ha MBAJI , JI-p Artanac Jladhoscku™ A/l 3a npoBexaaHe Ha myOnuueH
Kpebuit B cheTas:

Ilpeoceoamen: n-p Jlnana ['eoprueBa — 3aMECTHHK AUPEKTOD;

U yiaeHoese:

1. n-p OrasiH ['eoprueB — HAYAJIHHK OPTOIEI0-TPABMATONIOTHYHO OTAC/ICHHE,

2. mar. ¢apm. Becena MoM4nI0Ba — PEKOBOUTEN DOTHAYHA allTEKa;




3. Cuexana Kaparsososa — uxosomuct OIL
4. Vlgan Po6GoB — cTapIiy KOPUCKOHCYJIT.

Ha TPETOTO OTKPHTO 3acemaHie He NPHCHhCTBaxa y4acTHHIH B [poucaypara HIH TEXHH

YII'BJIHOMOINIECHH NpeacTaBUTECIH, KaKTO U IIPEACTABUTENH Ha cpencTaara 3a MacoBO 0OCBCAOMABAHE.

KOMTO IIe Ce MPoBeie IyOnmuueH KpeOnH.

IUIHK, KOMTO Gelle HaAmucaH 0 KOHKPETHATa HOMEHKIIATypa.

IpeacenareaT Ha KOMHCHATA OTBapslle CHOTBETHHA IIJIHK, HM3TCTIIAIIE

y4aCTHHKA H I'0 obsBsBale pe YICHOBETE Ha KOMHCHATA.

Pesy/TaTHTe ca OTPa3eHH B ClIefHaTa Tabnuua:

Hpe,ucena’renﬂr Ha KOMHCHATA 00sBM HOMEHKIIATYPHTIC HA JIEKapCTBEHUTE IIPOAYKTH, 3a
Vmenarta Ha YYaCTHALHUTE II0 BCcAKA HOMEHKIIATYpa fsgxa MOCTaBEHH B MAIIBK HEIPO3PavuCH

[ly6maunmsT xpeOuil 3amouHa MO BB3XOMAII PEJl Ha ONPE/CNCHUTE HOMCHKIATYDH, KaTo

JJUCTYETO C HMETO Ha

Konwuectso
Ienepuuno Jlex. AKTHRHO B~
Ne ATC Kon HAMMEH 0BAHHE topma BO THPIOBCKO HAHMEHOBAHHE YuactHuk Pesymrat
MET®OJIHAB TABJLRSOMI X 30 "OAPKOT" ALl "OAPKOJI"
All
Film coated
36 Al0BAD2 Metformin tablet 850 mg MET®OIHUAE TABJLRSOMI X 30 "®ponuke Papma" EOOT
XAPTMAH BPAVH S00MIT X1 "GAPKON" AT "DBoHKKE
- Dapma"
Electrolytes Solution for XAPTMAH HH®, P-P 500MJ1 ESOJ'].
112 BOSBBOI infusion | 500 ml BRAUN 3641230 "Oponuxc Gapma” EOO]]
4 — "OboHUKE
GYPAHTPHAI 40MT X12 DAPKOTT" ALl Dapma”
165 C0O3CAD] Furcsemide Tablet 40 mg GYPAHTPWJI TABJL 40MI” X 12 "Orouue Qapma" EQO] EOOA
HEOQIOQJTACE COJL. 250MJT "drronvxe Papma” EOOT] "®APKOJ"
Diclofenac, Orphenadrine | Solution for ALl
346 MO1ABSS citrale infusion | 250 ml HEOIOJITIACE 250MJ1 "OAPKOIT" ALl

C TOBa NPHKIIOYH OTKPHTOTO 3acelaHue Ha KOMHCHATA 32 IPOBEKAAHE Ha IyOIHueH
#pebuil, KOETO ce IPOBEJC HA OCHOBAHME ‘L. 58, an. 3 ot [1I130I1 ¥ KoMHCHSITA IPOIBIIKH CBOATA
paboTa Ha 3aKpUTH 3aCEaHUA.

V. KomucusiTa, NpeMHHA KbM aHAJIH3 HA HAJMYHETO HA NPEINOCTABKHTE 32 NMpHIAraHe
Ha 4. 72, aml ot 3OIL

[Ipy W3BBpIIEHATA CHIOCTABKA HA O(epHpaHUTE LEHH 33 €[MHMIE MAPKA 0 HOMEHKIATYPH
nocouenn moapo6Ho B Ilpunoxennme No2, koeTo e Hepas[elqHa 4YacT OT HACTOAIIMA IPOTOKOI
KOMMCHSTA KOHCTATHpA, Ye € HAWIe XuroTresara Ha @i 72, am 1 or 30I1 u u3ucKa moApodHA
[IHCMeHHa 0BOCHOBKA 38 (POPMHEPAHETO Ha TIPEILIOKEHATa IIeHa 10 HomeHKarypa Ne49 oT ydacTHuKa
"OLOHUKC ®APMA" EOOJ u no Homenkiarypa Nell8 or ywactauka '"CO®APMA

TPEMIUHT" AL

"®bOHHUKC ®APMA" EOOJL
VYacTHUKBT € IIPEJCTABAI CBOSTA MHACMEHHA OOOCHOBKA B JIENIOBOACTBOTO Ha MBAJT , JI-p
Aranac adosckn® AJl rp.Kepmxam ¢ BX.Ne3660 ot 08.10.2019r., xomucusTa KOHCTATHpa, He
060CHOBKATA € [IOJa/eHa B MOCOYEHHIT B IHCMOTO CPOK M IpeMHHA KbM HEHHOTO 00CHKIAHE H
aHaJIM3UpaHe.
VyaCTHHKBT B CBOSTA OOOCHOBKA 3asBfBa, 4Ye HEe MOATBBPKAaBa oQepHpaHaTa ILEHa IIO
nomenkaaTypa Ne49 A12CC02 Magnesium sulfate, mopazy JomycHaTa TEXHHYECKA TPEIIKA.
Komucusara pelmd a NPeUIoNKH 3a OTCTPAaHABAHE YYaCTHHKBT "OLOHUKC ®APMA"
EOO/I no nomenk1aTypa Ne49 na ocHoBanue wi.107, 1.3 oT 30I1.




CO®APMA TPEMIAHIT" AJL.

Y4acTHHKBT € MpEeNCTaBHII CBOATA ITHCMEHHA OGOCHOBKA B AENOBOACTBOTO Ha MBAJI ,,JI-p
Aranac [Jladosecku™ AJl rp.Kepmxamu ¢ Bx.Ne3661 ot 08.10.2019r., komucuaTa KOHCTAaTHpa, ue
000CHOBKATa € IoJajicHa B IIOCOYEHUST B MHCMOTO CPOK M IIPEMHHA KBM HEHHOTO OBCHKIAHE W
aHaIU3UupaHe.

Y4uacTHMKBT 3al04Ba CBOSTa OOOCHOBKA C TOBA, 4e MO HoMeHKnaTypu Nell8 BOSBAO3
Glukose nenara e popmMupana B ChOTBETCTBHE C HAMOHATHUTE PETYIaTHBHHA MEXAHH3MH, ChIIIACHO
Hapenbara 3a ycnosudra, mpaBuiara M pefia 3a perylldpaHe H peTHCTpHpaHE HA ILEHHTE Ha
JeKapeTBeHUTE IPOAYKTH, preta ¢ [IMC Ne97 ot 19.04.2013r. Ilpeanoxenara nena 3a MBAJIL ,,JI-p
Aranac laposcku® A/l rp.Kepmxami e GopMupaHa cliei KaTo ca B3eTH IO BIUSHHE U ThPrOBCKHTE
YCIIOBHSI IO CKJIFOUEHHTE JOTOBOPH MEXAY INPOM3BOOHTETH W joctaBuviy u CO®APMA
TPEWIAHI" AJl. 3asBsBa, 4Ye € JBJITOTOMUINCH H3NLIHATE] HA IOTOBOPH CIEH TPOBEIEHH
npouenypu mo 3011 u peanusupany npogaxOu 3a MHHAN MEPHOJ, KOETO My NaBa OCHOBAHME 3a
JOTOBapsiHE € MPOM3BOJMTEINTE /MM TEXHH IPEICTABHTENH 3a I0-OIATONPHUSTHH YCIOBHSA B
MO3HIMATA MY KaTO ThProBell Ha eapo.

YYaCTHUKBT € HaIpaBHII TOBA M3JIOKEHHE KAaTO IOTBBPIKACHHE U IO 06BBP3ajI ¢ XUIIOTE3UTE HA
@i 72, an. 2, 1. 2 ot 301, koeTo e mpeamocTaBkaTa fia Objie NPHETO 32 0OEKTHBHO 0OCTOATENICTRO.
Komucusita o6chaM ¥ aHATH3Hpa H3TOKEHOTO, CJ€J KAaTo IPOBEPH JEKIapHpaHUTE IaHHH B
npencrasenus eEEJ[OII B Perucrepa Ha AreHnusra 3a obImecTBeHuTe nOphuky ¥ MsnbaHuTeHATA
areHNMs Mo JieKapcTBaTa KbM MMHHCTEPCTBOTO Ha 3[paBeONa3BaHETO, KaTO CUMTA, 9€ [IOCOYCHHUTE
II0-rope OOCTOSTE]CTBA MMAT XapaKTep Ha TaKWBa, 0OOCHOBABAIM KOHKPETHO IIPEJIOKCHHTE OT
Y4aCTHHKA II€HH 10 HoMeHKIaTypa Nol 18.

Ilen Ha o6OCHOBKaTa € YYaCTHHKBT IOAPOGHO Ja OGOCHOBE HAMPaBEHOTO OT HEro
npeanoxeHue. B To3u CMHUCHII 38 00eKTHBHE KOMMCHATA CYATA OHE3W (aKkTHUECKH 00CTOSTENICTRA,
KOHUTO II0Ka3BaT KaK TOYHO ce 00pasyBa IIpe/loKeHaTa [0-HHCKA II€Ha W KOUTO UMaT XapakTepa Ja
IIOBTIHSIAT NPAKO Ha GOPMHEPAHETO #. B TO3M CMHCHI KOMHCHSITA IpHEMa TOPHATE 06CTOATENCTBA 3a
OOEKTHBHH, H TO CBHIIHTE MOTaT Ja Ce OTHECAT H KBM IIOCOYEHHTE B wi. 72, am. 2, T. 2 oT 30I1
00CTOsTENCTBA, KAaKBOTO BCBIIHOCT € (aKyITATHBHOTO YCJIOBHE €IHO OOCTOATENCTBO fAa Obje
IIPUETO 32 000CHOBABAIIO HAIPABEHO OT YHACTHHKA IIPEIIOKEHHE.

VI. Ilpemsup npepsaputenHo OOSBEHHS KPHTEPHH 3a Bh3jaraHe, upe3 OIpelelisHe Ha
HKOHOMHYECKH Hal-M3rofiHaTa oepTa NpH KPHTEpHUs ,Hali-HHuCKa IeHa, ceriacHo wi.70, am.2, T.1
or 30II xomHcHATa NPUCTHIM KBM KIIACHpaHEe HA YYaCTHHLMTE Ha ocHoBaHMe wi1.58, aml oT
IIII30I1, kaxto cnensa moxpobHo omucamo B Ilpunokenne Ne2, KoeTo € HepasjelHa dYacT OT
HaCTOSALIHS [TPOTOKOIL.

VIL. Ilo cnegauTe HOMEHKIATYPH:

7  AO03ADO1  Papaverinum hydrochloricum
13 A03BBO1  Butylscopolamine
14 A03FA01 Metoclopramide
15 A03FA01 Metoclopramide
25 A07TEC02 Mesalasine
28  AIOABO1  Insulin human
29 A10ABOS Insulin aspart
31 AI10ACOL  Insulin (human)
32 AI0ADO1  Insulin (human)
33 A10ADODS Insulin aspart
40 Al10BD07 Sitagliptin, Metformin
46  Al11HAO04  Riboflavin

64 BOIACO4  Clopidogrel



65
74
75
6
79
91
92
93
94
97
98

101

114

116

123

127

128

136

137

145

148

151

153

154

159
160
162
166
177
178
179
180

182

195

197
198
210
211
212
215
218
219

220

BO1AC04
BOIAEO7
BOIAFO1L
BO1AF02
BO2BAO1
B0SBA10
BOSBAI0
BOSBA10
B0SBA10
BOSBA10
B0SBA10
BOSBAL0
BOSBCO1
BOSBCUL
BOSXAO01
CO01AA0S
CO01AA0S
CO1BC03
Co1BCO3
COIDAO2
CO01DA14
CO1EAD1
COIEB15
CO1EB17
CO2ACO1
C02CA0L
C02CA02
CO3AAD3
CO3CA01
C03DAO1
CO3EAOL
CO3EAD]L
CO4ADD3
CO04AD03
CO04AD03
CO4AED2
Co4AX21

C07BB12

CO7TAGO2
CO7AGO2
CosDADL
CO8DRBO1
CO8DBO1
CU9AAD2
CO9AAD4
CU9AA04

CO9AAD9

Clopidogrel
Dabigatran etexilate
Rivaroxaban

Apixaban
Phytomenadione
Combinations
Combinations
Combinations
Combinations
Combinations
Combinations
Combinations
Mannitol

Mannitol

Patassium chloride
Digoxin

Digoxin

Prapafenone
Propafenone

Glyceryl trinitrate Loesung
Isasorbide mononitraie
Alprostadil
Trimetazidine
Ivabradine

Clonidine

Prazozine

Doxazosin
Hydrochlotothiazide
Furosemide
Spironolactone
Triamicrene, Hydrochlorothiazide
Triamterene, Hydrochlorothiazide
Pentoxifylline
Pentoxifylline
Pentoxifylline
Nicergoline

Naftidrofuryl
Nebivolol hydrochloride/ Hydrochlorothiazide

Carvedilol
Carvedilol
Verapamil
Diltiazem
Diliiazem
Enalapril
Perindopril
Perindopril

Fosinapril



221
222
223
224
225
226
227
229
230
231
232
233
234
235
236
238
245
246
248

255

261
262
263
265
267
272
273
275
282
289
290
291
297
298
299
300
302
305
306
307
318
321
324
326
327
333
336

CU9AALS
CU9BAO2
CU9BA02
CO9BAD4
CU9BAO4
CO09BA1S
CU9BBO4
CO9CA03
CO9CA03
CO9DA03
CO9DAD4
CO9CAD6
CO9CA07
C10AA07
C10AA07
C10BX03
HO1CB02
HO1CBO2
HO2ABO2
HO3AADNL
HO3AAD1
JOICRO2
JOICRO2
JOICROS
JO1DB04
Jo1DCo2
J01DDO02
J01DD02
Jo1DDO02
JO1DD12
JOIDEN1
JOIDEO1

JO1DHO02

JOLFAD9
JOIFAO09
JO1FAQ9
JOIFA0Q9
JOIFA1D
JOIFFO01
JOIFF02
JO1IGBO1
JOIMAO2
JOIMA1L2
JOIMA14
JOIXAO1

JO1XAO1
JOIXX08

JO2ZACO1

Zofenopril calcium

Enalapril, Hydrochlorothiazide
Enalapril, Hydrochlorothiazide
Perindopril, Indapamide
Perindopril, Indapamide
Zofenopril, Hydrochlorothiazide
Perindopril arginine/ Amlodipine
Valsartan

Valsartan

Valsartan/ Hydrochlorothiazide
Irhesartan/ Hydrochlorothiazide
Candesartan

Telmisartan

Rosuvastatin

Rosuvasiatin
Amlodipine/Atoravasiatin
QOctreotide

Qectreotide

Dexamethasone

Levothyroxine sodium
Levothyroxine sodium
Amaoxicillin and enzyme inhubitor
Amaoxicillin/ Clavulanic acid
Piperacillin/Tazobactam
Cefazolin

Cefuroxime

Ceflazidime

Ceftazidime

Ceflazidime

Cefoperazone

Celepime

Cefepime

Meropenem

Clarithromyein
Clarithromycin
Clarithromyuin
Claritluomycin
Azithromycin
Clindamycin
Lincomyein
Tobramycin
Ciprofloxacin
Levofloxacin
Muoxifloxacin
Vancomycin

Vancomycin

Linezolid

Fluconazole



341 JOSAH02 Oseltamivir

342 J06BAO2 !Inlnunrig]lﬂ‘lulins, normal human, for
intravascular adm.
348 MOIAC06  Meloxicam

349 MO1AE17  Desketoprofen
351 MOIAE17  Dexketoprofen

357  MO03AC09  Rocuronium bromide
371 NO1BBS2 Lidocaine, Chlorhexidine
379  NO2BEO01 Paracetamaol

381 NO3AF01 Carbamazepine

391 NOSCDO8 Midazolam

395 NO6BX03 Piracetam

396 NO6BX03 Piracetam

400  NO6DA04  Galantamine

402 NO6DA04 Galantamine

403  N0O6DA04  Galantamine

404 RO3DA04 Theophyline

406 RO3CBO2 Bromhexine

416 SO1EA0S Brimonidine

417 SO01EC04 Brinzolamide

418 S01EC54 Brinzolamide/Brimonidine
420  SOIEDS1 Latanoprost, Timolol
421 SOIEDS1  Travoprost, Timolol
422 S01EDS1 Darzolamide, Timolol
423 S01EDS1 Pilocarpine, Timolol
424  SO1EDSI Pilocarpine, Timolol
425 SO1EEO01 Latanoprost

426 S01EEO01 Latanoprost

429 ppspA0:  BOSBAO3
433 VORABOZ  Iohexol

He e IOJA/CHA HUTO efHa o(epTa 3a yuacTHe M KOMMCHATA Ipeiara 1o chImuTe Ja 6bae
IpeKpaTeHa poueAypara Ha ocHoBanue w1.110, an.1, 1.1 oT 30I1L.

VIII. Ilo cnegHUTE HOMEHKIIATYPH:

3 AQ2BCO1 Omeprazole

146  COIDADS Isosorbide dinitrate
171 CO3ICAD4 Torasemide

172 C0O3CAD4 Torasemide

214 COAAD2 Enalapril

216  C09AA02  Enalapril

269 Jo1DC02 Cefuroxime

270 JO1DC02 Cefuroxime

309 JO1GBO3 Gentamicin
320 JOIMAIL2 Levofloxacin

[
L]
n

JO1XAO1 Vancomycin



366 NOIAX10  Propofol
376 NO2AXS2 Tramadol, Paracetamol
382 NO3AGOL Valproic acid

393 NOABX03 Piracetam

noJajiceHuTe oepTH He OTroBapsAT Ha YCIOBHATA 3a HPEACTaBAHE, BKIIOUMTENHO 3a GopMa,
HaYWH W CpPOK, WM Ca HENoJXONauM (He OTroBaps Ha TEXHHYECKHTE CHeNH(QHKAIMH M Ha
M3UCKBAHMATA 32 M3MBIHEHHE HA MOPBUKATA WM € MO/ eHa OT YYacTHHK, KOMTO HE OTroBaps Ha
TIOCTaBCHHTE KPHTEPHH 3a MOAOOP MM 3a KOTOTO € HaIMIle HIKOE OT IOCOYEHMTE B IIPOLELypaTa
OCHOBaHHs 3a oTcTpaHsBaHe - §2, T.25 ot JlomenHurennute pasnopentu ua 30I1) m  KoMHCHATA
npejyiara 1o CeIIUTe Aa OBAe MpekpaTeHa Iporeaypara Ha ocaosanne wi.110, an.1, 1.2 ot 3011

C rosa Ha 09.10.2019r., nasHadeHaTa OT BB3JIOKHTEN KOMHCHS IIPHKITIOYH CBOATA paboTa 110
pasriexaaHe, OLEHKA W KiacHpaHe Ha IOCTBOHINTE O(EPTH B OTKPHTA HPOIEAypa C NPEIAMET:
"JlocTaBKa Ha JEKapCTBEHH MPOXYKTH 10 [Ipunoskerue Ne2 or [To3MTHBHMSA JTeKapCTBEH CITHCHK 3a
Hyxute Ha MBAJI "[I-p Atanac {adoscku" AJl rp. Kepmxanu".
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