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JOKJIAA

Ha KOMMCHATA, HA3HAYCHA ChC 3aroBel Ne 161/20.04.2021 r. na VI3mbIHUTETHUA JIMPEKTOP Ha
.MBAJI-IIYMEH" A]l 3a npoBe/ate Ha Mpolieypa no BpTpeleH KOHKYpeHTeH u300p 1o pesia Ha
yn. 82, an. 4 ot 3011 3a ompenensHe Ha wampaauTen no Iloxana ¢ Wax. Ne 808/08.04.2021 r. €
npeamer: .. JlocTaBka Ha JIeKapCTBEHH MPOTYKTH 1O 0O6ocobena mozuims Ne 1 32 HYKIAUTC HA ~MBAJI-
IIYMEH” AJl no PamMKoBo criopasyMeHHe Ne PJI-11-151/19.03.2021 .7,

KoMmucuaTa, B ChCTas!

[Ipencenaren:

[TeTunka JlumuTpOBa [letpoBa  — aJMUHUCTPATHBEH cekpeTap/KOOpANHATOP
AJIMHHUCTPATHBHO-CTOTIAHCKH 6110k B .MBAJI-ILIYMEH” Al

Unenose:

['eprana BajneHTHHOBA CriacoBa — OpraHu3arop JA0roBopH U JIOTOBOPHH MApTHHOPH B .MBAJI-
IIYMEH” AL

mar. Qapm. Tarsna lleTpoBa [lerpoBa — YMpaBHTENl HA Bonuuuma anteka Ha .MBAJI-
[IYMEH” AL

Vaxaemu [ocroguH J{HPEKTOD,

B uambadenue Ha ui. 103, an. 3 ot 30]L. BBHB Bph3Ka C "l 60, an. 1 ot [T130I1, npeacTaBamMe
Bu pe3ysTaTHTE OT MPOBEACHA rpole/lypa Mo BbTPELICH KOHKYpeHTeH u300p 1o pejia Ha . 82, an. 4
ot 30I1 3a onpe/iensHe Ha U3IBIHATE TI0 [Tokana ¢ 13x. Ne 808/08.04.2021 r. ¢ npeamer: ,.JlocTaBKka
Ha JIEKApCTBEHM MPOAYKTH IO O60oco0ena mo3umust Ne 1 3a HyXaUTE Ha .MBAJI-IIYMEH" AJl no
Pamkoso cniopasymenne Ne PJI-1 1-151/19.03.2021 .7,

Komucusita ce cpOpa Ha 70.04.2021 r. B 15:00 waca, 3a Ja 3aMO4HC cposita pabota. B
IIbpPBOHAYATHO OMNpE/eIeHns OT BoaiokuTeNs CPOK 3a TMojlydapane Ha odepTH, B EIEKTPOHHATA
cucrema, paspaboTeHa OT MUHHUCTEPCTBO HA 3/PaBEOMa3BAHETO /LIOTIC3/ mocThnuxa 10 /mecet/
odepTH, KaKkTo Cje/Ba:

1. ..JIPO ®APMALIMA” EOO/L, mocThnuia B 10:17 gaca ¢ Ne 08392/09.04.2021 r.:

2. . ®APKOJI* AJl, nocThlnia B 10:39 waca ¢ Ne 08420/09.04.2021 r.;

3., JJAHCOH bI'™ OO0O]1, nocTbNuIA B 12:54 gaca ¢ Ne 08495/06.04.2021 r.;

4. .COOAPMA TPEUIUHI AJl, mocTenuIa B 19:45 gaca ¢ Ne O8708/11 .04.2021 r.;

5. ,.MAPMMHEKC-?“ EOO/I, nocThinila B 09:01 gaca ¢ Ne 08741/12.04.2021 r.;

6. .MEIEKC" OO/, mocThnuia B 14:12 yaca ¢ Ne 08900/12.04.2021 r.;

7..5. BPAYH MEIUKAJT® EOO/L, nocTbruia B 14:19 yaca ¢ Ne 0891 6/12.04.2021 r.;

8. .COJIOMEN" EOO/I. nocTeuja B 14:43 yaca c Ne 09201/13.04.2021 1.

9. . THPITOBCKA JIUTA-TAIT* AJl, nocTeruna B 16:55 gaca ¢ Ne 09289/1 3.04.2021 r.;

10. .®@bOHUKC OAPMA® EOO/I, nocThnuia B 18:00 yaca ¢ Ne 09807/16.04.2021 1.

Criel KaTo Cce 3aro3Haxa ¢ yJacTHUIHMTE, npecTaBuId opepTH, WICHOBETE HA KOMUCHATA
HOILTHMXA ¥ MOANKcaxa JeKiapaiin B CBOTBETCTBHUE ¢ H3UCKBAHETO Ha 1L 103, an. 2 ot 3011



KomucusTa npucrsim kbM pasriexaane mo cbiiecTso Ha CBABPKAHUETO Ha MPEeJOCTABEHATA
HH(DOPMALUS U TIpeICTaBEHUTe AOKYMEHTH OT y4aCTHHLMTE IO pe/ia Ha TIOCTBIIBAHETO UM, IIPH KOETO
0c ycTaHoBeHO, uye mpencraBeHata B OepTHTE HA BCHYKHM Y4aCTHHIM uHpOpMALMA € NbIHA W
ChABPKA BCHUKH HEOOXOMMMH TOKYMEHTH H HH(BOpPMALIHS.

[lo otHomenue Ha npencraBenara HH(opMmaims B TexHuueckuTe PEIJIOJKEHUS Ha BCHYKH 1()
/necer/ yJacTHHKa, KOMUCHSTA YCTaHOBH, CJIC/IHOTO:

I. Yuactauker . [IPO ®APMALAS” EOO]I e npenctasui TeXHUUECKOTO CH NpeNIoKeHHE B
CHOTBETCTBHE C M3HCKBaHUsATa Ha Bu3nmoxure)s.

2. Yyactuukst .. ®APKOJT* AJl e mpeicTaBUI TEXHHYECKOTO CH [IPEeJIOKEHHUE B CHOTRBETCTBHE
C M3UCKBaHMATA Ha Bu3soxurens.

3. Yyactuuksr . JJAHCOH BI'™ OO/l e npencTaBM1 TEXHHUYECKOTO CH MpeJUIOKEHHE B
CBOTBETCTBHE C H3UCKBaHUATA HA Bb3noxures.

4. OtHocHO yuacthuka ..CODAPMA TPEPI)II/IHF” AJl KoMucHATa HanpaBH CleaHUTE
KOHCTaTalluu:

- ChbryacHo PamkoBo crnopasymenie No PJI-11-151/19.03.2021 r. TIlpurexarens ua
Paspewmenuero 3a ynorpe6a ma JickapeTBerns mpoAykT ¢ INN Oxcarbazepine e Teva B.Vs
Huneprauans. B Texuuueckoro [IpEIIOKEHNS HA y4yacTHHKa Kato IIPY Ha nexapcTBenms IPOJIYKT ¢
INN Oxcarbazepine, ¢ Thproscko HanmenoBamHHe Trileptal 600 mg x 50 ¢ nocouen Novartis Pharma
GmbH, I'epmanus.

5. VyactHuksT ,.MAPUMIIEKC-7* EOOJ e npexncrasun Texuuueckoto cu MIPEITOKEHUE B
CBhOTBETCTBHE C H3UCKBaHUATAa Ha Bb3noxures.

6. Vuactauker MEIEKC* OOJ] e MPEJCTaBUI  TEXHHYECKOTO CH TIPEATOIKEHHE B
ChOTBETCTBHE ¢ H3UCKBAaHUATA HA Bb3noxkurens.

7. VYwyactuuxksr ,Bb. BPAVH MEJIUKAJI® EOOJ] e mnpeacTaBMa TeXHHYECKOTO cH
[PEIIOKCHHE B CbOTBETCTBHE C U3MCKBAHHUATA HA BB310KHUTE S,

8. Yuactuuksr ,.COJIOMEJ* EOC/I e mpexacraeun TexHHYeCKOTO cH MPEUIOKEHHE B
CbOTBETCTBUE C M3MCKBAHUATA HA Bb3moxkure;is.

9. Vwuacrauksr .. THBPITOBCKA JIMTCA-TAIT" AJl e MPEJCTABUI TEXHHYECKOTO CH
PCUIOMCHNE B CLOTBETCTBHE C U3HCKBAHMATA HAa Bb3JI0KHTE S,

10. Yuactauxst ,.®DbOHUKC ®APMA EOO/I e npenctaBui TEXHHYECKOTO CH NPEUI0KEHHE
B CbOTBETCTBHE C H3UCKBaHUATA Ha Bu3noxkures,

IIpensua ropensnoxkeHoTo, KOMHCHSITA TOHCKA OT yuactiuka ,,CO®APMA TPEUJUHI
Al B cpox 10 16:00 waca ma 26.04.2021 r. ma npejacTaBu Jleknapauust oT npuTexkarens Ha
PaspellieHneTo 3a ynotpeda Novartis Pharma GmbH, Iepmanus 3a JiekapcTBeHUs npoaykT ¢ INN
Oxcarbazepine /Tsproscko HaumeHoBaHue-Trileptal 600 mg x 50/, ¢ kosro [IPY JeKnapupa, 4e ¢
3allO3HAT C HM3HCKBAHMATA KbM JIEKAPCTBEHUTE MPOAYKTH, KAKTO M IIOCOYCHHTE B npoueaypara
KOJIHYECTBA 33 TO3M JIEKAPCTBEH IIPOYKT.

Ha 26.04.2021 r. B 16:30 yaca B Orzmen ,Mapxkerunr, aorosopu 1 MTO™ na ., MBAJI —
IIYMEH” Al, rp. [lymen, yiu. .Bacun AnpunoB” Ne 63 — [ ertax Ha TepamnesTuen 6ok,
KOMHCHsTA TIPOAB/DKH CBOATAa paboTa € MpOBepKa B €NEKTPOHHATA CHCTEMa OTHOCHO Y4acTHHKA
.CODAPMA TPEUJIUHI ™ AJl BbB Bpb3Ka ¢ U3MCKAHATA OT CHIIUA C [Iportokon Ne 1 Ha xKomucusiTa
Jleknapanus ot nputexareis Ha Pa3spellleHHeTo 3a ynotpeda Novartis Pharma GmbH, Iepmanus
3a JiekapcTeenus npoaykt ¢ INN Oxcarbazepine /Tsproscko HanMmeHopanue-Trileptal 600 mg x 50/,
1PH KOETO yCTaHOBHU e yuacTHHKBT ., CODAPMA TPEUJIMHI AJT ne e NPeICTaBHII U3UCKAHUAT OT
KOMHCHATA JOKYMEHT.

C orjen ropHHTe KOHCTATAIMHTE M HA OCHOBAHME il 107. 1. 2, 6GykBa ..a” ot 3akoHa 3a
OOILECTBEHNTE NOPBYKH. KOMUCHSTA Mpeiara vyacTHHKa ~COPAPMA TPEWIUHI” AJ 3a
OTCTpaHABAHEe OT MO-HATATBIUHO YYAaCTHE B TMpPOUEAYPA [0 BBTPEIIeH KOHKYPEHTEH u360p 3a
JICKAPCTBCHUA TPOAYKT ¢ MeKIyHApoaHO HemaTeHTHO HammeHopanne INN Oxcarbazepine
/Tbproecko HarMeHoBaHue-Trileptal 600 mg x 50/.




B Ta3u Bpb3ka Ha 27.04.2021 r. mpexceaTensT Ha KOMHCHATA, OTBOPH TeXHMYECKOTO
npeuiokenue Ha ywactHuka ,,CODPAPMA TPEMJIMHT™ AJ] M ro OTCTpaHH OT IO-HATATBHIIHO
yuacTHe 3a jekapcTeenus npoaykT Oxcarbazepine, nocpeacTsom OyToHa ..OTCTpaHu™.

C ornen HampaBeHHTE 0 MOMEHTa KOHCTaTallid KOMMCHSATA €UHOIYIIHO PellH Ja IO0MyCHEe
110 MO-HATATBINHO y4acTHE, & HMEHHO OTBApsiHE Ha MPEICTABEHUTE LICHOBH TIPE/UIOKECHHUS CICAHUTE
YUACTHHLH.

1...JTPO ®APMAILIMA” EOO/I 3a BCHYKH JIEKApCTBEHH MPOAYKTH, 32 KOUTO y4JacTBa.

2. .. DAPKOJI* AJ] 3a BCHUKH JIEKAPCTBEHH MPOIYKTH, 3a KOUTO y4acTBa.

3. . JJAHCOH BI'™* OO/I 3a BcHUKH JIeKapCTBEHH ITPOIYKTH, 32 KOUTO y4acTBa.

4. ,.CO®APMA TPEWUJIMHI™ AJl 32 BCHUKM JIEKAPCTBEHH NMpPOAYKTH, 32 KOHUTO y4acTBa, C
m3Kmoyenue Ha nekapctBenus npoaykT ¢ INN Oxcarbazepine.

5. .MAPUMIIEKC-7* EOO/] 3a BCHUKHU JIEKapCTBEHH MPOIYKTH, 32 KOUTO y4acTsa.

6. .MEJIEKC* OO/] 3a BCHYKH JIEKapCTBEHHM IIPOLYKTH, 3@ KOMTO Y4acTBa.

7...5. BPAYH MEJTUKAJT* EOO/] 3a BCHYKH JIEKAPCTBEHH MPOIYKTH, 38 KOUTO y4acTBa.

8. ..COJIOME/T* EOO/I 3a BCHUKH JIEKapCTBEHH NPOAYKTH, 32 KOUTO y4JacTsa.

9.. THhPI'OBCKA JIMT'A-I’AILl™" AJ] 32 BCHYKH JIEKapCTBEHHU MPOAYKTH, 32 KOUTO y4acTBa.

10. .®©bOHUKC ®APMA* EOO/] 3a BCHYKH JIeKapCTBEHHM IIPOJAYKTH, 328 KOUTO y4acTBa.

[Ipn oTBapsiHe HA [IEHOBHTE MPEIOKEHUS Ha yHaCTHHUHMTE, MPEICENATeNST Ha KOMHCHATA,
nocpencTBoM GyToHa ,.Knacupane™, 3a Besika ejiHa 000ocoOeHa MO3HIMs, IPUKITIOUH NpoLe/ypara Ha
MbPBOHAYAHA OlIEHKA Ha oepTuTe, B choTBeTcTBHE ¢ w1.90, an. 4 ot 30I1.

IpeaBHa TOPHOTO, MpelceiaTeNsT Ha KOMHCHSATA, u3lpard 4pe3 EnekTpoHHara cucTeMa
MOKAHH 3a IPOBEIK/IaHe Ha eJIEKTPOHEH ThPI 10 BCHUKH YYaCTHHIIM B NpoLleypara.

IIpoBe:xaaHe Ha e1eKTPOHEH THPT.

Ha ocrosanue un.90, a5, BbB Bpb3ka ¢ wi.90, an.8 or 3011 ra 27.04.2021 r. eaHOBpEeMEHHO
10 BCHUKH YYACTHHIM B Ipoledypata Oelue usnpareHa [lokaHa 3a ydacTe B €leKTPOHEH Thpr. B
usnparenata 10 yuacthuuute [lokana B choTBeTcTBHE ¢ M3uckeanusTta Ha 3Ol ce cbabpikaxa
pe3yaTaTHTe OT MBPBOHAYATHO W3BBPIIEHAT2 OLEHKA HA MOJAJCHATE OQEpTH M CTBIKATA, C KOATO
YYaCTHMIIUTE MOTaT Ja HaMausBaT MBPBOHAYAIHO MNPEUIOKEHHTE OT TAX LEHH, ONpE/e/eHa OT
B3nokuTeNs, a uMerHo 0,05 %. B choTBeTCTBHE ChC 3aKOHOBUTE M3McKBaHMs B [lokanara Oerre
[I0OCOYEHO, Y€ eNeKTPOHHHAT Thpr craprupa Ha 10.05.2021 r. B 09:00:00 uyaca ¥ mpHuKIIOYBAa Ha
14.05.2021 r. B 14:00:00 uaca. ENeKTpOHHUST ThPr CTAPTHPA ¥ MPHKIIOIBA U3LAIO0 €IEKTPOHHO, KaTo
¢ HAcTHIIBAaHE Ha Jjararta M yachT nocoueHu B [lokanata, EnekTpoHHara cHCTeMa aBTOMATHIHO
reHepupa KpaifHOTO KIacHpaHe, B pe3yiTal Ha HANpaBeHHTE B PAMKHTE Ha CJICKTPOHHUS ThHPT
HaMaJIABAaHHMs HA LEHWTE OT CTpaHa Ha yuactauuure. B Tasu Bpb3ka Ha 17.05.2021 r., mocpeacTBoM
EnekTpoHHata cHCTEMa M[peJceJaTeNsT Ha KOMHCHUSTa OTBOPH aBTOMAarH4YHO TE€HEPHPAHOTO OT
nnaTdopMmara KpaiHo KiacupaHe Ha oepTHTe.

KnacupaHeTo TOCTUTHATO B pe3ylTaT Ha NPOBENEHHsS EICKTPOHEH Thpr € OTpaseHO B
[Tpunoxenue Ne 1, Hepaznensa gact ot [Iporokosn Ne 2 Ha KOMHCHSATA.

Crieq1 TOBA, KOMUCHSITA IIPHCTHITH KbM MPOBEPKA 10 CHIIECTBO HA IPE/ICTABEHATa HHOPMALIHS
B IIEHOBHUTE MPETOKEHHS HA YUACTHULIUTE.

Ha ocuoBanme ui. 72. an. 1, BB Bpb3ka ¢ wi. 72, an. 6 ot 30Il. cinex npukmouBaHe Ha
eIEKTPOHHMS THPT, KOMUCHSATA H3BBPIIM IIPOBEPKA 38 HATHYHETO HA IEHOBO MNPEIOKCHHUE C 110BEUe
ot 20 Ha CTO MO-OJIArONPUATHO OT Cpe/IHAaTZ CTOWHOCT Ha IEHOBUTE INPE/UIOKEHHS Ha OCTAHATMTE
YYaCTHUIIH, 32 BCEKH €IUH OT JICKAPCTBEHNTE TTPOLYKTH.

B pesyartar Ha W3BBpIICHATA MPOBEPKA, KOMHCHATA YCTAHOBH U€ HSAMA LICHOBU MNPETIOKCHHS,
KOMTO ma ca ¢ moBeue oT 20 Ha cTO MO-OJArOMPUSTHM OT CpelHara CTOWHOCT Ha LEHOBHUTE
IPeUTOKEHUSI Ha OCTAHAJINTE YYaCTHHIIH.

KomucusTa pasriena [eHOBUTE MPEIOKEHUS Ha YYAaCTHULIUTE W 3a HAIMYKETO HA LEHA MO-
BUCOKa oT nocouenata B [Ipunoxenne Ne 2 Ha [To3MTHBHHS JICKApCTBEH CHUCEK.



Crnex ToBa., KOMHCHATA M3BBPIUH IIPOBEpPKA Ha IEHOBUTE TPETOKEHUS HA YYAaCTHHIHTE 3a
HAJIMYMETO HA eIHAKBM LIEHU 3a €/IMH U ChbIIl JIEKAPCTBEH NMPOAYKT U YCTAHOBH CIIEIHOTO:

[Io oTHomenue Ha nexapctBenust npoayktr ¢ ATC NO02BB02, INN Metamizole sodium
yuactaunure ,,JJAHCOH BI' OO/ u ,,CO®APMA TPEHJIUHI“ AJ] ca NPeUTOYKHIIH €IHAKBH
[ICHH.

[IpenBua rOpen3noKeHOTO, KOMUCHATA €AMHOIYIIHO PEllH Ja TpoBee MyOnuueH kpebHit
MEXK/1y Y4aCTHHIHTE.

Cnen cobriacyBaHe ¢ 4ICHOBETE Ha KOMHCHATA, MPEIACENATSIST i HACpPO4M IyGIHYHO
3ace/laHie 3a MPOBEK/IaHe Ha JKpeOuil 3a onpejessHe Ha MbPBO MSCTO 3a JIEKAPCTBEHHMS IPOAYKT C
ATC N02BB02, INN Metamizole sodium na 25.05.2021 r. ot 13:00 4aca B 3acenaTenHaTa 3aja Ha
~MBAJI - ITYMEH” AJl, ya...Bacun Anpuiios™ Ne 63 — II etax na TepaneBTiueH 6JI0K.

3a mpoBexkIaHeTo Ha MyOIMYHOTO 3aceliaHde 10 TerjeHe Ha Kpebuii ja 6bie nyGIMKYBaHO
ChOOIIEHHEe 4Ype3 €eJeKTPOHHATa CHCTeMa /10 BCHYKH YYaCTHHIM B HACTOSINATa Mpoleaypa Ha
BBTpPEIIEH KOHKYpeHTeH H300p H B [Ipoduna Ha kynmysaua Ha Buinosurens, Hai-Manko 2 paboTHH
JIHU TIPEJIN TPOBEK/IaHE HA ChIIOTO.

Ha 25.05.2021 r. B 13:00 yaca B 3acenarennarta 3ana va ,,MBAJI — IIYMEH” AJl, yi. ,Bacun
Anpunos” Ne 63 — II etax na TepaneBruyeH 610K, KOMHCHSATA ce ChOpa ChC CIIEAHUTE 3a/1aUH:

1. na npoee mydnuueH xkpeduit, KakTo Cie/Ba:

- Mexay ywactuuuure ,JJAHCOH BI“ OOJ u ,,CO®APMA TPEUJIUHI“ AJl 3a
onpejieiHe Ha MbpBO MACTO 3a JekapcTBeHus poaykT ¢ ATC N02BB02, INN Metamizole sodium

2. Ja M3BBPIIM OKOHYATEJIHO KJIAacHpaHe Ha YYacCTHULMTE B HACTOAIIATa MpOLEAypa II0
BBTpEIIEH KOHKYPEHTEeH H300p.

B 13:00 yaca — onpejaeneHusT HayaJeH 4Yac 3a MPOBEXKAaHe Ha INYOIUYHUA KpeOuii, Ha
MSCTOTO, ONPENEIEHO 3a MPOBEKIAHETO MY — 3acejaTenHara 3ana Ha Il erax Ha TepaneBtHuen OJ10k
Ha ,MBAJI-IIYMEH” AJl, yn. . Bacun AnpunoB™ Ne 63 He npuchCTBaxa NpPEJICTABHTEIM Ha
YYaCTHHIUTE.

3a mpoBexane Ha NMyOJIHYHHS KpeOKii 3a TeKapCTBEHUTE MPOAYKTH, 3a KOMUTO 1€ CE Terju
KpeOuAT, OsiXa IOArOTBEHM IO YETHPH HENpO3payHH IuMKa, Haanucanu ¢ ATC koa
MEKIYHAPOJAHOTO HEMATEHTHO HAaWMEHOBAaHHE Ha JIEKAPCTBEHHTE MNPOAYKTH. B muukoBeTe Osixa
IIOCTABEHU HAlMCAHW Ha JINCT MMEHaTa Ha YYAaCTHHUIIMTE, NMPEUIONKHINA €/IHAKBU ILEHH, CJIe]T KOETO
HEMpOo3pavyHHUTE IUIMKOBE OsiXa 3arnevyaraHu.

AKpebust ce npopexia B clieHaTa MOCIEI0BATENTHOCT:

1. IlpencenarensT HIM 4ieH Ha KOMHUCUATA pa3ObpKBa 3ameyaTaHUTE HEMPO3pPayHH IJIMKOBE,
ChAbpKAIld MMEHATa Ha YYaCTHHUILIMTE, MPE/UIOKHIN €JIHAKBU LIEHH 32 CHOTBETHHTE JICKAPCTBEHM
MPOJYKTH U KaHU HAKOH OT OCTAHAIMTE YWJICHOBE Ha KOMHMCHATA Jia M3TErNH IUIMK. B cryyaii, ye Ha
myOIMYHOTO 3aceJaHue 3a NPOBEXK/IaHe Ha KpeOHH MPUCHCTBAT NMPEICTABHTENIN Ha YIACTHUIIUTE HITH
APYT¥ BBHUIHY JIMIA, pa30bPKBAIIMAT IUIMKOBETE KAHU ITbPBO HSKO# OT THX.

2. [lokaHeHMAT 4ieH Ha KOMHCHUSATA WM MPUCHCTBAIIOTO HA MyOJIMYHOTO 3acelaHie BHHIIHO
nMLe Terav eIMH OT 3aleyaTtaHuTe HEmpo3payHd IUTMKOBE, OTBaps ro, MoKasBa ro HA OCTAHAJIUTE
MPUCHCTBAILM M MIPOYMTA HA IJ1ac MMETO Ha YYaCTHHKa, HAMCAHO HA JIMCTA, ChABPIKAIIl CE B IJIHKA.
VY4acTHUKBT, UHETO UME CE ChABbPIKA B U3TEIICHUS [LUIHK, C€ KTacHpa Mo )Kpeduii Ha MbPBO MSICTO.

3. Koraro ce rernm sxpebuit Mex1y ABaMa y4aCTHHIH clie]] pa30bpKBaHe, H3TETIIsIHE, OTBAPSIHE
M OINOBECTABAHE HA CHABPKAIIOTO C€ B W3TEIJIEHUS IJIMK MME HA YYaCTHHK, BTOPHsS 3areyaraH
HENpo3payeH IUIMK ce OTBaps OT Mpejacefartesis WIH ApYr 4YieH Ha KOMHCHUATA, KOWTO MOKa3Ba
CBIBPKAHHETO HAa OTBOPEHHUS IUJIMK, IPOYHMTA CE Ha Illac MMETO Ha JIPYTUsl YYaCTHHK, KOHTO ChIIaCHO
XKpeOusl ce KIacupa Ha BTOPO MJIM TPETO MSCTO B 3aBUCHMOCT OT TOBa 3a KJIaCHpaHe Ha KOe MSCTO ce
TerJIu JKpeOui 3a ChOTBETHHS JIEKAPCTBEH MPOIYKT.

KomucusTa npucTein KbM NpoBexkaaHe Ha MyOnndyeH kpeOuil 3a CHOTBETHHS IJIEKapCTBEH
npoaykt ¢ ATC NO02BB02, INN Metamizole sodium Tarsua [lerpoBa, 4ieH Ha KOMHCHSATA,
pa?.ﬁbplca JABaTa HEMNpO3padyHH 3arncyaTaHH [IJIHKa, €IHHUAT OT KOHTO CBABPKa JIMCT € HaIOIIHC
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»1AAHCOH BI'“ OOJ, a npyrusit — nuct ¢ wamnuc ,,COPAPMA TPEUMIUHI* AJl u nokanu
ITernnka [lerpoBa, npescenaTen Ha KOMHCHATA, 12 H3TErIH €IMH OT ABATA TUTHKA.

[letunka IletpoBa, mnpeicenaren Ha KOMHMCHATA, M3TErNTH €IMH OT JBaTa 3alledyaTaHH
HCMPO3payHu IUIMKA, CJIE KOGTO IO OTBOPH M IPOYETE HA IJAaC UMETO HA M3TETJIEHHS YYaCTHHK
»IdAHCOH BI'* OO/, nanucan Ha nucra., ChIbpIKalll ce B MJIMKA, KOHTO MO Kpeduii ce xi1achpa Ha
IBPBO MACTO 3a JiekapcTBeHus npoaykt ¢ ATC N02BB02, INN Metamizole sodium.

Cnen ToBa ['eprana CracoBa, 4ieH Ha KOMHCHSATA OTBOPH M BTOPHS HEnpo3payveH 3arevyaraH
IUIMK ¥ IIPOYETE Ha IJ1ac UMETO Ha yyacTHuka ,,CO®APMA TPEUINHI“ AJl, HanucaHo Ha JMCTAa,

CBABPXKALI Ce B MJIMKA, KOUTO MO JKpeOuii ce Kiacupa Ha BTOPO MSCTO 3a JIEKAPCTBEHHMS MPOIYKT C
ATC N02BB02, INN Metamizole sodium.

B usnbiHeHue Ha BTopara nocTaBeHa 3aada KOMHCHSTA H3BBPILH OKOHYATETHO KIIAaCHpaHe Ha
o¢epTuTe HA ydacTHULHUTE, OTpaseHo B [Ipunoxenne 1 - Kpaiino kiacupane, KOeTo € Hepa3aelHa 4acT
ot [IpoToxos No 3.

Ha 14.06.2021 r. B 17:00 yaca, KoMucHATa B CbCTAB ChIIacHO 3amosen Ne 161/20.04.2021 r. na
M3nbanutennus qupektop Ha .MBAJI-IIYMEH” AJT ce cb0pa, 3a 1a 06001H pe3yITaTHTE OT CBOSTA
paboTa u 1a W3roTBu HacTosmus Jlokuaj.

CpoOpassBaliki NOCTHTHATHTE B pe3y/iTaT Ha IpPOBEJEHATa MNPOLEIYpa MO BbTPELIEeH
KOHKYPEHTEH H300p LIEHH Ha JIEKapCTBEHUTE MPOJIYKTH H LieHuTe, 1o kouto ,,MBAJI-IIYMEH"” Al B
HACTOALIMS MOMEHT 3aKylyBa CBINMTE JIEKApPCTBEHH HPOAYKTH IO CHJaTa Ha CKJIIOYEHH OTOBOPH
cien npoBeeHH oTKpuTH npouexypu no 3011 ¢ yaukanun Homepa B [[AVC EOIT 00444-2021-0001,
00444-2021-0002, 00444-2021-0003, 00444-2021-0005, 00444-2021-0006, 00444-2021-0007, 00444-
2021-0008 1 00444-2021-0009, koMHCcHSTa U3TOTBH CJIeHATA CPABHUTEIHA Tabua;

ATC - koa Mexaynapoiano Hauun na npuioxkenne Mspka /mg, Haii-uncka uena 3a e, llena 3a en.
HENATEHTHO tabl., mL/ mapka ¢ JUIC, msipka ¢ JUIC
HAUMEHOBAKME NOCTHIHATA B PE3yaTaT cwraacio llena
INN HA uacTuﬂ%usTa 3a e1. MApPKa ¢
Skl JAC curaacho
neiicreaiy
aorosop no 3011
wau OI1 3a
Bb3JaraHe no
peaa Ha 421, an.
6 ot 30I1 (koraTto
€ NMPHJI0KUMO)
NO1ABOS8 Sevoflurane WHXanatopHa mil 0,831318 0.80708
NO1AX03 Ketamine napeHTepanHa mg 0,016637 0.01632
0.015 - 0Oll 3a
Bh3jlaraHe rno peaa
Ha un. 21, an.6
0.0094521 - ON
3a Bbh3JIaraHe no
pena Ha un. 21,
anb
NO1AX10 Propofol napeHTepanHa ml 0,094712
NO1BBO2 Lidocaine napeHTepanHa mg 0,008256 0.00741
NO1BB02/CO1BBO1 | Lidocaine napexTepanHa mg 0,009407 0.0054
NO1BB0O9 Ropivacaine napeHTepanHa mg 0,107820 -
NO2BB02 Metamizole sodium napexTepanHa mg 0,000425 0.00033
0.0011016 —
OMaKOBKA CTHKJIO
0.0014852 —
NO2BEO1 Paracetamol napeHTepanHa mg 0,001147 onakoka Ecoflac
NO3AAD2 Phenobarbital napeHTepanHa mg 0,006476 0,00645
NO3AFO1 Carbamazepine nepopanHa T8LpAa mg 0,000416 0.0004164
NO3AGO1 Valproic acid napexTepanHa mg 0,016949 0.0174
0.0002636 — OI1 3a
NO3AGO1 Valproic acid nepopanHa Tebpaa mg 0,000262 Bb3JlaraHe 1o peaa
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Ha wi. 21, an.6
NO3AGO1 Valproic acid nepopanHa TeuHa mg 0,000774 =
NO3AX09 Lamotrigine nepopanHa T18Lpaa mg 0,002676 7
NO3AX12 Gabapentin nepopanta TeLpaa mg 0,000535 0.000530666
0.001488888 — OI1
3a Bb3/laraie no
pena Ha w21,
NO3AX16 Pregabalin nepopanHa Tebpaa mg 0,001469 an.6
0.0379 - OI1 3a
Bb3/IaraHe no peja
NO4AAQ2 Biperiden NepopasHa T8sxpaa mg 0,036600 Haun 21, an 6
NO4BBO1 Amantadine napeHTepanHa mg 0,173239 0.1548
NO5AAQ1 Chlorpromazine napeHTepanta mg 0,016050 0.016
NO5ADO1 Haloperidol napeHTepanHa mg 0,093400 0,093
NOSAX08 Risperidone nepopanHa TeLpaa mg 0,051226 -
NO5BAO1 Diazepam napeHTepanHa mg 0,063000 0.063
NO6BCO1 Caffeine citrate napeHTepanHa/nepopanHa | mg 2,167200 21714
NO6BX03 Piracetam napeHTepanHa mg 0,000348 0.00034
0.000166388 — OI1
3a Bb3JlaraHe no
NO6BX03 Piracetam nepopanHa Tebpaa mg 0,000120 pea Haun.21, an6
NO6BX18 Vinpocetine nepopanHa TeLpAa mg 0,014200 0.014256
NO6BX18 Vinpocetine napeHTepanHa mg 0,065029 0.0589
NO6DAO4 Galantamine napeHTepanHa mg 0,292100 0,292
0.1272-0I13a
Bb3jlaraHe ro peaa
NO6DAO4 Galantamine nepopanHa TehLpaa mg 0,127200 Haun2l. an. 6
0.005153333 -0I1
34 Bh3JlaraHe 1o
pena Ha w21, an.
NO7AAQ2 Pyridostigmine nepopanHa TeLpaa mg 0,005075 6

Komucusra. Ha ocosanue ui. 60, an. 1, 1. 3 or [I[13011 Bu OTIPaBA CIEIHUTE MPEUIOKEHHUS:

1. 3a nekapcTBEHUTE MPOIYKTH, 32 KOUTO B pesyJITat Ha poBe/ieHaTa Mpoueaypa Mo BbTpelleH
KOHKYPEHTEH H300p C€a NOCTUTHATH M0-0JIArONPHSITHA LeHH, OT Te3d 110 NCUCTBALIIUTE KBM MOMEHTA
AOTOBOPH B pe3yiTaT Ha MPOBEAEHA OTKpHTA mpoueaypa o 30I1, 1a Oble CKIOYEH JIOrOBOp 3a
A0CTaBKa Ha JICKapCTBEHH MPOAYKTH ChC CpokK a0 31.12.2021 r. ¢ KIIaCUpaHHus Ha MBPBO MSICTO
YHaCTHHK B HACTOsIIIATa NIPOLIE/ypa [0 BHTPEIeH KOHKYPEHTEH u300p.

2. 3a neKapCTBEHUTE MPOAYKTH, 32 KOHTO HAMA oGSBeHA OTKpuTa npoueaypa no 3011 win
AEHCTBall I0rOBOp, J1a Ob/ie CKIoYEH AOTOBOp 3a 10CTABKa Ha JICKAPCTBEHH MPOAYKTH CHC CPOK 0
31.12.2021 r. ¢ knacupauus Ha ITbPBO. MACTO yHAaCTHMK B HACTOSIIATA MPOLEAYpa MO BBTPELIEH
KOHKYPEHTEH H300p.

[Ipunoxenus: Ipotokom Ne 1, [Ipotokon Ne 2 ¢ Ilpunoxenue Ne 1 u ITpoTokon Ne 3 ¢
[Ipunosxenune Ne 1.

3anuM4eHo Ha ocHOBaHUe

PernameHT (EC) 2016/679, a
37
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/1ICTHHKAA 1I€TPOBA/ PernameHT (EC) 2016/679,
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PernameHT (EC) 2016/679, 300
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