3A/IMYEHA UHOOPMALIUA HA
YTBBPAN OCHOBAHMSA 4/1.37 OT 30N
M3ITBJIHN T oo
HA ,JUETBBPTA MBAIJI - COOUA“ EAJ]
JOLL.JI-P APKA/I1 UIBAHOB
/Hama:30.07.20212/

INPOTOKOJI
no un.82, an.4, m.4 om 3011 6v6 epv3xa c [IMC Nel46 om 20152

Ha KOMHCHS HazHaueHa cbe 3amoBen Ne185/28.04.202 1r Ha M3MBIHUTEIHUS TUPEKTOP HA
»HETBBPTA MBAJI - CO®UA” EAJ] 3a pa3riiexxane, olieHsIBaHe U KilacupaHe Ha oepTuTe Ha
YYaCTHHULIUTE B MPOBEXK/IaH BbTpelLIeH KOHKypeHTeH u360p mo 3011 ¢ npeamer:

"' Jlocmaexa na rexapcmeenu npodykmu no PC Ne P/[-11-163/29.03.2021 3a nyscoume na
Yemevpma MBAJI — Coghua EAJ] 3a 20212"

lotkput ¢ mokaHa n3x.Ne185/15.04.2021r/

Ha 28.04.2021r or 08,00 uyaca, HasHayenara cbc 3amnoBen Nel85/28.04.2021r Ha W3IIBLIHUTEIHHAS
nupexktop Ha ,,UETBBPTA MBAJI - CODUA” EAJ] Komucus 3a mnpoBexaaHEeTO Ha BBTpEIICH
KOHKYpPEHTEH M300p, B ChCTaB:

IIpencenares:

Mar.¢dapm. Enena ApnaynoBa — H-K AnTeka
Yienose:

Mapust Muxainosa — ukonomuct Ol
Mapus KpbscreBa — agBokar

3armovHa cBosATa paboTa 1Mo MPOBEkKAAHE HA MPOIeypaTa, KaTo ChCTaBU HACTOSIIIHS TIPOTOKOJ B TIEpHOAA
ot 28.04.2021r go 28.07.2021r, kaKTo ciaeaBa:

|. Ha mocouenaTa B mokaHaTa JjaTa M 4yac 3a OoTBapsiHe Ha odepTute, uieHoBeTe Ha Komucusara
nocteruxa EnnHHAaTa HanmoHamHA TUIATGOpMa 3a THPrOBHSI C JIEKAPCTBEHH MPOAYKTH 3a HYXIWUTE Ha
neueOHuTe 3aBenenus /J13/ B Penyomuka beirapus /Enekrponna cucremal, 3a 1a U3BbpIIAT HEOOXOJUMUTE
JIeMCTBUSL 10 OIIEHKa M KJacHpaHe Ha TOCTBIWIATE OpepTH W Jla NPOBEAAT ENEKTPOHEH TBHPT, B
CBHOTBETCTBUE C U3UCKBaHMTA Ha MPOBeeHaTa 0T MUHUCTEPCTBOTO Ha 3/1paBeona3BaHETO Mpoleaypa 3a
Bb3jIaraHe Ha OOIIECTBEHA MOPBhYKa 1O paMKoBo criopasymenne Ne P/I-11-163/ 29.03.2021, ¢ mpeamer:
JlekapcTBeHH NPOAYKTH OT AaHATOMO-TepanmeBTH4YHA rpyna A "XpaHocMHiIaTe/lHa CHCTeMa H
MeTadoan3bM'" M aHaTOMoO-TepaneBTHYHA rpyna M "MyckyJ/iHo-ckeJieTHA cucTeMa'

[Mponemypara Ha M3 e peructpupana B AOIT mox Ne 00080-2020-0009 u e :
Otxkpura ¢ Pemenue Ne PJ[-11-247 ot nata 11.06.2020 r., my6mukysano B POII ¢ Ne 982705
Oo6sBnenne B POIT Ne 982709

Il. UneHoBere Ha KOMHCHATAa KOHCTaTHpaxa, 4e B OINpeAeNieHuss OT Bb3ioxkutens cpok B
EnexTpoHHaTa cucremMa ca perucTpUpaHd KaTo MOCTHIWIM 000 5 /mer/ 0posi enekTpoHHH odepTH,
KaKTO CJIe/Ba:

Homep Ha Jara u yac Ha
ogepra NoAaBaHe
09893 19-04-2021 11:22 | "®APKOJI" AJ]

09774 16-04-2021 16:13 | "CO®APMA TPEMIMHI™" AJT

HaumeHnoBanmne Ha y4acTHHKA




09660 16-04-2021 12:44 | "ObOHUKC ®APMA" EOO/]
09636 16-04-2021 12:22 | "MEJIEKC" OO/]
09604 16-04-2021 11:30 | Uu6uorex OO/1

B wm3nbiaHenne wm3mckBanmsATa Ha wi.51, am.8 ot IIII3OIl, Bcuuku YjaeHOBE Ha KOMHCHSATA
NONbJIHUXA JACKJIapalui, OTHOCHO U3ucKBaHusATa Ha wi.103, an.2 ot 3011 u un.52 ot IIII30I1.

I11. TIpeacenarensT Ha KOMUCHSATA IPUCTHIN KbM OTBapsHe Ha opepTute B EnexTpoHHaTa cucrema,
10 peJia Ha TSIXHOTO [10J1aBaHe, IPU KOETO ce€ KOHCTAaTHpa CIEIHOTO!

BB Besika ot moganenute ohepTy Ha y4acTHUIMTE BB BhTpemnus koukypenten u3dop /BKU/ ce
ChIBpAKAT U TpUTE popmMu, reHepupanu oT Cuctemara: 3asiBI€HHUE 32 yyacTue, TeXHUYECKO MpeIoKeHue
u [Ipennaranu eHOBU apaMeTpH.

ITpu oTBapsiHETO Ha BCsiKa OTZENHA odepTa, mpeacesaTess Ha KOMUCUATA OTBOPU U ChIbPIKALIUTE
ce B Hes 3asBJICHHE 3a ydyacTHe U TeXHUYECKO MPEI0KEHNE, KaTO ChILIEBPEMEHHO KOMUCHUSATA CE YBEPH,
Yye I[ICHOBUTE MPEAJIOKEHNS Ha YYaCTHULIUTE Ca 3aKIF0UYEHU U HEJOCTBIIHM 3a Pa3[IeXkAaHe Ha TO3M eTal
OT IPOBEKJAHETO HA MPOLEAYpaTa 10 BETPEIICH KOHKYPEHTEH U300D.

KoncTraTanus Ha KoMucusiTa 110 OTHOIIICHHE Ha PEAOBHOCTTA HA JOKYMCHTHUTC CbAbPIKALIU CC B
3asgBieHHsATa 3a y49aCTHUC HAa YUACTHHULIUTEC!:

"®APKOJI" AJl- 3asBneHuero 3a yyactue € ohopMeHo cbriiacHo u3nckBanusaTa Ha 3011, YyacTHUKBT €
MPEIOCTaBWII BCHYKA HEOOXOJAMMH JOKYMEHTH, cbhrilacHo wu3uckBanusita Ha 30Il u PamxoBoto
cnopazymenue. Komucuara equHOIYIIHO pelIM Ja JOMYCHE y4acTHUKA JIO0 MO-HATaTHIIHO Y4YacTHUE B
npoueaypara.

"CO®APMA TPEMIMHI" AJl- B 3asBieHMETO HA Y4YaCTHMKA € HAIMIE HECHOTBETCTBHE C
u3nuckBanuaTa Ha 3011 o oTHOIIeHHE HA KpuTepuuTe 3a moaoop. OdepraTa Ha yYaCTHUKA € MOAMKUCAHA U
nonaneHa ot Jmiero Benera KoceBa — ymbiaHOMOIEH moTpebuten B enekTpoHHaTta Iwiardgopma. Ha
ocHoBaHue wi.54, an.3 ot 30Il, koraro yyacTHUKa ce MPEACTaBs OT JMIIE MO IMbJIHOMOIIME, TO 32 HETO
cienBa Ja ce JAeKkiapupar oOcrosTencrBata mno 4wiS4, an.l, 1.1, 2 u 7 ot 30Il. B npencraBenus B
obmectBenara nopwvuka EEJIOI, nuncBar nanuu 3a nuiero Benera KoceBa u chi1oTo He € moanucanio ¢
KBATH(UIIMPAH €JIEKTPOHEH MOAMKC T0KYMEHTA.

C ornen Ha ropeusnoxkeHoto, Komucusita msucka ¢ mucmo Ha 11-05-2021r, yuyactHmka na
npenocrasu HoB EEJIOII wiu npyru TOKyMeHTH, B KOUTO Jja ca OTpa3eHH 00XBaTa Ha YII'bJIHOMOIIABAHETO
u oocTosTencTnara o wi.54, an.1, 1.1, 2 u 7 ot 3011 otHocHO nuiiero Benera Kocena.

YyactHukbT mpenoctaBs Ha 11-05-2021r wmsuckammte oT Kommcusta JOKYMEHTH, C KOHTO
YIOCTOBEpsIBA ChOTBETCTBHETO ¢ M3HnckBaHusATa Ha 30Il. Komucusita eaMHONYIIHO pemu Ja JOIyCHE
YYaCTHHKA JI0 MO-HATATBIIIHO y4acTHUE B MPOIeAypaTa.

"O®bOHUKC ®APMA" EOO/- 3asBieHueTo 3a yaactue € 0opMeHo cbriacHo nznckBanusta Ha 30I1.
Y4YacTHUKBT € TPEeNOCTaBUI BCHUKM HEOOXOAMMH JOKYMEHTH, ChIiacHO u3uckBaHusaTa Ha 30I1 u
PamkoBoTO criopazymenue. Komucusara eMHOIYITHO PENId Ja JOMYCHE YYaCTHHUKA JIO IMO-HATATBIITHO
ydJacTHe B TIpoIeypara.

"MEJIEKC" OO/ 3asBneHuero 3a ydactre € opopMeHO chriacHo nu3uckpanusata Ha 30I1. YaacTHUKBT
€ TPeIoCTaBUIl BCHYKHM HEOOXOIUMH JOKYMEHTH, chriacHo wu3uckBaHusita Ha 30Il u PamkoBoTO
criopazymenune. Komucusta eIMHOIYIIHO peIu Ja JOMYCHE YJYaCTHUKA JI0 TMO-HAaTaTBITHO y4acTHE B
npoliieaypara.

HNuomorex OO/I- 3asBnenueTo 3a yyactue € opopMeHo chriiacHo n3nckpanusaTa Ha 30I1. YUacTHUKBT e
IPEOCTaBUJI BCHUUKM HEOOXOAMMH JOKYMEHTH, cbIilacHO u3uckBanusita Ha 30I1 um PamxoBoto
cnopazymenue. Komucusara equHOIYIIHO pelIM Ja JOMYCHE yYacTHUKA JO MO-HAaTaTHIIHO Y4YacTHUE B
npoueaypara.



IV. Komucusta nmpoabku paboTaTa CH MO pas3riekJaHe Ha TEXHUYECKUTE MPEAIOKEHUs Ha
JIONyCHAaTUTE YydacTHUIM. HampaBeHWTe OT y4acTHULMTE MPENJIOKEHHUS ca IOCOYEeHH B Tabiuua
[Ipunoxenne Nel kbM HacCTOSALIUS IPOTOKOJI.

Koncraranuy Ha KoMucHAITA IO OTHOIIICHHUE PECAOBHOCTTA HA HAITPABCHUTC TCXHUYCCKHU IMPCATIOKCHUA:

"®APKOJI" AJl — HanpaBEeHUTE OT Y4aCTHUKA MIPEJIOKEHUS 3a U3IBbJIHEHUE HA IMOPbUYKATa OTIOBAPST
Ha U3UCKBaHUATA Ha Bb3mokuTens mocoyeHu B JOKYMEHTAIUATA 3a y4yacTue, B PAMKOBOTO criopazymeHue
U B TIOKAHATA 32 y4acTUe BbB BHTPEIIHUS KOHKYPEHTEH U300p. BCcHuku JiekapcTBEHU MPOAYKTH OTTOBAPST
110 CBOSITa T€HEPUKa HAa U3MCKBaHUATA HA Bb3noxurens u ca BkiatoueHu B [Ipunoxenue No2 na IIJIC. C
orJjie]l Ha TOPEen3JI0KEHOTO, YHaCTHUKBT €€ JA0IyCKa JI0 10-HAaTaThLUIHO yYacTHE B MpOLieypaTa.

"CO®APMA TPEWJIUHI" AJl- HanpaBeHHTe OT yYacTHHKA HPEIJIOKEHHS 33 M3IMbIHEHHE HA
nopbhuKaTa OTTOBAPAT HA U3UCKBaHUATA HAa BbB30OXKHUTENs MOCOYEHU B JOKYMEHTAIUsTa 3a ydyacTHe, B
PamkoBOTO cropazymMeHue M B TOKaHaTa 3a y4yacTHE BHB BBTPEIIHHS KOHKYpPEHTeH n300p. Bcuukm
JIEKapCTBEHU MPOAYKTH OTIOBAPAT O CBOSITa TeHEPUKA Ha M3UCKBAHUTA Ha Bb3moxkuTess u ca BKIIOYCHH
B [Ipunoxenne Ne2 na I[1JIC. C orneq Ha TOpen3I0oKeHOTO, YYACTHUKBT CE JIOMYCKa O MO-HATATHIIHO
ydacTue B Mpolieiypara.

"OBbOHUKC ®APMA" EOO/I- HampaBeHHTE OT y4YacTHHKA MPEAJIOKEHUS 32 H3IBJIHEHHE Ha
MopbUYKaTa OTTOBAPSAT HA M3UCKBaHUATA Ha Bb370XXKUTENS MOCOYEHU B JIOKYMEHTAIlUATA 3a ydacTue, B
PamkoBOTO cropasymMeHue M B MOKaHaTa 3a y4yacTHE BbB BBTPEIIHUS KOHKYpeHTeH u30o0p. Bcuuku
JIEKApCTBEHU ITPOJIYKTH OTTOBAPSIT IO CBOATA TCHEPHUKA HA U3UCKBAHUATA HAa BB3II0KUTEINS U ca BKIIFOYCHHU
B [Ipunoxenne Ne2 na IIJIC. C ornen Ha ropeusnoKeHOTO, YYaCTHUKBT CE€ JIONYCKA JO MO-HATATHIIHO
ydacTue B polielypara.

"MEJIEKC" OO/l HanpaBeHUTE OT yYaCTHHKA MPEIOKECHUS 32 U3ITBIHEHUE HA MTOPbUKATa OTTOBAPST
Ha U3UCKBAHUATA HAa BB3I10KUTENS TOCOUYEHH B JOKYMEHTAIUATA 32 yyacTue, B PAMKOBOTO criopazymeHue
Y B MIOKaHATAa 3a YYacCTHE BHB BHTPEIIHUS KOHKYPEHTEH n300p. Bcuuku nekapcTBeHH MPOIYKTH OTTOBAPSIT
10 CBOATA T€HEpUKAa HA M3UCKBaHMATA Ha Bb3noxurens u ca BxiatoueHu B [Ipunoxenue No2 na IJIC. C
orJjie]l Ha TOPEen3JI0KEHOTO, YHaCTHUKBT C€ JOIYyCKa JI0 MO-HAaTaThIIHO y4yacTUe B MpoIie1ypara.

HNuouorex OO/l HanrpaBeHUTE OT YYaCTHUKA MPEAJIOKEHNUS 3a U3IIbJIHEHUE HA MOpBhUYKATa OTTOBAPSAT Ha
U3MCKBAHMATA HA BB3J10XKUTENS TOCOYEHH B TIOKYMEHTALUATA 33 y4acTue, B PAMKOBOTO criopazymeHue u
B IIOKAHATa 3@ y4acTHE BbB BBTPEIIHMS KOHKYpPEHTEH n300p. Bcuuku ekapcTBEHU NMPOIYKTH OTTOBApPST
II0 CBOSITAa TEHEPUKA HA M3MCKBaHMUATA Ha Bb3noxurens u ca BkitoueHu B [Ipunoxxenne Ne2 na IJIC. C
OrJie]l Ha TOPEU3JI0KEHOTO, YYaCTHUKBT CE JOIIYCKa 0 MO-HATATBIIHO y4aCTUE B MPOLEAypaTa.

V. Cnen HacTblBaHe Ha OOSBEHMsI B IOKaHaTa CPOK 3a OTBapsiHE Ha LIEHOBUTE MPEIJIOKEHUS -
12.05.2021r B 08:00 wyaca, Ilpencemarenss Ha KOMHCHSATA W3BBPIIM TOCIEIOBATENIHO - MO pela Ha
nocteiBaHe Ha opeprure B Enekrponnara cucrema, Habupane Ha 0yToH ,,OtBopu [Ipeanaranu neHoBu
napamMeTpu B odeprara Ha BCEKH €JUH OT ydacTHuuuTe. Cies ToBa, Ype3 HaTHCKaHE Ha 3HAaK + Ha
paznena/gopmara [lpeanaranu LIEHOBU TPEUIOKEHHS] CE€ BH3yalu3upa BCSIKO €IHO OT IEHOBHTE
NPEJIOKEHHS Ha yJaCTHULIHUTE.

Komucusita o0cToiHO pa3riiefa BCSKO €IHO LIEHOBO MPEUIOKEHHE, YCTAHOBU CHOTBETCTBHE C
U3UCKBAaHUATa Ha Bb3nokuTenss M €IMHOAYIIHO pelld Ja JOMyCHE BCHYKM IPEJICTABEHU IEHOBU
IpeJIOAKEHHUS Ha YYaCTHUIIUTE A0 MPEIBAPUTETHO KJIaCHpaHe U MOCeABAII0 MPOBEXKIaHE HA €IEKTPOHEH
TBPT.

VI. HpCI[CCIlaTCJBI Ha KOMHUCHATA U3BBPIIN (I)I/IBI/I‘-ICCKO AOIMYCKAHE O KJIaCUPAHC, YpC3 HATHUCKAHC
Ha 6yTOH ,,I[OHYCHI/I 0 KnacnpaHe“ B Kpas Ha BCAKO €IHO NEHOBO MPCJIOKCHNUEC HA YIACTHULUTC.



EnexktponHara cucrema U3BBPIIM TNPEABAPUTEIHO KIACUPAHE HA IIEHOBUTE MPEIJIOKEHHUS Ha
YYaCTHUIIUTE aBTOMATHYHO, CJIEJ] KaTO TpeaceAarenss Ha KOMHUCHATa n30pa MOAMEHIO KJIacHpaHe Ha
nbpBoHavanHo nojaanenu LI Ha yyactHunure. Busyanusupa ce B Enekrponnara cuctema Ha [{OIIC3
I'bPBOHAYAIIHO KJIaCUpaHe, KOeTo € oTpazeHo B [Ipunoxkenne No2 KbM HACTOSIIUS TPOTOKO.

VII. Ha 26.05.2021, 10:214. B npoctpancTBoTO Ha EnekrponHara cucrema, B MeH1o , I Ipouenypu
OT MOJMEHIO ,,M31paTu mokaHa 3a eJeKTPOHEH ThPr' mpejcenarTess Ha KOMUCHSTA H3MPATH eJIEKTPOHHO
ChOOIIEHHE 10 BCHYKM JIOIYCHATH YYAaCTHHMILIM 3a TPOBEXKIAHE HAa eNeKTpoHeH Thpr. C mokaHara,
YYaCTHHIIUTE OsiXa HaUIe)KHO MHOOPMHUpPAHU 3a PE3y/ITaTUTE OT IThpBOHAYaJHATA OIICHKA, Ha BCSKa
odepTa, pena 3a cBbp3BaHE KbM M3MOI3BAHOTO SIEKTPOHHO 000PYy/IBaHE M 3a JIaTaTa M yaca 3a Ha4aJioTo U
Kpast Ha eJIeKTpOHHUS Thpr — Hadasno 31.5.2021 r., 7:40:00 u xpaii - 9.6.2021 r. 15:00:004.

Crnen n3TM4aHe Ha KpalHHUS CPOK 3a MPOBEXKIaHE HA Thpra, Komucusra usBiedye oT cucremara
pe3ysTara B KJIACUPaHETO CJIe/ MPOBECHHUS IEKTPOHEH THPT, KOeTo € oTpa3eHo B [Ipunoxenne No3 kpM
HACTOSIIHUS TPOTOKOI.

VIIl. Komucusita npoabiiku cBosita paboTa 1o MpoBekJaHe Ha IpoLeaypaTa, KaTo peMruHa KbM
pasriiex/1aHe Ha [IeHOBUTE O(epTH Ha JOMYCHATUTE YYACTHHIIM, IO OTHOIICHUE HATMYUETO HA OCHOBAHHE
3a npuiarade Ha wi.72, an.l ot 30I1. Komucusta yctaHoBH, 4e HE ca HAJIHUIE OCHOBAHUS 3a MIpUJIaraHe Ha
w1.72, an.1 ot 3011 mo HUTO efAHa OT HOMEHKJIATYPHUTE €IUHUIH, 32 KOUTO YYaCTHUIIUTE Ca JOIYCHATH
JI0 y4acTue B Mpolieypara.

IX. KoMucusTa u3BbpIIN OKOHYATEIIHO KJIACHPaHE 3a KOHKpETHATa HOMEHKJIATypa JICKapCTBEHU
MPOIYKTH, KOETO € KAKTO ClIe/Ba:
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§ AHATOMO- i I DI =
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% | TepameBTHYeH 3abenexka| 5 YyacTHunm
g KO /ATC'KOI[/ HAUMCHOBAHHUE | IPUJIOKECHUE 1
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(=)
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1 A02BA02 Ranitidine napeHTepaiHa 1 |"CO®APMA TPEUJIUHI" AJ
1 A02BCO1 | Omeprazole 1epopasia 1 |Mu6uorex OOJ]
TBBPJA
1 A02BCO1 | Omeprazole fgggﬁ;‘ma 2 | "®BLOHUKC ®APMA" EOOJ]
1| AL0BB09 |Gliclazide fiepopaiia Release 1 |["®bOHUKC GAPMA" EOO/I
TBBpJIA tablet
1| A10BB09 |Gliclazide fiepopaisa Release | | Apkon ALl
TBBpJA tablet
1 A10BB12  |Glimepiride :;Egg:ma 1 |"®bOHUKC ®APMA" EOOJ]
1 A10BB12  |Glimepiride fiepoparta 2 |"®APKOJ" AJl
TBBpJA
1 A16AX01 Thioctic acid napeHTepaiHa 1 |"MEIEKC" OO
1 A16AX01 | Thioctic acid napeHTepaTHa 2 |"CO®APMA TPEMJIMHI™ AT
1 A16AX01 Thioctic acid napeHTepaiHa 3  |"®APKOJI" AL
1 A16AX01 |Thiocticacid | mapenrepanna 4 |"®bOHUKC ®APMA" EOO/

X. Komucusra npeanara Ha Bb3noxkuTens, KiIacCHpaHHST Ha MBPBO MSCTO YYAaCTHHMK CIeJ
POBEJCHUS BBTPEUIHO KOHKYpeHTeH n300p no PC na M3 Ne P/1-11-163/ 29.03.2021r. 3a HOMEHKJIaTypa
JeKapcTBeHH NponaykTu orT mpeamera Ha OII, ma Obae ompeneneH 3a U3IMBJIHUTEN, NPU ClAa3BaHe
n3uckBanusaTa Ha [IMC Nel46 ot 2015 .



C msBppuieHoto Komucusara npukioun cBositTa paboTa U mpenaBa Ha Bb3noxuTens HacTOSIIUSA
[TpoTokou OT paboTaTa CH U MOJIYYEHUTE U ChbCTABEHHU B X0/1a HA ITPOBEX/IaHE Ha IPOLleypaTa JOKYMEHTH,
3a B3€MaHE HA PELICHUS.

Ipence, 3AJIMYEHA UHOOPMALIUA HA
Enena A OCHOBAHUA 4N.37 OT 30N

YjieHose] 3AMYEHA UHOOPMALIUA HA
Mapus M|  OCHOBAHMA 4A1.37 OT 30N

3AJIMYEHA UHOOPMALIUA HA

Mapus
OCHOBAHMUA Y42.37 OT 30N




