IMPOTOKOJI

OT JEHHOCTTA Ha KOMHUCHITA, Ha3HadYeHa cbC 3amoBen Ne 3-184 ot 23.03.2021r. na U3neaHuTenHus
nupektop Ha MBAJL ,,JI-p Cramen Unues* A/, 3a pa3riexnane, olieHsIBaHE U KJIaCUpaHE Ha
noiaaeHuTe oepTH 3a y9acTUE B MPOIIeIypa MO BHTPEIICH KOHKYPEHTEH H300p 3a onpeesiHe Ha
u3meHuTen 1m0 [Tokana u3x.Ne271/12.03.2021r. ¢ npeamer: JlocTaBKa Ha JieKAPCTBEHH
npoaykTu no Pamkoso cnopasymenne NeP/[-11-110/01.03.2021r. 3a ny:xmaute na MBAJI ,,JI-p
Cramen UimmeB" A/l, rp.MoHTaHa, U3NpaTeHa ype3 eJIEKTpOHHATa cucteMa Ha M3 u
nyoukyBaHa [Iponenypa Neld75, B cheTas:
l'[peucenaTe.ﬂ: 1. 3anuuena ungopmayus
Yjenone: 2. 6wv6 épu3ka cve 33T

3. u Peanamenm (EC) 2016/679

Ha 23.03.2021r. B 14:00 gaca, cbriiacHO ropernocodyeHaTa 3armoBej1, KOMUCUsATa ce ChOpa 3a
Ja OTBOpU ToAajaeHWTe O(pepTH B EJIEKTpOHHATa cucreMa (IaTdopma) 3a 3aKylmyBaHE Ha
JICKApCTBEHH MPOAYKTH 32 HY)KIHUTE Ha JeucOHUTE 3aBesieHust Ha M3.

Ha ocnoBanue un.51, an.8 or 113011, Ha3HaueHaTa KOMUCHUS JEKIapupa 4pe3 AeKiapaius
0OCTOSITENICTBATa B ChOTBETCTBUE C HOPMATUBHUTE PA3NOPEIOn.

[Tonmy4yenu ca ciaeTHUTE MPEUIOKEHUS 110 MPOLIEAYpaTa 10 BbTPEIICH KOHKYPEHTEH U300p:

Howmep [OaTa Ha nogaBaHe PamkoBo Ne on HanmeHoBaHue Ha y4yacTHUKa
05602 22/03/2021 15:40 PO-11-110/01.03.2021r. 2 "®ObOHWKC ®APMA" EOO[
05352 18/03/2021 18:14 PO-11-110/01.03.2021 r. 2 "OuarHoctnk Mmuaxnur' 004
04780 15/03/2021 14:24 PO-11-110/01.03.2021r. 2 "B.BPAYH MEOVKAIT" EOOL
04766 15/03/2021 13:02 PO-11-110/01.03.2021 r. 2 "MEOEKC" OO0

04748 17/03/2021 14:21 PO-11-110/01.03.2021 r. 2 "OAPKON" A

04666 12/03/2021 14:39 PO-11-110/01.03.2021 r. 2 "COJIOME[" EOO[

04660 12/03/2021 14:31 PO-11-110/01.03.2021 r. 2 "CO®APMA TPEVOMHI™ AL

Komucusita koHcTaTupa, ye Hsima noaanena opepra ot ,, MAPUMIIEKC-7“ EOO/, koiito
CBIIIO € KOHTPAreHT 10 PAMKOBUS JOTOBOP.

Odepture 6s1xa OTBOPEHH OT MPEACEIATENIAT Ha KOMUCHITA. Benaku odeptr moiryueHu
npe3 miaropmara ChIbpKaT: 3asBlIeHUE 3a yyacThe, TeXHUuYecKo npeanoxkenue u [Ipeanaranu
[IEHOBHU MapaMeTpH.

Komucusita npemuHa KbM pasriiexkaaHe Ha IpeacTaBeHaTa nHGopManus U JOKYMEHTH OT
YYaCTHUIIUTE. BCUYKM yYaCTHHITU ca MPEICTAaBUIIN 3asiBJICHUE 32 y4acTHUEe, TEXHUIECKOTO
MPEAJIOKEHUE € ChIIIACHO U3UCKBAHUSATA, C IPUIOKEHHU TOKYMEHTHU U MPEAJIOKEHUATA OTTOBAPST
Ha yCIIOBUATA 3a y4acTue B nporeaypara. Komucusita qomycka yq4aCTHUIIMTE 10 OTBapsiHE Ha
MpeaJiaraHy EHOBU MapaMeTpH.

Ha o6siBenara nata u B 00IBEHOTO BpeMe IIpeICeaTeNsAT Ha KOMUCHSITa OTBOPH IICHOBUTE
npeasiokKeHus: Ha yuacTHuuuTe B Enekrponnara cucrema. Ilpeninoxxenusita Ha y4aCTHULIUTE
OTTOBapsT HAa U3UCKBAHUATA U KOMHCHSTA JOMYCKAa BCHUKU OPEPTH /10 KJIaCUPaHE.

BpemeHnHoTO Ki1acupaHe € CleTHOTO:

MexayHapo Msap
06.n AHaTtomo- AHO Ka Ep ueHa 3a Ep ueHa 3a
03Uy, | TepanesTn HenaTeHTHO HauuH Ha /mg, eAuHULA eAuHULa
ua YeH Kog, HauMeHOBaH | npunoxkeHun | tabl., | 3abene msApKa 6e3 MApKa ¢
Ne /ATC-kon/ ne /INN/ e ml./ KKa KnacupaHe / YyactHuum AAac AAac
MHXanatop
2 | RO3ACO02 Salbutamol Ha mg 1."®bOHUKC ®APMA" EOO/, 0,145000 0,174000
Inhalati
MHXanatop on 1."COPAPMA TPEMOMHI™ AL, 0,565000 0,678000
2 | RO3BA02 Budesonide | Ha mg powder | 1."®bOHUKC ®APMA" EOO/, 0,565000 0,678000
Aminophylli | napeHTepa
2 | RO3DA0S ne NHa mg 1."CODAPMA TPENOMHI ALl 0,008580 0,010296
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napeHTtepa

2 | RO5CB02 Bromhexine | nHa mg 1."CO®APMA TPEMOMHI™ AL, 0,291250 0,349500
Dornase MHXaNaTop
2 | RO5CB13 alfa Ha mg 1."®bOHUKC PAPMA" EOO/, 11,773333 14,128000
Chloropyra napeHTepa
2 | RO6ACO3 mine JIHa mg 1."COPAPMA TPEMOMHI™ AL, 0,057003 0,068404
Promethazi napeHTepa
2 | RO6ADO02 ne Ha mg 1."COGAPMA TPEMOUHI AL, 0,011217 0,013460
Natural 1."®bOHNKC PAPMA" EOOA 3,550500 4,260600
phospholipi | uxTpatpax 2."CODAPMA TPEMAUHI AL 3,772500 4,527000
2 | RO7AA02 ds eanHa mg 2."MEOEKC" 004 3,772500 4,527000
Pilocarpine, | BuTpeanHa 40 mg/
2 | SO1ED51 Timolol TeyHa mg 5mg/ml | 1."®bOHUKC ®APMA" EOO/, 1,474000 1,768800
BUTpeanHa
2 | SO1EEO3 Bimatoprost | TeuHa ml 1."®bOHUKC PAPMA" EOOA 6,563333 7,876000
napeHTepa 1."®bOHUKC PAPMA" EOO/, 1,985579 2,382695
2 | VO3AB15 Naloxone IHa mg 2."COPAPMA TPENONHI™ ALl 1,985940 2,383128
1."®bOHNKC PAPMA" EOOL 0,000854 0,001025
2."CODAPMA TPEMOVHI AL, 0,000855 0,001026
nepopasnHa 2."CONOMEL" 00, 0,000855 0,001026
2 | VO3AEO02 Sevelamer TBbpAa mg 2."MEOEKC" 004 0,000855 0,001026
1."®bOHUKC PAPMA" EOOL, 0,022500 0,027000
2."MEOEKC" 004 0,022504 0,027005
3."6.6PAYH MEAVKAN" EOOL, 0,022583 0,027100
Water for napeHTepa 3."CONOMEL" o0oa 0,022583 0,027100
2 | VO7ABOO injection JIHa ml 3."®APKON" AL 0,022583 0,027100
1."®APKON" ALL 0,001209 0,001451
napeHTepa 1."MEAEKC" 00/ 0,001209 0,001451
2 | VO8ABO4 lopamidol NHa mg | 1."AnarHoctuk Umnaxkmnur' 004 | 0,001209 0,001451
1."AnarHoctuk Ummaxknur' 004 | 0,001129 0,001355
napeHTepa 2."®APKON" AL, 0,001458 0,001750
2 | VO8AB10 lomeprol JIHa mg 2."MEOEKC" 004 0,001458 0,001750

30I1, B KOATO MOCOYN HAYAJIOTO U Kpasi Ha Thpra, KAKTO U CThIIKATa 3a MPOMSIHA.

Komucusra peuiu CICKTPOHHHUA ThPI' 1d 6’5,[[6 IIPpOBCACH KAKTO CJICABA:

- Hauamna mara — 30.03.2021r., 09:00 4aca;
- Kpaiina gata — 02.04.2021r., 17:00 gaca;

- Crprka 3a mpomsiHa Ha nieHaTa — 0,05%.

Ha 25.03.2021r., npeacenarensaT Ha KOMUCHSTA Ype3 SICKTPOHHATA CUCTEMA, U3IIPATH JI0
yuactHunute [Tokana MaNe381 3a npoBexaaHe Ha eJIeKTPOHEH THPT o pena Ha wi.90, an.5-12 ot

Crnei IPUKITIOYBAHETO HA €JIEKTPOHHUS ThPI KJIIACUPAHETO € CIIEeIHOTO:

MexpayHapo Msap
06.n AHaTtomo- AHO Ka Ep ueHa 3a EA ueHa 3a
03Uy, | TepanesTU HenaTeHTHO HauuH Ha /mg, eAnHMLA eAuHuLa
ua YeH Kog HaumeHoBaH | npunoxeH | tabl., | 3abenex msApKa 6e3 MsApPKa C
Ne /ATC-koa/ ne /INN/ ne ml./ Ka KnacupaHe / YuyactHUum AAC Aac
MHXanaTo
2 RO3AC02 Salbutamol pHa mg 1."®bOHUKC ®APMA" EOO/, 0,145000 0,174000
WHXanaTo Inhalatio | 1."®bOHUKC ®APMA" EOO/, 0,559377 0,671252
2 RO3BA02 Budesonide | pHa mg n powder | 2."CODAPMA TPEVONH™ ALl 0,565000 0,678000
Aminophylli | napeHTep
2 RO3DAO05 ne anHa mg 1."CODAPMA TPENOMHI ALl 0,008580 0,010296
napeHTtep
2 RO5CB02 Bromhexine | anHa mg 1."COPAPMA TPEMOMHI™ AL, 0,291250 0,349500
Dornase MHXanaTo
2 RO5CB13 alfa pHa mg 1."®bOHUKC ®APMA" EOO/, 11,773333 | 14,128000
Chloropyra napeHTep
2 RO6AC03 mine anHa mg 1."COPAPMA TPEMOMHI™ AL, 0,057003 0,068404
Promethazi napeHTtep
2 RO6AD02 ne anHa mg 1."CODAPMA TPENAMHI ALl 0,011217 0,013460
Natural 1."®bOHUKC ®APMA" EOO/, 3,550500 4,260600
phospholipi | nHTpaTpax 2."CODAPMA TPENAMHI™ AL, 3,772500 4,527000
2 RO7AA02 ds eanHa mg 2."MEJEKC" 004 3,772500 4,527000
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Pilocarpine, BUTpeanH 40 mg/ 5
2 SO1ED51 Timolol a TeyHa mg mg/ml 1."®bOHUKC PAPMA" EOOL 1,474000 1,768800
BUTpeanH
2 SO1EEQ03 Bimatoprost | a TeyHa ml 1."®bOHUKC PAPMA" EOO/, 6,563333 7,876000
napeHTep 1."®bOHNKC PAPMA" EOOA 1,985579 2,382695
2 VO3AB15 Naloxone anHa mg 2."CO®APMA TPEMOUHI" AL, 1,985940 2,383128
1."MEAEKC" 00, 0,000818 0,000982
2."®bOHNKC DAPMA" EOOA 0,000824 0,000989
nepopasnH 3."CO®APMA TPEMOUHI" AL, 0,000855 0,001026
2 VO3AEO02 Sevelamer a TBbpAa mg 3."CONIOMEA" 004, 0,000855 0,001026
1."®bOHUKC PAPMA" EOO/, 0,022500 0,027000
2."MEOEKC" 004 0,022504 0,027005
3."5.6PAYH MEAMKAN" EOOL, 0,022583 0,027100
Water for napeHTep 3."COIOMEL" 004, 0,022583 0,027100
2 VO07ABO00 injection anHa ml 3."®APKON" AL 0,022583 0,027100
1."MEAEKC" 00/ 0,001065 0,001278
napeHTep 2."AnarHoctuk Umngxunr' 004, | 0,001209 0,001451
2 VO8ABO4 lopamidol anHa mg | 2."®APKON" AL 0,001209 0,001451
1."AnarHoctuk Umnaxkmnur' 004 | 0,001129 0,001355
napeHTep 2."®APKON" AL 0,001458 0,001750
2 VO8AB10 lomeprol anHa mg 2."MEOEKC" 004 0,001458 0,001750

Komucusita HanipaBu CbOTBETHUTE U3UHMCIICHUS 3a IIPEI0KEeHHs ¢ moBeue oT 20% mo-
OJIArONPHUATHH OT CPEHATA CTOWHOCT Ha MPEIJIOKEHUATA Ha OCTAHAINTE YIaCTHUIU U YCTAHOBH,
Ye ce HaJjlara Jia mpuiioku pasnopeadara Ha wi.72, an.l ot 3011 u ga nmoucka noapodHa nucMeHa
obocHoBKa oT ydacTHHK "Jlmarnoctuk Mmummkuar" OO/l 0OTHOCHO HaYMHa Ha OTpeeIiTHe Ha

IMpEIJI0KECHATa HEHA 3a CJICAHUS JICKaPCTBCH MPOOYKT!
06.no3uumn AHaTOoMO-TepaneBTUYEH KopA, MexayHapoaHO HenaTeHTHO HauuH Ha Mspka /mg,
s Ne IATC-kog/ HanmeHoBaHue /INN/ npunoxeHue tabl., ml./
2 VO8AB10 lomeprol napeHTepanHa mg

C nucmo u3x.Ne354/05.04.2021r., u3npaTeHo ¢be choOIeHue npe3 EnekTponHarta cucrema,

KOMHCHATA ITIOMCKA MMCMEHA 00OCHOBKA.

Komucusra momyun 000CHOBKA OT Y9aCTHHKA, ChC ChOOIIEHHe mpe3 EnekTponnaTa cucrema
— ncmo u3x.Ne21-04-1805/05.04.2021r., cbriaacHo 00sSBEHUS CPOK U MPUCTHIN KbM HEHHOTO
pasraexane. B mucMeHara 000CHOBKA y4acTHHKA € TOCOYMII, Y€ opeprpaHUTe IEHH CE OCHOBABAT
Ha HAJIMYMETO Ha MU3KIFOYUTETTHO OJIaronpusTHH YCIOBUS 3a Hero. Komucusra equHOIYIITHO pelin

Jla IpueMe MnojydeHara 000CHOBKA, BbB Bpb3Ka ¢ wi.72, an.2, 1.2 ot 30I1.

Komucusra npeajiara Ha Bu3noxurens ga OIIPEACIiv 3a UIIBJIIHUTCIIN HA O6HI€CTBCHaTa

NMOpBHUYKA YHACTHUIUTEC KIIACHPAHU Ha ITBPBO MACTO.

KOMUCUSI: Tlpeacenartean: 1. 3anuuena ungpopmayus
YneHose: 2. 6v6 6pv3xa cve 33T
3. u Peznamenm (EC) 2016/679

HOJIYYNJI:
- [TIPOTOKOJI ot pasriexJaHeTo U KJIaCHPaHeTo Ha OepTHTeE;
- JOKYMEHTAIUSATA BBB Bph3Ka ¢ 00IIeCTBEHATA TOPHUKA.

JATA: 08.04.2021

YTBBPK/[ABAM!

BB3JIOKUTEJIL: 3anuuena ungopmayus 6v6 épv3ka cve
33JI/] u Pecnamenm (EC) 2016/679
MN3IIBbJIHUTEJIEH JUPEKTOP
MBAJI 1-P CTAMEH UWJINEB Al
I'P. MOHTAHA




