MBAJ ,,JOJIUSA BPEBCKA“-BAJA EOOJ

7100 Bana, o6a.Pyce, yn. “Bacun Jlescku” Ne 62, men. 0817/ 71244, haxc 0817/ 73504

ITPOTOKOJI Ne 1

Ha 29.03.2021 r. B 13:30 4. B MHoronpoduiza 60iHANA 332 aKTHBHO JedeHue ,, HOmus
Bpescka™ — bsma EOO/J] ce niposejie 3acemanne Ha KOMKCHS, HazHadeHa ¢b¢ 3amose Ne BKU-
4/29.03.2021 Ha IIpokypucta Ha MBAJI , JOmus Bpescka® — bsma EOO/] ¢be 3amaua ja pasriiena,
OLEHM M KJIacHpa NnojaieHuTe odepTH Ha YJYaCTHHIMTC M Ja IPOBEIE €JCKTPOHEH THPT IO
polle/lypa 10 BBTPEIICH KOHKYPSHTEH H300p 3a Bh3JlaraHe Ha 00IIecTBEHA OPhUKa 110 MOKaHa ¢
H3x. Ne245/12.03.2021 c npeamer: ,,/Jocmaeka nexkapcmeeru npodykmu no Obocodena no3unus
Ne2 3a nyscoume na MBAJI ,,iOnus Bpescka“— Bana EOO/ no Pamkoso chopazymenue Ne P/]-
11-54/28.01.20212. %

KomucusiTa € B cheTaB:
Mpencenaten:

Tomop KoncrantuaoB AHrenos — ri. cueroBoguresn va MBAJI . JOnus Bpescka™ — bsia
EOO/;
Yienone:

1. 1-p Ilers Huxonosa IlerpoBa-O6perenoBa — Hawanauk OX/] na MBAJT ,,}Omus Bpescka™
— bsima EOO/T;

2. Bennecnas Tpudonos I'eoprues - topuct Ha MBAJI ,,}Onus Bpescka™ — bsna EOO/I.

Ha 3acenanuero B3exa yuacTue NIpeicefarTelsiT U BCHUKH PEOBHU YIEHOBE HA KOMMCHSATA.
Hsamarue npedxy 3a nposex/ane Ha 3aceanreTo. KoMucusTa npucTsiy KM padora.

I. Cnucbk Ha NpeJIosKeHNATA HA YIACTHUIINTE B MIPOHEAYPATA 32 Bh3JIaraHe Ha 00ImecTBeHa
NopbYKa, 10 pela Ha TAXHOTO NnojaBaHe B EnekTpoHHATa cHeTema.

Komucusita otBOpu mpoueaypara B mojpaszfen ,llpomenypd B mporiec Ha oleHKa™ B
EnexTpoHHaTa cUcTeMa M KOHCTaTWpa, Y€ B OMPEACICHUS CPOK 3a TMOJABAHE HA MPEIOKEHHS
(26.03.2021) ca nocTbIuIX NpeNOKeHUS OT 5 (MeTHMa) Y4acTHUKA, KaKTO clie/pa:

1. Ilpennoxenue ¢ Ne 04697 monmaneno ot , MEJAEKC* OO/ 3a o60ocobena mo3urms Ne 2
Ha 15.03.2021 B 9:184.

2. Ipemioxenue ¢ Ne 04719 nonaneno ot ,,APKOJI* AJl 3a o60cobena mozurus Ne 2 Ha
15.03.2021 B 11:444.

3. Tpenmnoxenne ¢ Ne 04885 noganero ot ,,CO®APMA TPEMJIMHI“ AJl 3a oGocobena
mo3urms Ne 2 Ha 15.03.2021 B 16:194.

4. IIpennoxenune ¢ Noe 05553 nmoxageno ot ,, AIHBUOTEX* O0/] 3a 060co0¢cHa o3 Ne
2 Ha 22.03.2021 B 12:174. :

5. Ipennoxenne ¢ Ne 05684 nonanero ot ,, GbOHUKC ®APMA*“ EOO/I 3a 06ocobena
mo3umus Ne 2 Ha 22.03.2021r. B 23:05.

Crnen kaTo KOMHCHUSATA Ce 3alI03HA ChC CIIUCHKA HA YYACTHHUIIUTE MOAAIH OPEepPTH 3a ydacTHe
nojanucaxa gexiaapanus mo wi. 103, an. 2 or 3011w un. 51, an. 13 ot [IpaBunnuka 3a npuiarane Ha
3akoHa 3a obmectenu nopbukd ([1IT301]).

II. TIy6imuno oTBapsiHe Ha perncrpupaHuTe B EjlekTpoHHaTa cHcTeMa NpeaJioiKeHHsSl HA
Y4YaCTHHLHTE. :

Ipencenarenar Ha KOMHCHATZ OTBOPHM MOCTBIMIATE INpEIIokeHHs upe3 EinexrpoHHaTa
CHCTEMA 10 PEa Ha TAXHOTO NOJaBAaHE H YCTAaHOBH, Y€ BbB BCAKO €/IHO OT TSAX CE ChABPXKAT U TPUTE
dopmMH, kKoHTO ce reHepupaTr orT EnekTpoHHaTa cucTeMa, a UMCHHO: 3asBlieHHE 33 Y4acTHe,
Texnuyecko npeanoxenue u [Ipeiarany nenosy napameTpH. Ilpu oTBapsHeTO Ha Beska odeprta
IIPEJICEIaTeNIAT Ha KOMHCHATA OTBOPH M CBHIBPXKALIUTE CE€ B Hes 3asBIEHUSITA 3a Y4acTHE U



TexHuYecKH IpeasIoKeHUs, KOMUCHITA Ce YBepH, ue L[eHoBnTe mpeanoxKeHus ca 3aKII0UeHH U He
Morar ja Ob1aT OTBOPEHHU Ha TO3M €Tall OT MPOLeAypara.

III. Pasraexmane Ha gokymeHTHTe mo 4wi. 39, ax. 2 or IIII3OII, 3a chLOTBETCTBHE C
H3HCKBAHUATA KbM JIHYHOTO CHCTOSIHHE H KPHUTEPHHTE 33 oa00p.

CoermacHo pasmopendara Ha wi. 54, an. 7 ot 1301l Komwucuara mnpucThOH KbM
pasriexnase Ha JoKyMeHTuTe 1o wi. 39, an. 2 ot II130I1 3a ¢h0oTBETCTBHE ¢ H3HCKBAHUATA KM
JUYHOTO CBCTOSIHUE U KPUTEPHUTE 3a OAO0P, TOCTABEHH OT BB3I0XKATEIA.

1. Pasraexnane nokymenture npeacrapenu ot , MEJIEKC* OO/ no o6oco6eHa mo3uius Ne2
32 CHOTBETCTBHE C H3HCKBAHUATA KbM JIHYHOTO ChCTOSIHME H KPUTEPUUTE 32 moadop.

B cboTBeTcTBHE C M3HMCKBAaHHMSTA HAa BB3NMOKUTENAT YUACTHUKBT € TOMBIHEI (opmara
»JaABICHHUE 3a y4JacTHe", ChbpKalla ce B EJeKTpoHHATa CHCTEMa, KBM KOSTO € MPHIOKEH (aiin
B apXHUBEH (PopMart, ChIbpIKam exekTpoHHo o imcan EEJIOIT.

Komucusita ycranosu, e ¢opMaTeT, B KoHTO e mpemocraBeH enektponuust EEJIOII ne
IO3BOJISIBA PEAAKTHpaHe Ha HeroBoTo cwhabpxkanue. IIpeacraBenmar EEJIOIl e moamucan ot
YIIPaBUTEIIS Ha JIPYKECTBOTO.

Ciien wm3BBpIICHATa TPOBEPKA, KOMHCHATA KOHCTAaTHpa, 4€ Ca IIPEACTABEHH BCHYKA
HEO00XO0/IMMH JIOKYMEHTH OT YYacTHHKA, KOUTO OTrOBApAT Ha M3HWCKBAHUATA Ha BB3IOKHTENS.
Komucusita KOHCTaTHpa, Y€ YYAaCTHHKBT OTrOBaps HAa H3HCKBAHHATA 33 JIMYHO CHCTOSIHHE H €
HAIMIE ChOTBETCTBUE C KPUTEPUUTE 3a 110A00P.

2. Pasraexnane jokymeHnTute npeacrasenu ot ,,APKOJI“ AJl mo 060co0ena mo3umus Ne2
32 CbOTBETCTBHE ¢ H3UCKBAHHATA KbM JIHYHOTO CHCTOSIHHE H KPUTEPHHUTE 34 MOA00P.

B cpoTBeTCTBHE € M3HCKBAHUATA HAa BBINOKUTENAT YYACTHUKBT € TONBJIHWI (opMmara
»3asBICHHE 3a yJacTHe ', ChIbpxKalla ce B EleKTpoHHaTa CHCTEMa, KbM KOSTO € MPUIOXKEH (aiin
B apXuBeH (opMaT, ChAbpKaII enekTporHo moamucan EEJIOIT.

Komucusta ycranoBu, e (opMarhbT, B KOWTO ¢ mpemoctaBeH enekrporHus EEJIOII He
II03BOJIABA PEIAKTHpaHe Ha HEropoto cpabpxkanue. [Ipencrasenust EEJIOII e moamucan ot
yIIpaBHUTEIS HA JIPYKECTBOTO.

Cnen w3BBpIIEHaTa OpOBEpPKAa, KOMHCHSATA KOHCTAaTHpa, Y€ Ca MNPEICTaBEHH BCHYKH
HEOOXOAUMH ITOKYMEHTH OT YYaCTHHKA, KOWTO OTTOBapAT Ha W3WUCKBaHWATA Ha BB3joxurens.
Komucusta koHcratupa, 4e yYaCTHUKBT OTrOBaps Ha W3UCKBAHMATA 34 JIMYHO CHCTOSHHE H €
HAJIMLE CBOTBETCTBUE C KPUTEPUHTE 3a 110100D.

3. Pasrae:kaaHe JOKyMeHTHTE npeacTaBern ot ,,CODAPMA TPEMIMHI“ AJl o o6ocobena
no3uuHsa Ne2 32 CHOTBETCTBHE ¢ H3HCKBAHHSATA KbM JHYHOTO ChCTOSTHHE H KPUTEPHUTE 32
noadop. ,

B cpoTBeTCTBHE ¢ HM3MCKBAaHMATA HA BB3NOXKUTENAT YYaCTHHKBT € TOIBIHWI (opmara
,»JasdBICHUE 3a ydacTHe", ChIIbpXKaIa ce B ElekTponHara cucteMa, KbM KOSTO € TIPHIIOKEeH (aii
B apxuBeH Qopmar, chabpxain enexkrTporno noanuacad EEJIOIT. - )

Komucusita ycranoBu, ue ¢GopMmarhT, B Koito e npenocraen enekrponnus EEJIOIT ume
MO3BOJISABA PelAKTUpaHe Ha HeroBoto chabpxkanue. IIpencraBenmar EEJOIT e mommmcan ot
YIIPABUTENS HA APYKECTBOTO.

Cnen w3BbpIIEHATa IIPOBEpPKA, KOMMCHUATA KOHCTaTHpa, Y€ ca MpPeICTaBeHU BCHUKH
HEOOXOMMH JOKYMEHTH OT YYaCTHHKA, KOMTO OTTOBApAT Ha M3WCKBAHMsATA HA BB3/I0JKUTENS.
Komucusita KOHCTaTHpa, Y€ YYaCTHHKBT OTrOBaps Ha W3UCKBAHMSATA 32 JHYHO CHCTOSHHE U €
HaJIALE ChOTBETCTBUE C KPUTEPHHTE 32 TOJ00D.

4. Pasraexnaane nokymenture npeacrasenu ot , IHBUOTEX* OO/l mo o6oco6ena mosumust
Nt2 32 CBOTBETCTBHE ¢ H3HCKBAHUATA KbM JHYHOTO ChCTOSIHHE M KPHTEPHHTE 32 MOA00P.

B cpoTBercTBHE C M3HCKBaHMATA Ha BB3IOXKUTEIST YYaCTHHKBT € TOUBIHWI (opmara
,,3asBIICHHE 38 y4acTHe", ChIbPXKaIIa ce B EIEKTPOHHATA CHCTEMA, KbM KOATO € IIPHIOKEH (aii
B apXUBEH (opMar, chabpikall exekrporHo nogmucan EEJIOIT



Komucusra ycranosu, ue ¢opmarsT, B KOWTO e mpenoctaBen eniexrpoHHus EEJIOIT e
IIO3BOJIABA pelaKTHpaHe Ha HeroBoTto chabpkanue. IIpeacrasenmar EEJIOII e moamucan ot
yIIpaBUTEIS Ha APYKECTBOTO.

Crnen wu3BBpIIEHATa HNPOBEpKa, KOMHCHATA KOHCTAaTHpa, 4Ye ca IIPEJACTAaBEHH BCHYKHU
HEOOXOJUMHU JOKYMEHTH OT YYaCTHHKA, KOMTO OTIOBapsAT Ha M3WCKBaHWsATA Ha BE3moxuTens.
Komucusita koHCTaTHpa, 9¢ yYaCTHHKBET OTrOBaps HA H3HMCKBAHUATA 32 JUYHO CHCTOSHHE U €
HaJTUIIe CHOTBETCTBUE C KPUTEPHUHUTE 3a 1O00D.

5. Pasraexnane qokymenture npeacrasesu ot ,, GbOHUKC ®APMA“ EOO/I no o6ocobena
no3uuus Ne2 3a chbOTBETCTBHE ¢ H3HCKBAHUATA KbM JIMYHOTO ChCTOSHHE H KPUTEPUHTE 32
noaoop.

B choTBeTCTBUE C U3MCKBAHUATA HA BBITOKUTENAT YYaCTHUKBT € TONBIHMUI (opMmaTa
»3asBICHHE 33 ydacTre™, ChAbPKAIIA ¢ce B EJIeKTpOHHATA CHCTEMA, KBM KOSTO € TPHIOKEH (aiin
B apx#BeH hopMmar, chabpiKanl eaekTponHo noanucan EEJIOIT.

Komucusita ycranosu, e ¢opMmaThT, B koitTo € mpenocraBen enekrponuus EEJIOII ne
O3BOJISIBA pejlakTHpaHe Ha HeroBoTo chabpxanme. [IpencraBenusar EEJIOIl e mommucan ot
yIIpaBUTEIS HA JIPYKEeCTBOTO.

Cnen W3BbpIIEHATa NPOBEPKA, KOMHUCHATA KOHCTATHpPA, Y€ Ca MpPEACTABEHH BCHUKH
HEOOXO/MMH JTOKYMEHTH OT YYAaCTHHKA, KOHTO OTTOBApAT HA M3MCKBAHMATA Ha BB3IOKHTEIS.
Komucusara koHcTatupa, 4e y4yacTHUKBT OTIOBapsl Ha W3HCKBAHUATA 3a JIUYHO CHCTOSHUE M €
HAJIUIE CHOTBETCTBUE C KPUTEPHHTE 3a OAOOP.

Bogena ot TOPHOTO W BL3 OCHOBA Ha MPOBCPKara 3a CbOTBCTCTBHCTO Ha YYACTHHLUTE C
KPUTCPUUTEC 3a HOI[60p H U3HUCKBAaHHATA 34 JIHYHO CBCTOAIHHCE,

KOMUCHATA PENMU:

1. TOMYCKA BCHYKH YYaCTHHIH JI0 pa3IeKTaHe TEXHHUSCKUTE MPEUTOKEHHS 110 00INeCTBEHA
MophUKa ¢ Tpeamer: ,,/[ocmaska Jexkapcmeenu npodykmu no 06ocobena nozuuus Ne2 3a
Hyscoume Ha MBAJI ,,JOnua Bpescka“ — bana EOO/ no Pamkoso cnopasymenue Ne P/]-11-
54/28.01.20212.

IV. PasriiesxnaHe Ha TeXHHYECKHTE NpPeII0KeHUsI HA YYACTHHIHTE H BCHYKH H3HCKYEMH
JMOKYMEHTH KbM THX.

B m3nenHeHHEe Ha NpeIXoJHOTO pelleHHe Ha KoMHcHATa, [Ipencemarensar Ha KOMHCHSATA
peMHHA KbM Iperien Ha popmara ,, Texaudecko npemiokenne’” B EnekrpoHnara cucreMa.

1. Pasrae:xxiane Ha TeXHHYeCKOTO mpenioxkeHue npexocraBeHo ot ,MEJEKC“ OO/ no
obocobena mo3unmsa Ne2 H MPoOBEPKA HA CHLOTBETCTBHETO MY € NMPEIBAPHUTEIHO 00SIBEHHTE
YCJIOBHSI B CHOTBETCTBHE ¢ Wi 56, a1 2 ot IITI30I1.

Komucusita ycraHOBH, e y4aCTHUKBT € IIOCOYII BEB (hopmara ,, [eXHUUecKo MpeyioxKeHne",
4e Ipejiiiara CiIeTHUTE TIeKapCTBEH! MPOIYKTH:

MexayHnapoano
AHaToMo- HeNATeRTHO Hauun na IIpureskaren Ha THproseKo Koanvects | Mapka
TepaneBTHYEH pa3peleHHe 3a 0 aKTHBHO
HAHMEHOBAHHE | NPHJIOKEHHE HAHMeHOBaHHe
ko1 /ATC-kon/ ynorpebda BelecTBO
/INN/
Warsaw 40mg/ml-
CO01CA04 Dopamine [Mapentepanna | Pharmaceutical | DOPAMIN WZF m mg
Works Polfa S.A. &

B Tabnunara He ca BKIIOYCHH JIEKAPCTBEHH IIPOAYKTH, KOUTO ca opepupaHd, HO KOHTO ca
otnamHamu oT [I0O3WTHBHHUS JIeKapCTBEH CIHMCHK CIIeN KpaliHWS CPOK 3a ToJiaBaHe Ha odepru.




KBM TEXHHUECKOTO CH NPEIUIOKEHNUE YUACTHUKBT € MPHIIOMNKHI H3UCKyeMHUTe AeKIapaluy OT
[IPUTEKATEIMUTE Ha pa3pellicHHATa 3a ynorpeba Ha JEKapCTBEHHTE, Y€ ca 3alo3HaTH ¢
M3UCKBAHUATA KbM JIEKAPCTBEHUTE NPOAYKTH, KAKTO M C IIOCOYEHHUTE B HACTOSINATA MPOICTypa
KOJIMYECTBA 3a JIEKAPCTBEHUTE MPOAYKTH.

IpennoxeHnero 0TroBaps Ha M3UCKBAHUATA ChITIACHO BB3I0XKHUTE S 32 MUTHIMAJICH CPOK Ha

"TOJHOCT HE N0-KpaThbK oT 40 % OT 00ABEHHS OT IPOU3BOATENS 3a IEKAPCTBEHUTE IIPOIYKTH HIIH
He Mo-KpaTbk 0T 20 % OoT 00sBEeHUs OT MPOM3BOAMTENS 33 OHONIPOIYKTUTE WK OHOMOJIOOHHUTE
HPOAYKTH. ‘

Cnen kato pasrnema mnojpoOHO mpeaocTaBeHOoTo oT ydactHuka ,,MEJEKC* OO0
TEXHUYECKO IIPEJIJIONKEHUE U MPEIOCTaBEHUTE KbM Hero JokyMeHTH 110 O6ocobena mo3umust Ne2,
KOMUCHUSTA YCTAaHOBH, Y€ CBHIMUAT OTrOBaps Ha OOSBEHUTE OT BB3JIOKUTEINS YCIOBHUS 3a H3BITHCHUE
Ha IOpBYKATa U Ce JOMYyCKa M ce JOIMyCKa 0 OTBAapsSHE HA IIEHOBHUTE IPEIUIOKCHUS 3a BCHUKH
MIPE/UIOKEHU OT HETO JIEKAPCTBEHHU TPOIYKTH.

2. PasriexiaHe Ha TeXHHYECKOTO mNpeaokeHHe mpemoctaBeHo ot ,DAPKOJI“ Al no
0bocodena mozumusa Ne2 U NpoBepKka HA CHOTBETCTBHETO MY € NMpPeIBAPHTEIHO 00sIBEHUTE

yCJI0BHSA B CHOTBETCTBHE ¢ Wi. 56, ar. 2 ot HII3OII.
Komucusra ycTaHOBH, Y€ YIaCTHUKBT € IOCOYMIT BEB (popMara ,, | eXHHIECKO IpeI0KEeHUE™,
Ye Ipe/iara cjIeJHUTE JIEKapCTBCHH ITPOJYKTH:

AHaTOMO- Mewaynaponso Tpurexarex KoanvecrBo | Mapka
TepanesTHyeH HENATEeHTHO Havnn Ha HA Tbproscko AKTHBHO
KoJ1 /ATC-KOJI/ HAHMCHOBAHHEC | NPUIOKCHUE paspeiienue HAHMECHOBaAHHEC BellleCTBO
/INN/ 3a ynorpeba
Isosorbide AKTABUC
C01DA0S dinitrate Iepopaiina EAJL ISODINIT 10 mg
BBJITAPUA
[sosorbide AKTABHUC
CO01DAO0S8 dinitrate IMepopanHa EA/L [SODINIT 20 mg
bBJIII'APUA
. L Actavis Group
CO1EBI15 Trimetazidine Iepopanna PTC ehf., VASCOTAS 35 mg
' Henanpus
i Actavis Group ‘
CO1EB17 Ivabradine Iepopanna | PTC ehf., INEVICA 7.5 mg
Ucnangus
. Actavis Group
COIEB17 Ivabradine Tepopaniia | PTC ehf., INEVICA 5 mg
Ucnanaus
AKTABHC
C09CA03 Valsartan Ilepopanna EA/JL VALTENSIN 320 mg
BbJICAPUA
AKTABUC |
CO9CAO03 Valsartan Tepopana EAJ, VALTENSIN 160 mg
BBJICAPUS
Actavis Group
C09CA04 Irbesartan Iepopanna PTC ehf., IRPRESTAN 300 mg
Hcnanpns
Actavis Group
C09CA04 Irbesartan IMepopamna PTC ehf,, IRPRESTAN 150 mg
HUcnanmgus
Actavis Group
CO9CAO6 Candesartan | repopanma | PTC ehf, CANDESAR 16 mg
HUcnannus




Actavis Group
C09CA06 Candesartan | rrenopamma | PTC ehf., CANDESAR 8 mg
Hcnangns
Actavis Group
C09CA06 Candesartan Iepopanua PTC ehf, CANDESAR 32 mg
Hcnanaus
. Actavis Group
C09CA07 Telmisartan Tepopanna PTC ehf., ACTELSAR 80 mg
Ucnangus
Valsartan, ]
C09DA03 | Hydrochlorothiazi | [enons i A?Tvései;fup VAITENSIN 160mg/ tabl
de Vonanin PLUSE 12,5 mg
Telmlsartan? . Actavis Group
co9DA07 | Hydrochlorothiazi | ppononanus | PTCehf, | ACTELSAR 80 mg/ tabl
de Ucnannus 12.5mg
) . Actavis Group
C10AAOI Simvastatin TMepopaina PTC ehf,, ACTALIPID 20 mg
: Hcnauams
. . Actavis Group ‘
C10AA0I Simvastatin Mepopanta | PTC ehf, ACTALIPID 40 mg’
HUcnangns
C10ABOS Fenofibrate | pjepopamma |  16V2B-Ve Fibranor 160 m
pop Hunepnanmus & tabl/caps
C10ABOS Fenofibrate Iepopanna HTeva B.V., Fibranor 200mg | tabl/caps
HUACpIaHausd

B Ta6nnuaTa HE Ca BKIIFOUCHHU JICKAPCTBCHH MMPOAYKTH, KOUTO Ca O(bepnpaHn, HO KOHTO Ca

oTnamHa H OT [lo3WTUBHHMS JIEKAPCTBEH CIHMCHK ClIejl KpaiiHWsI CPOK 3a IojaBaHe Ha odepTH.

KBM TeXHIUECKOTO CH NPENIOKEHHE YYACTHUKBT € IPHIIOKAIT H3UCKYEMUTE JIeKJIapaliiy OT
OpHUTEXATeIHTe Ha pa3pelleHdsTa 3a ymorpeba Ha JICKQPCTBEHUTE, Ye ca 3alo3HaTd C
M3UCKBAHUATA KBM JICKAPCTBEHUTE NPOAYKTH, KAKTO M € IIOCOUYCHUTE B HACTOSINATA MPOLEaypa
KOJIMYECTBA 3a JIEKAPCTBECHHUTE TIPOAYKTH.

[IpennoxeHnueTo OTroBaps Ha U3UCKBAHUATA ChITIACHO BB30XUTENS 32 MUHUMAJIEH CPOK HA
TOAHOCT He o-KpaTwK 0T 40 % 0T 00ABEHUSA OT POU3BOAUTEIS 32 JICKAPCTBCHUATE NIPOJAYKTH HITH
He mo-KpaTbk oT 20 % oT 00sSBEHHUs OT IMPOU3BOIUTENS 3a OHONPOAYKTHUTE MITH OHOMOJAOOHHTE
MIPOAYKTH. «

- Crnes karo pasrie/ia o IpoOHO IPeJoCTaBeHOTO OT yuacTHHKA , @ APKOJI“ A/l TeXHHYECKO
IpeJUIoKEHUE U TPeOCTaBeHUTe KbM Hero JoKyMeHTH 1o O6ocobeHa mosumus Ne2, komucusta
YCTAHOBHM, Y€ CHIIAAT OTrOoBaps Ha OOABEHUTE OT BB3IJNONKHUTENS YCIOBHS 3a M3NbIHEHHE Ha
[OpBUKaTa U ce JOIYCKa M Ce JIONyCKa JI0 OTBapsHE Ha ICHOBUTE IPEJIOKEHUS 3a BCHYKU
IIPEJUIOKEHU OT HETO JICKAPCTBEHHU IPOIYKTH.

3. PasraexnaHe Ha TeXHHYECKOTO mNpeLIoKeHHe mpexocraBeHo or ,,CODAPMA
TPEMJUHI Al no oGocobena mo3umus Ne2 W NpoBepKa HA CHOTBETCTBHETO My ¢
NpeIBAPUTEIHO 00ABEHUTE YCJAOBHUS B ChOTBETCTBHE ¢ Wi 56, amx. 2 o1 IIII30IL

Komucusita ycTaHOBH, Y€ YHaCTHUKET € IIOCOYHII BBB (popMara ,, [ eXHHIEeCKO IIpeIoKeHHe",
4e Ipejyiara ClIeIHUTE JISKapCTBCHH TIPOAYKTH:



Aunaromo-
TepaneBTHY¢H
kox /ATC-xkon/

Mexaynapoano
HENMATCHTHO
HAHMCHOBaHHC¢
/INN/

Hauun Ha
NpHJI0KeHHe

IIpuTexartesa Ha
paspelneHne 3a
ynorpeda

Twproscko
HAHMEHOBAHHE

Koanuectn
0 AKTHBHO
BeELECTBO

Mspka

COICA04

Dopamine

[apenrepanna

Warsaw
Pharmaceutical
Works Polfa S.A.

DOPAMIN WZF

40mg/ml-
mg

mg

COICA24

Epinephrin

[apenrepanna

Codapma A/l
benrapus

ADRENALNE

Img/ml-
Img

mg

COIEB17

Ivabradine

Iepopanna

Actavis Group
PTC ehf.,
HUcnannusa

INEVICA

7.5

mg

CO1EB17

Ivabradine

Ilepopanna

Actavis Group
PTC ehf.,
Hcnanmus

INEVICA

mg

C09CA03

Valsartan

Ilepopanua

AKTABUC EAJL,
BBJITAPUS

VALTENSIN

320

mg

CO09CA03

Valsartan

TItepopanna

AKTABHC EAJL,
BBJTAPUS

VALTENSIN

160

mg

C09CA04

Irbesartan

Ilepopamnna

Actavis Group
PTC ehf.,
Ucnagnus

IRPRESTAN

300

mg

C09CA04

Irbesartan

TTepopanna

Actavis Group
PTC ehf.,
- HMcnanmusa

IRPRESTAN

150

mg

CO9CA06

Candesartan

Ilepopainna

Actavis Group
PTC ehf.,
HUcmanmus

CANDESAR

16

mg

CO9CA06

Candesartan

ITepopanna

Actavis Group
PTC ehf,,
Hcnangus

CANDESAR

mg

C09CAD6

Candesartan

Ilepopanna

Actavis Group
PTC ehf.,
Hcnanans

CANDESAR

32

mg

C09CA07

Telmisartan

ITepopanna

Actavis Group
PTC ehf,,
Hcnanaus

ACTELSAR

80

mg

C10AA01

Simvastatin

[Tepopanna

Actavis Group
PTC ehf.,

HUcnannus

ACTALIPID

20

mg

C10AA01

Simvastatin

[lepopanua

Actavis Group
PTC ehf.,
Hcaanpus

ACTALIPID

40

mg

C10ABO05

Fenofibrate

Ilepopanna

TevaB.V.,
Hunepnanaus

Fibranor

160 mg

tabl/cap
s

C10ABO05

Fenofibrate

ITepopanna

TevaB.V.,
Hupepnanaus

Fibranor

200 mg_

tabl/cap
S

B tabnumara He ca BKITIOYCHH JICKAPCTBEHHU MPOJYKTH, KOUTO ca o(epupanu, HO KOHTO ca
otnaaHany ot [I03uTHBHUS TeKapCTBEH CIUCHK CIICT KpaHUs CPOK 3a MOAaBaHe Ha OQepTH.
KbM TEXHMYECKOTO CH NIPEUI0KEHHE YIACTHHKBT € IPHIIOKAI H3UCKYEMHATE AeKIapalyi OT
IpUTEXaTeIUTe Ha pa3peHieHHATa 3a ymoTpeda Ha JIEKapCTBEHHTe, Ye ca 3allo3HaTH C
M3HCKBAHUATA KBbM JIEKApCTBEHUTE IPOJYKTH, KAKTO M C MMOCOYECHHUTE B HACTOSIIATA TpOoLeAypa
KOJIMYECTBA 32 JIEKAPCTBEHUTE MTPOIAYKTH.




IIpennoxeHneTo 0TroBaps Ha U3UCKBAHUATA CHINIACHO BB310KUTENS 32 MUHUMAICH CPOK Ha
TOIHOCT HE 110-KpaTbK oT 40 % ot 00siBeHHs OT IPOU3BOAUTENS 3a JICKAPCTBEHHUTE MPOAYKTH WA
He 1o-KpaTbk 0T 20 % 0T 0OsSBeHHS OT IPOM3BOAUTEIIS 38 OHOMPOAYKTHTE HIM OHOMOA0OHUTE
TPOIYKTH. '

Cnen xaro pasriega TOAPOOHO MPENOCTaBEHOTO OT ydactHHKa . CODAPMA
TPEHJUHI“ AJ Texuuuecko NpPeNOXEHHE M NPEJOCTABEHHTE KBM HETO JOKYMEHTH IO
Ob6ocobena no3uius N2, KOMHCHATA YCTaHOBH, Y€ CBHINUAT OTroBaps Ha OOSBEHHTE OT
BB3JIOKHTEIA YCIIOBUS 3a M3IIBIHEHUE HA IOpBUKATa U Ce JOIYCKa U ce AOMYyCKa J0 OTBapsHE Ha
LICHOBHUTE IPEII0KEHH 32 BCHUKH MPEUIOKEHH OT HETO JIEKAPCTBEHH MPOIYKTH.

4. Pasrnexnane Ha TEXHHYECKOTO npeioxkenne nupexocrapero ot ,MHBUOTEX* OO/ no
o06oco0ena mo3unus Ne2 W MpoBepKa HA CbOTBETCTBHETO MY ¢ NpeIBAPHTEIHO 00ABEHHTE
YCJI0BHA B ¢bOTBETCTBHE ¢ W, 56, aim. 2 o1 IITI3OI1.

KomucusiTa ycTaHOBH, Y€ YUaCTHUKBT € IIOCOYMT BEB (popMara ,, TeXHr4IecKko mpemioxkenue”,
4e [pejsiara cleIHUTE JICKAPCTBeHH MPOYKTH:

Anatomo- | Mexaynaponn purexaren
ALyHapon p ‘| Toprosexo | Koauvects | Msipk
TepaneBTHY | 0 HenateHTHO | Haumm Ha Ha
HAaHMEHOBAHH | 0 AKTHBHO a
€H KO[ HAaHMEHOBAHHE | IPHJIOKEHHE | pa3pelieHue 3a e BeIIeCTBO
/ATC-kon/ /INN/ ynorpeda
. Hnbmnotex .
CO1EB17 Ivabradine [Mepopanua Corledin 7,5 m
Bbwarapus g

B Tabmuiuara He ca BKIIOYECHH JEKapCTBEHH MPOLYKTH, KOUTO ca odeprUpaHu, HO KOUTO ca
oTnagHany oT [103uTHBHAS TeKapCcTBEH CIMCHK CIIe/l KPaifHus CPOK 3a moJaBaHe Ha O(epTH.

KBM TeXHHYECKOTO cH IPe/UTOKEHAE YYACTHUKBT € IPHIIOKAT H3UCKYEMHUTE IeKIapalidel OT
IIPUTEKATEIIUTE HA pa3pelieHudaTa 3a ymnorpeba Ha JICKApCTBEHHTE, ue ca 3aIlo3HaTH C
H3MCKBAHUATA KbM JICKADCTBEHUTE MPOAYKTH, KAKTO H ¢ MOCOYEHHUTE B HACTOALIATA IIPOLEAypa
KOJIMYECTBA 3 JICKAPCTBEHHUTE MPOTYKTH.

Vyacrankbsr HuonoTex OO/l e npeutokni cpok Ha FOJHOCT Ha TOCTABCHUTE CTOKH HE IMO-
KpaThbK 0T 50 % OT 00sIBEHUs OT HPOU3BOAMUTEIIS 3a JICKAPCTBEHUTE MIPOAYKTH HITH HE NO-KPaTbK OT
50 % ot o0sBeHUS OT MPOM3BOMUTENSI 332 OHONPOJAYKTHUTE WJIM OHOMOJOOHHTE IIPOIYKTH.
IIpenosxeHneT0 OTrOoBaps Ha M3MCKBAHUATA CHITIACHO BB3MOXWTENs 3a MUHHMAJNCH CPOK Ha
TOHOCT He MO-KpaTbk oT 40 % OT 0OABEHHS OT IPOU3BOAKTEIIS 3a JICKAPCTBCHUTE ITPOAYKTH HITH
He 1mo-KpaTbk OT 20 % oT 00sBeHHs OT MPOU3BOIAMTENS 32 OHOMPOAYKTHTE WM OHOMOIOOHUTE
HPOIYKTH.

Cnen xato pasriena moapobHO mpemoctaBeHoTo o1 yuactHuka ,MHBUOTEX“ OOJ
TEXHUYECKO INPEUIOKEHUE U [IPEJOCTABEHUTE KbM HETO JOKyMeHTH 1m0 O6ocobena mo3uias No2,
KOMMCHUATA YCTaHOBH, Y€ CBHIIUAT OTr0Bapsi HA 00ABEHUTE OT BBH3JI0KUTEIIA YCJIOBHS 38 H3ITBIHCHHE
Ha 1opbyKara ¥ ce JOIycKa U ce JIOIyCKa 10 OTBapsSHE Ha [IEHOBHUTE IPCIUTIOKCHUS 38 BCHYUKH
IIPEJUIOKEHH OT HETO JICKAPCTBEHHU MPOTYKTH.

S. PasriexaaHe Ha TeXHHYECKOTO mpemoxenue npexocrapeno ot ,,bOHUKC ®APMA“
EOO/I no obocobena mosunusi Ne2 u mpoBepKa HA CHOTBETCTBHETO MY ¢ MPeIBAPHTETHO
00sIBEHMTE YCJI0BHS B CbOTBETCTBHE ¢ WI. 56, a1 2 ot IIIT30IL

KoMucusiTa ycTaHOBH, e YIACTHUKBT € IIOCOYHT BEB (hopMara ,, [eXHIHUEeCKO IpeaaoKeHue”,
4e IpeJlara CIeIHUTe JEKapCTBEHH MPOIYKTH:

AnHaTtomo- | MeXXIyHapoaHo
TepaneBTH | HENATEHTHO Haunn na

YeH KO | HAHMEHOBAHHe | IpPHJIOKEHHe
/ATC-xon/ /INN/

pa3pellleHHe 32 | HAHMEHOBAHM | AKTHBHO
ynorpeba e BeLeCTBO

IIpuTexaren Ha Toproecko | KoamuecrBo | Mapxka




Glyceryl G. Pohl-Boskamp Nitronal 1 mg/ml - 50
C01DAO2 trinitrate Hapextepana GmbH & Co. KG aqueous ml mg
Isosorbide AKTABUC EAJ, .
CO01DA08 dinitrate ITepopanna ELICAPHS Isodinit 10 mg
[sosorbide AKTABHUC EAL, -
CO01DAOS dinitrate ITepopanHa ELICAPUS Isodinit 20 mg
Warsaw Molsidomin
C01DX12 | Molsidomine [epopanna Pharmaceutical WZE 2 mg
Works Polfa S.A.
Actavis Group
CO1EB15 | Trimetazidine [Mepopanna PTC ehf., Vascotasin 35 mg
HUcnanmus
CO09CA01 Losartan [lepopanna Zentiva a.s Lozap 50 50 mg
Actavis Group
C09CA04 Irbesartan Tlepopanna PTC ehf,, IRPRESTAN 300 mg
Hcnangus
‘ , Actavis Group ,
C09CA04 Irbesartan Ilepopanna PTC ehf., IRPRESTAN 150 mg
‘ HUcmannus
Accord Healthcare | Irbesartan
C09CA04 Irbesartan IlepopasiHa Polska Sp. z.0.0. " Accord 300 mg
Actavis Group Irbesartan ‘
CO09CA04 Irbesartan Ilepopanua PTC ehf., 150 mg
U Accord
CIaHAaus
Actavis Group
C09CA06 Candesartan [epopanua PTC ehf., CANDESAR 16 mg
Hcnangus
Actavis Group
CO09CA06 Candesartan Iepopanna PTC ehf., CANDESAR 8 mg
Hcnangug
Actavis Group
C09CA06 Candesartan [Nepopasna PTC ehf., CANDESAR 32 mg
Hcnangus
Candesartan
C09CA06 Candesartan [epopanna | Exodapm I'pyn AJT Ecopharm 16 mg
Actavis Group
C09CA07 Telmisartan [epopanna - PTC ehf,, ACTELSAR 80 mg
Hcnanans
CO09CA07 Telmisartan Ilepopanna | Gedeon Richter Plc. Tanydo 40 mg
CO09CA07 Telmisartan Iepopanna | Gedeon Richter Plc. Tanydo 40 mg
. Stada Telmisartan
CO09CA07 Telmisartan I[lepopanna Arzneimittel AG. Stada 80 mg
Valsartan
L Stada VALSAVIL | 160 mg/ 12,5 |
C09DAO03 Hydroclzil:rothlam Iepopanna Arzneimittel AG COMP mg mg
Telmisartan, Actavis Group 80 mg/
CO0SDAO07 | Hydrochlorothiazi | Ilepopasna PTC ehf,, ACTELSAR tabl
12.5mg
de Hcnanus
. . Accord Healthcare | SIMVASTATIN
CI10AA01 Simvastatin IepopasiHa Polska Sp. 0.0, ACCORD 40 mg
. . Accord Healthcare | SIMVASTATIN
C10AA01 Simvastatin Iepopanna Polska Sp. z.0.0. ACCORD 20 mg
. . Accord Healthcare | SIMVASTATIN
C10AA01 Simvastatin Ilepopanna Polska Sp. z.0.0. ACCORD 20 mg




Actavis Group
CI10AAO01 Simvastatin INepopanna PTC ehf., ACTALIPID 20 mg
Hcnanmus
( Actavis Group
CI0AAO1 Simvastatin INepopanna PTC ehf., ACTALIPID 40 mg
‘ Hcnannus
. . Genericon Pharma | SIMVASTATIN
CI0AAO1 Simvastatin [lepopanna GmbH Genericon 20 mg
CI0AA07 Rosuvastatin Ilepopanna | Exodapm I'pyn A Rosistat 20 mg

B Talbnumara He ca BKIIOUEHH JIEKAPCTBEHW MPOJYKTH, KOHTO ¢a O(epHpaHH, HO ca
oTnaaHaay or 1103MTHBHHUA JTeKapCTBEH CIHUCHK CIIEA KpaifHUS CPOK 3a 1o[aBaHe Ha oGepTy.

KBbM TeXHHYECKOTO CH IIpe/II0kKEeHHE YIACTHHUKBT € MPHIIOKAIT H3UCKYEMHTE JIeKJIapallii OT
IPUTEKATENIUTE Ha paspelleHusTa 3a ymoTpeba Ha JICKapCTBEHHTE, Y€ Ca 3allo3HATH C
U3UCKBAHUATA KbM JIEKAPCTBEHHTE IPOAYKTH, KAKTO U C MOCOYSHHTE B HACTOANIATA IpOIEaypa
KOJIMYECTBa 32 JEKapPCTBEHHTE MPO/TYKTH.

IIpensoxeHneTo OTroBapst Ha M3MCKBAHMATA ChITIACHO BB3noxuTe s 32 MUHHMAJIEH CPOK Ha
rOIHOCT He Mo-KpareK OT 40 % oT 00sBEHHA OT IPOM3BOTUTEII 32 JIEKAPCTBEHUTE IIPOAYKTH HIIH
He Mo-KparbK oT 20 % OT OOsBEHHS OT MPOU3BOJMTENS 32 OHOMPOAYKTHUTE WK OHOIMOIOOHHTE
IPOJIYKTH.

Cnen xaro pasriena mompoOHO HpenocTaBeHoTo oT yuactuuka ,,bOHHUKC ®APMA“
EOO/I rexnuyecko 1npe;ioxkeHHe U IpeJoCTaBeHUTE KbM HeTo JOKyMeHTH 110 O60co0eHa I103HIHS
No2, KOMHCHATA YCTaHOBH, Y€ CHIIUAT OTTOBApS Ha OOSBEHHTE OT BB3IOKHTEIA YCIOBHS 34
U3IbJIHEHHE HA IOPBYKATA U Ce JOIYCKa U Ce JIOIYCKa 10 OTBapsIHE Ha IIEHOBUTE NPEIOKEHHS 38
BCUYKH [IPEATIOKEHN OT HETO JISKAPCTBEHH MPOIYKTH.

Cren HampaBeHaTa IPOBEPKA HA TEXHAYECKUTE MPEIOKEHUS HA YIACTHHIIUTE,

KOMUCHUATA PENUMN:

1. JOIIYCKA no oTBapsiHe Ha miIHKa ¢ Hagmuc: ,,lleHoBu npexnoxennsn, opeprure Ha
BCHYKH YYaCTHHIIH.

KoMucusdara nacpouu 3aceanne 3a 0TBapsHe Ha IeHOBUTE NpriokeHns 3a 02.04.2021 B 13:30 u. B
EnexktponHara cucrema.
Komucusra npukmoun padota B 15:00 gaca na 29.03.2021r.

V. 3acenanme 3a oTBapsiHe HA EHOBH PEAJIOKEHHUS.

Ha 02.04.2021r. B 13:30u. ce mpoBejicH OyOIMYHO 3aCelaHKe B IbJIEH ChCTAB HA KOMUCHS
Ha3HaueHa che 3anosex Ne BK11-4/29.03.2021 wa Ilpoxypucta Ha MBAJL ,,}Onust Bpepcka® — Bsina
EOO/I.

IIpencenaressT Ha KOMHCHSITa IPUCTBIIM KBM OTBApsSIHE HA [EHOBHUTE MPE/UIOKEHHS Ha
ydactrunure. Clex HampaBeHaTa MbPBOHAYAIHA OIEHKA HA [EHOBHUTE IIPEIIIOKEHHUS, KOMHCHATA
JIOITyCHA IEHOBUTE NPEIIOKEHMS HA ydacTHHIUTE cbriacHo 4i1.90, an.4 ot 30I1. C nocouyenure
JCHCTBUA IPHUKIOUN IIPOLEAypara Mo IbpBOHAYAIHA OIlEHKa Ha O(EPTHTE, B ChOTBETCTBHE C
M3UCKBaHUATA M IOcpeAcTBoM OyroHa ,Knacupane“, EnekTpoHHaTa cucreMa reHepupa
pE3YJITaTUTE OT BPEMEHHOTO KJIACHpaHe Ha YYaCTHHUIIATE.

PGSYJ'ITaTI/ITe ca CJIICTHUTC:

3a Obocobdena nozuuus Ne2




J1"MEJEKC" OO/ 0.008708 | 0,010450
\ - 1 , . | L'"CODAPMA .
2 COICAD4 Dopamine HapeHTepanta 1102400 TPEMJIMHI AJL 0,008708 | 0,010450
1."COOAPMA 1,008333 | 1,210000
2 |CO1CA24 Epinephrine NapeHTepaiya | mg 408 TPEUMHI AJT
‘ , . « ' ' 1."ObOHUKC 0,222600 | 0,267120
2 |CO1DAO2 Glyceryl trinitrate napeHTepalia | mg 13600 GAPMA" EOOJL G
1."®bOHHUKC 0,003417 | 0,004100
nepopanHa DAPMA" EOO[L]
2 |CO1DAOS Isosorbide dinitrate | TBBpaa mg 55360 2."OAPKOJI" ALl 0,003424 | 0,004109
HepopanHa: 1."®bOHUKC 0,032667 | 0.039200
2{C01DX12 Molsidomine TBBDIA mg 1680 DAPMA" EOOJL
1."®bOHHUKC 0,001362 | 0,001634
nepopaiHa OAPMA" EOO/L
2 |CO1EBI15 Trimetazidine TBBpJIA mg 22680 | 2."®APKOJI" A/l 0,001365 | 0,001638
1.Uubuotex OOJ1 0,030119:10,036143
, 2."CO®APMA 0,030129 | 0,036155
. | nepopamsa ‘ TPEUIMHT" AJL ; o
2 1COIEBIT {Ivabradine TBBpIA m 280 3."DAPKOJI" ALl 0,030179 |0,036215
nepopasHa 1."dbOHHUKC 0,001580 | 0,001896
2 | C09CAO01 Losartan TBBpIA mg 8800 DPAPMA" EOOJ,
1.'"PAPKOI" AL 0.001101 1°0,001321
nepopaiiia 1L'"CODPAPMA 0,001101 | 0,001321
21 CO09CA03 Valsattan: TBhpHA. . img 25600 TPEMJIMHI AL
1."®bOHHKC 0,000467 | 0,000560
DOAPMA" EOOJ
2."OAPKOJI" ALl 0,000468 | 0,000562
nepopaHa 2."COOAPMA 0,000468 | 0,000562
2_[C09CA04 Irbesartan TBbpJa m 171600 \ TPEUJIMHI" AJ{ ’
sl g 1. OLOHUKC 0,006213 | 0,007456
o ¥ ®APMA" EOO/JL el
. 2."CODPAPMA 0,006216 | 0,007459
\ ‘mepopaHa | TPEMJIAHT ALl ' ,
2 [ C09CA06 . . | Candesartan . | TBBpHA mg 142752 . 13®APKOII' Al | 0,006225 | 0,007470
1."®bOHHUKC 0,002733 | 0,003280
OAPMA" EOOJL
2."COPAPMA 0,002734 | 0,003281
nepopaina TPEUJIUHT AT
2 | C09CA07 Telmisartan TBBpIA mg 56320 3."OAPKOJI" AT 0,002738 | 0,003286
=1 ' s . . 1."®bOHUKC 1 0,226667 | 0,272000
, Valsartan, nepopanHa DAPMA" EOOJI o ,
2| C09DA03 Hydrochlorothiazide | tBppaa tabl 416 2 DAPKON! AL 10227120 | 0272544
1."®bOHUKC 0,092857 | 0,111428
Telmisartan, TiepopaliHa DOAPMA" EOO/T
2 | CO9DAQ7 Hydrochlorothiazide | tBbpaa tabl 196 2."OAPKOJI" AJ] 0,093043 | 0,111652
2 3 | 1."®bOHUKC 1:0,002321 | 0,002785
. DAPMA' EOOJ '
~ 2."CO®DAPMA 0,002322 | 0,002786
1 . nepopaia ; | TPEAJIUHL" ALT
2 |[C10AA0l | Simvastatin | 1BBpAA mg 2400 _ [3"®APKOJI" Al 0,002326 | 0,002791
nepopaHa 1."®bOHHUKC 0,010440
C10AA07 Rosuvastatin TBBpPIA OAPMA" EOOJT
G - T 1."CODAPMA 0,240655 | 0,288786
. | mepopaitra TPEWIMHI" ATl o
| C10AB05 . | Fenofibrate | 1BBpHa __ |2'®APKOJI" AL | 0241136 | 0,289363

Ha ocnosanue 411.90, an.5 ot 3011 a 02.04.2021r. eJHOBpEeMEHHO 10 BCHUYKH YIaCTHHUIIY B

nporneaypara Oelle U3NpaTeHa OKaHa 3a y4acTHe B CJICKTPOHEH THPr. B m3mpareHara mokana B



cboTBeTCTBHE ¢ M3nckpanuaTa Ha 3011 ce cpappkaxa pe3yaTaTHTE OT IIbPBOHAYATHO H3BbPIIEHATA
OIlEHKA Ha O()epTUTE MOCOUSHH IO-TOpe U CTHIKATA, ¢ KOATO YYACTHHIIMTE MOTAT Ja HAMAJISIBAT
OPEJIOKCHATe OT TAX ICHH, OMpPEAEICHA OT BB3JIOKHUTENA B JOKYMEHTAIMATA 332 YYacTHE B
mpouenypara, a uMeHHO 0.05%. Coraacno w190, an.8 or 30I1 B mokanara Oe mocodeHo, ye
CIIEKTPOHHMAT THPI e craptupa Ha (07.04.2021r. B 00:30:00 4. m npukmousa Ha 13.04.2021r. B
00:30:00u.

Cren u3BBpIIBaHE Ha TOPHUTE JICUCTBHSI KOMUCHATA IPUKIIIOYM CBOSATA paboTa.

VI. lIpoBexaane Ha eJIEKTPOHEH THPI.

EnexTpoHHUST THPr cTaprupa Ha craprupa Ha 07.04.2021r. B 00:30:00 4. u npukOuBa HA
13.04.2021r. B 00:30:004., cBIIaCHO MOCOYEHOTO B MOKAHATa . ENEKTPOHHUAT THPT CE IPOBEE
U3LS710 B ENEKTpOHHATA CHCTEMA, KOSTO aBTOMaTHYHO FeHEPHPa KpafHOTO KJIAaCHpaHe B PE3YJITAT
Ha HallpaBEHUTE B PAMKHUTE Ha €IICKTPOHHUS ThPI' HAMAICHHS Ha IICHUTE OT CTPAHA Ha YYACTHHIUTE
B IIpoIieIyparta.

Knacupanero B pe3yirar Ha npoBeacHus EIeKTpOHEH ThpT, € CIIeIHOTO:

Knacupare no Obocodena nozuuua Nel:

o AHaTtomo- MexaynapoaHo Msipka Heobxomum = Ywacrrmuu Ex ;:leﬂa Ex ;ena
I1 | TepaneBrTUYeH HENATEeHTHO Hauun na /mg, Booit
Ne Kkoa /ATC- HaViIMEHOBaHHE TIPUJIOKEHHE tabl., pox " CAMHMUA . CAHHMHA
o/ JINN/ ml/ MAPKH Knacupane MApKa = MsApKa c
6e3 JAC AAC
2 CO1CA04 Dopamine rapeHTepanta | mg 102400 1."COD®APMA" "0,008682 ' 0,010418
TPEMIUHI"
Al
2."MEJEKC" | 0,008686 0,010423
| | oozt
2 C01CA24 Epinephrine napeHTepanHa = mg 408 1."CO®APMA | 1,008333 1,210000
TPEUTAHT™
| AR | |
2 CO01DAO02 Glyceryl trinitrate | napentepansa = mg 13600 1."®bOHHUKC | 0,222600 « 0,267120
GAPMA"
EOOJN
2 CO1DAOS Isosorbide dinitrate | mepopanHa mg 55360 1."®APKOJI"  0,003415 | 0,004098
TBBpA2 All
2."®bOHHUKC  0,003417 | 0,004100
DOAPMA"
| | EOO/|
2 C01DX12 Molsidomine niepopaiHa mg 1680 [."®bOHUKC ' 0,032667 . 0,039200
TBBpIA OAPMA" |
EOOX
2 CO1EBI15 Trimetazidine nepopaiHa mg 22680 1."®APKOJI" | 0,001361  0,001633
TBBPIA Al
2."®bOHHUKC | 0,001362 | 0,001634
OAPMA" |
EOOJ
2 | COIEB17 Ivabradine mepopajHa - | mg 280 1."CO®APMA | 0,030099 | 0,036119
\ TBHpAA TPEAUHI"
ALl
2."DAPKOJI" | 0,030104-0,036125
Al
3. Mubuorex 0,030119..:0,036143
o 00/
2 C09CAO01 Losartan nepopaiHa mg 8800 1."®bOHHUKC  0,001580 | 0,001896
TBBPAA DOAPMA"
EOOJ




: CO9CAO03

Valsartan

HepopanHa

TBBpPZIA

mg

25600

1."dAPKOJT"
ALl
2."CODPAPMA
TPEATAHT™
Al

0,001097

0,001098

0,001316 |

0,001318

C09CA04

" C09CA06

" Candesartan

Irbesartan

nepopanHa
TBbpIA

mg

171600

1."®APKOJT"
ALl
2."CODPAPMA
TPEMIUHT"
ALl
3."®bOHUKC
OAPMA"
EOO/I

0,000463

0,000464

0,000467

0,000556

0,000557

0,000560

TepopanHa
TBBpAA

mg‘

42752

CO09CAQ7

Telmisartan

" CO9DA03

Valsartan,
Hydrochlorothiazide

nepopansa
TBBpJIA

mg

56320

1."®APKOJI"

AR
2."CO®APMA

. TPEAUHI™
A
- 3."®bOHUKC

DAPMA"
EOO]

0,006206

0,006207

0,006213

1."®APKOJI"
ALl

| 2."CODAPMA

TPEUIUHIT"
Al
3."®bOHUKC
DAPMA"
EOOJ

0,002728

0,002729

- 0,002733

0,007447

0,007448

0,007456

0,003274

0,003275

0,003280

epopaTHa
TBbpJIa

tabl

416

1."®APKOJI"
ALl
2."®LOHUKC
DAPMA"
EOOJ

0,226666

0,226667

0,271999

0,272000

CO9DA07

Telmisartan,
Hydrochlorothiazide

nepopaiHa
TBBpAA

tabl

196

1."®APKOIT"
ALl
2."®BOHUKC
DAPMA"
EOOJT

0,092811

0,092857

0,111373

0,111428

C10AA01

Simvastatin

- MepopaiHa
| TBBPAA

g

2400

1."®APKOJI"
Al
2."COPAPMA
TPEUAHI™
ARl
3."®bOHUKC
®APMA"

EOOJ

0,002316

0,002317

0,002321

0,002779

0,002780

0,002785

C10AA07

Rosuvastatin

nepopaina
TBBpAA

mg

8640

1."®BOHUKC
GAPMA"
EOOJI

0,008700

10,010440

C10ABOS

Fenofibrate

nepopaiHa

| TBBpAA

tabl/caps

780

1."®APKOJT"
ALl
2."CO®APMA
TPEUIMHI™

Al

0,240413

0,240414

0,288496

0,288497

VI. IIpoBepka Ha IEHOBHTE NPENOKCHHS 32 HAJMYHETO HA HeoOH4aiiHO O/aronmpusaTHH

otepTH.

Ha ocroBanue un.72, an.1 or 301l cnen mpukimouBaHe Ha EJNeKTpoHHUS THPT KOMHCHATA
U3BLPINM IPOBEpPKAa 33 HAJWYMETO HA ILIEHOBHUTE MPIJIOXKEHHS ¢ moBeue oT 20 HaA CTO TIO-
OnaronpusTHH OT CpeIHAaTa CTOWHOCT Ha [IEHOBHTE MPEIJIOKEHHS HAa OCTAHAIIMTE YYaCTHHIH 32
BCEKH €UH OT JICKapPCTBEHWTE NPOJYKTH. B pe3yinraT Ha W3BbpIICHATa MPOBEpKAa KOMHCHSTA
YCTaHOBH, Y€ HAMA LICHOBH IIPEJUIOKEHUS, KOUTO Aa ca ¢ oBeve oT 20 Ha CTO T0-01aronpusiTHI
OT cpefHaTa CTOMHOCT Ha CHOTBETHUTE IICHOBH IIPEIOKCHUA HA OCTAHAINUTE YYACTHHIIH.




VII. IlpoBepka Ha IEeHOBHTe NpeI0OKeHHS 3a Hajdyuero Ha uena Hax IlosmruHus
JeKapcerBeH cnuchK. [IpoBepka 3a HAIHYHETO HA KJIACHPAHH HA ITbPBO MSICTO NOBeYe 0T eJHH
YYACTHHK,

1. Komucusita M3BBPIIN TIpOBEpKA 3a HATMYMETO HA LEHOBH IMPEIOKEHHS, KOHTO a
HajBuIIaBaT LeHaTa B Ilo3WTHBHMS JEKapcTBEH CHHCHK W YCTAHOBH, Y€ HAMA IICHOBH
npeanoxenns Haj pedepentHara croinoct Ha ITJIC.

2. KomucusTa H3BBPIIM IPOBEPKA 3@ HATHYUETO HA KJIACHPAHU HA IIBPBO MSACTO MOBEUE OT
€/IUH YYaCTHUK ChOOPa3sHO MPEIIOKEHHTE OT TAX IIEHOBH TPEIUIOKCHHS U KOHCTATHPA, Y€ He ca
HAJIAIIE €HAKBH LICHOBH IIPEAIOKCHUS, CHOTBETHO HAMA KJIIACUPAHH HA ITHPBO MSICTO MOBEYE OT
€IMH YYacTHHKA M HE ca HAJIUIe OCHOBAHUS 3a TIPOBEXKJaHE HA KPeOHil.

Komucusra, npu cro0pa3siBaHe Ha YCIOBHETO 3a H3IBIHUTEIHN 110 PAMKOBO CIIOPa3yMeHHUE Ja Ce
onpenensT yJaCTHHIH MPEUIONKUIM Hal-HUCKA ILCHA W KAaTo B3e IpeABui, 4e B EnexTpoHHara
miatdopma B paszmen ,Knacupane™ ca NojpeeHH [EHOBUTE MPEIOKEHHS HA YYACTHHIUTE B
HU3XOJSLI peJl, ChIIIACHO KPUTEPHS ,HAli-HHCKA IeHa*

PEINU:

KJIACHPA yuactHHnuTE, CHOOpa3HO 0O6IBEHOTO B €IEKTPOHHATA IIATHOPMA TTOIPEIK TaHe
B HU3XOJII peJl I10 ,,Hall-HHUCKa IIeHa .

IPEJIUIAT'A Ha Bm3noxurens ja CKIIIOYH JOTOBOP 3a M3NBIHCHHE Ha OONIeCTBeHATa
IIOpPBYKA C KJIaCHpaHHsl Ha IbPBO MACTO YYACTHHK, KAaKTO CJIC/IBA!

0111 Amnaromo- Me:xkaynapoano Exnmesa  Ejnena YuacTHHK K.ﬂacnpaﬂ
Ne ' TepaneBTHYEH HENATEHTHO 3a 3a
Kkoa /ATC- HAHMeHOBaHHe ¢IMHALA = eAHHHIA
Koa/ /INN/ MHApPKa = MApKac
o 6es JIC  JIC
2 COICA04 Dopamine 0,008682  0,010418 "CODAPMA  I-Bo msicto
~ TPEWUJIVIHI™
Al
2 CO01CA24 Epinephrine 1,008333  1,210000 "CODAPMA  I-Bo macTO
TPEUJUHI™
Al
2 CO1DAO2 Glyceryl trinitrate 0,222600  0,267120 "ObOHUKC I-Bo MsicTO
’ DAPMA" EOO/T
2 CO01DAO0S - Isosorbide dinitrate  0,003415  0,004098 "OAPKOJ" AJT  I-Bo MaCTO
2 COIDXI2 Molsidomine 0,032667  0,039200 "®bOHUKC  I-Bo msicTo
OAPMA" EOOJT ,
2 CO1EBI15 Trimetazidine 0,001361 | 0,001633 "OAPKOJI" Al I-8o MscTO
: 2 CO1EB17 Ivabradine 0,030099 0,0361 19 "COODAPMA I-Bo mscTO
: TPEUUHL™"
All
2 CO09CAO0I Losartan ~0,001580  0,001896 = "®BOHMUKC  I-Bo MsicTO
®APMA" EOO/]
2 C09CA03 Valsartan 0,001097  0,001316 "®APKOJI" AJT | I-Bo mscto
2 C09CA04 Irbesartan 0,000463  0,000556 "®APKOJ" AJl I-Bo MACTO
2 C09CAO06 Candesartan - 0,006206  0,007447 "OAPKOJI" ALl : I-Bo MSCTO |




2 CO9CAO07 Telmisartan 0,002728  0,003274  "®APKOJ" AJl I-Bo MsicTO

2 C09DAO03 Valsartan, 0,226666  0,271999 "OAPKOJJI" Al  I-Bo mscTo
- Hydrochlorothiazide -

2 CO9DA07 Telmisartan, - 0,092811  0,111373 "OAPKOJ" AJ[ . I-Bo macto

Hydrochlorothiazide ' ‘ ’ ,

2 CI0AA01 Simvastatin 0,002316  0,002779 "OAPKOJM" AJl  I-Bo MacTO
2 CI10AA07 Rosuvastatin 0,008700 : 0,010440 @ "®BOHUKC I-Bo MsCTO
. ; , , OAPMA"EOOJ]

2  CIl0ABO5 Fenofibrate 0,240413  0,288496 "®APKOJI" ALl  I-Bo MsacTO

Komucusra npuema, ye ¢ u3BbpIIEHUTE ACHCTBYS, HACTOSIIATA NPOLEAYPA 1O BLTPEIIEH
KOHKypeHTeH u300p no OGocobena mosuuust Ne2 ¥ MpOBEJEHUAT ENEKTPOHEH THPT € 3aBbpIIEHa.
IIpoTokonsT 3a paboTaTa Ha KOMHCHsTA Clie/iBa Aa Obje NpeJCTaBeH Ha PhKOBOJMTENS HA NE4eOHOTO
3aBelICHHE 3a 0100pEHME U U3TOTBSHE HA PEIlCHHKE.

Komucusira npuknroun padota B 13:00 yaca.
Hacrosmusat npoTokon ce cheraBy 1 nojnuca Ha 14.04.2021r.
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/Tooop Anzenos/

YneHose: | R ...................... 3annyena nHpopMalysa Ha ocHOBaHue wiI. 37 ot 3011
BBB Bpb3Ka ¢ WI. 4 u c11. oT Pernmament (EC) 2016/679.

[11-p Hems ITemposa-O6pemensgal

/Benyecnas TIeopzues/



