MUHUCTEPCTBO HA 30PABEOINA3BAHETO
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HPOTOKOJI

* JTaec, 09.03.2021 rox., B 14:00 yaca, B anmuHucTparuBHata crpaga Ha [ICMII — Illymes,
Haxoysma ce B rpax Illymen, yi. ,,Bacun Anpunos” Ne63, er.12 /xupyprudecku 610K/, KOMUCHSATA,
HasHadeHa che 3apoBek Ne PJI-01-22 01 09.03.2021r. na JI-p Pymsana I{pgaTkoBa, mpencrasigBama
LICMII — IlTymen Ha ocHoBaHHe 3anose Ne PJ[-01-18 ot 05.03.2021 r. na Tupexropa Ha LICMIT —
Tlymen, ce cs0pa HA cBOEe TIBPBO pe/IOBHO 3aceiaHue, 3a Ja IPOBEE IpoUeAypa 3a QIpeelIiHe Ha
HM3IBIHATEN W BB3JIaraHe M3IIBIHCHHETO Ha OOINecTBEHa °'IIOphYKa, ¢ IpeaMeT: JlocTaBka Ha
JieKapcTBEeHH NpoayKTH 3a Hyxaurte Ha [ICMII — [lymen.

IMponeaypara ce IPOBEK/Ia Ha OCHOBAHUE CKIIOYeHO PamkoBo crnopasymenue Ne PJ[-11-55
or 28.01.2021r. oT MHHACTHpa Ha 3IpaBeolla3BaHETO B KauecTBOTO My Ha lleHTpaneH opraH 3a
IIOKYIIKM B CEKTOP ,,3/IpaBeona3BaHe’’.

KOMMCUMSITA e B nbJieH U pejOBEH ChCTaB, KAKTO CIIE/BA:

liPEII(fEJIATEJI: Tonop. an;eB, agsokar ot I1IAK;

YIEHOBE:
1. [Iusaua Boiaxanopa —Moxkanosa, . mexn. cectpa B LICMII — Illymen;
2. Taus ManeBa, navanuuk anredeH cxiaag 8 JICMIT - Hlymes;

Komucusra QI'(OHCTaTI/Ipa, 4ge BB3JOXKHTENAT € NyOnukyBad, 4pe3 EnexkrponHata cucrema 3a
3aKymyBaie fla JIEKapCTBEHH IIPOAYKTH 3a HYXIHTe Ha JeueOHHUTe 3aBesieHHs B Pemybimka B
Brirapus (EnexrpoHHara cHcTeMa) MOKaHA 3a ydacTHE B IIPOLEAYypa 3a BBTPEIICH KOHKYPEHTEH
n300p [0 TOBa paMKOBO CIIOPa3yMEHHE.

Jlo m3THYaHe Ha OIpeHeNeHHAT CPOK 3a IpeAcTaBsAHe, Ha OodepTH TakWBa ca IIONYYEHM, 4dpe3
eJICKTPOHHATA CUCTEMA OT CTpaHa Ha CICOHUTE YIaCTHUIIH:

"MEJIEKC" OO]]
"COOAPMA TPEMIUHI™" ALl



"®bOHUKC ®APMA" EOOJ
"TBPTOBCKA JIUT'A - TAIT" ALl
»JAHCOH BI'* OO[1

B croTBETCTBHE ¢ pasnopendara ya wi. 103, an. 2 ot 30I1 u 9. 54, an. 13 ot IIII30II koMucusaTa
HOIBIHY JeKiIapalus yIOCTOBEpsIBalla JIMIICAaTa Ha [IOCOUYEHHUTE B T€3H HOPMH 0OCTOATEIICTBA.

KoMmucusTa IPHUCTBIA KBbM IpOBepka Ha INojafeHuTe OpepTH OT CTpaHa Ha YJaCTHHUIUTE B
Hponeaypara 3a BhTPEIIeH KOHKYPEHTER MOA60P.

KoMmucusra KOHCTATHPA, 4€ MMOJANCHUTE OT CTpana Ha yYaCTHUIIUTE oq)epm HE CC BU3yalIA3Hupar.

Cren cmpaBka ¢ JIMIATa HAaTOBapeHM C aIMHUHUCTPHPAHETO HAa CHCTEMAara Ce KOHCTaTHpa, 4e
obepTuTe HE Ce BH3yanu3upar npenpun nuncara Ha Banuaad KEIT na uneHoBeTe Ha KoMHCHSATA,
KaKTO M IPEABU/I JINIICATa Ha PETUCTPALHs Ha TE3H €JIEKTPOHHH CEpTHQHKATH B CHCTEMATA.

FOpHOTO OT CBOs CTpaHa Hajlara 3acefaHueTo Ha KOMHCHATaA Aa 6pae 3aKpHTO H CBIIOTO Aa €€
OTKpHE OTHOBO CJIC/l OTIAJAHETO Ha MIOCOYCHUTE 110 I'Ope aIMHHHUCTPATUBHH ITPCIKH.

Jlaec Ha 24.03.2021 r. B 15:00 4. ce mpoBeze 3aceaHie Ha KOMHCHATA Ha3HAUYEHA CBHC 3atoBen Ne
PJ1-01-22 ot 09.03.2021r. Ha JI-p Pymsana llparxoBa. KomucusaTra 3acenasa B IBJIEH THUTYJIIPEH
CBHCTAaB.

Hpe;:ce,uaTeJIﬂT Ha KOMHCHITA YBESIOMH IIPUCHCTBAUIUTE, Y€ BCUIKU aIMUHHUCTPATHBHH IIPCYKH IIO0
OTHOIIICHHE pa60TaTa C €JICKTpOHHAaTa CHCTEMa Ca OTCTPAHCHH.

Ha wienoBere Ha koMucusTa ca uznanenu KEIT wcpuure ca perucTpupaHu B IuaTdopmara.
ITonydyeHa e ¥ OTOPH3AUKS OT CTpaHa Ha aIMUHHCTPATOPUTE Ha IulaTdopmMara 3a paboTa ¢ Hes.
KoMHcHATa IPUCTHIIM KBM pasriiex/faHe Ha IPeIUIoXEeHMATa Ha YJaCTHUIMTE, KAKTO CIIE/Ba !
VYaactauk "MEJIEKC" OO/1

Komucusra KOHCTATHpa, 9€ TO3HU YYaCTHHK, Ipe3 EJICKTpOHHaTa CHCTEMA € IIPCACTABIJ 3asBJICHHE
34 y4aCTHE IIO o6pa3eu. B crImoTo ca nocoyeHH JaHHUTE Ha Y¥49aCTHHKa U 0aHKOBH PCKBHU3UTH.

KsM 3asgBnennero ca npukavenu: EEJIOII u Jexnapanus mo wi. 54, ain. 2 u 3 ot 30II, xakTo
JIeKJIapalust OTHOCHO obcrosrelcTata Aexiapupadu B EEJIOIL

HpH nperyieq Ha Taka IPECACTABCHHUTE MOKYMEHTH KOMHCHATA KOHCTaTHpa, U€ ACKIAPHPAHMTC OT
CTpaHa Ha Y4YacTHHMKa JOKYMCHTH OTrOBapsT Ha NOPEABHACHHTE H3HCKBAaHHMI KBM JIMTHOTO
CHCTOSHHE, KAKTO U II0 OTHOIICHHUE Ha H3NCKBAHHATA 34 TOAHOCT KBM YIAaCTHUITUTE.

B raszu BPB3Ka KOMHCHsITA B3C CJICOIHOTO PCIICHUE!
I[onycrca J0 pasriieKaane Ha TEXHUYECCKOTO NPEIJIOKCHHC Ha YIACTHHKA.
Vaacruux "COOAPMA TPEWIVHI™ ALl

KomMucudara KoHCTaTHpa, 9€ TO3M YIaCTHHUK, Ype3 ENEeKTpOHHATAa CHCTEMA € IIPEICTaBHII 3asABJICHHC
3a yqacTHe 110 o0pazen. B CBIIOTO ca NOCOYEHN JaHHUTE Ha YIacTHHKA M OaHKOBH PEKBU3UTH.

KsM 3assnenuero ca npukavesu: EEJIOII u [lexnapauus no 9. 54, an. 2 u 3 ot 30IL

HpI/I nperien Ha TaKa IpeaCTaBECHHUTC JOKYMEHTH KOMHCHATA KOHCTaTHpa, 4€ ACKIApHPAHHUTE OT
CTpaHa Ha Y4YacTHHKa JOKYMCHTH OTroBapsAT Ha IIPEABANCHATE H3UCKBAaHHA KbBM JIHYHOTO
CBhCTOSIHHE, KAaKTO U I10 OTHOMCHHC Ha U3HCKBAHMUATA 3a I'OJHOCT KbBM YYaCTHHIIHTE.

B Taszm BPB3Ka KOMHCHATA B3€ CIIEAHOTO PEIICHHC!

I[onycrca J0 pasriexaane Ha TEXHHYCCKOTO IPENIOKEHHUE Ha yIaCTHUKA.



Vyactank "ObOHUKC ®APMA" EOO]T

Komucusra KOHCTATHpa, 4€ TO3H YJAaCTHHK, UpE3 EJICKTpOHHaTa CHUCTEMA € IIPEACTABUII 3asBJICHHC
3a y4acTue I1o 06pa3eIJ;. B cpimoTo ca mocovYeHn JaHHUTE Ha y4acTHHKA K 6aHKOBH PEKBH3HUTH.

KM 3asenenuero ca npukagenn: EEJJOIIL

HpH Iperiex Ha Taka IpeACTaBCHHUTEe NQOKYMEHTH KOMHCHATAa KOHCTAaTHpa, 4€ ACKIApHUpPaHHTE OT
CcTpana Ha };‘IaCTHI/IKa JOKYMCHTH OTroBapiAT Ha IPCABUACHUTC H3UCKBAHUA KbM JIHYHOTO
CBCTOSIHUE, KAKTO M 110 OTHONMICHHC-Ha M3NCKBAHMATA 32 T'OHOCT KbM YYaCTHHITHUTE.

B Ta3u BpB3Ka KOMHCHATA B3€ CIEIHOTO peNICHHE:
Jlomycka 1o pasriiexJane Ha TEXHAYECKOTO IpeUIOKEHNE Ha YYaCTHHKA.
Vyactrux "TBPI'OBCKA JIUT'A - TAIT" AJ1

Komucusra KOoHCTarapa, Y€ TO3H YYaCTHHK, 4pE3 EJICK’I‘pOHHaTa. CHCTEMA € IIPCACTaBHII 3a4BIICHHC
34 y9acTHe I10 o6pa3eu. B cBIIOTO ca MOCOYEeHH JaHHUTE Ha y49aCTHHKa 1 0aHKOBH PEKBH3UTH.

KBM 3asBlIeHHETO ca npukadenu: EEJOIL

HpPI IIperie] Ha TaKa INPEACTAaBCHUTC HOKYMEHTH KOMHMCHATA KOHéTaTHpa, He ACKIapHpPaHUuTE OT
CTpaHa Ha Y4YaCcTHHKa MOJOKYMCHTH OTroBapiaT Ha IPCABHACHHIC H3HCKBAHHSA KBM JIMTHOTO
ChCTOAHHE, KAKTO H 110 OTHOIICHUE HA U3HCKBAHMUATA 34 I'OJHOCT KBM YYAaCTHHITUTE.

B Ta3su BpB3Ka KOMHCHSITA B3€ CIIEAHOTO pELICHHE:!
Homycka 1o pasriexjiase Ha TEXHHYECKOTO MPeUIoKEHNe Ha yIaCTHHKA.
Yaactauk ,,JJAHCOH BI'™ OO/]

Komucusra KOHCTaTHpa, I€¢ TO3H YJaCTHHK, 9pEC3 EHCKTpOHHdTa CHCTEMa € OpeacraByuil 3aigBJICHUC
3a y49acTHE IIO oGpasen;. B cpmoTo ca nocoveHu JaHHHUTE Ha YY4aCTHHKa I 6aHKOBH PCKBHU3UTH.

KsM 3asBnenueTo ca npuxadenu: EEJJOIL.

Ilpu mperiien Ha Taka IpeICTABEHUTE JOKYMEHTH KOMHCHATA KOHCTaTHpa, Y€ JeKIapHpaHWUTe OT
CTpaHa Ha YJYacTHHMKA JOKYMEHTH OTrOBapiT Ha IpeJBHACHHTE M3UCKBAHHA KBM JIMYHOTO
CBCTOSHHE, KaKTO H IT0 OTHONIECHHE Ha H3UCKBaHHATA 33 TOAHOCT KbM YIaCTHHIIUTE.

B Ta3u BpB3Ka KOMHCHSATA B3€ CIETHOTO PEIICHHE:

]Ionycxa J0 pasriexaane Ha TEXHHYCCKOTO HpCIUIO)KCHI;IC Ha }"‘IaéTHI/IKa.

KoMucusta IpacThIIM KBM pasIIeKAaHe' Ha TEXHHYECKUTE NMPEIIOKCHUA Ha YIaCTHUIHUTE, KaKTO
cienBa:

Yyaacrauk "MEJIEKC" OO

HpCJICTaBCHO € TEXHHYCCKO IIPCIIOXKCHNAC, ChABPIKAIIO:

Hpezmoxce}me 3a JOCTaBKa Ha.CJIETHHUTE JIEKapCTBEHU IIPOMYKTH:




v Amiodarone FC‘ordarone:‘ 4150 mg/3 mf Mg 6 <« {Jla
. ) I

Furosemide ; FUROSER 10mg/ml-2 | mg 10 , 1 a
ny - ml . '
' ! Metoprolol '"METOCOR ling/ml- 5+ | (1 | ma
© i m ‘ ] )

PSPPI VY. I o

1. VaacTHUKA € JeKJIapHupall, Y€ MOXe J1a U3IIBIHN Ka9CCTBEHO ITOPBIKATa U B IIBIHO CHOTBCTCTBHC
Cc TEXHHJecKara cneumbnxanw{ H U3HUCKBAHHUATA HA BB3JTOXUTEIL.

2. YyacTHHKa e JeKiapupal, 4e KbM JaTaTa Ha BCsKa JOCTaBKa JO JeYeOHUTE 3aBEICHHA -
BB3IOXKMTEIN OCTATHYHUAT CPOK Ha TOJHOCT Ha NPEIOKEHUTE OT HAC JIEKAPCTBEHH IIPOAYKTH L€
e He mo-KpaTbK oT 40 % oT 00gBeHMs OT IPOU3BOTUTENLA.

3. YuacTHHMKa € JeKiapupaill, ue KbM JaTaTa Ha BCSKa JOCTaBKA JIO JICYEOHHTE 3aBEIACHHA -
BB3JIOXKHTEIM OCTATHYHMAT CPOK Ha TOMHOCT Ha NPE[UIOKEHHTE OT Hac GHONPOAYKTH M/
6HOMO06HM IPOLYKTH Ilfe € He MO-KpaThK oT 20 % oT 06sBEHNS OT NPOU3BOAUTENS.

HpeHCTaBeHI/I Ca M 10Ka3aTcCIICTBA 3a pa3pemaBaHeTo v yn0Tpe6aTa Ha JICKapCTBCHHUAT IIPOAYKT.

KoMmucusra KOHCTaTHpa, Y€ TEXHHMYCCKOTO IIPE/UIOKEHNE Ha YYacTHHKA CBOTBCTCTBA Ha
H3UCKBaHUATA IIOCOYCHH B I[TOKaHATa 3a YYaCTHE ITIOpaayu KOETO B3€ CIICAHOTO PCUICHUC!

Honycxa y4JacTHHKaA OO0 €rall 0TBapsAHe Ha IICHOBOTO NIPCAIOXXCHHC.

Vuactauk "COOAPMA TPEMJIVHI™" AJ]
IIpencraBeHO € TEXHHYECKO NPEIIOKEHHAE, ChABPKAIIO:

Hpe;moxcenne 3a JOCTaBKa Ha CJICOHUTC JICKaAPCTBCHH IIPOAYKTH:

b Digoxin rgligohxm 9.2 . mg | 10 Aa
opharma, ng/n no

1. YyacTHEKa e JeKapupai, 4e MOXe Jia U3IIBJIHK Ka4eCTB¢HO IIOPHYKATa K B IIBIIHO CHOTBETCTBHE
c TeXHHYeckara cuenuduranys ¥ N3UCKBaHMATA Ha BB3TIOXKHUTEN.

2. Y4acTHHKa € Oexiiapupall, 9€ KbM Jlarara Ha BCsjIKa HOCTaBKa A0 JeyeOHNTE 3aBEICHUS -
BB3JIOKHUTCIIA OCTAaThYHUAT CPOK Ha TOJHOCT HA IIPCIIOKCHHUTE OT HAC JICKAPCTBEHU IPOAYKTH IIC
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e He mo-KpaThK 0T 40 % oT 06sIBEHHA OT IPOU3BOIAUTEIA.

3. YuacTHHMKa € JeKiapupal, 4e€ KbM JaTaTa Ha BCAKa JOCTaBKa IO JIeYeOHMTE. 3aBEACHHS -
BB3JIOXKHTEM OCTATHYHMST CPOK Ha TOXHOCT HAa IIPEUIOKEHHTE OT Hac OMONPOAYKTH /MM
GHOIOXOGHH IPOAYKTH IIE € He mo-KpaTsK oT 20 % 0T 0OSBEHHS OT IPOU3BOUTEIIS.

IIpencraBeny ca M JOKa3aTeJICTBa 3a pa3pellaBaHETo H YIJOTpebara Ha JIEKapCTBEHHAT HPOIYKT.

Komucusra KOHCTATHpa, Y€ -TCXHHYCCKOTO IPCIOKCHHEC HA Y4YaCTHHKa CBOTBCTCTBA Ha
M3UCKBAHUATA IIOCOYECHHU B IOKAHATA 32 yYacTHE ITOPaJH KOeTo B3€ CIeAHOTO pelIeHHe:

J_IOHYCKa YHJaCTHHKaA OO0 €Tall OTBapAHC Ha IICHOBOTO IIPCATIOKEHHUE.

VYyactauk "ObOHUKC ®APMA" EOO{
[IpencraBeHO € TEXHUIECKO HPEIOKEHHUE, CHABPXKALIO:

Hpezmomenne 3a JOoCTaBKa Ha CICAHUTE JICKAPCTBCHU NIPOJYKTH!

Amiodarone ¥ . 7 v Cordatond - 1150'tng/3 g 6 AA
. S B oAl ml b .

S 28 2 v fvf A h et ~a‘ i < . a

Furosemide * Furgsentidle Actord, 110 frig/ml’ | nig 10 na

% - . - L o s e b, A w2l e

. i ‘ » ;: e B : ¢ “‘W z“,, - ,v.-‘ﬁ” S @Thvim ,, ’ ¥ *

Metoprolol METQOLO 1. mg/ml - | mg 10 nia

- ] ‘ I Sml ¢ :

Kmlodipine ‘ Amlodipine- v 5 ~mg | 30 aa
“ * . Ecopharm S A

. A T * o ] k3 5

1. YyacTHHKE € ACKJIapupall, 4¢ MOXC Ja U3IIBJIHH KayeCTBEHO IIOpBYKaTa H B IIBJIHO CBOTBETCTBHUE
C TCXHYECKara CHCIIPI(l)I/IKaIII/ISI A U3UCKBaAHUATA HA BB3JIOXKHUTECIIA.

2. YyacTHUKa € JeKjIapupal, 4e KBbM JaraTa Ha BCSKa JOCTaBKa 10 JeUeOHUTE 3aBelcHHS -
BB3JIOXKUTEH OCTAaTHYHUAT CPOK Ha FOJHOCT Ha IPEIOKEHHUTE OT Hac JICKApCTBEHH NPOAYKTH IIe
¢ He 10-KpaTeK oT 40 % OT 00ABEHHA OT IPOU3BOAUTEN.

3. VuacTtHuKa e JAexiapupan, 4e KbM JaTaTa Ha BCSKa JOCTaBKa N0 JieueOHHTE 3aBEICHUA -
BB3JIOXKUTEIH OCTAaTHYHHMAT CPOK Ha TOJHOCT Ha NPEAJOKCHHUTE OT Hac OHMONPORYKTH H/HIHA
6uonono6HE MPOAYKTH Ife € HE No-KpaThK 0T 20 % OT 00ABEHHUS OT IPOU3BOIUTENS.

IlpencraBeHH ca B JOKa3aTeJCTBa 3a paspelllaBaHeTo M yIoTpedara Ha-JJeKapCTBEHUAT IPOAYKT.

Komucusra KOHCTaTHhpa, UYe€ TCXHHYCCKOTO IIPCIUIOKCHHE Ha Y4YacTHHKa CBOTBCTCTBA Ha
H3XCKBaHUATA IIOCOYCHH B I[TOKaHaTa 3a y4aCcTHC ITOpaJar KOCTO B3€ CIICTHOTO PEILICHUE!

lIoncha Y4aCTHHKA O €Tall OTBapsHE Ha ICHOBOTO IIPCIJIOXKCHHE.



Vuactauk "TBPI'OBCKA JIUT'A - TAIT" AJ]
I[pencraBeHO € TEXHAYECKO NPEUIOKEHHUE, ChIBPKAIIO:

[Ipeioxenue 3a JOCTaBKa Ha CI€XHUTE JIeKapCTBEHU IIPOLYKTH:

1. YyacTHHKa € Jexjiapupall, 9¢ MOXE Ja U3NBJIHYU KaY€CTBEHO IIOPBhIKaTa M B IIBJIHO CBHOTBCTCTBHC
C TCXHHUYCCKaTa CHCIIPI(I)I/IK&IIHSI U U3HMCKBAHMATA HA BB3JIOXKHUTCIIS.

2. YyacTHHKa € JeKjapupal, 9€¢ KbM JaraTa Ha BCsKa JOCTaBKa JO JeueOHHTe 3aBeleHusd -
BB3JIOXKUTENM OCTATHYHHUAT. CPOK Ha FOJHOCT HA MPEUIOKEHUTE OT HAC JIEKapCTBEHH NPOAYKTH IIIe
e He no-kpatsk oT 40 % oT 06ABEHHS OT IPOKU3BOAUTEILSE.

3. VyacTHHMKa € JeKnapdpal, Y€ KbM Jarara Ha BCAKa JOCTaBKA N0 JIeYeOHHTE 3aBENEHUs -
BB3JIOXKUTENI OCTATHYHMAT CPOK Ha TONHOCT HAa IPEUIOKCHHTE OT Hac OHONPONYKTH K/HiM
6HOnoAOOHH NPOAYKTH Il € He O-KpaThk 0T 20 % oT 06ABEHMS OT IPOU3BOAUTEIS.

[IpeacTaBeHH ca ¥ JOKA3aTeNCTBA 3a pa3pellIaBaHeTo M YIoTpebara Ha JIeKapCTBEHUAT IPOAYKT.

Komucusra KOHCTaTHpa, Y€ TEXHHYECKOTO IIPEVIOXKEHHE Ha YJacTHHMKa CHhOTBETCTBA Ha
M3HCKBaHMSITA IIOCOYEHU B IIOKaHaTa 3a YJacTHE IIOpaN KOETO B3€ CIICAHOTO PEINCHHUC!

I_[onycxa YYaCTHHKA JO €Tall OTBaApAHE Ha IICHOBOTO IPCAIOXKCHHC.

Vyacrauk ,,JJAHCOH BI™ OO

Hpe,I[CTaBCHO € TEXHHYCCKO IIPEIIIOXKEHUAE, CHABPIKAIIO:

Hpe,u;noxceHne 3a JOCTaBKa Ha CICTHHUTC JICKaApCTBEHU MPOAYKTU.

urosemide % ‘Furosemid DS 10 mg/ml- |- mg | 10 | za
.a , } Il -2ml z

il N o B

1. YuacTauka € Jexnapupal, 9€ MOXE Ja H3NBJIHUA Ka4€CTBCHO NIOPBYKaTa ¥ B IBJIHO CHOTBCTCTBHEC
C TCXHHYCCKaTa CIICIII’I(I)PIK&HI/I}I 1 U3UCKBAaHHUATA HA BB3JIOXKHUTECIIA.

2. VuacTHHKa € Jexiapupal, 9¢ KbM JaraTa Ha BCsSKa JOCTaBKa OO JiedeOHHMTE 3aBEICHHA -
BB3JIOXKHUTEIHN OCTATHYHHUAT CPOK Ha I'OJHOCT Ha IPENJIOKEHUTE OT HAC JIEKAPCTBEHH IIPONYKTH I
e He 1mo-KpaThK oT 40 % OT 06sBE€HHs OT IPOU3BOAUTEIIA.

3. VuacTHHKa € HeKiaphpal, 9¢ KbM JaraTa Ha BCsAKa JOCTaBKa 0 JIeJeOHMTE 3aBEHCHHUS -
BB3JIOKHUTENH OCTATHUHMAT CPOK HAa TOAHOCT HA NpPENJIOKEHWTe OT Hac GHONPOTYKTH M/HIH
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6uomoA06HU NPOAYKTH IIe € He MO-KpaThK oT 20 % oT 0OSBEHUS 0T IPOU3BOIAUTEIL.
IIpencraBeHu ca M JOKa3aTeJICTBA 3a pa3pelllaBaHETO ¥ YHoTpebara Ha JI€KapCTBEHMAT IPORYKT.

KOMKCKXTQ“ KOHCTaThpa, Y€ TEXHUYECKOTO IIPCUIOKCHHUC Ha YYaCTHHKA CBHOTBCTCTBA Ha
H3UCKBAaHMATA IIOCOYCHH B IIOKAaHATA 3a YJacTHE IIOpaJd KOETO B3€ CIICAHOTO PENICHUE!

I[onycxa y4daCcTHHKa OO0 eTall OTBaApAHEC Ha HCHOBOTO IIPETIOKCHUC.

KoMucusita IprCTHIN KBM OTBapsaHE Ha NEHOBUTE IPEIOKEHNS Ha YIACTHHIIUTE KaKTo ClIe/Ba:
"MEJJEKC" OO/1

IIpencTaBeHO € LIEHOBO IPEIOKERHE 110 00pasell.

Odepupana e cineHaTa 1jeHa Ha JIEKapCTBEHUTE IPOIAYKTH:

Amiodarone, niera 3a mg 0,003950 1. 6e3 JIJIC u 0,004740ns. ¢ JJJIC.

Furosemide, nena 3a mg 0,013955:s. 6e3 JJIC u 0,016746 8. ¢ JJJIC.

Metoprolol, nena 3a mg 0,678539 nB. 6e3 IJ1C u 0,814247 nB. ¢ JJIC.

Ilocoueno e q¢ IpEAIoXCHATA IICHAa € ONPCACICHA IIPH IThJIHO CHOTBCTCTBHC C YCIOBHATA OT
HOKYMCHTAIMsATa I10 ITporeaypara.

VYyacTHHKAa Cce € 3aIb/DKHI, aKo MpemIokeHHe Obae IpHeTro, 0e3ycIOBHO Ja H3IIBIHABA
H3UCKBaHUATA U 3abJDKEHUATA, IIOCOUYEHH B PAMKOBOTO CIIOpa3yMEHHE U JOTOBOpa.

KoMmucusara KOHCTaTHupa, 4e€ IpeaCcTaBCHOTO, IICHOBO IIPCIIOKCHHUE, CHOTBCTCTBA Ha H3HCKBAaHUATA
IIOCOYUCHM B IIOKAaHaTa 3a ydaactue.

Jonycka yyacTHHKa 10 KJIacCHpaHe.

"CODAPMA TPEUIIUHI™ A/l

TlpencraBeHo e IIEHOBO HpeUIOKEHHE [0 06pasell.

Odepupana e cegHaTa IICHa Ha JICKAPCTBEHAUTE IPOAYKTH:
Digoxin, ieHa 3a mg 1,746667 nB. 6e3 JJIC 1 2,096000 8. ¢ JJIC.

ITocodeno € d9e mpeuloKeHaTa LeHa € OIpeXdelicHa IPH IIBJIHO CHOTBETCTBHE C YCIOBHATA OT
JOKYMEHTAIUATA, II0 IPOLIETypaTa.

VYuacTHHKa ce e ‘33BJDKHAJI, aKo IpelJIoXXCHHE Obae apueTo, GCSYCJ'IOBHO Jda H3IBIIHABA
H3UCcKBaHUATa U Salf'LjDKeHI/IHTa, HOCOYCHH B pAMKOBOTO CIIOpa3yMEHHE H JIOroBopa.

Komucusra KOHCTaTHpa, Y€ IIPECACTABEHOTO, IICHOBO MPCIIOKECHHAE, CHOTBETCTBA HA H3UCKBAHHATA
IIOCOYCHH B IIOKaHATa 3a y4acTHE.

Jonycka ygacTHHKa 10 KJIaCHpaHe.

"OLOHUKC ®APMA" EOOQ

IIpencraBeHo € EHORBO IPEUIOKEHUE 110 0Opasell.

Odepupana e cireHara eHa Ha JIEKAPCTBEHUTE ITPOAYKTH:

Amiodarone mnena 3a mg 0,003878 nB. 6e3 JIJIC u 0,004654. 18, ¢ JJIC.
Furosemide 1ena 3a mg0,013950 ns. 6e3 JJIC u 0,016740 1B. ¢ JJIC.



Metoprolol
Amlodipine

nena 3a mg 0,678400 nB. 6e3 JJJIC u 0,814080 xns. ¢ JJJIC.
neHa 3a mg 0,003533 js. 6e3 JJJIC u 0,004240 nB. ¢ JJIC.

ITocodeno ‘e ue NpenIoXKeHaTa N€Ha € OIIpelieNieHa NPHU IIBJIHO CBOTBCTCTBHE C YCIOBHATA oT
JOKYMEHTaUuATa 110 IIpouecaypara.

YyacTHHKA €€ € 3aJIbJDKWI, akKo TIIPENTIOXKEHHNEC Opae IIpHaeCTO, 663}’CJIOBHO Ja H3IBJIHABA
H3UCKBAHUATA ¥ 33TBIDKEHUSTa, IIOCOYCHN B PaMKOBOTO CIIOPa3syMEHHE H JJOI'OBOPA.

Komucusra KOHCTaTHpa, Y€ IIPCJICTABEHOTO, IIEHOBO NPEAJIOKCHNEC, CbOTBCTCTBA -Ha U3HCKBAHUATA
IIOCOYEHH B IIOKaHara 3a y4acTHue.

lIOIIYCKa Y4JacTHHKaA 0 KiIaCHpaHe.

Ha ocHoBaHHE B3€TUTE 110 rope penreHnsa, KOMHCHATA pejyiara CIeAH0TO KiIaCHpaHe 110 OTACITHUTE

HOMEHKJIATYPH €IUHHIM Ha JICKapCTBEHUTE NIPOAYKTH KaKTO ClIeaBa:

. PedépetitHa |, ne -+ En uena | Ea-uena:
MexxayHapoaHO « |Mspka| * | croiHocr 3a - 1.  3a |~ Yzsa
HenaTeHTHO . | [mg, .| 1:6p. mapka’ | Heob6xoaum 7 |eAuHMud  eavHUYa
HaumeHoBaHue | HauiH.ha- | tabli; | | cornacHo | 6poii . ‘| MapKa | mapkac
J/INN/ npAinoxehne| ml/. |MKb| TIC fnapkn” |[Knacupasnie  |:6es3 AAC| AAC

1."COOAPMA
CbrA. TPEAONHI™
Digoxin napeHTepantHa | mg Py 2,096000 30 Al 1,746667 |2,096000
1.
»PbOHUKC
Cbrn. PAPMA"
Amiodarone napeHTepasnHa | mg PY 0,004800 9000 EOOL 0,003878 |0,004654
1.
"ObOHUKC
cora. OAPMA"
Furosemide napeHTepanHa | mg Py 0,019100 52000 EOOA 0,013950 {0,016740
1.
"ObOHUKC
cora. OAPMA"
Metoprolol napeHTepanHa | mg PY 10,821200 50 EOOA 0,678400 .| 0,814080
1.
"®bOHUKC
nepopanHa Cbr. GAPMA"
Amlodipine T8bLpAa mg Py  |0,004534 6000 [Je]e)i 0,003533 {0,004240

Ha ocHOBaHNE H3BBLPIIEHOTO KJIaCHpaHe U pasnopexbara Ha Wl 4, an. 2 ot IIMC 146 or 2015 .,
KOMMCHSTAa IIpeJylara Ha BB3JOXKMTEIAT Ha M3IpaTH IOKaHa N0 KIACHpaHWTe y4YaCTHHIHM 3a
IpOBEJK/IaHe Ha eeKTPOHEH THPT Io pena Ha ui. 90, an. 8 or 3011

C u3BLpIBaHE Ha IIOCOYEHUTE IIO rope ACHCTBHS 3aCEJaHUETO HA KOMHCHATA Oe 3aKpHUTO.

JTaec 16.04.2021 1. B 10:00 4. ce-mpoBe/ie 3aceqaHue Ha KOMUCHATa Ha3HadeHa cbe 3amosen Ne PJI-
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01-22 ot 09.03.2021r. Ha JI-p Pymsna I[paTkoBa . KomucusTa 3ace/iaBa B IIbJICH THTYJIAPEH CHCTAB.

IIpeacenarenar Ha KOMHCHATA YBEIAOMH MPHCHCTBAIIUTE, 9€ Ha 30.03.2021r., BB3IOXHUTEIAT €
H3IIpaTHII, Ype3 CHUCTEeMATa JI0 KIIACHPAaHNTE YIaCTHUIIM [I0KaHa 3a y4acTHE B €JIEKTPOHEH THPT.

OrpeAiersieH e CpoK 3a MPOBEXIaHe Ha Thpra 1o 15.4.2021 r. 16:00:004.

Ha ocHoBanue OPOBENECHHUAT E€JICKTPOHEH THPT Ca HOCTHIHATH CJICTHUTE (anchonn YCJIIOBHA Ha

" JIeKapcTBEHUTE IPOIYKTH ITO TOBA PaMKOBO CIIOpasyMeHHe:

. # " |07 "FPedpepentHa |t " 'Entjena: | EaueHa,
v L2 =[% B, L LA . " 2
MewgyHapogmo| . | Mspka ‘croiipdgrzal ., ¢ e b, .33 3a
‘HenaTeHTHo - Jmg, |« | 1.6p. Mapka |Héobxoaum ] . .+ | eAMHKUA. efiNHMLA
" HaumeHoBaHue *tjaqg»tul-g‘-ml-la“;W tabl., Cpe .‘qi:macuﬁo;{ | 6pait- v, « | MApKa. | MApKa ¢
JINN/.  ‘|npunowenye| miJ. tMKB| 3 NAC 7,5 .mapku  |Knacupahe .[6esiAAC | AAC
1."CO®APMA }
bl TPEWONHI™
Digoxin napeHrtépasnHa | mg Py 2,096000 30 AL 1,746667 | 2,096000
1.
»PbOHUKC
cora. ®APMA"
Amiodarone napeHTepanHa | mg Py 0,004800 9000 EOO/, 0,003878 | 0,004654
cbra. DAHCOH bl
Furosemide napeHTepanHa | mg Py 0,019100 52000 o]0} 0,013877 | 0,016652
1.
"ObOHUKC
cur. GAPMA"
Metoprolol napeHTtepanHa | mg Py 0,821200 50 EOOL 0,678400 |0,814080
1. |
"ObOHUKC
nepopanHa cbra. PAPMA"
Amlodipine TBbpAR mg PY 0,004534 6000 EOOL 0,003533 |0,004240

Ha ocHOBaHHE HOCTUTHATUTE IICHU B NIpOBeAEHHS €JIEKTPOHEH THPr KOMHCHATA TIpejjiara CISIHOTO
KJIaCHpaHE, 110 OTACITHUTE HOMCHKIIATYPHH €IHHUIHA, KaKTO CJICABaA.

Digoxin i
[TspBo macro: "CODAPMA TPEMJIMHI™ AJl, npu npemioxena nena 1,746667 ns. 6e3 JIJIC 3a
mg.

Amiodaronge

[Ispeo macro: ,,@bOHUKC ®APMA" EOO/], npu npexnnoxena nena 0,003878:1s. 6e3 AJIC 3a mg.
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Bropo mscro: "MEJJEKC" OO/I, npu npemnoskera nera 0,0039501ms. 6e3 IJIC 3a mg.

Furosemide
[Ispso macto: JAHCOH BI' OO/, nmpu mpeanoxena nena 0,013877 ns. 6e3 IJIC 3a mg.
Bropo MicTo: 2. "®bOHUKC ®APMA" EOO/] npu npemnoxena nena 0,013950 6e3 JIC 3a mg.

Tpero macro: "THBPTOBCKA JIUTA - TAI[" AL, mpu npemnoxena nena 0,0139511s. 6e3 JJJIC 3a
mg.

Metoprolol

ITspBo MscTo: ,,ObOHUKC ®APMA" EOO]/I, npu npexnoxena nera 0,678400 is. Ge3 JUIC 3a
mg. . '

Bropo mscro: "MEJEKC" OO, ipu npeanoxera nexa 0,678539 . 6e3 IJIC 3a mg.

Amlodipine

IIspBo MicTo: ,,GBOHUKC ®APMA" EOOJI, npu npennoxena nexa 0,003533 .. 6e3 JIJIC 3a
mg.

Ha ocHoBanue HM3BBPINEHOTO KJIACHpaHE, KOMHCHATA M[pcajiara HHIABAAYATHHATC IlOf‘OBOpI/I
CKJIIOUYEHHY Ha OCHOBaAHHKE Ha paMKOBOTO CIIOpa3syMEHHE Jia €€ CKIIo4YaT CbC YYACTHUIUTE KJIaCHpaHXA
Ha IBPBO MACTO 10 OTACITHHTE HOMCHKIIATYPHHU (SY1050505000588

KomucusTa nmpuxirour paborara cu Ha 17.05.2021 r.

Kommcusita ChCTaBH TO3H IpoToKon B mepuoxpa ot 09.03.2021r. mo 17.05.2021 r. BKIIOYHTEINHO,
KOWTO ciIejl IIPOYMTAHETO My, B NOTBEPKACHHE Ha BEPHOCTTAa HA OTPa3e€HOTO B Hero u 0es
BB3PAKEHHS, C€ HOQUECA OT BCHUKM HEHHH WICHOBE WM C€ Npelafe Ha BB3NONKMTENL BEIHO €
JOKYMEHTAITNATA, KaKTO CIIE/BA:

Hpeacenaren: ,«Satieeeesnen

Tonop Unues

YneHone:
1. I'n. cectpa Jdusna BeaxaHnosa

2. Men.cecrpa Tanst Manesa - ...

....... 04.2021r. Ipeaays nmpoToKoJaa M AOKYMEHTAILMATA

Ipencenaren:
7
1@%{ //( Y /M&“’g 5

/ Topop nues /
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