IMPOTOKOJI

Ha 12.10.2018 r. ot 14:00 yaca ce nmpoBeme MyONMHYHO 3aceNaHHe Ha KOMHUCHS Ha3HAYEHA ChC
3amosen Ne PJ1-11-401/12.10.2018 r. na MEHHCTBpA Ha 34paBEONa3BaHETO, ChC 3aa4aTa JIa U3BLPIIH
10a00p Ha yYaCTHHUIMTE, pasrilelia, OLEHH H KIacHpa ImojafeHuTe odepTy no obuiecTBEHa IOpBUKa C
npenMer: ,/ocmaska na nexapcmeen npodykm Emtricitabine/Tenofovir disoproxil, omnyckan no
peoa na Hapeoba Ne 34 om 25.11.2005 2. 3a peda 3a 3annauwiare om penyOauKancKkus 61r00xcem 3a
JleHeHuemo Ha Ova2apcKu 2pa)cOaHu 3a 3a00NAGAHUA U36BH 00X6ama HA 3A0bIHCUMETHOMO
30pasHo ocuzypasane, 3a Jjeuenue Ha nayuenmu covc CIIHH, mybepkynoza, ncuxuynu u
nogeden4ecKu pascmpolicmea, OvINCAUU Ce HA YROMPeda HA ORUOUOU, CUHOPOM HA 3A6UCHUMOCH
3a 2018 2.“. OOmecTBeHaTa Iopbuka ¢ OTKpuTa ¢ Pemenme Ne PJI-11-338/04.09.2018 r. Ha
BB3JIOXKHTENS.

I. CheraB HAa KOMHCHATA:
IIpenacenaren:

n-p Henu Tapuucka, Haganuuk Ha otaen ,,JITIMUKY, nuperma “JIIT”
Ynenone:

mar. papm. Opiusr Henes, bpaxaBen excriepT B otaen ,,JIIIMIK*

Paymna KanuHoga, riiaBeH excrnepr B JUpeknus ,,O01ecTBeHH TOPBUKH”

bunsna Keuiesa, riiaBeH ekcrepT B iMpekuus ,,O0IecTBeHH TOPHUKK™

Januena Brnanora, riaBeH excnepT B otaen “brompker”, nupeknus “BP”
PesepBen npencenare:

Ceernana Paifuesa, 1bpxaBeH excnepT B otaen ,, JIIIMUK®, nuperus “JIIT”
Pe3zepBHU WIeHOBE:

Mar. ¢apm. Tans ['eprunosa, rnasen ekcnept B otaen ,,JIITIMUK®, nuperus “JII1”

Banentuna Panea, rimaseH excrept B otaen “bromxer”, nupexnns “bd”

Ha OTKpHTOTO 3acefaHHe B3eXa y4acTHE BCHYKH DPEJIOBHU YIEHOBE Ha KOMECHATA. [Ipemu
HayaJIOTO Ha 3acelaHKMeTO Ha ocHoBaHHe uil. 48, anm. 6 or IIpaBunnuka 3a npuiarane Ha 3akoHa 3a
obwecreenute mnopbuku (IITI30II), mpencemarenaT Ha KOMHCHATA IIOAYYH OT CIY)KHTE] B
JICNIOBOJICTBOTO IIOCTBIMIIMTE IMPEUIONKEHHs 3a yyacTHe B OOLIECTBEHATa IMOPBYKA, 33 KOETO ce
CBCTAaBH U MOJINCA ABYCTPAHEH IIPOTOKOIL.

[Ipenn Ha4ajoTO Ha 3aCENAHMETO M CJEJ IMONyuaBaHe Ha CIHUCHKA C YYACTHHIUTE B
odIecTBeHATa [IOPHYKA, IPeACEHaTelsIT ¥ BCHUKH MPHCHCTBAIN WICHOBE HA KOMUCHSTA IOANHCAXA
nexnapaiwu o wi. 103, an. 2 ot 3akona 3a obmectBenute nopsuku (30I0) u wi. 51, an. 13 or
[lpaBunHuKa 3a rpunarade Ha 3axkoHa 3a obmectBeHuTe Nopbukd (IIII30I1). [Ipenu oTeapsHe Ha
ONAKOBKHUTE, ChABPHKAIIY IPEUIOKEHUATA Ha YIaCTHHIMTE, KOMHCHATA CE 3all03Ha C YTBBPACHATA OT
BB3JIOKUTENS JIOKYMEHTAllMs 38 Y4acTHe B Ipolie/lypara 3a Bb3JlaraHe Ha o0IlecTBeHATA TOPHYKA.

II. Couchbk HAa NpeNIOKeHHATA HA YYACTHHIMTE B NPONEAypara 3a Bb3JaraHe Ha
00mecTBEHa MOPBHYKA, [0 PEla HA TAXHOTO MOJABAHE B I€JI0BOJCTBOTO HA MUHHCTEPCTBOTO HA
3JpaBeoNAa3BaHETo:



Koncrarupano Ge, de B onpenenenus cpok ca mocThImm 2 (IBE) MpEeIOKEHH S, KAKTO Cle/Ba:

1. Tlpepnoxenne ¢ Bx. Ne 26-01-128/11.10.2018 r., mojaneHo B 12,47 yaca or dupma
»@bOHHKC ®APMA“ EOO/I;

2. Ilpennoxenme ¢ Bx. Ne 26-01-129/11.10.2018 r., noxaneHo B 14,36 waca or dupma
»MEJEKC* OO;

IIpennoxenusra ca momajeHH B 3anevyaTaHy, HANIHUCAHH, HEIPO3pavyHH OITaKOBKH C
HCHAPYIIEHA LAIOCT. [Ipe/ioKeHus, MOCTBIMTH Clle KpaltHUsI CPOK HAMA.

III. OTBapsiHe Ha perHCTPUPAHHTE B JI€JOBOICTBOTO 3alleYaTaHH, HEeNmpo3pPayHH
ONAKOBKH, ChAbPHKALIH NPeJI0KEHHATA HA YIaCTHHIIMTE.

Ha ocroBanue wi. 54, an. 2 ot III130T1, NpH IyOJIMYHATE NEHCTBHUA HA KOMHUCHATA, IIPHCHCTBRA
3opuuiia PomMoBa — yrbIHOMOIIIEH TIpecTaBHTeN H ,,DBOHHKC ®apma™ EOO/I.

Ha ny6nuunara WacT Ha 3aCeNaHHETO HAa KOMUCHSTA HE IPUCHCTBAXa MNPEACTABHTENH Ha
CpeJIcTBaTa 3a MACOBO OCBEAOMSIBAHE.

Cren upenTHOUKANMS HA NPUCHCTBAIIMA TPENCTABATEN, KOMHCHSTA OTBOPH IO peia Ha
TAXHOTO IIOCTBIBAHE MPEUIOKEHHATA Ha YIACTHHIIATE, ChABPIKAILIM CE B 3alleYaTAHNTE, HEIPO3payHH
ONIAKOBKH, OIIOBECTH TAXHOTO ChHIBPKAHHE U M3BBPINN NPOBEPKA 34 HATMYHETO Ha OTAEJIEH 3aIleYaTaH
UMK ¢ HaauHC [ Ipennaranu nenosw napamerpu®.

B usnbianenwe na pasmopenbure Ha wi. 54, an. 4 ot 113011, TpHMa YIEHOBE HA KOMHCHSITA,
TToAIHACaxa ChABPKAIIATE CE B PEIOKEHHATA HA YIaCTHHIUTE, TEXHHYECKH TIPEIUTOKEHHS, KAKTO H
OTACNIHHUTE 3aeHaTaHH INTMKOBE C HAIKC ,, [ [pe/arany eHOBH TapaMeTpr®.

B usnennenne Ha pasnopenfara Ha wi. 54, an. 5 or IIII3011 NPUCHCTBALIMAT YIIBJIHOMOLIEH
npezcraputen Ha ,,Pponuke @apma“ EOOJI r-xa 3opruna PoMoBa ce BB3IONZEA OT IIPABOTO CH Jla
[TOANHMINE TEXHHHYECKOTO MPEUIOKEHHE H OTAENHHA 3aledaTaH HENpO3padeH IUIHK ¢ HAIIIHC
»] [peniarany eHoBH mapameTpu®, CBHABPIKAIIU CE B MPEJUIOKCHUETO HA ydacTHHKA ,,Menexc™ OO]I.
ChappxaluTe ce B NpeliokeHHeTo Ha ,,DbOHHKC ®apma* EOOJ] TeXHHYECKO NpeIoKeHue u
OTACICH 3anevaraH MK ¢ Haamuc "llpennaraHy LeHOBHM mapameTpu" ce IOAmMEcaxa OT TpUMa
"WICHOBE HAa KOMMCHATA, IIOPAIH JIUIICA HA NPEACTaBUTeN Ha ,,Menexc* OO,

Crex u3BbpUIBaHE Ha TOPHHUTE IEHCTBHS MPHKIIOUM IyGIMYHATA HacT OT 3aceaHueTo Ha
KOMHUCHSITA.

IIpencenarenst Ha KoMHCHsTa OOSBH, Ye BCHYKH NOKYMEHTH CBBp3aHH ¢ obuiecTBenara
TIOpBYIKA, BKIFOUHTEIHO H NPEACTABERHTE NIPEIUIOKEHHS 38 yJacTHe, lIle Ce ChXPaHsABaT B CrPalaTa Ha
MunucrepcTBO Ha 3apaBeomassadero, mwr. ,,Ceera Hemems™ No 5, B nomemenue ,Manka 3ana
CyTepeH™.

[Ipencenarensr wa xomucusTa W3roTBM Trpaduk 3a paboTara Ha KOMHCHSATA, CHIJIACHO
M3UCKBAHETO Ha WI. 51, ai. 4, T. 1, npennoxenune Bropo ot III130I1.

IV. Pasrnexnaane ma noxkymenrs mo wi 39, amx 2 or III3OII 3a chOTBeTCTBHE ¢
H3HCKBAHUATA KbM JIHYHOTO CHCTOHHE H KPHTEPHUTE 32 H0A00p.

B usnenaenwe Ha uwi. 54, an. 7 ot IIII30I, KOMHCHS, HazHayeHa cbe 3amoseq Ne PJI-11-
401/12.10.2018 r. Ha BB3IOKHATENS IPOIBIDKH CBOSTA PaboTa B 3aKpHTO 3ace/laHue, IMPOBEJCHO HA
17.10.2018 r., B pemOBHUSA CHCTAB:

IIpencenaren:

A-p Hemn Tapuncka, Hayanuuk Ha oTaen , JIIMUK®, nupemus “JIIT”

Yrenose:

o



mar. ¢apm. Opnun Henes, nepixaBen excnept B otTaen , JITIMUK
Pamana Kanunosa, riagen ekcrept B aupekis ,,O6IIecTBeHH HOPBYKH”
busina Kbiuesa, riaseH excnept B TUpeKIust ,,O0UIECTBEHH TOPHIKH”
Hanuena Bianosa, riasen exciepr B otnen “Bromxer”, aupekius “bd”

1. PasraexxgaHe QokymenTHTe npeacraBeHd ot ,,®bOHUKC ®APMA EOOJ 3a
CLOTBETCTBHE ¢ H3HCKBAHHSATA KbM JHYHOTO CHCTOSIHHE H KPHTEPHHUTE 32 moabop.

KoMucusaTa ycTaHOBH, Y€ YYaCTHHKBT € IpeicTaBun eaus 6poit EEJIOI B EIEKTPOHCH BHU]I
nombjHeH npe3 cuctemara 3a eEEJIOIL, 8 PDF dopmat, mudpoBo moamucan ot npencTapiIsBaruTe
JIPY’)KECTBOTO C €JEKTPOHEH IIOANHKC U IONBJIHEH ChINIacHO H3MckBaHuATa Ha 3001 1 Boi3nokurens
mocoueHy B JIOKyMEHTALHsTa 3 YYACTHE U TPHJIOKEH HA ONTHYCH HOCHTEN KbM IAKETa JOKYMEHTH
3a yJacTue B IpoleaypaTa.

Ilpu monpoGHO pasrmexngaHe Ha mocodeHata B EEJ[OII unbopMaums 3a CHOTBETCTBHE C
M3HCKBAHHUATA KBM JIMYHO CBCTOSHHE M KpuTepuure 3a mombop, Kommcusita koncratupa, uye
y4acTHUKET , @BOHUKC ®APMA“ EOO/I oTroBapst Ha IPEIBAPHTENHO OOIBEHHTE H3HCKBAHUS
Ha BE3moxurens ¥ CHUIMAT cledBa jJa OBJie NOIYCHAT JO €Tal pasIiiexIaHe Ha TEXHHUYECKO
IIPEIOKEHUE H IPHIIOKEHUTE KBM HETO JOKYMEHTH.

2. Pasrnexnane gokymenTHTe mpeacrasend or ,MEJIEKC“ OOJ] 3a cnLoTBercrBue ¢
H3HCKBAHHUATA KBM JIHYHOTO ChCTOSIHAE H KPUTEPHUTE 32 moabop.

KomucusATa ycTaHOBH, 4 YYaCTHHKBT € mpeacrasui eaus 6poit EEJIOIT B €IeKTPOHEH BH]
nomenHeH npes cucremara 3a eEEJIOIL 8 PDF dopmar, nudpoBo mommmcan oT mpeacTaiisiBaiyTe
JIPYXECTBOTO C €NCKTPOHEH INOANKC U NONBIHEH ChINAacHO H3uckBaHuATa HA 3001 u Bu3noxuTens
NOCOYCHH B JIOKYMEHTAIMsITA 38 yIaCTHE W IIPHJIOXKEH HA ONTHYEH HOCHTEN KbM ITAKETA JOKYMEHTH
3a yyacTHe B IIpoLelypara.

Ilpu mompobno pasrnexxmane Ha mocoueHara B EEJIOIT madopMmanms 3a chOTBETCTBHE C
M3MCKBAHHUATA KBM JIMYHO CBCTOSIHME M KpWTepuute 3a nonbop, Kommcwmsra koHcTaTmpa, uye
y4acTHHKRT L,MEJEKC* OOJ otroBaps Ha TNpeaBapuTelHO OOSIBEHHTE WIUCKBAHHUS Ha
Bobznoxurens W cemmarT cinensa ga Opoe DONyCHAT A0 €Tall pasIekAaHe HA TEeXHHUECKO
IPEIOMKEHHE H NIPHIIOKEHUTE KBM HETO JOKYMEHTH.

V. PasriexaaHe Ha TeXHMYECKHTe NPELIOKEHHS HA YYACTHHIHTE, BEJHO C
Npe/VIOKEHHATA 32 M3NbJIHEeHHE HA IOPBYKATA H BCHUKH H3HCKYeMH KbM THX J0KYMEHTH.

Ha nposenenoro na 18.10.2018 r. 3akpuTo 3aceiaHye HA KOMHCHATA B PEINOBHHSA H CLCTAB,
Oelle u3BBPINEHA IPOBEPKA Ha MIPEIVIOKEHHUSATA 38 U3IIBIHEHHE Ha YIACTHHUIINTE H CHOTBETCTBHETO MM

C IIpeIBAPUTEITHO OOSBEHHUTE YCIIOBHUA:
1. Ilpensno:xenne Ha ydacTuka ,,@bOHUKC ®APMA“ EOO/:

3nboaasane Ne ATC koa Memaysapoano Teproecxko Jlexapersena Kosuuecrso Oxonuatenna Konuuecrao MKE xon
no HENATEHTHO HAHMEHOBAHNE dopma HA AKTHBHOTO ONAKOBKA o

pea HAHMEHOBAHHE BELWECTBO

B20.0,B20.1,B20.2,B20.3,B20

Emtricitabine/Tenofovir 4,B20.5,B20.6,820.7,B20.8B

disoproxil Zentiva, Film | Film coated 200 mg/245 mg 30 97 680 20.9,B21.0,B21.2,B21.3,B21

7,B21.8B219,B22.0,B22.1,.B

22.2,B22.7B23.0,B23.1,B23
2,823 8,824,221

EMTRICITABIN

GHuy 1 | J0SARO3 | E/TENOFOVIR
DISOPROXIL coated tablet, 200 mg/245 | tablet

mg, UD, Pack: 30

Ha ocroBanme un. 56, ai. 2 ot II[13011, xomucHsita IpoBEpH TEXHHIECKOTO IIPEATIOKEHHE Ha
Y4aCTHHKA U KOHCTATHpa, Y€ HAIIPABEHUTE NPE/UIOKEHHS HAIIBIHO ChbOTBETCTBAT HA IPEIBAPUTEIHO



00sIBEHUTE YCIIOBHS Ha BB3IOXKHTENA H ChIBPXKAT: JOKYMEHT 3a YIIbIHOMOIIABAHE, TIPeIIOKeH e 3a
H3IBJIHEHHE HA MOPBYKATA B CHOTBETCTBHE C TEXHUYECKWUTE CHENH(PHUKAUMM M M3UCKBAHHUATA HA
BB3JIOKUTEIIS, NEKIApAlHs 32 ChIJIACHE C KIAy3UTe Ha IPUIIOKEHHS IPOEKT Ha HOTOBOP, JAEKIaparius
32 CpOKa Ha BalTWAHOCT Ha odeprara, 3aBepeHH KONHS Ha BaIHIHHM paspellieHus 3a ymorpeba B
cTpanarta, u3naneHud no pena Ha 3JIIIXM wumm Permament (EO) Ne 726/2004 r. ma Esponeiickus
napnamenT ¥ CeBera (w1 23, an. 1 Ha 3JI[TXM) 3a nexapcreenus npoaykt Emtricitabine/Tenofovir
disoproxil Zentiva, Film coated tablet, 200 mg/245 mg x 30, IpeJCTaBEHO U Ha €IEKTPOHEH HOCHTET
(CD).

Komucusra nonycxa ygactauka ,@bOHHUKC ®APMA“ EOO/I 10 oTBapsHe Ha IEHOBOTO
MY MpeJIOKEeHHE.

2. lIpepnoxkenue Ha yyacruuka ,MEJEKC* OO/I:

3aboanBane Ne

no

ATC xon

Memxaynapoaio
HeMATEHTHO

HAHMEHOBAHHE

Twproscxo

HAUMEHOBAHHE

Jlexapcreena

dopma

Kosauuecreo
Ha AKTHBHOTO

BEIUEeCTBO

Oxongarenna

ONAKOBKA

Koauuecerso

no

MKB xon

B20.0,B20.1,B20.2,B20.3,B20
4,B20.5,B20.6,B20.7,B20.8,B
209,B21.0,B21.2,B21.3,B21.
7,B21.8,B21.9,B22.0,B22.1 B
22.2,B22.7,B23.0,B23.1,B23.
2,B23.8,B24721

Emtricitabine Tenofovir
disoproxil Mylan, Film
coated tablet, 200
mg/245 mg, UD, Pack:
30

EMTRICITABIN
E/ TENOFOVIR
DISOPROXIL

Film coated
tablet

200 mg/245 mg 30

CIIHH 1 JOSARO3 97 680

Ha ocuosanwme 4i. 56, an. 2 ot I1I130I1, koMucHATa DPOBEPH TEXHHYECKOTO NPEUIOKEHNE HA
YyYaCTHHKA W KOHCTATHpPa, Y€ HAlPaBEeHOTO IPEIOXEHHE HAIIBJIHO CHOTBETCTBA HA MPEABAPHTEIIHO
OOSIBEHHTE YCJIOBHS Ha BB3JIOKUTENS H ChIABPIKA:

- IPE/UIOKCHHE 32 HU3IIBJIHEHHE Ha NIOPHYKATA B CHOTBETCTBHUE C TEXHUYECKUTE CIIEIMDUKAIHH
Y M3UCKBaHUATA Ha BB3JIOKHTE]IS;

- I€KJIapanys 3a ChIIIACHE C KJIaY3UTE Ha IPUII0KEHIS IPOEKT Ha IOTOBOP;

- IIeKJIapallys 3a CpOKa Ha BaJIMJHOCT Ha odeprarTa;

- JIeKIapalus, 4Ye INPEeNIOXKEHUST JeKapCTBEH INIPOINYKT € pa3pelreH 3a ymnorpeba 1o
LIEHTpaIH3upaHta Ipoleypa H IPUTeXaBa pa3pellieHre 3a yrorpeba, B Chiara JeKIapalus € NocoueH
TIMHK Ha MIyOIHMYeH PETHCTHP, OT KOMTO MOXE Jja Ce HallpaBH CIIPAaBKa 3a CHOTBETHOTO PA3pPElIHTEIHO
U IIPHIIOXKEHUATA KbM HEr0, KakTo € II0COYEH M JHMHK Ha PETHCTHD Ha JICKAPCTBEHHTE MPOIYKTH 33
XyMaHHUTapHa yrnoTpeba;

- 3aBE€PEHO KOIKE Ha BAJIH/HO pa3pelleHue 3a ynorpeda B cTpaHarta, U34aCHO 10 peJa Ha
3JIIXM wmu Pernmament (EO) Ne 726/2004 r. na EBponetfickus napnament u Coeeta (wn. 23, an. 1 Ha
3JIIIXM) 3a nekapcTBerus nponykt Emtricitabine/Tenofovir disoproxil Mylan, Film coated tablet, 200
mg/245 mg x 30, npexcraseHo u Ha enekTponeH Hocutel (CD).

Komucusra nonycka ygacrauka ,MEJAEKC* OO/ 1o oTBapsiHe Ha LIEHOBOTO MY
IpeIoKeHHe.

C m3BBpIIBaHe Ha rOpHUTE JelicTBUs paboTara Ha KOMUCHsTA IpuKIoun Ha 18.10.2018 1.

B m3menmenwe Ha pasnopenbara Ha uyn. 57, an. 3 ot IIII30II, Komucuara obsBu upes
cpobuienue B IIpoduna Ha KymyBaua, 4e OTBapsSHETO HA LEHOBHTE NPEIJIONKCHHS HA JIOYCHATHTE
ydactouiu e ce mposene Ha 24.10.2018 r. ot 11:00 waca B crpamata ma MHHHCTEPCTBO Ha
3/1paBeonaspaHeTto, rp. Codus, mwi. ,,Ceera Henensa™ Ne 5

CroO1IeHHETO 32 OTBAPSAHE HA LICHOBHUTE IIPeIIOXKeHHs Oemne myomukysano Ha 19.10.2018 r. B
paszen , IIpodur ma xkynypaya® Ha oduIManHus caldT Ha MHEHHCTEPCTBOTO HA 3IpaBCONIA3BAHETO HA
CIEIHHAIT aapec:
https://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-lekarstveniva-produkt-emtricitabineten/




VL. Ily6am4Ho 3aceJaHHe 32 OTBAPSHE HA LIEHOBH IIPEJI0KEHHU

Ha 24.10.2018 r. ot 11:00 4aca ce mpoBene OTKPHTO 3acelaHue HA KOMHCHS Ha3HAUeHA ChC
3amosex Ne P/I-11-401/12.10.2018 r. Ha MUHHCTHpa Ha 3/paBeona3BaHeTo. KoMucHsTa € Ha3HAYEHA
Ja M3BBPIIA MOAOOp HA YYACTHHLMTE, pasriefa, ONEHH H KIacHpa IIOfajeHHTe OodepTH TIo
ofwiecTBeHa MOPBYKA ¢ NpeaMeT: ,/Jocmaska na nexapcmsen npodykm Emtricitabine/Tenofovir
disoproxil, omnyckan no peda na Hapeoba Ne 34 om 25.11.2005 2. 3a peda 3a 3annauwiane om
penyonuKancKkua 0100xcem 3a JNeHeHUEeMoO HA OBA2APCKU ZPANCOAHU 34 3000NABAHUA U3EHH
o0xeama HAa 300BHCUMEHOMO 30PAGHO OCUZYPAGAHEe, 34 NledeHue Ha nayuenmu cve CITHH,
M1Y0epKY103a, HCUXUYHU U NOGEOEHUECKU PAZCMPOTICIEA, ObANCAULU Ce HA YROmpeda Ha onuoudn,
cuHOpom Ha 3aeucumocm 3a 2018 2.“

CrcTaB Ha KOMHCUSATA, yHacTBal Ha MyOIIMYHOTO 3acelaHue:
Ilpeacenaren:

n-p Hemu Tapuncka, nagannux Ha otaen ,,JITIMUK®, muperus “JIIT”
Ynenose:

Mmar. papm. OpnuH Henes, nepxasen excrept B oTaen , JIITMHAK®
Panuia Kanwunosa, rinases ekcnept B qupekims ,,O6IIecTBEHH HOphYKH™
bunsna Kvuresa, rnasen ekciept B gupexnust ,,O0ImecTBeHd IOPHYKK”
Hanuena BnanoBa, rnaBeH excrepT B oTaen “Brojpker”, qupexnus “bBd”

Ha myGnuynara yacT Ha 3aceJaHHETO HA KOMHCHSATA, Ha OCHOBAaHHE Wi, 57, al. 3, BEB BPE3Ka C
un. 54, an. 2 or IIII30I1, npucserea Tuxomup KoneB — ynmeiHoMOILIEH npeacTaBUTell Ha ,,Meaekc™
OO0J1.

Ha 3acegannero He npHCBHCTBaXa NPEICTABUTEINIH HA CPE/ICTBATA 34 MACOBO OCBE/IOMSBAHE.

Komucusara mnpucrblld KbM OTBapsHe Ha IUIMKOBeTEe C Hagmuc llpemiaradd IeHOBH

HapaMeTpH“, B KOHTO CC CBABPIKAT ICHOBHUTC IIPCAJIOKCHHEA Ha AOIMYCHATHTE YYACTHHIH IIO pelia Ha
INOCTBIIBAHETO Ha O@)CpTHTe B ICJIIOBOJCTBOTO Ha MHHHCTepCTBO Ha 31paBeOoIIa3sBaHETO:

HpeﬂHaFaHHTC OT YHYaCTHHIHATC IICHH Ca CICOIHHTE:

1. ,,®§bOHUKC ®APMA“ EOOJ

Ulekapersen npoaysT | Ea. uena bes [lena 3a Lena 3a
INN 1O THProBCKoO JAC 3a Eﬂ-nﬂ:l;“:ﬁ{lc onaKoska Hes ONAKOBKA ¢ 06’:'3;:.? ‘;';m
HAHMEHOBAHNE mg/tabl. AAcC JUIC
4.710000 5.652000 141.30 169.56 552 087.36
Emtricitabine/Tenofovi
EMTRICITABINE/ : ; : (4eTHpu neBa KU (net neBa u (cTo (cro wecraeceT U (IeTCTOTHH
TENOFOVIR dI:SOpI'OXII Zentiva, celeMIeceT U UIECTACCET M NCT| YETHPHAECET U IIEBET JIEBA U NETAECET U ABE
DISOPROXIL Film coated tablet, €lHa CTOTHHKA) LSLIO U JIBE CIIMH JIEB H MEeT/CCET M IEeCT XHISAM H
200 mg/245 mg, UD, CTOTHHKH) TPHIECET CTOTHHKH) OCEMJICCET U
Pack: 30 CTOTHHKH) CEJIEM NieBa K
TPHIECET H LIECT
CTOTHHEM)




2. ,2MEJEKC“ OO0

Jlexapcrsen npoayst | Ea. nena Ges = ilena :a Ilerna 3a
INN no ThProBexo JIC 3a Lu."uilfﬂc onaxosxa Oes ONAKOBKS ¢ Oo?zﬁrgﬂ:ocr
HAHMEHOBAHME mg/tabl. g UIC JIC 5
3,260000 nepa 3,912000 nesac 97.80 nepa Ges 117,36 nesac 382 124,16 nesa
G g g ; 6e3 IJ1IC AnC nac anc ¢ Jgac
EMTRICITABRINE/ E,m mcua,?’;;/:em;‘_’]" . (tpHcTa
TENOFOVIR ISOPTOX(; bl} ag’o Ol m (Tpu uano ABe | (TPH LSO AEBET (meBeTnecet u (ctou oceMIeceT U ABe
DISOPROXIL Cpated tabiel, LIECT HY/1a Hy/la |  €AHO JBE HyJA CE/lEM JIEBA M celeMHaneceT XUIAIH CTO

mg/245 mg, UD, Pack:
30

Hyna Hyna J1eBa

6e3 1J10)

Hyna Hyna JeBa C
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OCeMIECET
CTOTHHKH 0e3
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neBa ¥ TpUiecer
H LIECT CTOTHHKH
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Crnen w3BBpIIBAaHE HA TOPHUTE JACHCTBHS IIPEJCENAaTENAT Ha KOMHCHATA 3aKpH IyOnuuHarta
YACT HA 3aCEaHHETO M KOMHCHUATA IIPOIBIDKH CBOsiTa paboTa IIPH 3aKpUTH BPATH.

VII. IlpoBepka Ha CHOTBETCTBHETO HA LEHOBHTE INPEAJOKEHHS ¢ HM3HCKBAHMATA Ha
Bh3JI0KHTEA HA 3aceaHHe HAa KOMHCHSITA, mpoBeaeHo Ha 24.10.2018 r. B pe1oBHMSA H CHCTaB.

KomucusTa H3BLPIIM IIPOBEPKA HA IPEIIOKEHHUTE IIEHH, 34 TAXHOTO CBOTBETCTBHE C
[IOCOYEHHUTE OT BBH3NOKHATEIS YCIOBAS U NIPOTHO3HH CTOHMHOCTH. B X0/1a Ha M3BBpINEHATa IPOBEPKA,
KOMHCHSITa KOHCTATHPA, Y€ BCHYKM YYaCTHHIIM ca MOJAIH IIEHOBH IIPE/UIOKEHHS B ChHOTBETCTBHE C
NIPEBApPUTENHO OOSBEHHTE YCIOBHUI.

VIIIL. Knacupane HA YYACTHHI[MTE HA 3aKPHTO 3acefaHue nposexeno Ha 24.10.2018 r., or
KOMHCHSATA B PEIOBHHSA H CbCTAB:

Cren u3BbpIIBaHe Ha rOpHUTE NelcTBUsA, KoMucHATa IPUCTBIM KBM OIIEHKA Ha 0(epTHTe Bb3
OCHOBA Ha KpUTEPHUSI ,,HaH-HUCKa [leHa".

B pesynrar Ha paboTrata cH IO pa3riekiaHe, OLEHABAHE M KJIaCHPaHe Ha IIOCTBIIMIHTE
IPEUIOKEHHNS 3a YUaCTHE B IIPOLIEAypa 32 Bh3JIaraHe Ha 0OlIecTBEHA IOphUKa C IpeaMeT: ,,/focmaska
Ha jiekapemeen npodykm Emtricitabine/Tenofovir disoproxil, omnyckan no peoa na Hapeoba Ne 34
om 25.11.2005 2. 3a peda 3a 3aniawjane om pPenyOIUKAHCKUA 0100Xcem 34 JleHeHuemo Ha
Ovazapcku  zpaxcoanu 34 3a00NA6AHUA U36BH 00Xeama HA 3A0BINCUMENHOMO 30PAGHO
ocuzypaeane, 3a Jjedenue ha nayuenmu cvc CIIHH, mybepkyno3a, NCUXUYHU U NOGEOEHUECKU
pazcmpoiicmed, OvaAdcauil ce Ha ynompeba Ha onuoudu, cuHOpom Ha sasucumocm 3a 2018 2.

KOMHCHSATA
TIPEJJIAT A:
CrnegHOTO KJIACHPaHE:
ATC T aHHe Faniinuna Bt i VuacTHUK Knacupasero
Ko HProOBCKO HAUMEHOB wena Ges JUIC wena ¢ JUIC P
3,260000 nepa | 3,912000 nera ¢
Emtricitabine/Tenofovir . Ges IIC AAC
JOSARO03 | disoproxil Mylan, Film coated tablet, (Tpur LA J1BC (Tpu wano ~MEIEKC* 001 I-Bo MsiCcTO
200 mg/245 mg, UD, Pack: 30 ASCEHAREYH, | Q=BSLEHO
S HyJia HyJia 1eBa | [BE Hyja Hy/a
Ge3 JIJC) Hyna JieBa ¢
JJaC




JOSAR03

Emtricitabine/Tenofovir

disoproxil Zentiva, Film coated
tablet, 200 mg/245 mg, UD, Pack: 30

4.710000 nepa
6esz 1JIC

(yeTHpH nesa u
CeAeMIOECeT U
€1Ha CTOTHHKA)

5.652000 nesac
Jipile

(et nepa H
ILECTACCET
NET LSO M IBE
CTOTHHKH)

»®BbOHHKC
GAPMA® EOOJ

II-po mscTo

IX. 3a u3nbjaHATEN HA 00MeECTBEHATA MOPBYKA C NPEIMET: ,, [Jocmaska Ha JNeKapcmeeH
npooykm Emiricitabine/Tenofovir disoproxil, omnyckan no peda na Hapeoba Ne 34 om 25.11.2005 2.
3a peda 3a 3aniaujane om penybruxamckus O100dCem 3a Neyenuemo Ha Ovl2apcKu 2paxcoanu 3a

3abonaeanus u3evl 00x6ama HA 3A0bAICUMENHOMO 30PABHO OCUZYPABAHe, 34 JieueHUe HA NAYUeHmu
cve CIIHH, mybeprxynosza, ncuxusnu u nogedendecky pazcmpoicmea, Owldicawu ce Ha ynompeba na
onuouou, cunopom Ha sasucumocm 3a 2018 2.“ na 6vne onpenener , MEJAEKC* OO/I 1 chC ChIIMA
a Op/Ie CKIIOYEH OTOBOP.

C u3BBpPIIBAHETO HA TOPHOTO KJIACHpaHe, paboTaTa Ha KOMHUCHATA IpuKIoYM Ha 24.10.2018 1.

Ilpeacexaren:
n-p Hemu Tapuncka

YneHnose:

Mmar. ¢apm. Opinun Hener

Pamuna Kanuaosa

bungraa Krmera

Jlanunena Bioagosa

/

Ranuyena nHpopMalys Ha OCHOBAHH
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