YA 30p,
3anunyeHa

YTBBPAKIABAM:  [unchopmats Hal N2
w

KHPWJI AHARMEB  [o702on® ™ 27 ) 2
MHUHUCTHP HA 3 QHA3BAHETG,
JIPABE ‘ﬂ\* 3BAHETO)

Hara: 2.0.4.9....... 2018 r. Coou?

JTOKJIAJ IO 4J1.103, AJL 3
OT 3AKOHA 3A OBIIECTBEHUTE MOPBUYKHU

Hacrosmms noxnan ce m3rorBu Ha 25.10.2018 r. oT xOMHMCHS Ha3HA4Ye€Ha ChC 3aroBen
3anosen Ne PJI-11-401/12.10.2018 r. 3a mpoBexJaHe Ha OOINECTBEHA MOPBYKA C IIPEAMET:
wZlocmaeka na nexapcmeen npodykm Emtricitabine/Tenofovir disoproxil, omnyckan no peda na
Hapeooa Ne 34 om 25.11.2005 2. 3a peda 3a 3annaujane om penyONUKAHCKUA B100x3cem 3a
Jle4eHuemo Ha 0vA2apCcKu 2paxcoanu 3a 3a00NAGAHUA U3BBH 00X6AMA HA 3A0bANCUMETHOMO
30pasHo ocuzypaeawe, 3a nedeHue Ha nayuenmu cvce CIIHH, mybepkyno3a, NCUXuU4HU U
noeedeH4ecKuU pascmpoiicmea, ObaAXCaAuiU ce Ha ynompeda Ha ONUOUOU, CUHOPOM HA 3A6UCUMOCH
3a 2018 2.“

Ob1ecTBenara nopbuka € otkpura ¢ Pemenue Ne P/1-11-338/04.09.2018 r. Ha BB3I0XKUATENS.

I. CreraB Ha xoMucHATA:

IIpencenarten:

n-p Henu Tapuncka, navanauk Ha otaen ,. JIITIMUK®, nupenns “JIIT”

Unenose:

Mmar. ¢hapm. Opnur Henes, nppxaBeH excnept B otaen ,,JIITMHK*

Panuua KanuHoBa, rimaBeH ekcnepT B Jupekius ,,O0mecTBeHl MOphUKy”

bunsna Kbinesa, rimaBen excnept B upekuust ,,O0mecTBeH: MOphUKu”

Januena BrnanoBa, riaBes excneptT B oT1e “bropket”, qupekius “bd”

Pe3epBen npeacenaren:

Cgernana PaityeBa, nppxaBen excrept B otnen , JIIMUK®, nupenus “JIIT”?

PezepBHHU uwiieHOBE:

Mmar. ¢papm. Tans ['eprunosa, riiaBes excuept B otaen , JIIIMUK®, mupenus “JIIT”

Banenrtuna Panesa, rmasen excriepT B otaen “bromker”, aupekuus “bD”

II. 3agayu Ha KOMHUCHATA.

Komucusita e HasHayeHa cec 3amosen Ne PJI-11-401/12.10.2018 r., nma mpoBeae OTKpuTa
IIpoIeypa 3a Bb3JlaraHe Ha OOLIECTBEHA [I0PbUKa C IPEAMET: ,,/J0CmagKka Ha 1eKapcmeer npooyKm
Emtricitabine/Tenofovir disoproxil, omnyckan no peda na Hapeooa Ne 34 om 25.11.2005 2. 3a peoa
3a 3aniauwiaHe Oom penyONUKAHCKUA 0100Xcem 3a JledeHUuemo Ha 0v12apcKu 2paxcoanu 3a
3a00176AHUA U36BH 00X6ama HA 3A0BIAHCUMEIHOMO 30PAGHO OCUZYPABAHE, 3A JIeHeHUEe HA
nayuenmu cvc CITHH, myb6epKyno3a, NCUXUYHU U NO6EOeHUECKU PA3CMPOIICMEa, ObANCAUU Ce
Ha ynompeba Ha onuoudu, cuHOpom Ha 3aseucumocm 3a 2018 2.“, xato u3BBpIU 1OAOOP Ha
yYacTHHUIIWTE, pa3rieja, OLEHUM H Kiacupa nojageHute odepru. Paborara Ha KOMHCHSATA €
onpezeieHa ¢be cpok oT 20 paboTHHM THU. BCHUKK TOKYMEHTH, CBBP3aHH C 00IIEeCTBEHATA [IOPBHUKA,
BKJIIOUMTENIHO ¥ TIPEJCTaBEHHUTE IIPEUIOKEHNS CE€ ChXPaHsIBaT B crpanara Ha MUHHCTEPCTBOTO Ha
3npaBeona3zpaHeTo Ha 1. ,,CBera Hemens“ No 5, B momemenwme “Manka 3ama cyrepeH” o
IIPUKIIFOYBaHE paboTaTa Ha KOMUCHSTA. BCHUKY 3aKpUTH 3acelaHusl Ha KOMHUCHSATA Ce IIPOBENOXA B
crpanata Ha MUHHCTEPCTBOTO Ha 3[paBeona3BaHeTo Ha 1. ,,Ceera Hemens™ Ne 5, etax 4-TH, cTas

406.



II1. Onucanue Ha paboTHHA poLEC, CBHP3aH ¢ AeHCTBUATA HA KOMUCHSTA N0 OTBApsHe,
pasriie;kiaHe M OleHsiIBaHe HAa BCfKa odepra 3a yyacrHe. B M3nb/IHEHHE HA BB3JIOKEHUTE
3a/]a4d, KOMHCHSATA NPoOBe/e:

1. Ily6nuuno 3acempanue Ha 12.10.2018 r. B cheTaB:

IIpencenaresn:

n-p Hemu Tapuncka, HavanHuK Ha otaen ,, JIIIMUK®, nupenwms “JIIT”

Ynenose:

Mmar. ¢apm. Opnur Henes, 1bpikaBeH excrept B otzen ,, JIITMUK®

Pamuna KanuHoBa, riiaBeH ekcrepT B AUpeKys ,,O0MecTBeH: MOPhUKK™

bunsna Kbiesa, rimaBen excnept B Jupeknus ,,O0mecTBeHH TOPHYKH

Januena Branosa, riiaBeH excnept B oTaen “broker”, nupexius “bd”

Ha oTkpuToTO 3acenaHue B3exa y4acTHE BCHYKH PEJIOBHHM WICHOBE HAa KOMHCHSTA, Karo
CBINWUTE CIIeA 3alO3HaBaHE ChC CIIMCHKA C YYACTHHUIIMTE B OONIECTBEHATA IMOpPBYKA IMOIMHUCAXA
nexnapauuy mo wi. 103, an. 2 ot 3akoHa 3a obmecTBeHuTe nopbuky (30II) u un. 51, an. 13 ot
[TpaBwiHuKa 3a nmpuiarane Ha 3akoHa 3a obiectBenute nopwsuku (I1II30IT).

B onpenenenus Cpok ca MOCTHIUIM 2 (ABE) MPEATIOKEHUS, KAKTO Clle/IBa:

1. Ilpennoxenue ¢ BXx. No 26-01-128/11.10.2018 r., nomaneno B 12,47 gaca or ¢upma
»@®BOHUKC ®PAPMA“ EOOX;

2. Ilpemmoxenune ¢ Bx. Ne 26-01-129/11.10.2018 r., nomanero B 14,36 waca ot ¢upma
»MEJEKC“ OOJ;

Ha ocuoBanwe un. 54, an. 2 ot [III30I1, npu myOmudyHHuTE JNEHCTBHS Ha KOMMCHSATA,
npucheTBa 30pHUIAa PoMoBa — ynbJIHOMOIIEH NpejcTaBuTen Ha ,,dpoHuKC Papma® EOO/.

3axpuro 3acenanue Ha 17.10.2018 r., mpoBeIeHO OT KOMUCHSATA B PEIOBHHS M CBCTAB:

IIpencenaren:

n-p Henu Tapuncka, Hagannuk Ha otaen ,,JINIMUK®, nupenus “JIIT”

Yenose:

Mmar. ¢papm. Opnun Hezes, nbpxkaBeH excrept B otzaen ,, JIIIMUAK

Panuna Kanurosa, riaBeH eKCriepT B JUPeKIus ,,O0IIeCTBeHH TOPHUKH

BunsHa Kbiiesa, riiaBeH eKCIepT B AUpeKuus ,,O0ImecTBeHH IOPBYKH

Jlanuena Brnanosa, riiaBeH excrept B oTaen “bromker”, nupexuus “bd”

Ha mpoBeneHOTOo 3aKpHTO 3aceaHue ce pasriiefaxa JoKkyMeHTuTe o wi.39, an.2 ot 1113011
3a CbOTBETCTBUE C H3UCKBAHMATA KBM JIMYHOTO CHCTOSIHHE M KPUTEPHUTE 3a OA0O0P, TOCTABEHH OT
BB3I0KHTENA. KOMUCHATAa KOHCTATHPA, Y€ YYACTHUIIUTE OTIOBApSAT HA IpPEIBApUTENHO OOSBEHUTE
H3MCKBAHUA Ha BB3JIOXKUTENS M CBHIIMTE C€ AOIYCKAT A0 eTall pasriiexJaHe Ha TeXHHYECKO
IPEJIOXKEHHUE U IIPHIIOKCHUTE KbM HETO JOKYMEHTH.

Ha mposenenoro Ha 18.10.2018 r. 3akpuTO 3aceqaHHe Ha KOMHCHSTa B PENOBHHUS ChCTaB,
Oelue W3BBpIICHA IIPOBEpKa Ha IIPEIUIOKEHHUATA 32 H3IIBIHEHHE HA yYaCTHHIUTE H ChOTBETCTBHETO
UM C IIpeABAPUTETHO 00SIBEHUTE YCIOBHSL:

1. Ilpennoxenue Ha yuactHuka ,,0bOHUKC ®APMA“ EOO/:

3aboansane Ne ATC xon Memxnynaponso Touproscxo Jlexapcraena Koanuecrso Oxonvartensa Koanuecrso MKB xon
no HENATEHTHO HAMMEHOBAHME dopma HA AKTHBHOTO 0naKoBKa o

pen HAHMEHOBAHHE BEUIECTBO

B20.0,B20.1,B20.2,B20.3,B20
Emtricitabine: Tenofovir 4,B20.5,B20.6,B20.7,B20 8,B

EMTRICITABIN % i i ; i 2

CIUH 1 JOSARO3 E/ TENOFOVIR disoproxil Zentiva, Film | Film coated 200 mg/245 mg 30 97 680 20.2B21.0,B21.2,B21.3,B21.

i tablet, 200 mg/245 | tablet 7.,B21.8,B21.9,B22.0,B22.1,.B
DISOPROXIL r:e[j;i;}( wmy 22.2,822 7,823 0,823, 1.823

2,B23.8,B24,221




Ha ocnoBanue ui. 56, an. 2 or III30I1, koMucHsITa TPOBEPH TEXHUYIECKOTO MPEUIOKEHHUE
Ha YYaCcTHMKA M KOHCTAaTHpa, Y€ HalpaBeHUTE IIPEIUIOKEHHST HAIBIHO ChOTBETCTBAT HA
IPEBAPUTEIIHO OOSBEHUTE yCIIOBUS HA BB3JIOKUTENS U ChIBPXKAT: TOKYMEHT 3a YIIIHOMOIIABAHE,
IPEVIOKEHHUE 32 M3IIBJIHEHHE HA MOPBYKATA B CHOTBETCTBHE C TEXHHYECKHTE CIENMPUKALUK W
H3UCKBAHUSATA HA BB3JIOKUTENS, JEKIapalys 3a ChIJIacHe ¢ KJIAy3WTe Ha MPHIOKEHUS MPOEKT Ha
JIOTOBOD, HEKJapalus 3a CpoKa Ha BaIHJHOCT Ha odeprara, 3aBEpeHH KOMHWS HA BAIMIHU
paspelieHns 3a ynorpeba B cTpaHaTa, m3mazeHu 1o pena Ha 3JIIIXM wunu Pernament (EO) Ne
726/2004 r. na Epponeiickus nmapnameHT u CoBera (wi. 23, ain. 1 ma 3JIIIXM) 3a JekapcTBEHHUS
npoxykT Emtricitabine/Tenofovir disoproxil Zentiva, Film coated tablet, 200 mg/245 mg x 30,
IIPEeICTaBEHO U Ha enekTpoHeH Hocuten (CD).

Komucusara pomycka yuactauka ,®bOHUKC ®APMA“ EOO/[ 1o orBapsHe Ha

II€HOBOTO MY IPEIJIOKCHHE.

2. Ilpennoxenue Ha yyacrHuka , MEJIEKC* OO/1:

3aboanBane Ne ATC xon Mexnysapoano Twproscko JlexapcTaena Koanuecrso Oxonuartensa Koauuecrso MKB xon
no HeNaTeHTHO HAHMEHOBAHNE opma HA AKTHBHOTO ONAKOBKA no

pea HAHMEHOBaHHE BEILECTBO

CITHH

JOSARO3

EMTRICITABIN
E/ TENOFOVIR
DISOPROXIL

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

Film coated
tablet

200 mg/245 mg

30

97 680

B20.0,820.1,820.2,820.3,B20
.4,B20.5,B20.6,B20.7,B20.8,B
209,B21.0,B21.2,B21.3,B21
7,B21.8821.9B22.0,B22.1B
22.2,B22.7B25.0,B23.1,B23

i 2,B23.8B24,221

Ha ocnosanne un. 56, an. 2 ot IIII301I1, xoMucusiTa TPOBEPH TEXHUUYECKOTO MPEIIOKEHHE
Ha y4YaCTHHMKAa M KOHCTaTHpa, Ye€ HANpaBeHOTO NPEIJIOKEHHE HABJIHO CBOTBETCTBA Ha
IIPEIBAPUTETHO OOSIBEHUTE YCIIOBHS Ha BB3JIOKUTENS H ChABPKA:

- IpealoXeHHe 3a M3NBIHEHWE Ha IIOpbhYKaTa B CHOTBETCTBHE C TEXHHYECKHUTE
crienUUKaAIMK U U3UCKBAHHUSTA HA BB3JIOKUTENIS,

- I€KJIapanys 3a ChIiacHe ¢ KIay3uTe Ha IIPUIIOKESHHUS IIPOEKT Ha JIOTOBOD;

- JeKJIapanus 3a Cpoka Ha BaJIMIHOCT Ha odepraTta;

- JeKjapanusi, 4e IpeUIOKEeHHUST JIEKapCTBEH IIPOAYKT € paspelieH 3a ymorpeba o
LEHTpalu3hpana Ipoleypa U IpUTexXaBa pa3pelieHue 3a ymorpeba, B ChlIaTa ACKJIapaius €
IIOCOYEH JIMHK Ha IyOJIMYeH PErucThp, OT KOWTO MOXE Ja Ce HAlpaBH CIIpaBKa 3a ChOTBETHOTO
pa3pelIuTeTHO | IPUII0KEHHATa KbM HET0, KaKTO € IIOCOYEH U JIMHK Ha PErHCTHD Ha JIEKAPCTBEHUTE
IIPOYKTH 3a XyMaHHTapHa yrnoTpebda;

- 3aBepeHO KOIIKe Ha BaJIMIHO pa3pelleHue 3a ynoTpeda B cTpaHara, u3aaneHo mno peaa xa 3JIITXM
i Perstament (EO) Ne 726/2004 r. na EBponeiickus napnament u CeBeta (wi. 23, an. 1 Ha
3JIIIXM) 3a nekapcreenus mpoaykt Emtricitabine/Tenofovir disoproxil Mylan, Film coated tablet,
200 mg/245 mg x 30, npexcraBeHo U Ha enekTporeH Hocuten (CD).

Kovucusara pomycka yyactuka ,MEJEKC* OO/l no orBapsHe Ha IIEHOBOTO MY
IIpEJI0KEHHUE.

C u3BBpHIBaHE Ha FOpHUTE JeHCTBUS paboTara Ha KoMucuaTa npukiroun ua 18.10.2018 .

B m3nwnHenue Ha pasnopendara Ha wi. 57, an. 3 or IIII30I1, Komucusta o6siBu upes
crobmenue B Ilpoduia Ha KynyBaya, 4e OTBApSHETO HA IIEHOBUTE IIPEUIOKEHUS HA NOIYCHATUTE
ydacTHHIM e ce nposene Ha 24.10.2018 r. or 11:00 waca B crpamara Ha MUHHCTEPCTBO Ha
3apaBeonasBaneTo, rp. Codus, . ,,Cera Hemens™ Ne 5.

CroOmieHneTo 3a OTBapsiHe Ha IIEHOBUTE ITpelioxkeHus Oere mybnukyBano Ha 19.10.2018 r.
B pazzen ,,[Ipodun Ha kynyBaya“ Ha oduiMaIHusg calT Ha MUHHCTEPCTBOTO HA 3/IpaBEeOIIa3BaHETO
Ha CIICTHHUAT aJipec:
https://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka-na-lekarstveniya-produkt-emtricitabineten/




2. Ha myGnuuno 3acenanue, mpoBeneHo Ha 24.10.2018 r. or 11.00 waca B crpamara Ha
MuHHCTEPCTBOTO Ha 3/paBEONa3BaHETO C& OTBOPHUXA M OIIOBECTHXA IIEHOBHTE NPEIUIOKEHMS Ha
YJacTHUIHUTE OT KOMHCHSTA B CHCTAB:

ChbcTaB Ha KOMUCHSATA, Y4acTBa Ha YOJIMYHOTO 3aceaHue:

IIpencenparen:

a-p Henu Tapuncka, Hauanuuk Ha otzen , JITTIMUK®, nupenus “JIIT”

Ynenose:

Mar. ¢apM. Opiun Heznes, appxaBeH ekcruept B otaen ,, JIIIMUAK

Paymna KanuHoBa, Iy1aBeH excrepT B qUpeKuus ,,O61IecTBeHH TOPHUKU”

bunsna Keiiesa, rmaBeH ekcnept B IUpeKnus ,,O01ecTBeHy NophuKky’”

Januena Brnanosa, rnaBen excrept B otnen “bromxer”, nupekuus “bd”

Ha ny6nuunara yacT Ha 3acelaHHETO Ha KOMUCHSTA, Ha OCHOBAaHME WI. 57, ajl. 3, BbB Bpb3Ka
c w1 54, an. 2 ot [IIT30I1, npucsera Tuxomup Kones — yrbIHOMOIIEH IIPeACTABUTEN Ha ,,MeeKkc
OO/I. Ha 3acenanueTo He IpUChCTBAaxa MIPEACTABUTENIN Ha CPECTBATA 32 MACOBO OCBEIOMSIBAHE,

Komucusra mpoasinku cBosiTa paboTa Ha 3aKPHUTO 3aceaHue.

IV. Knacupane Ha y4acTHHOMTE CJIeJ OLEHKA HA HKOHOMHYECKH HAH-U3rogHaTa
odepTa B3 0CHOBA Ha oNpeneseHus kpurepui — ,,Haii — Hucka nena”, cpraacuo 4. 70, aur. 2,
T. 1 or 3011, xakTo cneasa:

1. ,,®@bOHUKC ®APMA“ EOOJ

TENOFOVIR
DISOPROXIL

EMTRICITABINE/

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

4.710000

(ueTupu neBa v
CEAEMIECET U
€IHa CTOTHUHKA)

5.652000

(ner nesa u
LIECTHECET U MeT
LSJIO U IBE CTOTHHKH

141.30

(cto
YETUPULECET U
€/IMH JIEB U
Tpuuaecer
CTOTHHKH)

169.56

(cTo miectTaeceT u
JICBET JIEBA U
TIETAECET U LIECT
CTOTHHKH)

552 087.36

(nercroTuH
MET/IECET U JBE
XUJIAIH |
oceMzeceT u
celleM neBa U
TPUAECET U LIeCT
CTOTHHKH)

EMTRICITABINE/
TENOFOVIR
DISOPROXIL

2. ,2MEJEKC“ 00J]

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

3,260000 nesa
6e3 JJ1C

(Tpu LSO ABE
LIECT HyJIAa HyNa
HyJia HyJ1a JieBa

6e3 J1C)

3,912000 nesa ¢ JAC|

(Tpu LaN0 NeBeT
€IIHO JIBE HyJa HyJa
HyJna nesa ¢ JJJIC

97,80 nesa 6e3
acC
(zeBetTnecer u
celleM jesa U
ocemMiecer
CTOTHHKH 6e3

AC)

117,36 neBac

cefieMHaneceT
JeBa U TPUIAECET
H LIECT CTOTHHKM

¢ I1C)

382 124,16 nepa
¢ JJIC
(Tpucra

0CEMIIECET M JIBE

XUJISLAN CTO
JBAJIECET H
YETHDPH JeBa U
ILIECTHAIECET
CTOTHHKH C

JUIC)




V. KomucusiTa 7onycKa y4acTHHIUTE B IPOLEIYPATA €bC CJAIHATE MOTHBH:

1. Komucuara pomycka yuactHuka , OBbOHUKC ®APMA“ EOOJM, Tt karo
IIPEUIOXKEHHETO My OTrOBaps Ha IPEBAPUTENHO (OSBEHHUTE OT BB3JIOKUTENS YCIOBHSL.

2. Komucusara nomycka ydactHuka ,MEJEKC* OO/, Thii Karto NpemIOXeHHETO My
OTroBaps Ha IPEJBAPUTEIHO OOSIBEHHTE OT BB3JIOXKUTEIS YCIOBHUS.

VI. Ilpennosxkenne Ha KOMHCHSITA.
B pesyntar Ha u3BbpIIEHaTa ONEHKA HA OQEPTHTE, KOMHUCHSTA Ipeiara 1a Obe CKIoYeH

JOT0BOP C KJIIaCUPaHHUAT Ha ITbPBO MACTO YYACTHHK.

ATC Eaunnyna Epunudna

THproscko HaHMEHOBaHHe
KOA P ueHa 6e3 JJIC uena ¢ JJC

Y4acTHuk Kanacupanero

3,260000 nesa | 3,912000 nesa c
Emtricitabine/Tenofovir oe3 JIJIC JacC

. . 4 JI0 1BE 1Y 0 ag:
JOSARO3 dlSOpFOXll Mylaﬂ, Film coated (Tp" HALO ( PYA LU0, ICBET ,,MEHEKC“ OOII I-B0 MsicTO

tablet, 200 mg/245 mg, UD, Pack: tiect HyJa LA A
30 Hyna HyJla HyJla | HyJjia HyJja jieBa
nesa 6e3 J1J1C) c JAC

4.710000 nesa | 5.652000 neac
Emitricitabine/Tenofovir Ges IIC avi(e

wsanas | T 2t It | s | rr | oBOMC | o e
30 > T CeneMIecer u mecriaeceT u ner| ®APMAY EOO/L
€IHa CTOTHUHKA) L710 U ABE
_ CTOTHHKH)

Hepamem{a HacT OT HaCTOsAIIUA Iloman & HpOTOKOJ’I, KOMTO € M3rOTBEH B X0OJla Ha pa60TaTa
Ha KOMHCHUATA U B KOUTO € ONHMcaHa HO)IpOGHO pa60TaTa Ha KOMHCHATA I10 U3BBPIIBAHE HA HO,ZI60p
Ha YYaCTHHIUTE, pasrjIieKAaH€ W OICHKa Ha OQ)eme‘e U KBbM KOHTO € IIPHJIOKCHA Is1aTa
HeoOxoauMa JOKYMEHTAIIUA 3a B3EMAHE Ha PCHICHHUEC OT BB3JIOXKHUTEIIA.,

Hacrosmus nokiaz ce cperaBy u roanuca ga 25.10.2018 r.

CheTaB HA KOMHUCHSATA:
IIpencenaren:
n-p Henu Tapuncka

Ynenose: 3anmyeHa HHGOPMAaLUI Ha OCHOBAaHHKE 1.2 33J10
Mmar. dapm. Opiua Heznes

Paynnia Kanmaora
bunsana KeieBa

Jlanwena Branosa



