IMMPOTOKO.I

Ha 28.05.2018 r. ot 15:00 yaca ce mpoBene ny0JINYHO 3acelaHMe Ha KOMHUCHS Ha3HaYeHa
cbe 3anosen Ne PJ[-11-177/28.05.2018 r. Ha MMHHCTBpPA Ha 3[paBEeONa3BaHETO, ChC 3a/a4ara 1a
M3BBPIIM MONOOP HA YYACTHMLMTE, pasriena, OIEHM M KIacHpa TojaleHdTe opepTH IO
0OlLIeCTBEHA IIOphYKAa ¢ TNpeameT: ,/focmaéxka wna nexapcmsenu npodykmu 3a 2018 2.,
omnyckanu no peda na Hapedba Ne 34 om 25.11.2005 2. 3a peda 3a 3annauiane om
penyGuKaHcKua 6100%cem 3a JleHeHUuemo Ha ObazapcKu pa’coanu 3a 3aDONAGAHUA U3EHH
06xeama Ha 3a0baMCUMENHOMO 30PA6HO OCUZYPABAHe, 3a Nedenue Ha nayuenmu cvec CITHH,
myGepKyio3a, NCUXUYHU U NOGeOeHHeCKU pA3CMpolcmea, OvdCAuiU ce Ha ynompeba Ha
onuoudu, cuHOpoM Ha 3d6UCUMOCM® RO npekpamenu obocobenu nozuyuu. OOleCTBEHATa
nopbuka e otkputa ¢ Pemmenue Ne PJ1-11-144/03.05.2018 r. Ha BB3IOXKUTEN.

I. CbcTaB HA KOMHCHATA:
IIpeacenaren:

n-p Henu Tapuncka, HayanHuk Ha otaen ,, JIIIMHAK®,

Ynenose:

mar. ¢apm. Opnun Hener, nvpxasen excnept B oTaen ,,JITTMAK®;

Banst MUTKOBA, ABPKaBEH eKCIepT B aupekius ,,O6mecTBeHH MOPBUKU™
Panuna KanuHosa, IIaBeH eKCnepT B aupekiwst ,,O6mecTBeHH NOPhYKH ™
Banentuna Panesa, rnaBeH ekcnepT B otaen “Bromker”, nupexuus “bd”
PezepBen npeacenaren:

Pymsina CTaBpeBa, IbPXaBeH eKCIePT B TUPEKIKs ,,O01ECTBEHH HOPBYKH;
Pe3epBHM 1/1€HOBE:

Mar. dapm. Lseremuna [onosa, maaxum excrept B otaen ., JITMHKY, nupenus “JIT
[1lenaii EMHHOBA, CTAapLIM IOPUCKOHCYIT HA JUPEKIHS ,,OOLIECTBEHHA MOPBYUKH”
Iannena Brajosa, riaBeH excnept B oTaen “brompker”

Ha OTKpHUTOTO 3ace/[aHie B3eXa yYacTHe BCHYKA PEJOBHY YIEHOBE HAa KOMHCHATA. [Tpenu
HAYANIOTO Ha 3acelaHHeTo W CleJ MONydaBaHe Ha CIHUCHbKA C YJACTHHUKMTE B OOIIECTBEHATa
[MOpDHUKa, TPeACeNaTeNsT H BCHUKH IIPUCHCTBAIIM WICHOBE Ha KOMUCHATA MOMHCAXa JCKIapalii
mo u. 103, an. 2 or 3akoHa 3a obiectsenuTe nopruku (3011) 1 wi. 51, a. 13 ot TlpaBunHuKa 33
puIaraHe Ha 3aKOHa 32 OOLIECTBEHHUTE MOPBYKH (TII130I11). Ipenyn orBapsHe Ha ONAKOBKHUTE,
CHABPXKAIIM HpPEVIOKEHNSTA HA YYACTHHIUTC, KOMHCHATA CE€ 3am03Ha C yTBbpAcHala OT
BB3JIOKHTENS JOKYMEHTALUs 32 yJacTHE B Mpolieypara 32 Bh3JlaraHe Ha o0mIecTBeHaTa [IOPBUKa.

II. CuuchK HAa TpeIIoAKEeHHATa HA yYACTHHIHTE B Mpouexypara 3a Bb3jarane Ha
o6IecTBeHa MOPbUKA, 10 Pe/ia Ha TAXHOTO NMOJAaBaHE B 1€/10BOACTBOTO HA MuHHCTEPCTBOTO
HA 3JpaBeoNa3BaHETo:

Koncratupano 0e, 4e B ONpeleieHHs CPOK Ca MOCTBIUIH 2 (;1B€) MpPELIOKEHHUSA, KaKTo
cienBa:

1. Ilpemtoxenne ¢ BX. Ne 26-01-69/21.05.2018 r., momageno B 13:50 yaca oT dupma
,CTHHI“ AJl, 1o 060c00€HH NO3ULIUH Nelwu?2;



2. Npemnoxenue ¢ Bx. Ne 26-01-71/21.05.2018 r., momaneno B 14:58 gaca ot dupma
»MEJIEKC* OO/, o o6ocobena no3umus Ne 5;

[IpeanoXKeHHATa Ca NOJANCHH B 3alcyaTaHH, HaJNHMCaHM, HETPO3payHH OMNAKOBKH C
HeHapyleHa nsioct. [IpennoxeHus, TOCThIUIN CE/ KpaiHUs CPOK HAMA.

III. OrBapsive Ha PerHCTPHPAHHTE B [EJOBOACTBOTO 3aNevaTaHM, HeNMpo3pa'iHH
ONAKOBKH, ChbAbPKAIIH MPeLN0KeHHATA HA YIACTHHIHTE.

Ha ocnosanue wi. 54, an. 2 ot IITI30I1, nmpn myOnu4HUTE OeHCTBHA Ha KOMHCHUSATA,
npucncrsa [[Betennna L{peTkoBa — YII'BIIHOMOLICH IIPEACTABATE] HA HCTHUHI™ AL,

Ha ny6nu4HaTa 4acT Ha 3aCeJaHHETO HA KOMHCHSTA He NMPUCHCTBAXa NPEACTABUTENN Ha
Cpe/icTBaTa 32 MaCOBO OCBEIOMABAHE.

Cnen nacHTHOUKAIMA Ha MPHCHCTBALIMSA NPENCTABUTEN, KOMUCHATA OTBOPH IO pefa Ha
TAXHOTO DOCTBIBAHE MpPEIOKSHHUATa HA YYAaCTHHIUTE, CHABPXAIIM CE B 3alCHaTaHUTE,
HEMPO3PavyHH ONAKOBKH, OMOBECTH 000COOEHHTE MO3ULUH, 33 KOMTO € MONANEHO BCAKO €HO
IIPCUTOXKEHHE, TAXHOTO ChABPXKAHHE H U3BBPILUHU IIPOBEPKA 33 HATAIUETO HA OT/ICITTHH 3allcyaTaHu
ILTHKOBE C HAMHC ,,JIpe/inaraHy [IeHOBH NapaMeTpH” 3a Besika 060co0eHa MO3HIHA.

B usmbiHenne Ha pasmopenburte Ha wi. 54, am 4 or IM3O0IL, Tpuma dncHOBE Ha
KOMMCHATA, IOANMCAXa CBHALPXKAIUMTE C€ B INPEJIOKCHHATA HA YYACTHHIMTE, TEXHHYECKH
NpeIOXKeHHs, KAKTO M OTAEIHMTE 3alleYaTaHd IIMKOBE C HAIIHC Llipemarand LEHOBH
HapamMeTpu‘.

B u3mbiHeHHe Ha pasnopeabara Ha Wi 54, all. 5 or IIMI30Il npuchCcTBAIUAT
YII'BIHOMOILEH NIPEACTaBATEN Ha ,CTHUHI'* AJl r-xa I[Berenuna [iBeTrkoBa ce€ BB3MOJI3BA OT
MIPABOTO CH Ja IIOMHAIIE TEXHHYECKOTO TPEUIOKCHAE M OTCIHHSA 3aMeyaTal HelPO3patcH IIHK
¢ Haanuc ,JIpenarany [EHOBH IapaMeTpU™, ChABPXKAIIH CE B NMPEATOKCHHCTO HA yqacTHHUKA
SMEJEKC* OO/, no obocobena mosmius Ne 5.

C w3BBpIIBAHE HA TOPHMTE NCHCTBHA MPHKIFOYA IYOIHYHATA 4acT OT 3aCCJAHMETO Ha
KOMHCHSTA.

TIpencenaTenaT Ha KOMHCHATA OOfBH, Y€ BCHUKH JOKYMEHTH CBBP3aHH C oOrecTBeHaTa
ophyKa, BKIIOYHTENHO ¥ TPENCTABEHHTE NPEIJIOKCHMS 33 yqacTue, IIe Ce ChXpaHiBaT B
crpajiata Ha MHHHCTEPCTBO Ha 3/paBEOIa3BaHETO, I ,.Ceera Henmens™ Ne 5, B momenieHue
.Marnxa 3ana cyTepeH™.

[IpencenaTenaT Ha KOMHCHSTA M3TOTBH Ipaduk 3a paboTrara Ha KOMHCHATA, CBIJIACHO
W3MCKBaHeTo Ha wi. 51, an. 4, T. 1, npennoxenue Bropo ot ITTI30I1L

IV. KOHCTATAIHM OTHOCHO HAJIMYHETO HA MOCThIHIH 0hepTH 110 060C00eHH OINUHH

Ha ny6nuunoto 3aceqanne Komucusira yCTaHOBH, Y€ HMa 000co0GeHH IIO3ULHH, 10 KOUTO
HAMA MOCTHIIHIN 0depTH B OCOUEHHs B 0OSBICHHETO CPOK, & MMCHHO!

O60coGena mosumus No 3: Emtricitabine/Tenofovir alafenamide 200/10mg

O60oco6Gena nosumas Ne 4: Emtricitabine/Tenofovir alafenamide200/25mg

IIpenBua ropHaTa KOHCTATalUsl, HA OCHOBaHHUE L. 110, an. 1, 1. 1 or 30Il, komMHcusTa
npefTara Ha BB3IOXKHTENA, OOLIECTBEHATa NMOpBYKA C IPEIMET: ,,JlocTaBKa Ha JIEKApCTBEHU
nponyktd 3a 2018 r., oTmyckaHH MO peAa Ha Hapen6a Ne 34 ot 25.11.2005 r. 3a pena 3a
sariamane oT penyOnuKaHCcKHa OI0/DKeT 3a JIEHEHUETO Ha GBIrapcKH rpakIaHy 3a 3a00JsIBaHUs
M3BBH 00XBaTa Ha 3aIbDKHTEIHOTO 34PaBHO OCHTYpsIBaHE, 32 JEICHHE Ha NALHCHTH ChC CIINH,
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Ty6epKyno3a, ICHXHYHA H MOBEAEHYECKU Pa3CTPOHCTBA, BIKAIIM CC Ha ymoTpeba Ha OIIMOUIH,
CHHIPOM HAa 3aBHCHMOCT 10 TpeKpaTeHd o0OCOOCHH MO3MIMH, B HacTTa il mo obocodenn
no3unuu NeNe 3 u 4 na 0bjae npexpaTeHa.

V. Pasriexaane Ha nokymenT no wi. 39, an. 2 or HII3OII 3a choTBeTCTBHE €
H3HCKBAHUATA KbM JHYHOTO ChCTOSIHHE M KPHTEPHHTE 32 1oa60p.

B w3mbiaHenue Ha wi. 54, an. 7 ot IIT30I1, xoMucus, Ha3HaueHa ChC 3amoBel Ne P/I-11-
177/28.05.2018 r. Ha BB3NOXKUTENS MPOABDKHA CBOATa paboTa B 3aKPHTO 3aCE]aHUE, IPOBEICHO
Ha 29.05.2018 r., B ClIeTHUS CHCTAB:

IIpencenaren:

n-p Henu Tapuscka, Ha4anHUK Ha OTACTT JITIMUK;

YneHose:

mar. ¢apm. OpiuH Henes, nppxkaBeH EKCIIEPT B OTACI SJTIMUK;

Bans MHTKOBa, ABPXKABEH eKCIEPT B UpeKius ,,O61ecTBeH: MOPBUKH
Pamnua KanuHoBa, TIaBeH eKcrepT B aupexus ,,001IecTseHy NOPhYKH
Basientira Paesa, riaBeH excIept B 0Tael “Broker”, aupexnus “b®”

1. Pasraexaane JOKYMEHTHTE NPeICTABEHH OT »CTHHI* AJl, o 060co0€HH MO3HIUH
Ne 1 ¥ 2 32 ChOTBETCTBHE ¢ H3MCKBAHHATA KbM JMYHOTO CHCTOSHME M KPHUTEPHHUTE 32
noadop.

KomucusiTa yCTaHOBH, Y€ YYaCTHHKBT € MPEJCTABHIL CIHH 6poit EEJIOII B enexkTpoHeH
B mombiaHeH mpes cucremara 3a eEEJIOIL B PDF ¢opmar, muMppoBO MNOANHCAH OT
NPEICTABNSBAIUTE APYXKECTBOTO C ENEKTPOHEH HOMMHMC H MOMBIHCH CHIVIACHO H3UCKBAHHUATA HA
3011 1 BB310sKATENS MOCOueHH B JIOKYMEHTAIMSTA 32 y4acTHe W IPHJIOKEH Ha ONTHHCH HOCHTCI
KBbM MaKeTa JOKYMEHTH 3a y4acTHe B IpoLeypara.

Ilpu nozpoOHO pasriexnaHe Ha I0CoUeHaTa B EEJIOII uagopmanus 3a CbOTBETCTBHE €
M3MCKBAHMATAa KbM JTHYHO CHCTOSHHE H KpHTepuHTe 32 monbop, Komucusara KOHCTATHpA, Y€
YYACTHMKBT OTTOBaps Ha NpEIBAPHTETHO 0GsBEeHHUTE M3MCKBaHMs Ha BB3IOXKHTENS H CHIIHST
cileBa Ja 6bje JOMYCHAT O €Tall Pasryex/aHe Ha TEXHWHYECKO MPEIIOKEHNE H HPUJIOKEHUTE
KBbM HETO TOKYMEHTH.

2. PasriexaaHe NOKYMEHTHTE MpeACTABEHH OT LMEJEKC“ OO/I, no o06ocodeHa
mosupug Ne 5 3a ChOTBETCTBHE ¢ M3HCKBAHHUSATA KBM JIHYHOTO CHCTOSIHAE H KPHUTCPHHTE 32
noadop.

KOMHCHSTA YCTAHOBH, Y€ YYACTHHKBT € NPEACTABUI CIIHH 6poit EEJIOIl B eneKTpoHEH
Bia mombiHen mpes cucremara 3a €EEJIOIL B PDF ¢opmar, nudpoBo MNOANHCAH OT
Ipe/ICTARNISBALIATE APYKECTBOTO € eIeKTPOHEH NMOAMIC 1 MOMBIHEH CHITIACHO HU3UCKBAHUATA HA
3011 1 Bb3I0KATENA OCOUSHH B JIOKyMEHTAUHATA 38 y4aCTHE H IPAUJIOKCH HA ONTHHUCH HOCHTEN
KBbM TIaKeTa JOKYMEHTH 3a y4acTHe B IIpoLeypara.

Ipu nogpo6HO pasriexaaHe Ha MOCOUCHATA B EEJIOII undopmaius 3a CbOTBETCTBHE C
M3HCKBAHMATA KbM THYHO CBHCTOSHHE M KDHTEPHHTE 32 IOIDOD, KoMucusaTa KOHCTAaTHpa, 4e
YYACTHMKBT OTrOBaps Ha MPEIBAPHTEIHO 06sBeHMTE M3UCKBaHKMA Ha BB3IOXHTENT M CHIUMAT
ciensa na Gbhae JOMYCHAT O eTall PasIVIexIaHe Ha TEXHMYCCKO MPEIIOKCHHS 1 IIPUJIOKEHUTE
KBM HETO JIOKYMEHTH.



VI. PasrjiexaaHe HA TEXHHYECKHTEe MPENJIOKEHHS] HA YYACTHHIIUTE, BEAHO ¢

NpeJIoKEHHATA 32 H3IbJIHEHHE HA NOPBLYKATA U BCHYKH U3HCKYEeMH KbM TAX JOKYMEHTH.
Ha nposenesoro Ha 30.05.2018 r. 3akpuTo 3aceiaHue Ha KOMUCHATA B PENOBHHA H ChCTaB,

femme HM3BBLPLICHA [POBEepKa HA TIPENJIOKEHHATA 332 M3IBIHCHHE Ha

CHOTBETCTBHETO UM C IPEABAPUTCIIHO 00ABEHHUTE yCJIOBHA:

YYaCTHUIIUTE H

1. Vuacruuxst ,,CTHHT“ AJl, mo 060coderny mosumuu Ne 1 u 2
Ilpeasioskenre Ha yMaCTHUKA:
KonngecTBo
Me: HAPOAH
Ne ATC kon nﬁrenﬂ-no ° Tuproscko JlexapcrBena Ha OxoHuYaTeIHa KoauuecTBo MKE xon
HAHMEHOBAHHE ¢opma AKTHBHOTO ONAKOBKA no
HAHMEHOBAaHHE
B-BO
B20.0,820.1,820.2,820 3 .B
i 20.4,820.5,820.6,820.7,82
1 | 105AX08 | RALTEGRAVIR ISENTRESS coated 400 mg 60 6p. wsepoop | O-5B200.8210.B21.2,B21.
e 1= 3,821.7,B21.8,821.9,822.0,
B22.1,822.2,B22.7,B23.0,B
23.1,323.2,823.8,824,221
B20.0,820.1,B20.2,B20.3,.B
20.4,820.5,820.6,820.7,B2
) 0.8,820.9,B21.0,B21.2,821.
5 | ,B20.9,B21.0,B21.2,
05AG03 EFAVIRENZ STOCRIN Film tablets 200 mg 90 6p. 15336000 | 3101 g B2 9823 0,
B22.1,B222,B22.7,B23.0,B
23.1,823.2,823.8,824,221

Ha ocrHoBanme wi. 56, an. 2 ot ITI30I1, komMucusTa MpoBEpH TEXHHIECKOTO NPEIIOKCHHUC
Ha yJacTHHKa Mo 060cobenn mosuuuu NeNe 1 i 2  KOHCTAaTHPa, Y€ HANPABEHUTE TPEIUIOKCHHAA
HaI'bIHO CHLOTBETCTBAT HA IPEABAPHTENHO OOSBEHUTE YCIOBHS Ha BL3TOXKHUTCIS X ChABPXKAT:
JOKyMEHT 3a YITHIHOMOII@BaHe, IPEIUIOKEHHE 32 H3NBIHEHHE Ha [OPBUKATa B CROTBCICTBHC C
TeXHUYECKUTE CIelM(HUKaud ¥ M3VMCKBAHMATA HaA BB3JIONHTEN, Jekiapalud 3a ChlIache ¢
Kay3HuTe Ha IPUIOKEHUS IPOEKT Ha IOTOBOP, ACK/IApalys 3a CPOKa Ha BAIMIHOCT Ha odeprara,
3aBepeHH KOIUs Ha BaJIMIHH Pa3pelICHUS 3a ynotpe0a B CTpaHaTa, H3[a/ICHH 1O pena Ha 3JHIXM
i Permament (EO) Ne 726/2004 r. Ha EBponeHcKus NapiaMeHT U Cweeta (un. 23, an. 1 Ha
3JIIIXM) 3a chOTBeTHHTE 000COOEHH NO3MIKEK U IIpHIOKEHHS 1 - KpaTxu xapaKTepHCTHKH Ha
npoaykTHTe o obocobenn nosumun Ne 1 1 2.

Komucusita gomycka ydactauka CTHHI® AJ[ no ortsapsHe Ha LCHOBHTE My
npeIoKeH s o 060coGenn mosuuy Ne 1 1 2.

2. Yuacraukst ,MEJAEKC* OO/, no o6ocobena mo3uuus Ne S.
IlpennokeHne Ha Y9IaCTHHKA:

Koanuectro

JlexapcTaena Ha
dopma AKTHBHOTO

B-BO

MexIyHapoaHo
HEeNMaATeHTHO
HAHMEHOBAHMHE

Oxonvaresina KonnuecTBo
onaKoBKa a0

Tobproscko
HA¥MEHOBAHHE

Ne| ATC kon MKB kox

5 | JOSAX08

PYRAZINAMIDE

PYRAZINAMIDE
KRKA, Tablet, 500
mg, Pack: 100

Tabl.

500 mg

100

245 700 000

Al15,A15.0,A15.1,A15.2,A1
53,A15.5A15.6,A15.7,A15
8,A159,A16.0,A16.1,A16.

2,A16.3,A164,A16 5,A16.7
JA16.8,A169,A17.0,A17.1,

Al17.8,A179,A180,A18 1A
18.2,A18.3,A18.4,A185,Al

8.6,A18.7,A18.8,A19.0,A19
1,A19.2,A19.8,A19.9,B90.0
,B90.1,890.2,B90.8,890.9

Ha ocropague 4. 56, ait. 2 ot ITTI30I1, xoMucHsATa IPOBEPH TEXHUYECKOTO HPEIIONKCHAC

Ha Y4YaCcTHHKa H KOoHCTaTHpa, 4YC HanpaBCHOTO IPCIJIOKEHHE Hall'bJIH

0 CBOTBETCTBA Ha

peaABApPUTEITHO o0sBEHUTE yCJIOBHA Ha BDB3IOKHUTEISI B ChAbpXKA: IMPECAJI0KCHUC 3a U3MMBIIHCHHUC
Ha noppiKata B CHOTBETCTBHE C TCXHHYECKUTC CIICI_II/I(i)I/IKaIII/II/I U U3UCKBAHUSTA HA Bb3JIOKUTCIA,
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JeKJIapalis 3a ChIVACHE C Kiay3uTe Ha NPHIOKCHUS NPOCKT Ha JOTOBOD, ACKIApaLi 3a CpPOKa
Ha BAIMAHOCT Ha odeprara, 3aBEPEHO KOMHWE HA BAIHIHO PaspellCHHC 33 yrnoTtpeba B CTpaHara,
u3naneHo o peaa Ha 3JITIXM wmm Pernament (EO) Ne 726/2004 1. Ha EBponefickus napjiaMeHT
u Cpera (Wi, 23, an. 1 ua 3JIIXM) u Ipunoxenus 1 - KpaTka XapakTepycTHKa Ha LpOAyKTa.

Komucusara JONycKa y4YacTHHKa LJMEJAEKC* OO/l no oTBapsHe Ha HECHOBOTO MY
peUIoXeHKe 110 000cobeHa MO3HIU No 5.

C u3BBpIIBAHE HA TOPHHTE AeHCTBHs padoTaTa Ha KOMHUCHATA PUKIOTH Ha 30.05.2018 r.

B m3mbiHeHMe Ha pasnopexbara Ha uwi. 57, al. 3 o IT13011, KomucusTa 00ABH 4pe3
chobmenne B [Tpoduna Ha KyITyBada, 4e OTBAPSHETO HA UEHOBUTE NPEUTOKCHNS Ha JOITYyCHATHTE
YY4ACTHULM IIE Ce TMPOBEAE HA 04.06.2018 r. (momenennuk) ot 11:00 waca B crpagata Ha
MHUHHCTEPCTBO Ha 34PaBEOIa3BaHeTo, Ip. Cotus, mi. ,,Ceera Henensa™ Ne 5.

CHOBIICHHETO 3 OTBAapsAHE Ha IIEHOBHTE IpeIOkKeHus bere nmy6nukysaso Ha 30.05.2018
r. B pasgen ,llpopun Ha KynmyBada“ Ha OQMUHMaNHWs CaHT Ha MUHHCTEPCTBOTO Ha
3/|paBeONa3BaHETO Ha CICAHUAT afpec:
https://www.mh.govemment.bg/b,q/proﬁl-na-kupuvacha/protseduri-Do-zop/protseduri-po-reda—na-
zop/dostavka-na-lekarstveni-produkti-za-201 8-nar-34-pr/

VII. Ily6;1uu4no 3aceaHue 32 OTBAPAHE HA HEHOBH NPEI0KEHIH

Ha 04.06.2018 r. ot 11:00 gaca ce nMpoBele OTKPUTO 3acelaHue Ha KOMHCHA Ha3HAuCHaA
cbe 3amosen Ne PII-11-177/28.05.2018 r. Ha MHHHCTBpP2 Ha 3[paBEOMA3BAHCTO. Komucusara e
HA3HAYeHA 12 W3BBPIIA MONOOp HA YYACTHHLMTE, pasriie/a, OUCHH W Kjlacupa IOJIa/ICHHUTE
odepTH 110 00ImECTBEHA MOPBIKA € MPEMET: wJdocmaska Ha 1ekapcmeenu nPOOyKmu 3a 2018 2.,
omnyckanu no peda na Hapedba Ne 34 om 25.11.2005 2. 3a peoa 3a 3aniauiane om
penybauKkanckua 0idxcem 3a iedenuemo Ha GvnzapcKu 2pajcoanu 3a 3a00NA6AHUA U3GBH
ofxeama Ha 3A0BANCUMETHOMO 30PAGHO OCUZYPABAHe, 34 JleueHue Ha nayuermu cve CITHH,
mybepKyno3a, NCUXUYHU U NOBEOCHUECKU pascmpoiicmea, OvCAWU ce Ha ynompeba Ha
onuoudU, CUHOPOM HA 3A6UCUMOCH ™ NO NpeKpameHu o6ocobenu no3uyun.

CBCTaB Ha KOMHCHSITA, YU4aCcTBAI HA MyOIMYHOTO 3aceNanme:

Ilpencenaren:

a-p Henu Tapuucka, HAUaTHHK Ha OTAC] L JITIMHUK;

YneHose:

mar. papm. Opnua Hezxes, IbpxkaBeH eKCIEPT B OTACI LJITIMUAK®,

Bausg MuTKOBa, IbpXaBeH €KCIEPT B AUPEKIUA ,,OB1mecTBeH: IOPBUKHA
Payuna KanuHoBa, r1aBeH eKCIepT B IHPCKINsA ,,OBIecTBeHH TOPHYKHA 3

Basientuna PajeBa, riaBeH eKCIIEpT B OTIACH “Bromker”, aupexius “bd”;

Ha ny6nuyHaTa 4acT Ha 3aC€]aHUCTO Ha KOMHCHATA, Ha OCHOBaHHE Wi 57, al. 3, BbB
Bpb3Ka C Wi 54, ai. 2 or IIM30Il, mpuckctBa llBeTenuHa I[BeTKkOBa — YIBJIHOMOLIEH
npencTaBuTeNl Ha L ,CTUHI ALl

Ha 3acemanuero He IpUCHhCTBaxa NpeCTaBUTEINR Ha cpeacTBaTa 3a MacoBO OCBEOMABAHC.

KoMmucusiTa TPUCTBHIH KbM OTBApsHE Ha IUIMKOBETE C HAAIUC ,JIpe/iaranu [EHOBH
mapameTpu®, B KOHTO €€ CBHABPXAT LCHOBMTC Ipe/UTOKEHHs. Ha JOIYyCHATHTE YYaCTHHMIA [0



OTJle/THUTE 000COOEHHM IO3MIMM, IO peJa Ha MOCTHIIBAHETO HAa OPEPTHTE B JENOBOACTBOTO Ha
MUHHCTEPCTBO Ha 3/[PaBEOIIa3BaHETO:

[Ipepnaranute OT y4aCTHHIIMTE LIEHH Ca CIIE/THATE:

1. ,,CTHHI“ AJl, no 060cobern mozunuu NeNe 1 m 2.

Tbproscko
Ne ATC
o KO HAMMEHOBANHE EnunuuHa ueHa 6e3 JJ1C Enunnusa uena c JAC
JOSAX08 ISENTRESS film-coated
1 tablets 400 mg x 60 0,039478 ns. 0,047373 ns.
JOSAGO3 STOCRIN film-tablets
2 200 mg x 90 0,000118 zB. 0,000141 5.

2. ,MEJIEKC* OO/, no o6ocobena mozuuus Ne 5.

Tvproecko
Ne ATC
L] KOJ T EnuxnyHa uena 6e3 JJAC | Eaunuuxa nena ¢ JJC
JO4AKO1 PYRAZINAMIDE
5 KRKA, fablct, 300.mg, 0,000295 5. 0,000354 15.
pack: 100

Cnen H3BLPUIBAHE HA TOPHUTC JIEUCTBUS npeacesaTe/IIT Ha KOMUCHATA 3aKpH IIy6III/I‘lHaTa
4acT Ha 3aCeJaHueTO U KOMUCHATA IPOABIDKH CBOATA pa60Ta NpH 3aKpUTH BPATH.

VIIIL IIpoBepka Ha CHLOTBETCTBHETO HA LIEHOBHUTE MPE/1I0KCHUSA ¢ H3HCKBAHHATA HA
BBLAJOKHTENS] HA 3acelaHHe Ha KoMMcHsTa, npoBeaeHo Ha 04.06.2018 r. B penoBHHS H
ChLCTaB.

KoMucusiTa M3BBpIIM [POBEPKAa Ha MNPEMIOKCHHUTE LEHH, 3@ TAXHOTO CHOTBETCTBHMC C
[IOCOYEHUTe OT BB3I0XKHTENs YCIOBHS M IPOTHO3HHM CTOHHOCTH. B Xoma Ha u3BBpLICHATA
[IPOBEpKa, KOMUCHUSTA KOHCTATHPa, Y€ BCHYKH YHACTHHIM Ca IOJANIH UEHOBH MPEUIOKEHUA B
CHOTBETCTBHE C MIPEABAPUTETHO OOABEHHTE YCIOBHSL.

IX. Knacupane Ha y4acTHHIMTE HA 3aKPHTO 3aCeAaHHe MPOBEJEHO HA 04.06.2018 r.,
OT KOMHCUSITA B Pe/IOBHHS H ChCTAB:

Criex M3BBpILIBAHE HA TOPHHTE JeHCTBHA, KoMucusiTa IPUCTHIN KbM OLICHKA Ha odepTHTe
Bb3 OCHOBA Ha KPUTEPUs ,,Hali-HUCKa LeHa"™,

B pesynTar Ha paboTara CH NO paslileXkAaHe, OLCHABAHE W KIACUpaHEe HA IOCTHIMIIATE
MpeUIOKEHH. 32 y4acTHe B TpOLEAypa 3a Bb3JaraHe Ha obmiecTBeHa MOpbYKA C IIPEIMET:
,,JJocmaexa na rexapcmeenu npodykmu 3a 2018 2., omnyckanu no peoda na Hapeooa Ne 34 om
25.11.2005 2. 3a peda 3a 3annawiane om penyONUKAHCKUA 6100cem 3a Ne4eHuemo Ha
Gvrzapcku  2pa)coanu 3a 3a060/1A6aAHUA  U3ELH ofixeama Ha 3a0BAXNCUMETHOMO 30PABHO
ocuzypaeae, 3a J1e4eHue Ha nayueHmu cvC CITHH, mybepKyn03a, NCUXUHHU U ROBEOCHUECKU
pascmpolicmea, OvbJdCawju ce Ha ynompe6a Ha ONUOUOU, CUHOPOM Ha 3aeucumocm* no
npexpamenu 060cobenu no3uyuu, KoMucusaTa

MPEJJIATA:

1. Ha ocropanue wi. 110, am. 1, T. 1 or 3axoHa 3a oOLIECTBEHATE NOPBYKH, IIpoLe1ypaTa

J1a ce TIpexparu 110 060coOeH  TTO3ULIH, KaKTO CJie/Ba:
O6ocobena nosumms Ne 3: Emtricitabine/Tenofovir alafenamide 200/10mg




0O60cobena mo3unus Ne 4: Emtricitabine/Tenofovir alafenamide200/25mg,
TBHil KaTO He € TIoaeHa HATO efHa odepra Ho MocodeHnTe 060COOEHH MO3HIIAH.

I1. Knacupane:

Tbproecko Bansserimia Eaunnuna K
Ne | ATC ko P neHa 6e3 A YuyacTHHK flacupane
HaUMMEHOBaHHE uena ¢ JJAC TO
AAC
JOSAX08 ISENTRESS film-coated LCTHHI™ A]
1 tablets 400mg x 60 0,039478 ns. | 0,047373 ns. [-Bo MACTO
JOSAGO3 STOCRIN film-tablets LCTHUHI™ AT
2 200 mg x 90 0,000118 8. | 0,000141 nB. [-BO MsCTO
PYRAZINAMIDE
5 | JoaAkol KREA]’O(‘;“’I“’ 500,mg, | 00295 nm. | 0,000354 5B, | ,MEJEKC* OOJ1 | I-B0 msicto
pack:

Cnen M3BBPIICHOTO KJIAaCHpPaHC, KOMHCHATA IIpejiara Ha BB3JIOXKUTEIIA a onpeney 3a
W3OBJIHATENH Ha OOIIECTBCHATa nopwpyYKka 1no OTASITHHTC 000cO0EHH TO3ULINH K1aCupaHUTC Ha

OBPBO MSACTO YYaCTHHIIH.
C M3BbPHIBAHETO HA TOPHOTO KJacHpaHe, paboTara Ha KOMHCHSATA NMPUKJIOYH HA

04.06.2018 r.

Komucusra:

Mpencenares:

n-p Hemm Tapuncka

YneHose:

mar. papm. Opmun Henes

Bausg MuTtkoBa

Panuia Kanuaosa

BaneuntuHa Panesa

33n[

3anuyeHa nHgpopmaLms
Ha OcHoBaHue un. 2 oT




