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MUHUCTDHP HA 3IPABEOIIAZBAHETO

JTOKJIAN

Ha ocHoBaHHE WI. 103, an. 3 oT 3akona 32 o0mecTBEHUTE NOP

Hacrosimmsa mokaazn ce H3roTBH OT KOMHCHS HazHadeHa ¢sC 3amoBen Ne PJ-11-40/28.01.2020
I. Ha MHHHCTBpa Ha 3[paBeomna3BaHero. Komucusara € HasHaucHa Ja W3BBLPIOM IoAOOp Ha
YYacTHHIUTE, pa3ric/a, OLCHH U KiIacupa ImogaaecHuTe odepTH Mo obInecTBeHa MOpHUKa C MPEAMET:
w/locmasexka na nexapcmeenu npooykmu 3a 2020 2., omnyckanu no peoa na Hapeoba Ne 34 om
25.11.2005 2. 3a peoa 3a 3annawiane om OvPICAGHUA BIO0INCEM HA ied4eHUemO Ha Owvazapckume
zpaxcoanu 3a 3a601A6aHUA, U3ELH obXxeama Ha 3a0BANCUMENHOMO 30pasno ocuzypasaxe, 3a
Aeyenue Ha nayuenmu ¢ XUB/CITHH, my6epKyno3a, ncuxuiHu u no8e0eHYecKu pascmpoiicmea,
OBNHCAUU Ce HA ynompeba Ha ONUOUOU, CUHOPOM HA 3asucuUMocm’, eKnoyeauia deéadecem u
oeeem o0b6ocobenu no3uwuu. OOlIecTReHaTa NOpPEYKA € OTKpHTa ¢ Pememme Ne PJI-11-
519/20.12.2019 r. Ha MEHHCTBpa Ha 3/ipaBeolla3BaHeTo.

I. CbcraB Ha KoMHuCHATA:

IIpeaceaarten:

I-p Hemn Tapuncka — HadYaTHHK HA OTAEN ,JleKkapcTBeHH NIPOAYKTH™, JHPEKIIHS
,»J1IeKapCTBEHa MOJUTHKA .

Yienose:

I-p Ceetnana PaitueBa — gbp:kaBeH €KCHEPT B OTACH ,.JIeKapCTBEHH NMPOAYKTH™, TUPEKLIHA
»»JIeKapCTBEeHA MOMUTHKA™;

Mar. dapm. Tans I'epruHoBa - IIaBeH eKCIEpPT B OTAEN ,,JIekapcTBEHH MPOAYKTH, UPEKIHUs
»J€KapCTBEHa MOJIMTHKA ",

Januena UupHiicka — raBeH €KCIIEPT B omen ,,DIOMKeT*, impelcum ,,DIOIKET U pHHAHCH™;

Pamuna Kaimnopa — riaBeR eKCOepT B AUPEKIMA ,,O0MeCTBEHH IOPHYKHA.

Pe3epBeH Npe/iceiaTen:

mar. ¢papMm. OpiuH Hezes — AbpIKaBeH eKCIEPT B OTAEN ,,JIeKapCTBEHH NIPOAYKTH, AMPEKIHS
»»JIeKapCTBEeHa MOJITHKA .

Pe3epBHH WiIeHOBE:

mar. ¢apMm. Ilperenuna IlomoBa — crapmu exkcrepr B OTAeN ,JlekapcTBEHH ITPOIYKTH,
IApeKuns ,,JIekapcTBeHa NoJIUTHKA

Jlannena BnagoBa — ri1aBeH eKCepT B OTACI ,,.Bromxer, aapexnus ,,.bromker 1 QuHaHCH®,

Illenaii EMUHOBA — ITIaBEH IOPHCKOHCYIIT B UpeKIws ,,O0INEeCTBEHH HOPHIKA®,

Bans MuTkoBa — Abp)KaBEH €KCIEPT B MUpeKius ,,O0mecTBeHH HOPhUIKH“.



IL. 3apaym Ha KOMHECHATA.

Komucusra e Hasnauena cec 3anmoen Ne PII-11-40/28.01.2020 . cbe cpok 3a pabora 40
(ueTupuzeceT) pabOTHY JHH, [a NPOBEIe OTKPHTA MPOLEAYpa 32 Bh3/araie Ha oOIIecTBeHa OPhIKa
¢ mpezaMeT: ,,JlocTaBka Ha JieKapCTBEHH NpoxykTH 3a 2020 r., oTnyckanu no pexa va Hapen6a Ne 34
or 25.11.2005 r. 3a pena 3a 3amiamane OT ABPKABHHA OIOIDKET HA JICUCHHETO HA ObarapckuTe
rpaxiaHy 3a 3a00sBanus, U3BLH 00XBATa Ha 33IB/DKUTENHOTO 3PAaBHO OCHTYDSBAHE, 33 JCUCHHE
Ha nanueHTd ¢ XVB/CIIMH, ty6epkynosa, ICHXHYHHA U NOBEAEHIECKH PA3CTPOHCTBA, TbIDKALIH CE
Ha ynmorpeOa Ha ONMOMIH, CHHIPOM Ha 3aBHCHMOCT®, KaTO M3BBLPIIM HOAGOp HAa YUACTHHIIATE,
pasriena, OLeHH | KiIacHpa MogajeHuTe opepTy.

Benuku 1oKyMeHTH, CBBp3aHM ¢ OOIIECTBEHATA NOPHYKA, BKIIOYMTENHO U [PEHCTABEHUTE
IIPCAIOKEHHUS CE ChXPAHBAT B crpajzara Ha MUHHCTEpCTROTO Ha 3[paBeora3BaHeTo Ha Il ,,CRera
Hemema“ Ne 5, B momemenue ,,Manka 3a1a cyrepeH“ ;o MpUKMOYBaHE paboTaTa Ha KOMECHSTA.
BeHuKM 3aKpHTH 3ace/laHHs Ha KOMHCHSTA CE IIPOBEJIOXa B Crpajara Ha MEHHMCTEPCTBOTO Ha
3paBeonasBaHeTo Ha Il ,,Ceera Hemens“ Ne 5, erax IV-tm, cras 404, mo rpadHK ompeneneH oT
Ipeacenarens Ha KOMUCHATA.

III. YuacrHunu B mpouexypara.

B m3nbiHeHAe Ha BB3I0KCHATE 3aa4H, KOMUCHSITA NpoBele MybIHYHO 3aceanHe HA
28.01.2020 r. B cbcTaB:

Ilpencenareu:

n-p Hemnm Tapuncka — HauanHuk Ha othen ,,JIeKapcTBeHW NPOAYKTH, XAPEKLHs
»JIeKapcTBeHa MONTUTHKA™.

YieHose:

mar. ¢apm. Ilseremuna Ilomoea — cTapmu ekcrepr B oTAen ,,JlexapcrBenn NPOIYKTH,
JHPEKIus ,,JlekapcTBeHa MOTHTHKA™;

mar. ¢papm. Tans I'eprunopa — rnaBeH eKCIepT B OTAEN ,,JleKapcTBEHM TpoayKTH, TAPCKITHS
»JIeKapCTBEHA TIOIUTHKA®;

Hanuena Yupuiicka — riaBeH excnepT B oTAeN ,,Bromket™, JUpeKnus ,,bromker u puHaHCH,

Pamnna Kanmiroga — riaBeH ekcrepT B qupekius ,,O0MmecTBeHH MOPBYKH ™.

Coriracuo pasnopezbarta Ha § 131, an. 2 ot IIpexoguuTe B 3aKOUHTETHN Pasopeaty KbM
3akoHa 3a M3MEHEHME M JODBIHEHHE Ha 3aKoHa 3a o6llecTBeHHTe MOPHUKH (06H. J[B, op. 86 ot
2018 r., n3MeHeH u OonbiHeH - B, Op. 83 or 2019 r.), 3a Hacrosmata obImecTBeHA MOphUKa ce
[Ipujlara pebT 3a Bb3JIarane, jercream 10 1 Hoemspr 2019 r. [Topaan ToBa, BCHYUKH IOCOYEHH I10-
Roiry pasmopendu ca cho0pasHO pemakmusaTa Ha 3akoHa 3a obmecTBenuTe Hopbuky -/30I1/ u
IIpaBuninvka 3a mpiaraHe Ha 3axoHa 3a ofmectBenurte nopsuku /IIII30I1/ neiictama mo 1
HOemBpH 2019 1.

Ha orkputoTo 3acenamme B3exa yYacTHE BCHYKH PEJOBHH WICHOBE Ha KOMECHSTA, C
H3KmoYeHne Ha J-p Cseriana Paiiuea — AbpiKaBeH eKCHEPT B OTHEN ,,JIeKapcTBEHH IIPOIyKTH,
TUPEKIHS ,,JlekapcTBeHa MONMTHKA®, KOATO HE IIPHCHCTBA HAa 3acelaHHETO HOpamd CIyxeOHa
AHTKHPAHOCT, BMECTO Hesl yYaCTHE B 3aCEJAHHETO B3€ PE3EPBHHUAT WieH Mar. dapM. llpeTennna
Ilomosa — crapuru eKCHePT B OTACH ,,JlekapCTBeHH NPOYKTH®, IUPEKIHs ,,JIekapCTBeHA IOIMTHKA,

lIpesu HaYaII0TO Ha 3acelaHMETO HA OCHOBaHUE Wi. 48, ain. 6 ot [IpaBuiIHHKA 32 pHIaraHe
Ha 3akoHa 3a oOmectBenmTe mopkuku (IIII30II), mpeicesarenar Ha KOMHCHSTA HONYHH OT
CITY)XHMTEJI B ICIOBOACTBOTO MOCTHIMIATE MPEIIIOKEHHS 32 yJacTHE B OOIMECTBEHaTa MOPHUKA, 3a
KO€TO C€ ChCTABH M MOAMHKCA JIBYCTPaHEH HPOTOKOIL.

Ilpens HA4anoTo Ha 3aCeNaHHETO M CICA MOJyYaBaHE HA CNHCHKA C YYACTHHIUTE B
o0ImecTBEHaTa TOPHUKA, IPEACCAATEIISNT H BCHUKH MIPHCHCTBAIIM WIEHOBE HA KOMHUCHATA MOANMCAXA



nexnapaimy o wi. 103, an. 2 or 3akona 3a obmecTsernTe mopbuky (30IT) u wr. 51, an. 13 or
IITI30I1. Ilpenu oTBapsiHe Ha ONAKOBKHUTE, CHIBPXKAINK TNPEATOKEHHATA HA YYACTHHIIUTE,
KOMHCHSTA C€ 3al03Ha C YTBEPIACHATA OT BB3I0XKUTENS JOKYMEHTAIIHS 3a yJacTHe B IpoLeAypara 3a
Bb3jIaraHe Ha oOIecTBeHATa MOPHUKA.

Koncrarupano 6e, ue B onpeneneHus cpok ca mocTemy 17 (cepeMHazieceT) IpeaaoKeHuns,
KaKTo CJe/iBa:

1. Ilpennoxenue ¢ BXx. Ne 26-01-27/24.01.2020 r., momazgeno B 13:13 yaca ot ,,AKTABUC*
EAJl, mo o6ocobena mo3ummus Ne 26;

2. IIpennoxenue ¢ Bx. Ne 26-01-38/27.01.2020 r., noganeno B 10:52 gaca ot ,,APMHET*
EAJl, o 06ocobena mo3umusa Ne 24;

3. lpexnoxenue ¢ Bx. Ne 26-01-39/27.01.2020 r., monaneno B 11:17:03 gaca ot , MEJIEKC*
00/, o obocobena mo3uius Ne 12;

4. IIpennoxenne ¢ Bx. Ne 26-01-40/27.01.2020 r., noganero B 11:17:12 gaca ot ,, MEJAEKC*
OO0/, mo obocobeHa mo3umus Ne 4;

5. Ilpemnoxenue ¢ BX. Ne 26-01-41/27.01.2020 r., moxaneno B 11:18 gaca or ,MEJAEKC*
00/, mo o6ocobena mo3miusa Ne §;

6. Ilpegnoxenue ¢ Bx. Ne 26-01-42/27.01.2020 r., nonazneso B 11:19 vaca ot ,MEJAEKC*
00, no o6ocobena mozumus Ne 14;

7. Ilpennoxenue c Bx. Ne 26-01-43/27.01.2020 r., moxaneno B 11:20:15 gaca ot ,, MEJAEKC*
00/, mo obocobena mo3uius Ne 9;

8. IIpeqnoxenue ¢ Bx. Ne 26-01-44/27.01.2020 r., momaaeno B 11:20:54 vaca ot ,,MEJEKC*
00, nmo obocobera no3urus Ne 19;

9. llpennoxenue ¢ BX. Ne 26-01-45/27.01.2020 r., momaneno B 11:22 gaca ot ,MEJIEKC*
OO0/, mo o6ocobena mo3mmus Ne 27,

10. Ipemnoxenue ¢ Bx. Ne 26-01-46/27.01.2020 r., noxgazeno B 11:23 gaca or ,MEJEKC*
00/, mo obocobena mo3urus Ne 6;

11. IIpemnoxenue ¢ BX. Ne 26-01-47/27.01.2020 r., moganeno B 12:29 gaca ot ,,CO®APMA
TPEHJIMHI AJI, o o6ocoGena mosuuus Ne 24;

12. Ilpemioxxenue ¢ BX. No 26-01-48/27.01.2020 r., mogageno B 12:31 gaca ot ,, COPAPMA
TPEﬁI[HHF“ AJl, mo o6ocobenu mozummu NeNe 3, 17, 21, 22 u 29;

13. Hpennoxenne ¢ Bx. No 26-01-49/27.01.2020 r., momaneno B 13:54 gaca ot ,,CTHHI“
AJl; mo 06ocobernn mo3umuu Ne 10 u Ne 13;

14. Tlpeanoxenue ¢ Bx. Ne 26-01-50/27.01.2020 r., noganeno B 14:36 uaca ot ,, JAHCOH-
BI'“ OO0/, no 06ocoberu nmosuiau Ne 14 u No 19;

15. Ilpemnoxenue ¢ Bx. Ne 26-01-51/27.01.2020 r., momagesHo B 14:41 waca or ,,AJITA
PAPMACIOTHKDBJIC* EOO/, o obocobena mo3ummsa Ne 12;

16. Ilpemnoxenne ¢ Bx. Ne 26-01-52/27.01.2020 r., momameno B 16:48 wuaca ot
»TJTAKCOCMHUTKJIAMH“ EQOOJI, no o6ocobenu mosummu NeNe 1, 2, 6, 7, 11, 15, 16, 18, 20 u
23;

17. Ilpennoxenne ¢ BX. Ne 26-01-53/27.01.2020 r., nogaaeno B 17:05 gaca ot ,,dbOHUKC
DOAPMA“ EOOM, o o6ocobena nozunus Ne 19,

IlonaneHuTe IpeJUIONKEHHS ca IPEJCTaBEHH B 3alevyaTaHd, HAOIHCaHH, HEIPO3padyHu
OTIAKOBKH ¢ HEHapylIeHa IUToCT. 11petoskeHus), HOCTHIIAIN Clie]l KpalfHUS CPOK HAMa.

Ha my6muusoTO 3aceqaHve Ha KOMHCHATA NPH H3BBPIIBAHE HA NYONWYHUTE M NEHCTBHA
IIPHCHCTBAXa CICTHUTE MPCACTABUTEIIN Ha YIACTHHUITHTE:

1. Tuxomup Kones — ympnaomomeH npeacraputen Ha ,, MEJIEKC* OO/T;

2. Il'ammra CTosHOBA — YIBIHOMOMIEH npencTaButen Ha ,,COPAPMA TPEMIIUHT AJT;



3. Cerocnasa TepsunanoBa — ynbI1HOMOIIEH Ipeacrasureit Ha ,, PAPMHET* EA/L;
4, Becka Konesa — yrbianomoriex npeactasurel Ha ,,AJIITA ®APMACIOTHKBJIC* EOO/I;
5. Cuexanka JlesHoBa — yreinaoMotneH npexctasuten Ha ,,AKTABUC* EAJT;
6. IlBeremmua 1[BeTkoBa — ymeJIHOMOIIEH NpencTasuten Ha ,,CTHUHI™ AJT;
7. Mapus Bnagosa — ynbJIHOMOIICH IPeACTaBATEN Ha . JTIAKCOCMUTKJIAMH EOO/I.
Ha nybnmunata yacT Ha 3acelaHMETO Ha KOMHUCHATA HE IPHCHCTBAxa IPEACTABHTENN Ha
Cpe/ICTBaTa 3a MacoBO OCBEJOMSIBAHE.

IV. Knacupane HA yYaCTHHIHTE HA 3aKPHTO 3acefaHHe nposedeHo Ha 25.02.2020 r. or
KOMHCHSITA B ChCTaB:

Hpencenaren:

mar. ¢apm. Opmun HenmeB — appkaBeH €KCIEPT B OTAEN ,JlekapcTBEHHM HpPOAYKTH®,
THMPEKIHS ,,JIekapcTBeHa MOIUTHKA™.

YneHose:

1-p Csernana PaifueBa — IbpxKaBeH eKCIepT B OTACH ,,JIekapcTBEHH IMPOIYKTH, TUPEKIHSL
»JIeKapcTBeHa MOIUTHKA™;

Bansg MuTKOBa — ABPKABEH €KCIEPT B JIHPEKIH ,,OOIIECTBEHH IIOPHYKH,

Jlanuena BianoBa — riIaBeH €KCIIEPT B OTAEN ,,broket™, nupekmus ,,broker u dpuHancu®;

[lenait EMEHOBa — IIaBeH IOPHCKOHCYIIT B JHPEKIHSA ,,O0MECTBEHH MOPBUKH .

Ha 3axpuroTo 3aceiaHve He mpucheTBa mpeacenarend A-p Hemu Tapuucka — HadyaiHUK Ha
otaen ,,JlekapcTBEHH MPOXYKTH, TUPEKIHs ,,JIeKapcTBeHa IONUTHKA®, IOpaal KOMaHIUPOBaHE B
CTpaHaTa, BMECTO Hes y4acTHe B 3aCEIAaHHETO B3€ PE3CPBHHAT IPCACCHATCNI HA KOMHCHATA Mar.
dapm. Opmun HeneB — abpxaBeH eKcliepT B oTaen ,JIekapcTBeHH NPOMYKTH®, IHPEKIHS
,JlekapcTBeHa mojmThka“. Ha 3akpuTOTO 3acelaHHE B3eXad y4acTHE BCHYKH PEOBHHM WICHOBE Ha
KOMHCHATA, ¢ W3KmoueHne Ha J{anuena Yupuiicka — IJIaBeH eKCIEepPT B OTAEN ,,bIoKeT, JUPEKIHs
,,BIOJUKET U (PUHAHCH, KOSTO HE NPHCHCTBA HA 3aCCAAHMETO NOPaJH IOJI3BAHE HA PENOBEH IUIATCH
TO/IMIIEH OTIIYCK, BMECTO Hes y4acTre B 3acelaHHeTO B3€ pe3epBHHAT wicH [lanwena Bnamosa —
TTaBeH eKCIEPT B OTAEN ,,Bromker, mupekuus ,,bromxer u punancu™ u mar. gpapm. Tans ['eprunosa
— [JIaBeH €KCIEPT B OTAEN ,,JIeKapcTBeH: NMPOIYKTH , TUPEKIHS ,,JIcKapCcTBEHa ONIUTHKA™, KOATO HE
IPUCHCTBA HA 3aCEJAaHMETO IIOpajd IOJI3BaHE HA PENOBEH IIATEH TOIMINEH OTIYCK, BMECTO Hes
ydJacTHe B 3aCeIaHHETO B3¢ PE3ePBHUAT wieH Bana MHTKOBa — ABPIKABEH €KCHEPT B JIUPEKLHS
,,O0mecTRenn moppuku®, m Pammma KanuHoBa — riiaBeH €KCIEPT B AUpEKIHsA ,,O0IIecTBEHH
MOPHYKK®, KOATO HE IPHCHCTBA HA 3aCEJAaHMETO IOPajH IIOJN3BAHE Ha OTIYCK 3a BpEMEHHa
HepaGoTOCIOCOBHOCT, BMECTO Hes yJacTHE B 3aceaHHeTo B3e pesepBHUAT wicH [llenaii EmMuHoBa —
IJIaBEH IOPHCKOHCYIT B TUPEKIns ,,OOmecTBeHH TOPBUKH .

Ipeau Ha4anoTO HA 3acelaHHETO H CJIeA TNONyvaBaHE HA CIMCLKA ¢ YYACTHHIWTE B
o0lecTBeHaTa MOpbhuKa, pe3epBHEAT Ipeaceparen OpmuH HeneB — ObpiKaBeH €KCIEPT B OTIET
,,JIekapcTBEHH IPOMYKTH®, AUPEKIHs ,JleKxapcTBeHa MONMTHKA™ M pe3epBHHTE uneHoBe [lanuena
BramoBa — rliaBeH eKcIepT B OTAeN ,,Bromket™, mupeKuus ,,bropkeT u bunancu” u Bana MuTkopa —
IBpKaBeH €KCIEPT B AUpeKIns ,,O0IIecTBeH IOPBYUKK, OANKUCaxXa JeKnapanyy mo wi. 103, am. 2
oT 3akoHa 3a obmecTBenuTe nopbukH (30I1) u wi. 51, an. 13 ot IITI30I1.

KoMucusara HM3BBPINH KIacMpaHe Ha YYacTHHIMTE B CBHOTBEICTBHE C IPEABAPHTECIIHO

00sBEHMS OT BH3JIOKUTENS KPUTEPHUH ,,Hali-HUCKA IEHA™, B CIICIHHUS PEI:

Ne [
E
no | ATC xon THroseko | B s et A YuacTHHK Knacupane
G HAMMEHOBaHHE ueHa 6e3 JIJIC uena ¢ JAC
| | INTELENCE tablets Cocdapma
4 04981 0,0 . -
3 JOSAGO 200 mg x 60 0,049816 nn ,059779 nB Tpetimamr ATl | 1-Bo MacTo
Lopinavir/ Ritonavir
Mylan, Film coated
4 JO5AR10 tablet, 200mg/50mg, 0,763750 ns. 0,916500 na. Menexc OO/ I-Bo MACTO
Pack:120 in bottle




JOSAR02

Abacavir/ Lamivudine
Mylan, Film coated
tablet, 600mg/300mg
Pack 30

2,165000 1B.

2,598000 ms.

Menexc OO/

I-Bo mscTO

JO5SAEQ3

Ritonavir Mylan, Film
coated tablet, 100mg,
Pack: 30

0,003300 xB.

0,003960 ns.

Menexc OO

I-Bo MsCTO

JOSAE10

Darunavir Mylan,
Film coated tablet,
600mg, Pack: 60
(in blister
PVC/PE/PVDC/Alu)

Darunavir Mylan,
Film coated tablet,
800mg, Pack: 30
(in blister
PVC/PE/PVDC/Alu)

0,005300 8.

0,006360 8.

Menexc OO/

I-Bo MaCTO

10

JOS5AX08

ISENTRESS film-
coated tablets 400 mg x
60

0,039476 ns.

0,047371 ns.

Cruar AJl

I-Bo MsCTO

12

JOSAE08

Atazanavir Mylan,
Capsule, hard, 300, mg,
Pack:30 blister
(PVC/PVDC/Alu)

0,027000 xB.

0,032400 8.

Megexc OO/J]

I-B0o MACTO

12

JOSAE08

REYATAZ
Capsule hard
300 mg x 30

0,028662 ns..

0,034394 1.

Anta
(hapMacIOTHKBJIIC
EOO[N

II-po mscTO

13

JOSAGO3

STOCRIN
film-tablets 200 mg x
90

0,000118 1.

0,000141 ns.

Crmar Al

I-Bo MsCTO

14

JOSAF07

Tenofovir disoproxil
Mylan, Film coated
tablet, 245mg,
Pack: 30

0,005500 na.

0,006600 8.

Mepexc OO/

I-Bo MsCTO

14

JOSAF07

Tenofovir disoproxil
Zentiva,
Film coated tablet,
245 mg,
Pack: 30

0,007000 ns.

0,008400 3.

Hancor-BI' OO]]

II-po MacTo

17

JO5AGOS

EDURANT film-coated
tablets 25 mg x 30

0,540733 x1B.

0,648880 ns.

Codapma
Tpetimunar AJL

I-Bo MsCTO

19

JOSARO03

Emtricitabine/
Tenofovir disoproxil
Mylan,

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

1,130000 ms.

1,356000 ms.

Menekc OOJ1

I-Bo MACTO

19

JO5AR03

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

1,475000 75.

1,770000 75.

Hancou-bI' OO,

II-po msicTO




Emtricitabine/Tenofovi B _|
r disoproxil KRKA ‘
Film coated tablet, DronmKe Danya
19 JOSARO03 | 200mg/245mg,Pack: 30 1,552000 nB. 1,862400 1B, EOO]T P III-to msaCTO
(KRKA, d.d., -
CrnoBeHus)
Rezolsta, Film coated. ' .
’ 284
21 | J05AR14 | tablet 800mg/150 mgx | 23,680558 . 8,416670 Copapma [-B0 MACTO
30 : JIB. Tpeiimurr AJT
Symtuza, Film coated o
tablet - 39,684667 Codapma
JO5AR22 . -
= 800mg/150mg/200mg/ | 070396 18 1B, Tpeiimmr ALl | |20 MCTO
10mg x 30
METADON
NO07BCO ALKALO.ID
24 5 Oral solution, 0,002150 mB. 0,002580 nmB. Dapmuer EANT I-Bo maCTO
10 mg/ml —
100 ml, Pack: 1 1
METHADONE
SOPHARMA Codapma
NO7BC02 21 ; 2 . -
24 oral solution 10mg/mi- 0,002175 nB 0,002610 1B Tpetimmr ATl II-po mscro
100 ml x 1
26 | JO4ABO02 Tubocin 0,000848 is. 0,001018 1ns. Axrtaruc EAJ] I-Bo mMscTO
PYRAZINAMIDE
27 JO4AKO01 | KRKA, Tablet, 500 mg, 0,000295 ns. 0,000354 ns. Menexc OO/ I-Bo maCTO
Pack: 100
SIRTURO Codapma
JO4AK 05 1,1 . 1,420651 ns. -
2 | tablet 100mg x 188 183876 15 ’ "1 Tpeimamr ALL 10 mitcto

B PE3yITaT HA H3BBPIICHOTO KIIACHPAHE, KOMUCHATA IIpeajiara Ha Bb3IOXKUTEIL J1a ONpeneiin
34 U3ITBJIHUTCIIN Ha 06IHGCTBeHaTa IIOpBYIKA KJIaCUPaAHUTES HA IIBPBO MSICTO YYACTHUIH U Ja CKIIIOUYH
JOTOBOPH CBC CBIIHUTE.

V. IIpenjaokenns 3a npekpaTsiBaHe HA NPoLeAyPAaTa o 060co6enn No3MIHUHA H MOTHBH.
1. Ha ocropanue ui. 110, am. 1, 1. 1 oT 3aKkoHa 3a o0luecTBeHHTE OPHYKH, IPOLEAYPATa J1a
ce IpeKkpard 1o 06ocobeHa O3NS, KaKTO CISABA:

B20.0,B20.1,B20.2,B20.3,B20.4

.B20.5,B20.6,B820.7,B20.8,B20.

9,821.0,B21.2,B21.3,B21.7,B21

.8,B21.9,B22.0,B22.1,B22.2,B2

2.7,B23.0,B23.1,B23.2,B23.8,.B
24,721

Al5.0,A15.1,A15.2,A15.3,A15.
5,A15.6,A15.7,A15.8,A15.9,A1
6.0,A16.1,A16.2,A16.3,A16.4,A
16.5,A16.7,A16.8,A16.9,A17.0,
bopma mg 0,000240 82170 000 Al7.1,A17.8,A179,A18.0,A18.

1,A182,A18.3,A18.4,A18.5,A1
8.6,A18.7,A18.8,A19.0,A19.1,A
19.2,A19.8,A19.9,B90.0,B90.1,

B90.2,B90.8,B90.9

LOPINAVIR/ niepopaiHa

> JOSARI0 RITONAVIR dopma

ml 2,070466 15300

25 | Jo4acol ISONIAZID flepopaiHa
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JO4AK02

ETHAMBUTOL

nepopanHa
topma

mg

0,000338

160 200 000

Al5.0.A15.1,A15.2,A15.3,A15.
5,A15.6,A15.7,A15.8,A15.9,A1
6.0,A16.1,A16.2,A16.3,A16.4,A
16.5,A16.7,A16.8,A16.9,A17.0,
Al7.1,A17.8,A17.9.A18.0,A18.
1,A18.2,A183,A18.4,A18.6,A1
8.7,A18.8,A19.0,A19.1,A19.2,A
19.8,A19.9.890.0,890.1,B90.2,
B90.8,B90.9

Thil KATO HE € Mo/Ia/IecHA HUTO €/1HA o(epTa M0 IMOCOUCHHUTE 000C00eHH MO3HIINH.

2. Ha ocroBaume 4. 110, an. 1, 7. 2 oT 3akoHa 3a oOLIECTBCHUTE IOPHUKH, MIpoLieIypaTa aa
ce MpeKpaTH 1o 060co0OeHN NO3UITHH, KaKTO CICIBA:

JOSARO1

LAMIVUDINE/
ZIDOVUDINE

nepopanHa
thopma

tabl.

2,006000

| 36000

B20.0,B20.1,B20.2,B20.3,820.4
,B20.5,B20.6,820.7,820.8,B20.
9,821.0,B21.2,B21.3,B21.7,B21
.8,B21.9,B22.0,B22.1,B22.2,B2
2.7,B23.0,B23.1,B23.2,B23.8,B
24,721

JOSAFO05

LAMIVUDINE

nepopanHa
tbopma

mg

0,014279

|

6 696 000

B20.0,820.1,820.2,B20.3,B20.4
,B20.5,820.6,B20.7,820.8,B20.
9,821.0,821.2,B21.3,B21.7,B21
.8,B21.9,822.0,B22.1,B22.2.B2
2.7,823.0,823.1,823.2,823.8,8
24,721

JOSAX09

MARAVIROC

TIepopanHa
dopma

mg

0,069977

216 000

B20.0,B20.1,B20.2,820.3,B20.4
,B20.5,820.6,B20.7,820.8,B20.
9,821.0,821.2,B21.3,B21.7,B21
.8,B21.9,B22.0,B22.1,B22.2,B2
2.7,B23.0,B23.1,B23.2B23 8B
24,721

11

JOSAFO1

ZIDOVUDINE

niepopanHa
topma

mg

0,017904

4260 000

B20.0,B20.1,B20.2,B20.3,B20.4
,B20.5,820.6,B20.7,520.8,B20.
9,821.0,821.2,B21.3B21.7,B21
.8,B21.9,B22.0,B22.1,B22.2,B2
2.7,823.0,323.1,B23.2,B23 8B
24,721

JOSAFO1

ZIDOVUDINE

nepopanHa

dopma

ml

0,107400

104 800

B20.0,820.1,820.2,B20.3,B20.4
,B20.5.B20.6,820.7,820.8,B20.
9,B21.0,821.2,821.3,B21.7,821
8,B21.9,822.0,822.1,B22.2,B2
2.7.823.0,B23.1B23.2,B23.8B
24,721

16

JO5AF05

LAMIVUDINE.

nepopaiHa
tbopma

ml

0,164750

57 600

B20.0,B20.1,B20.2,B20.3,B20.4
.B20.5,B20.6,B20.7,B20.8,B20.
9,821.0,B21.2,821.3,821.7,B21
.8,B21.9,B22.0,822.1,B22.2, B2
2.7,B23.0,B23.1,B23.2,B23.8,B
24,721

18

JOSAX12

DOLUTEGRAVIR

nepopaiHa
tdopma

mg

0,757973

6 859 800

B20.0,820.1,820.2,B20.3,820.4
,B20.5,820.6,B20.7,820.8,B20.

9,821.0,821.2,821.3,B21.7,B21
.8,B21.9,B22.0,B22.1,822.2,B2

2.7)823.0,823.1,B23.2,B23.8B

24,221

20

JO5AR13

DOLUTEGRAVIR/
ABACAVIR/
LAMIVUDINE

epopansa

dopma

tabl.

52,894330

154 080

B20.0,B20.1,820.2,B20.3,B204
,B20.5,B20.6,B20.7,B20.8,B20.
9,B21.0,B21.2,B21.3,B21.7,B21
.8,B21.9,B22.0,822.1,B22.2,B2
2.7,B23.0,B23.1,B23.2,B23.8,B
24,721




B20.0,B20.1,B20.2,B20.3,B20.4
[ ,B20.5,B20.6,820.7,B20.8,B20.
9,B21.0,B21.2,B21.3,B21.7,B21
[ 8,B21.9,B22.0,822.1,B22.2,B2
DOLUTEGRAVIR/ nepopansa 2.7,823.0,823.1,B23.2,B23.8,B
23 JO5AR21 RILPIVIRINE dopma tabl. 45,774333 | 9000 | 24,723

ThH KATO BCHYKH OdepTH He 0TTroBaApAT HA VCJIOBHATA 34 NpEICTABAHE, BKJIKWYHTEIHO 32

thopMa, HAYHH M CPOK.

VL. IIpeano:xkenns 3a OTCTPAHABAHE H MOTHBH:

Komucusta peiara Ha Bb3JI0OXKHTEs, Ha ocHoBaHue 4. 107, 1. 5 ot 30II (penaxius, neficTama
go 01.11.2019 r., cermacmo § 131, an. 2 or I[I3P xem 3WJ nHa 30II), y4aCTHHUKBT
A~TJIAKCOCMHUTKJIAMH* EOO/, na 6bae OTCTpaHeH OT IIpoLeAypara o 060co0eH: MO3HIMH
NeNe 1, 2, 6, 7, 11, 15, 16, 18, 20 u 23, Thif KaTo e mpejcTaBuiI odepra, KOATO HE OTroBaps Ha
YCIIOBHATA 34 IPeICTABSIHE, BKIFOUNTENHO 33 pOpMa, HAYKH H CPOK.

VyacTHHKET € npeacTasmi 10 (ecer) Gpos IUIMKOBE ¢ HaJIKCH: ,,3asBIICHAE 32 ydacTue u odepra“
O60cobena nozuimsa Ne 1 ¢ mpeaqver LAMIVUDINE/ ZIDOVUDINE®; ,3agsnenne 3a yJacTtue u
oepra“ O6ocobena mosunus Ne 2 ¢ mpexmer LAMIVUDINE®; ,,3asBnenue 3a yyactue u odepra‘
060cobena mosumms Ne 6 ¢ mpeamer ABACAVIR/LAMIVUDINEY®; ,3asBieHue 3a yyactue u
oepra“ O60ocobena mozunus Ne 7 ¢ npeamer MARAVIROCY; , 3asdBnenne 3a yuactue H odepra®
O6ocobena mosumust Ne 11 ¢ mpeamer ZIDOVUDINE®; ,3asenenme 3a ydactme H odepra®
O6ocobena mosumus Ne 15 ¢ mpeamer ZIDOVUDINE®; ,3asBnenme 3a ydactue u odepra
O6ocobena mosumuss Ne 16 ¢ mpeamer LAMIVUDINE®; | 3asBnenue 3a ydacTHe B odepra™
O6ocobena mosumus Ne 18 ¢ mpeamer DOLUTEGRAVIR®; ,3asenenue 3a ydactue H odepra“
O6ocobena mosmmuss Ne 20 ¢ npeamver DOLUTEGRAVIR/ABACAVIR/ LAMIVUDINE®,
,JasBieHne 3a ydactue u  odepra’ Obocobena mosmmma Ne 23 ¢ mpeaMer
DOLUTEGRAVIR/RILPIVIRINE®. Odeprara Ha LJJIAKCOCMUTKIIAMIH® EOOJI e
Ipe/IcTaBeHa BB BH/I, KOWTO HE CHOTBETCTBA HA M3MCKBAHMATA Ha WI. 39, all. 2 4 ail. 3, BbB BPB3Ka €
un. 47, an. 3 u an. 9 ot IIM3O0IL. Ilpu npoBexaane Ha OTKPHUTa NPOLEAYpa, ONaKoBKara 10 4. 47,
an. 2 or IITI30I1 Bxmoysa mokymeHTHTE MO Wi 39, an. 2 m ar. 3, T. 1 or IIII30Il, onuc na
pe/ICTABEHATE AOKYMEHTH, KaKTO H OTJCJICH 3aledaTaH UMK ¢ Haamuc ,JllpeanaraHd IeHOBH
napamerpa”. Koraro yuacTHuk moziaBa odepra 3a moede oT eiHa 060coOeHa MO3MIKsL, 32 BCSIKa OT
HO3MIIMATE CE TPEACTABAT MOOTAENHO KOMIUIEKTOBAHH JOKYMEHTH 1O 4. 39, an. 3, T. 1 1 oTaenHu
HEIpO3padyHy [UTMKOBE ¢ HaAIUC ,,JIpe/marany NeHOBH apamMeTpy™, C OCOYBaHE HA MO3HIAATA, 32
KOSITO ce OTHAcAT. B mpoBefeHara myOIMYHA YacT OT 3aceJaHHETO HA KoMHcHATa 1o 4. 103, am. 1
ot 30I1 6e ycTaHOBEHO, Ye OIIAKOBKaTa He ChIbPXKa JOKYMEHTHTE 1o 4. 39, an. 2 u ai. 3, T. 1, onuc
M OTHeJIEH, 3alledaTaH, Helpo3padeH LMK ¢ HAamuc ,,JIpe/uiarann neHoBr mapameTpu”, a camo 10
3ameyaTaHd IUTMKAa ¢ TOpelMTHpaHuTe HaanucH. [lopagm Tasd KOHCTaTalus, B 3aKpHWTara 4acT Ha
3aCeNAHHeTO, KOMHCHSATA B3¢ PEIICHHE Ja IPEeUIOKH HA BB3JOXKHUTEN, YJacTHHKBT Ja Oble
OTCTpaHEH IO IUTHPAHHTE MO-TOpe 000coGeHN MO3MIHUHE. Y CTAHOBEHO. € ChINO Taka mo 0e3cnopeH
HauWH, Y€ JPYXKECTBOTO, IIPH H3TOTBSIHE Ha OdyepraTa CH 3a YJ4aCTHE, HE CE€ € ChOOPasmio ¢
HMIIEPATHBHATE M3ucKBanus Ha W1, 47, an. 9 ot [II130I1, KOUTO U3KCKBAHUS Ca BB3IPOU3BEJICHH U B
JOKYMEHTallUATa Ha ofmiecTBeHara mopsuka Ha cTp. 25. CroOpasHO MOCOUCHHS TEKCT, KOraro
YYaCTHHK 10/1aBa odepTa 3a 1osede oT ¢qHa 060co0eHa NO3UIIHs, B OTAKOBKATA 110 &Jl. 2 32 BCAKA OT
MO3UIMMTE CE¢ IPEACTABAT OTJACIHH HENMPO3pauHH IUIMKOBE € Haamuc ,llpemnarasu neHOBH
napameTpu®, ¢ HOCOYBAHE Ha IIO3HITATA, 33 KOATO C€ OTHACAT, KaTo HOpMara € HMMICpaTHBHA.
TopHOTO 06CTOATENCTBO € IPErPaI/Io CHIIO TaKa H 33IbIDKEHHETO HAa KOMHCHSATA 1O WI. 54, ai. 4
ot [MMM30I1 na moanuIne TEXHAYECKUTE IMPSATIOKEHHU | IUIMKOBETE ¢ Haanuce ,,lIpemnaranu neHosm
napameTpE® MO OTAeMHHTe 06ocobeHM mosunuu. Ceillata BB3MOXHOCT € MperpagcHa M 3a
IPHCHCTBAIMTE [PEICTABUTEIN HA APYTUTE YJacTHHIM. BhBeneHata nmponeaypa e rapasius cpemy
310ynoTpebH ¢ MpeacTaBeHHTe OT ydacTHHIUTE odeprr. Ilpy HewsBbpImBaHE HA ONMHCAHHTE B 4L
54, an. 4 w an. S ot IITT30I1 nponecyanHu ACHCTBUS, Ta3y rapaHIlus He MOXe Aa ObJe IoCTUrHATA.
B To3u ¢MECBHI € ¥ KoHcTanTHara npakruka Ha K3K (Pemenune Ne 12719 ot 22.10.2018 r. ma BAC
o aaM. 1. Ne 7996/2018 r. IV otnenenre, Pemenne Ne 542 or 17.05.2018 . noTBBpAcHO ¢ Perenue



Ne 11676/03.10.2018 r. va BAC, Pemenue Ne 12992 or 30.10.2017 r. va BAC mo amM. 1. Ne
8764/2017 r.).

Hepaznenua gacT oT HacTosumms Aoknax ca IIporokox Ne 1 ot 17.02.2020 r. u ITporokon Ne 2
ot 25.02.2020 r., KOUTO ¢a H3TOTBEHH B XoAa Ha paboTara Ha KOMHCHATA M B KOHTO Ca ONMCaHU
noapoGHO paboTara Ha KOMHCHATA MO M3BBPIIBAHE HAa MONOOp HAa YYaCTHHITMTE, PAsTIEK/IAHE H
OIleHKAa Ha odepTuTe, KaKTO M IAnara Heobxoauma JOKYMEHTAIHA 32 B3eMaHE Ha DEIIEHHE OT

BB3JIOKHUTEN. . 40 JO
Hacrosmusar A0KIa] c€ ChCTaBU M NOIIHCA Ha M:M % T.

IIpencenaren:

mar. ¢apM. Opiua HezxeB — JbpxKaBeH EKCIEPT B OT/EN ,,JIeKapCTBEHH IPOXYKTH ™, TAPSKITH
,,JleKapcTBeHa moNHTHKA™ (pe3epBeH NpejicenaTeN y9acTBal Ha 3aKPHTOTO 3aCeAaHNC IIPOBEIEHO HA
25.02.2020 r. na mscroro Ha &-p Henn Tapuncka ~ HauaByIK Ha oTHen ,,J1eKapCTBEHU NPOJYKTH",
Jaupexius ,,JlekapcTBeHa IOJIATHKA ) s

Unenose: g T :

n-p Ceernana PaiiueBa — ABbpXKaBeH eﬁénepT B oTzex ,JIekapcTBeHH IPOIYKTH, TUPEKIHA
,JlekapcTBeHa NOJIUTHKA" -

Bang MutkoBa — IbpXKaBeH eKc1PepT B aupekius ,,O6IecTBeHH MOPHYKK™ (Pe3epBeH YiIeH
yuacTBaJ HA 3aKPUTOTO 3acelaHue nposegeHo Ha 25.02.2020 r. ma MsacToTo Ha Mar. ¢apM. Tams
lepruHoBa — TIJIaBeH eKCIepT B OTAEN ,JIekapcTBeHH MPOAYKTH, Iupeknus ,JlexapcTBeHa

HOJTUTHKA™)

M
Jlaauena Brnanosa — riaBeH eKcHepT B oTAen ,bromxer, nupexuus ,,bromker u ¢dbunanCcH"

(pesepBen 4ieH ydacTBal Ha 3aKpHTOTO 3aceiaHHe mposezeHo Ha 25.02.2020 r. Ha MSIC'J:}(;TO Ha
Jlanuena Yupuiicka — Ir1aBeH €KCIEPT B OTAEN , Bromier", mupexuus ,,Bromker 1 punancu’ Y - .
Illenaii EMUHOBA — IJIaBEH IOPHCKOHCYIT B JUPEKUHs ,,O0IECTBCHH MOPhYKH (pe:;epBeH6 '
YiIeH y4JacTBajl Ha BCHYKHA 3acelaHHs MPOBEJCHH B IIEPHOAA OT 03.02.2020 r. g0 25.02.202(?‘ I. Ha
~ —

Msicroto Ha Pammma KamiHoBa — riiaBen eKcnepT B AUpeKims ,,O0IMmecTBEHH NOpHIKM "

~ \\



