YTBBPIKIABAM B YACT BOCOBEHH
TIO3UIINHN NeNe 3, 4, 8, 946, 17,19,21,

22,24,26,27 u 29:

A0
KNPUI AHAHUEB
MUHHUCTHP HA 3TPABEOITA3SBAHETO

TOKJIAT

ga ocoBanme 1. 103, ax. 3 or 3aKkoHa 32 00MeCTBEHUTe HOPHIKH (301I)

HacTosImus TOKIA Ce H3TOTBH OT KOMUCHS Ha3HAaueHa ChC 3aIoBes, Ne P1T-11-40/28.01.2020
r. HA MHHMCTBpa Ha 3[paBeomnaspancTo. Kommcusra € HasHadeHa Ja H3BLPIIH nonbop Ha
YUaCTHHIIUTE, Pasriena, OlleHH B KIacupa NoNaJcHITe odepT N0 00ImEeCTBEHA OPHUKA C HPEAMET:
,,Jlocmasxa na nexapcmeenu npooykmu 3a 2020 2., omnyckanu no peda na Hapeoba Ne 34 om
25.11.2005 2. 3a peda 3a 3annawiane om ObpIHCAGHUA Groddicem na nevenuemo Ha bvnzapckume
2pancoanu 3a 30001AGAHUR, U3GHH obxeama Ha 3AOBANCUMETHOMO 30PAgHO OCUZYPAGAHE, 34
neuenue na nayuenmu c XUB/CITHH, myb6epKyno3a, ncuxuinu u nosedenyuecku pacmpoticmsda,
JBIANCAWU CE HA Ynompeba HA ORUOUOU, CUHOPOM Ha 3aeucumocm®, eKnousawia osadecem u
degcem obocoGenu nozuyuu. OOIIeCTBeHaTa TOPBYUKA ¢ orkpura ¢ Pememme Ne PJI-11-
519/20.12.2019 r. Ha MEHHECTEPA Ha 3[[paBEONa3BaHCTO.

I. CreTaB Ha KOMHCHATA:

Hpeacesaren:

g-p Hemu TapuHcka — HadJalHHK Ha OTACH ,JlekapcTBeHH IPOAYKTH", JIHPCKIHA
,JlekapcTBeHA IOMATHKA".

Ynenose:

a-p Ceeriana PajigeBa — IBPXaBeH €KCIEPT B OTHEN ,JleKapcTBEHU MPOMYKTH, THPEKIH
,,JleKkapcTBeHa ONMTHKA";

mar. ¢apM. Tars I'epruHoBa — rlIaBEH eKCICPT B otaen ,;JlekapcTBEHH NPOAYKTH ', IHPEKIH
., JlekapcTBEHA MIOIHTHKA"™;

Jlanuena Uupniicka — II1aBeH éKcne'pT B OTHEN . BlomKeT, TupeKEs ,,bBIOUKET H duHAHCH";

Pammma KanmuHoBa — IMIaBEH €KCIIEpT B IpeKIHs ,,O6LIeCTBeHH MOPBIKH ‘.

PesepBeH Ope/CceAaTelL: -

mar. ¢papm. Opmis HeneB — ABKaBeH EKCIIEPT B OTAEN . JIexapcTBeHH IPOMYKTH, IAPEKIAA
,,JlekapcTBeHa MOTMATHKA", '

PezepBHH *LICHOBE:

mar. qapm. IIgerennna IlomoBa — CTapIIA CKCICPT B OTACIL ,,JIEeKapCTBeHHM TIPOINYKTH",
nupexnus ,.JlekapcTBeHa TIOJIMTHKA"; '

Jlaumena Biamopa — MaBEeH EKCIIEPT B OTACH . BIomKkeT, mupeKims ,,bIoKeT B ¢dunasHCH";

[Ilenaii EMpHOBA — IJIaBEH JOPHCKOHCYIIT B JHPCKIUA ,,ObImecTBeHH IOPBIKA

Bans MuTKOBa — ABPXKaBEH €KCICPT B JIMPEKIAA ,,O6IIecTBeHH OPHYIKK.



IL. 3apaun Ha KOMHCHATA.

Komucusara e HazHaueHa che 3amoBen Ne PJ[-11-40/28.01.2020 r. cee cpok 3a pabora 40
(ueTHpHieceT) pabOTHH AHH, Aa IPOBEAe OTKPUTA NPONEaypa 3a Bb3Iarade Ha o0mecTBeHa NOPhYKa
¢ npeaMer: ,,JlocTaBKa Ha JIeKapCTBEeHH mpoxykTH 3a 2020 r., ornyckanu 1o pega Ha Hapenba Ne 34
or 25.11.2005 r. 3a peja 3a 3amiamaHe OT ABPXKABHHSA OIO/DKET Ha JEYEHHMETO HA OBITapCKHTE
rpaxiaHu 3a 3a00BaHUs, U3BBH 00XBaTa HAa 3aIBDKHTEIHOTO 3/[pPaBHO OCHTYPSBAHE, 34 JICYCHHE
Ha nanpenTn ¢ XUB/CIIMH, TybepKkyso3a, ICHXUYHA H IOBEACHYECKH pa3CTPOHCTBA, ABIDKAIIH Ce
Ha ynorpeba Ha ONMHOMAW, CHHAPOM Ha 3aBUCHMOCT®, KaTO H3BBPIIM MOAOOP HA yJYaCTHHIUTE,
pasriesia, OlleHH M KJIacupa nojafeHute odpepru.

Bcuuky nMOKyMeHTH, CBBp3aHH ¢ OOINECTBEHATa MOPBYKA, BKIIOYMTENHO H IIPEACTABEHUTE
IIPEUIOKEHH S CE ChXPAHABAT B CrpafaTa Ha MUHHCTEPCTBOTO Ha 3JpaBeola3BaHETO Ha IL. ,,CBETa
Henena“ Ne 5, B noMmerenne ,,Manka 3ama CyTepeH [0 NpHKIOYBaHe paboTara HA KOMHCHATA.
BeHuky 3aKpHTH 3acejlaHds Ha KOMECHATA c€ IIPOBEAOXAa B Crpajgara Ha MHHHCTEPCTBOTO Ha
3IpaBeonas3BadeTo Ha L. ,,Ceera Hememsa™ Ne 5, erax IV-tu, cras 404, mo rpaduk onpefeneH or
npeAceaTes Ha KOMUCHSTA.

II1. YuacTHHO¥ B Ipoueaypara.

B u3nb/jHeHMe HA BB3JI0OJKEHHTE 32/1a9H, KOMHCHATA NpoBee My0/HYHO 3acefaHue HA
28.01.2020 r. B cheTaB:

Ilpencenate:

n-p Hemn Tapuecka — HayamHUK Ha OTAEN ,,JIeKapCTBEHHM NPOMYKTH®, IHPEKIHS
,»J1€KapCTBEHAa MOJIUTHKA™.

Unenose:

mar. ¢gapm. I[Berenmna [lomoBa — crapmm ekcrepT B OTHEN ,JlekapcTBeHM NPOIYKTH,
nupeKimA ,,JlekapcTBeHa MOTUTHKA;

mar. (apm. Tars ['epruHOBa — IJIaBEH €KCIIEPT B OTAEN ,,JIeKapCTBEHH IPOAYKTH, AUPEKIIHUS
,»J1€KapCTBEeHa ITOJIATHKA™;

Jlanmena Yupuiicka — riaBeH eKCIepT B OT/eN ,,BlomkeT™, TupeKnus ,,biomkeT 1 hurancH;

Panuna KanuHoBa — rllaBeH eKCIepT B AMPEKIs ,,O0IMECTBEHH MOPBIKH ‘.

Ceriacuo pasnopenbara Ha § 131, an. 2 or IIpexogauTte H 3aKIOYUTENHHA Pa3IOPEaOH KbM
3akoHa 3a M3MCHEHHE M JONBLJIHEHHE HA 3akoHa 3a obmiecTBeHUTe Mopbuku (06H. B, 6p. 86 or
2018 r., m3MeHeH H gombiaHeH - JIB, 6p. 83 ot 2019 r.), 3a HacTosmara OOIIECTBEHA IIOPHYKA CE
MpHjara peabT 3a Bp3jarade, Aeticream Ao 1 HoemBpu 2019 r. Ilopagu ToBa, BCHYKH MIOCOYCHH MO-
IOy pasmopeddH ca choOpasHO perakmmsara Ha 3akoHa 3a oOmecTBeHHTe nophuku /30II/ u
[IpaBunHuKa 3a mpuiaraHe Ha 3akoHa 3a oOmectBenute nopwkukk /IIM30IN/ pefictBama mo 1
HOoeMBpH 2019 1.

Ha OTKpHTOTO 3acelaHHe B3€Xa y4YacTHE BCHYKHM DEJOBHH UICHOBE Ha KOMHCHATA, C
H3KTIOYeHHE Ha 1-p Ceeriana PajfiueBa — IBbp)KaBeH €KCIEPT B OTAEN ,,JIeKapcTBEHH IPOMYKTH,
IHMpeKIEs ,,JlekapcTBeHa MHOJMTHKA™, KOATO HE IPHCHCTBA HA 3aCEJAHMETO NOpPaiH CiyxeOHa
AHI'KAPAHOCT, BMECTO HES YYacTHe B 3aCE/IaHHETO B3€ PE3CPBHMAT uieH Mar. ¢apm. Ilserenuna
ITomnoBa — cTapIIH eKCIEPT B OTIEN ,,JlekapcTBEHN IPOAYKTH™, TUPEKIH ,,JIekapcTBeHa IIOIMTHKA .

IMpeay HAYATOTO HA 3aCENAaHHETO HA OCHOBaHHE WI. 48, an. 6 or IIpasuiaHuKa 33 npUnaraHe
Ha 3axkona 3a oOmectBenmte mopeuku (II[I30II), mpeacemarenar Ha KOMHCHATA MMOJIYYH OT
CIIyXHTEN B JEIOBOACTBOTO MOCTHIMIMTE MPEIIOKEHNS 3@ yJaCTHE B OOIIECTBEHATA MMOPBHYKa, 32
KOETO Ce ChCTABH M IIOANKCA ABYCTPaHEH MPOTOKOIL

Ilpend HauamoOTO Ha 3aceNaHMETO M cj€J MOJydYaBaHe Ha CHOHCHKA C YYaCTHHIUTE B
o6IecTBeHATa NOPBYUKE, IPEACSAATENAT M BCHYKY NPUCHCTBALIY YWICHOBS HA KOMHUCHSATA IIOAMCaxa



nekmapanun o 49i. 103, an. 2 ot 3akona 3a obmiectBeHuTe HopbukH (30II) m wi. 51, an. 13 or
IITI301I1. Tlpemm oTBapsHEe HAa ONAaKOBKHTE, CHIBPXKAIIM IPEUIOKEHHATA HA YYaCTHHIIHMTE,
KOMHCHSITA C€ 3aII03Ha C YTBBPACHATA OT BB3JIOXKATEN JOKYMEHTAIIHS 3a yU4acTHe B ITpolreypara 3a
BB3/IaraHe Ha o0lecTBeHaTa IoOphYKa.

Koncrtarupano 6Ge, de B onpejeneHns cpok ca nocTsIuau 17 (ceaeMHafeceT) NpeiioKeH s,
KaKTo ClIe/IBa:

1. Ipexnoxenune ¢ BX. Ne 26-01-27/24.01.2020 r., nogaxnexo B 13:13 gaca or ,AKTABUC“
EAJL, no o6ocobena nosurus Ne 26;

2. llpemnoxenue ¢ Bx. Ne 26-01-38/27.01.2020 r., moganero B 10:52 gaca ot ,,SAPMHET*
EAJL, o o6ocobena mozumms No 24;

3. IIpeanoxenue ¢ Bx. Ne 26-01-39/27.01.2020 r., moxaaeso B 11:17:03 vaca ot ,, MEJIEKC*
00/, no o6ocodena mozumus No 12;

4, Tlpennoxenne ¢ Bx. Ne 26-01-40/27.01.2020 r., momageno B 11:17:12 gaca ot ,, MEJAEKC*
00/, no o6ocobena mozurus Ne 4;

5. IIpemnoxenue ¢ Bx. Ne 26-01-41/27.01.2020 r., nopazgeno B 11:18 gaca or ,, MEJAEKC*
001, mo o6ocobena mozumus Ne §;

6. IIpennoxenue ¢ Bx. Ne 26-01-42/27.01.2020 r., nomazero B 11:19 gaca ot ,MEJAEKC*
00/, mo o6ocobena mozumms No 14;

7. Ilpennoxenne ¢ Bx. No 26-01-43/27.01.2020 r., mogaaeno B 11:20:15 gaca ot ,, MEJJEKC*
OO0/, no o6ocobera mozunusi Ne 9;

8. Ilpemnoxenue ¢ Bx. Ne 26-01-44/27.01.2020 r., moganeno B 11:20:54 gaca ot ,, MEJIEKC*
00/, no o6ocobena mozumus Ne 19;

9. IIpemnoxenue ¢ Bx. Ne 26-01-45/27.01.2020 r., moganeno B 11:22 gaca ot ,,MEJEKC*
OO0, no o6ocobera nozurms Ne 27;

10. Ipemnoxenwre ¢ Bx. Ne 26-01-46/27.01.2020 r., noganeno B 11:23 yaca ot ,, MEJEKC*
OO0/, o o6ocobena mozuius Ne 6;

11. Ipemnoxenne ¢ Bx. Ne 26-01-47/27.01.2020 r., nomanero B 12:29 ygaca or ,,COPAPMA
TPEMJIUHI“ AJI, o o6ocobena mozumms Ne 24;

12. TIpemokenue ¢ Bx. Ne 26-01-48/27.01.2020 r., noganexo B 12:31 gaca ot ,COPAPMA
TPEAAMHI“ AJl, o o6ocobenn nosumum NeNe 3, 17, 21, 22 u 29;

13. Mpemmoxenne ¢ Bx. Ne 26-01-49/27.01.2020 r., nogageno B 13:54 gaca ot ,,CTHHI™
AJL; mo o6ocobenn mozmmuu Ne 10 u Ne 13;

14. Ilpemnoxenne ¢ BX. Ne 26-01-50/27.01.2020 r., mogageHo B 14:36 vaca ot ,,JJAHCOH-
BT'“ OO0/, o o6ocob6eru mo3urwu Ne 14 u Ne 19;

15. Ilpeanoxenme ¢ Bx. Ne 26-01-51/27.01.2020 r., nomaxeso B 14:41 gaca or ,AJITA
DOAPMACIOTUKDBJIC* EOOJ, o o6ocodena nosmrst Ne 12;

16. Tlpemnoxenume ¢ BX. Ne 26-01-52/27.01.2020 r., momagero B 16:48 wyaca oT
,TJIAKCOCMHUTKJANH* EOO/, mo o6ocobern mosuman NeNe 1, 2, 6, 7, 11, 15, 16, 18,20 u
23;

17. TIpemnoxenue ¢ BX. Ne 26-01-53/27.01.2020 r., nopazgero B 17:05 gaca ot ,,@bOHHUKC
DGAPMA“ EQOO/, o o6ocobena mo3urus Ne 19.

TMojanenute OpPEATOXNEHUS ca IPEJCTABEHH B 3allcyaTaHM, HAINMCAHH, HEMIPO3PaYHH
OIAKOBKH C HEHapyIIeHa IsutocT. IIpeanokenust, HOCTHININA cje] KpalHua CPOK HAMA.

Ha ny6nmusOTO 3ace/aHWe HAa KOMHCHATA MPH H3BHPINBaHE HA ITyONHMYHHTE M JICHCTBHA
IMIPHACHCTBAXa CJIEIHHUTE PEICTABUTENIN HA YIaCTHHIUTE:

1. Tuxomup Kones — ynmsiHomomen npencrasuren Ha ,, MEJJEKC* OO/I;

2. Tasimna CrosHOBa — yII'BJIHOMOIIEH npeacTasuten Ha ,, COOAPMA TPEUJIVIHT ™ AJT;



3. Ceetocnasa Tep3uaHoBa — ybIHOMOIIECH IpeacTaBuTen Ha ,, DAPMHET EAJL;
4. Becka Konesa — ymeiromorieH npeactasuten Ha ,,AJITA ®APMACIOTUKBJIC* EOO/;
5. CHexanka JessHoBa — yITBJIHOMOINEH npencrasuten Ha ,, AKTABUC* EAJ;
6. I1serenuna I{BeTKOBa — ybIHOMOIIEH npeacTasuten Ha ,, CTUHI™ AT,
7. Mapmus BnagoBa — yIrbJIHOMOLIEH IIPENCTaBATEN Ha TJIAKCOCMUTKJIATH* EOO/I.
Ha nybnuuHaTa 4acT Ha 3acelaHWeTO HAa KOMHCHATA HE NPUCHCTBAaXa IIPENCTABHUTENM Ha
cpeacTBaTa 3a MacOBO OCBEJIOMSIBAHE.
IV. KiacupaHe Ha YIaCTHALUTE HA 3aKPUTO 3aceJaHHe NmpoBeaeHo Ha 25.02.2020 r. or
KOMHCHAITA B ChCTaB:
IIpenceaare:
mar. ¢apm. Opmur HemeB — mappkaBeH ekclepT B OTAeN ,JlekapcTBeHM NpORyKTH®,
JAMpeKnus ,.JlekapcTBeHa MOMUTHKA™.
Ynenose:
a-p CeeTnana PaiiueBa — IbpIKaBEH €KCIIEPT B OTHEN ,,JIeKapCTBEHH MPOIYKTH", TUPEKLHA
»JleKkapcTBeHa ITOIUTHKA™;
Bams MuTKOBa — ABpXKaBeH €KCIIEpPT B AUpeKnns ,,O0mecTBeHH IOPBHYUKA
Janwmena Brnamosa — r1aBeH eKCIIEPT B OTAEN ,,BropKeT", mupeKnus ,,blomkeTr 1 prHaHCH™;
Illenaii EMHHOBA — IJ1aBEH FOPHCKOHCYAT B AUPEKHS ,,OOMECTBCHH IOPBUKK .

Ha 3akputoTO 3acemanue He mpucheTBa Ipeacenarend A-p Hemu TapuHcka — HaYatHHK Ha
otnen ,,JlekapcTBeHH HMPOAYKTH, TUPEKNuUs ,,JlekapcTBeHa MOIMTHKA®, [TOPaAd KOMAHIMPOBAHE B
CTpaHaTa, BMECTO Hesl YYacTHE B 3aCENaHMETO B3€ PE3EPBHUAT HpeACEAaTe]l Ha KOMHCHATA Mar.
dapm. Opmun HemeB — abpkaBeH eKclepT B OTHAEN ,JIexkapcTBEHH NPOAYKTH, MUPEKIHA
»JlekapcTBena moyutHka“. Ha 3akpHTOTO 3acelaHHE B3€Xa ydJaCTHE BCHYKHM PEJOBHH WICHOBE Ha
KOMHCHSATA, ¢ M3KmodeHre Ha Jlanuena UnpHiicka — rjaaBeH eKcHepT B oTneln ,,bromker®, mupexuus
,,DIOIDKET ¥ (PHHAHCH®, KOSTO HE MPHUCHCTBA HA 3aCelaHUETO IIOPAJM II0N3BaHE HA PENOBEH IUIATCH
TOJHUIIEH OTIYCK, BMECTO HESl y4acTHE B 3aCeJaHHETO B3¢ pe3epBHHAT wicH Jlamwena Buamosa —
ITIaBeH €KCIEPT B OTAEN ,,BromkeT™, tupekims ,,bromker 1 duHancH U Mar. ¢papm. Taus ['eprunosa
— I'IABEH eKCIEPT B OTHEN ,,JIeKapCTBeHM NTPOAYKTH, AUPEKUHs ,,JIeKapcTBEHa NOMMTHKA, KOATO He
NPUCHCTBA HA 3aCCNAHMETO MOpagH HON3BaHE HA PEAOBEH ILIATCH TOMINEH OTIYCK, BMECTO Hes
y4acTve B 3acelaHHeTO B3¢ pe3epBHUST wieH Bans MwuTkoBa — ABpiKaBeH €KCIEPT B JUPEKUUS
,,Obmecreern mophuka®, m Pamna KammeHoBa — rilaBeH excrepT B aupeknus ,,O01mecTBeHn
HOPBYKU“, KOATO HE IIPHCHCTBA HA 3AaCEJNAHHETO TOPaJW MON3BaHE Ha OTIYCK 3a BPEMEHHA
HepaboTOCIOCOOHOCT, BMECTO Hesl yJacTHe B 3aCeHaHHETO B3e pesepBHHAT wieH IlleHalt EMuHOBa —
IJIaBEH IOPUCKOHCYIT B TUPEKIHS ,,OOIeCTBEHH MOPBYKH .

IMpenn HaYamoTO HA 3acE€JAHHETO M CJi€J| NOIydYaBaHE HA CIHCHKA C YYACTHHIIUTE B
obmecTBenara mopbuka, pe3epBHEAT npenacenaren OpnwH Hener — OBpKaBeH €KCIEPT B OTIET
,»JIEKApCTBEHU MPOMYKTH®, TUPEKIWs ,JIekapcTBeHa MONMTHKA M pe3cpBHHUTE wWicHOBe Jlanuena
BiamoBa — I7IaBeH €KCIIEPT B OTAEH ,,BIomkeT™, nupexnns ,.bromxer u punancu® u Bang Mutkosa -
IBPKAaBEH EKCIEPT B JAUpeKims ,,O0IecTBeH: MOPBYKHE, HoANKcaxa Jeknapanuy 1o 4. 103, am. 2
ot 3axona 3a obmectBenuTe mopbuku (30I1) m wi. 51, an. 13 ot ITI30IL

KoMucusaTa wu3BhspliM KiIacHpaHe Ha YYaCTHUIIHTE B CHLOTBEICTBHE C IPEABAPHTCIIHO

00sBEHNS OT BB3IIOKUTENS KPUTECPHH ,,Hali-HUCKA IICHA™, B CICIHHUS PEX:

HN; ATC xon Toprosecko EauHuyHa Ennnnyna VaacTHAK Knacupae
pen HAHMMEHOBAaHHUE nena 6e3 JJIC nena ¢ JJAC
3 | j0sagos | N Tg;fgg g:)blets 0,04981618 | 0,059779 1B, Tpi;f:ﬂ‘: g | Towsero
N Lopinavir/ Ritonavir
4 | j05aR10 | Mvlan, Film coated 0,763750 8. | 0,916500 18. | Memexc OO 1-BO MSICTO
tablet, 200mg/50mg, ’ ’
Pack:120 in bottle




JO5AR02

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

2,165000 JB.

2,598000 xs.

Menexc OO/

I-Bo MaACTO

JOSAE03

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

0,003300 sB.

0,003960 nB.

Meaexc OO

I-Bo mMacTO

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 .

0,006360 1.

Menexc OO/J

I-B0 mMACTO

10

JO5AX08

ISENTRESS film-
coated tablets 400 mg x
60

0,039476 ns.

0,047371 1B.

Crunr AL

I-Bo MsCTO

12

JOSAEQ8

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

0,027000 xB.

0,032400 3.

Menekc OOJT

I-Bo MacToO

12

JOSAEQ8

REYATAZ
Capsule hard
300 mg x 30

0,028662 8.

0,034394 8.

Anta
(hapMacIOTUKEIC
EOOJ,

II-po mscTo

13

JOSAGO3

STOCRIN
film-tablets 200 mg x
90

0,000118 .

14

JOSAF07

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

0,005500 is.

0,000141 n=.

Crunar Al

[-Bo MmsacTO

0,006600 1.

Menexc OO/

I-Bo MmacTo

14

JOSAF07

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

0,007000 1ns.

0,008400 nB.

Hancon-bI' OO]]

II-po macTO

17

JOSAGOS

EDURANT film-coated
tablets 25 mg x 30

0,540733 1s.

0,648880 1s.

Codapma
Tpeiipuar AJT

I-Bo MsCTO

19

JOSAR03

Emtricitabine/
Tenofovir disoproxil
Mylan,

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

1,130000 ms.

1,356000 mB.

Menekec QO]

I-Bo MsCTO

19

JOSARO03

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

1,475000 ns.

1,770000 is.

Haucon-BI" O0[]

II-po msacto




Emtricitabine/Tenofovi | [
r disoproxil KRKA
Film coated tablet, Drommike Gapwa
19 | JOSAR03 | 200mg/245mg,Pack: 30 1,552000 nB. 1,862400 nB. EOOJ P III-ro mscTo
(KRKA, d.d., -
CrnopeHnn)
Rezolsta, Film coated.
’ 8.41
21 | J05ARI4 | tablet 800mg/150 mgx | 23,680558 1. | 2016670 Cogapma 1-B0 MSICTO
30 : JIB. Tpebinnar AL
Symtuza, Film coated
tablet - 39,684667 Codapma
JO5AR22 3,07055 } I-
22 800mg/150mg/200mg/ | 207033678 B, Tpettmmr AJ{ BO MACTO
10mg x 30
METADON
NO7BCO ALKALO.ID
24 5 Oral solution, 0,002150 ims. 0,002580 nB. ®apmuer EAJT I-Bo MsCTO
10 mg/ml —
100 ml, Pack: 1
METHADONE
SOPHARMA Codapma
NO7BC02 ; ; -
24 07BCO: oral solution 10mg/ml- 0,002175 nB 0,002610 e Tpeimar AJ] II-po mscTo
100mlix 1
26 | JO4ABO02 Tubocin 0,000848 ns. | 0,001018 uB. AxrtaBuc EAJT I-Bo MsACTO
PYRAZINAMIDE
27 | JO4AKOl | KRKA, Tablet, 500 mg, 0,000295 5. 0,000354 nB. Menexkc OO/ I-Bo MACTO
Pack: 100
SIRTURO Codapma
2 J04AKO05 3876 Js. 1,420651 ns. -
? tablet 100mg x 188 1,18 s ’ 8 Tpetigunar AJT T80 msicTo

B PE3YIITAaT Ha M3BBPIICHOTO KiIaCHpane, KOMUCHATA IIpeaiiara Ha Bh3JIOKHTEN Jia OIPEeaeIn
38 U3IIBJIHUTEIIH Ha 06HI€CTBeHaTa TMOPBYKaA KIACHPAHUTE Ha MBHPBO MACTO YYACTHHIM K 13 CKJIHUH
ROT'OBOPH CBC CBIIMUTE.

V. Ilpennioxennsi 3a npeKpaTsiBaHe HA MPOIETYPaTa Mo 000co0eHM NO3NIHH H MOTHBH.
1. Ha ocnoanme 4. 110, an. 1, T. 1 or 3akoHa 3a 00LIeCTBEHUTE TIOPBHYUKH, IIPOIEAYPATa Ja
ce 1pekpatu no 060cobeHa MO3UIus, KaKTO ClIe/Ba:

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

,B20.5,820.6,B20.7,B20.8,B20.

LOPINAVIR/ niepopaHa 9,821.0,B21.2,B21.3,B21.7,B21

RITONAVIR topma ml 2,070466 15300 .8,B21.9,B22.0,B22.1,B822.2,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,A162,A16.3,A16.4,A
16.5,A16.7,A16.8,A16.9,A17.0,
bopwa mg 0,000240 82170 000 Al17.1,A17.8,A17.9,A18.0,A18.
1,A182,A18.3,A18.4,A18.5,A1
8.6,A18.7,A18.8,A19.0,A19.LL.A
19.2,A19.8,A19.9,B90.0,B90.1,
B90.2,B90.8,B90.9

5 JOSARI10

25 | Jos4acol ISONIAZID fepopanHa




28

JO4AKO02

ETHAMBUTOL

nepopaiHa
dopma

mg

0,000338

160 200 000

[ A15.0,A15.1,A15.2,A153,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,
Al17.1,A17.8,A17.9,A18.0,A18.
1,A182,A18.3,A18.4,A18.6,A1
8.7,A18.8.A19.0,A19.1,A19.2,A
19.8,A19.9,890.0,B90.1,890.2,
B90.8,890.9

Thil KATO HE € mojiajieHa HUTO €1HA OQCDTa 0 IOCOYEHHTE 000CO00EHH 03U IIHH.

2. Ha ocHoBarue wi. 110, an. 1, T. 2 ot 3akoHa 3a o0IIECTBEHHTE NOPBYKH, IIpoLieypara jJa
ce IpeKpaTH o 060coOeHH MO3UITHH, KAKTO CJIE/ABA:

JOSARO1

LAMIVUDINE/
ZIDOVUDINE

HepopanHa
tdopma

tabl.

2,006000

36 000

,B20.5,B20.6,B20.7,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

]

B20.0,B20.1,B20.2,820.3,820.4 |

JOSAF05

LAMIVUDINE

nepopanHa
topma

mg

0,014279

6 696 000

B20.0,B20.1,B20.2,B20.3,820.4
,B20.5,B20.6,B20.7,B20.8,B20.
9,B21.0,B21.2,B21.3,821.7,B21
.8,B21.9,822.0,822.1,822.2,B2
2.7,823.0,823.1,B23.2,B23.8,B
24,721

JO5AX09

MARAVIROC

nepopanHa
topma

mg

0,069977

216 000

B20.0,820.1,820.2,B20.3,B20.4
,B20.5,820.6,820.7,B20.8,B20.
9.821.0,821.2,B21.3,821.7,B21
.8,B21.9,822.0,822.1,B22.2,B2
2.7,823.0,B23.1,B23.2,B23.8,B
24,721

11

JOSAF01

ZIDOVUDINE

TiepopasnHa
thopma

mg

0,017904

4260 000

B20.0,B20.1,B20.2,B20.3,B20.4
,B20.5,B20.6,B20.7,B20.8,B20.
9,B21.0,B21.2,B21.3,B21.7,B21
.8,B21.9,B22.0,B22.1,B22.2,B2
2.7,823.0,823.1,B23.2,B23.8,B
24,721

15

JOSAFO01

ZIDOVUDINE

TICPOpaIHA
topma

ml

0,107400

104 800

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,B22.1,B22.2,B2
2.7,823.0,B23.1,B23.2,B23.8,B
24,721

16

JO5AF05

LAMIVUDINE

nepopanHa
tdopma

ml

0,164750

57 600

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,B22.1,B22.2, B2
2.7,B23.0,B23.1,B23.2,B23.8,B
24,721

18

JOSAX12

DOLUTEGRAVIR

TepopanHa
tbopma

mg

0,757973

6 859 800

B20.0,B20.1,B20.2,820.3,B20.4
,B20.5,B20.6,B20.7,B20.8,B20.
9,B21.0,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,B23.3,B
24,721

20

JO5AR13

DOLUTEGRAVIR/
ABACAVIR/
LAMIVUDINE

niepopanHa
dopma

tabl.

52,894330

154 080

B20.0,820.1,820.2,820.3,B20.4
,B20.5,820.6,B20.7,820.8,B20.
9,821.0,821.2,821.3,821.7,821
.8,B21.9,822.0,B22.1,B22.2,B2
2.7,823.0,823.1,B23.2,823.8 B
24,721




B20.0,B20.1,B20.2,B20.3,B20.4
,B20.5,B20.6,820.7,B20.8,B20.

9,821.0,B21.2,821.3,B21.7,B21
[ .8,821.9,B22.0,B22.1,B22.2,B2

DOLUTEGRAVIR/ NepopaIHa 2.7,B23.0,B23.1,B23.2,B23.8,B

23 JOS5AR21 RILPIVIRINE ¢dopma tabl. | 45,774333 | 9000 | 24,723

ThH KATO0 BCHYKH odepTH He OTroBAPAT HA VCJIOBHATA 33 IpPEICTABAHE, BKJIIYHTECIHO 32
QODMa, HAaYHH H CPOK,

VLI. HpennoxeHus 3a 0TcTPaHABAHE M MOTHBH:

KoMucwusTa mpejjara Ha Bh3JI0XuTeNs, Ha ocHoBanue 9. 107, T. 5 ot 30II (pemaxuus, neicreama
go 01.11.2019 r., cermaceo § 131, am. 2 or II3P ksm 3UJ na 3OII), y4YacTHUKBT
, FTJJAKCOCMHUTKJIAMH“ EOOJI, 1a 651¢ OTCTpaHeH OT IIpoleAypaTa Mo 060Co6EHH MO3HUIHE
NeNe 1, 2, 6, 7, 11, 15, 16, 18, 20 u 23, Thii kaTo € mpeacraBua odepra, KOATO HE OTroBaps Ha
YCIIOBHSATA 32 MPEACTaBiHEe, BKIIIOUYUTENHO 3a (OpMa, HAYMH U CPOK.

VuacTHrKSBT € npeacTaswi 10 (zecet) Gpos IIIHKOBE ¢ HAMNIKMCH: ,,3asBICHUE 3a y4acTHE U opepra‘
O6ocobena mozumust Ne 1 ¢ mpeamer LAMIVUDINE/ ZIDOVUDINE®; ,,3assnenne 3a yJyacTuc H
odpepra® O6ocobena mozuims Ne 2 ¢ npeamer LAMIVUDINE®; ,,3asBnenue 3a ygacthe u odepra®
O6ocobena mosunus Ne 6 ¢ mpeamer ABACAVIR/LAMIVUDINE®; ,,3asBicHHE 3a y4acTHE M
ogpepra“ O6ocobena mosumus Ne 7 ¢ npeamer MARAVIROCY; ,,3asBincHue 3a ydacTue u odepra®
O6ocoberna mosunusa Ne 11 ¢ mpeamer ZIDOVUDINE®; ,3assnenue 3a yuactue u odepra”
O6ocobera mosumusa Ne 15 ¢ mpemmer ZIDOVUDINE®; ,3asgrnenne 3a ydactme H odepra®
O60cobena mosumus Ne 16 ¢ mpeamer LAMIVUDINE®; . 3asenenue 3a ydactue H odepra™
O60coberna nosmmus Ne 18 ¢ mpemmer DOLUTEGRAVIRY; , 3assnenne 3a ydactue H ogepra™
O6ocobera mosummss Ne 20 ¢ mpeamer DOLUTEGRAVIR/ABACAVIR/ LAMIVUDINE®;
LJagBieHMe 3a ydactme ®  odepra’ OOocobena mosmmms Ne 23 ¢ mpeaMer
DOLUTEGRAVIR/RILPIVIRINE“. Odeprara Ha LJJJIAKCOCMUTKJIAMH* EOOJ] e
IpeJCcTaBeHa BBB B, KOWTO HE ChOTBETCTBA HA M3MCKBAHUATA HA WI. 39, all. 2 1 al. 3, BbB BPb3Ka €
ui. 47, an. 3 u an. 9 ot IIII30I1. TTpu mpoBexaaHe Ha OTKPHUTa MpoLeaypa, OllaKkoBKara mo 4. 47,
ai. 2 or IIII30I1 BxmouBa HOKyMeHTHTe mo wi. 39, am. 2 um an. 3, 1. 1 ot IIII30Il, onuc Ha
NPEICTABEHATE NOKYMEHTH, KakTO M OTJENEH 3amedaraH IEK ¢ Hagmuc ,lIpenjaranu neHoBd
napamerpu®. Korato y4acTHHK IofaBa odepra 3a moBede OT e€1Ha 000c00eHa MMO3MIIKS, 38 BCAKA OT
MO3MIUMTE CE TPEICTABAT MOOTACTHO KOMIUIEKTOBAHY AOKYMEHTH ITo wWi. 39, ai. 3, 1. 1 ¥ oTAenHu
HENpO3payHy IUTHKOBE C HAMIHUC ,,]Ipearanu NeHOBH apameTpr™, ¢ IOCOYBAHE Ha IMO3HUIUATA, 32
KOSITO ce OoTHacsAT. B mpoBeseHaTa my6uiHa 9acT OT 3aceJaHHeTo Ha koMHucuaTa no wi. 103, am. 1
ot 30I1 Ge ycTaHOBEHO, Y€ OMAKOBKATA HE ChIbPKa JOKyMeHTHTE 1o 9. 39, ar. 2 m an. 3, 1. 1, onmc
M OTHEJIEH, 3alledyaraH, Helpo3padeH IUIHK ¢ HaImUC ,,[Ipe/narann 1ieHOBH Hapamerpu®, a camo 10
3ameJyaraly IUTHKA ¢ TOpelndTHpaHuTe HaanmucH. llopaau Tasw KOHCTaTalus, B 3aKpHTaTa 4acT Ha
3aceIaHMeTO, KOMHCHATA B3¢ pEIICHHE [Ja MPEAJIOKH Ha BB3JIOKHTENS, YJYAacTHHKBT na Obe
OTCTPAHEH II0 MUTHPAHUTE [0-rope 000CO6SHN MO3UIMH. Y CTaHOBEHO. € ChINO TaKa II0 Oe3CIopeH
HAUHH, 49¢ JPYXKECTBOTO, IIPH M3TOTBAHE Ha odepraTa CH 3a ydacTHe, HE C€ € ChoOpasHio ¢
HUMIIEpaTHBHUTE H3UCKBaHUA Ha Wil 47, an. 9 ot III130I1, KouTo H3HCKBAHMS Ca BB3IPOU3BE/ICHH H B
JIOKyMEHTAIMATa Ha OOImecTBeHaTa mopbuka Ha cIp. 25. CpOOpasHO MOCOUEHHS TEKCT, KOraro
YYaCTHHK oaaBa odepra 3a moBede OT eHa 060co0eHa TO3HIHAS, B ONIAKOBKATA 110 all. 2 32 BCAKA OT
TO3MIMUTE CE€ IPEACTABAT OTAESIHH HENpo3padHH IDMKoBe ¢ Haamuc ,Jllpennaranu neHoBu
napameTpu’, ¢ MOCOYBaHE Ha IMO3UIMATA, 33 KOATO CE OTHACAT, KaTo HOpMAara € HMIepaTHBHA.
TopHOTO 06CTOATENCTBO € MPErPaquio ChINO TaKa W 33bDKCHHETO HA KOMUCHATA IO WiI. 54, ain. 4
ot III3011 1a moANMINE TEXHUIECKUTE MPEUIOKEHHS W IIMKOBETe ¢ Haamuc ,,IIpeanarany nesosu
napameTpa” 1mo otTaenHHTE 000coOeHM nosmiuH. ChIaTa BB3MOXKHOCT € MperpajgeHa u 3a
MIPHCHCTBAIIUTE TPESACTABUTENN Ha JAPYyrHTE YIacTHHIIM. BbBEIcHaTa IPOLIeTypa € rapaHiiisi Cperty
3J0YNOTpeOr ¢ MpeICTABCHUTE OT ydacTHUIMTE oQepTu. IIpH HeM3BHPIIBaHE HA OMMCAHHUTE B Il
54, an. 4 u an. 5 ot IMI130I1 nporecyanHu AeACTBYS, Ta3H rapaHIus He MoXe Ja OBbJie MOCTHIHATA.
B 1031 cMHECHI € U KoHcTanTHAta mpakTuka Ha K3K (Pemenune Ne 12719 ot 22.10.2018 r. ma BAC
mo amM. 1. Ne 7996/2018 r. IV ornenenne, Pemmenne Ne 542 ot 17.05.2018 r. noteepAeHO ¢ Pemenue



Ne 11676/03.10.2018 r. mHa BAC, Pemenne Ne 12992 ot 30.10.2017 r. a BAC 1o amM. O. Ne
8764/2017 r.).

Hepaspenna gact ot mactosmus noxnan ca ITporokon Ne 1 ot 17.02.2020 r. Ipotoxon Ne 2
ot 25.02.2020 r., KOHTO Ca U3TOTBCHM B XOHa Ha paGoTaTa Ha KOMHCHSTA M B KOWTO C4 ONHCAHM
nonpobHO paGoTaTta Ha KOMHCHATA II0 H3BHPUIBAHE HA MOAOOP HA YUACTHHIHTE, pasriexjaaHe u
ONCHKAa Ha OepTHTE, KAKTO M ISLIATA HEOGXOMMMA MOKYyMEHTALMS 33 B3eMaHE Ha peiieHHe OT

BB3JI0XKHATEIIS, . JO
Hacroxmm JAOKIIag ¢€ ChCTAaBH M IIOAIIVICA HA M ‘ M' ¢ .

Ipencenaren:

mar. ¢papm. Opinun Henes — nspixasen excrepr B OTAeIN ,,JIeKapCTREHN NPOAYKTH, TUPEKITHS
»JIekapcTBena momuTHKa“ (pe3epBen mpejceaaTeli y4acTBaN Ha 3aKPHTOTO 3aceflaHKe TIPOBEAEHO HA
25.02.2020 r. Ba Msacroro Ha A-p Hemn Tapnncxa/;_)naqaylc Iia/mnen »JIeKapcTBeHH mpoayKTH®,
JWPEKIHs ,,JIexapcTBeHa IIOIUTHKA ) e

g_,/["’ 4 '__',7" S
Ynenose: 7 (
o /

n-p Ceernana PaifueBa — qbpXxaBeH eXcriepT B oraen ,,JlekapcTseHn IPOXYKTH", AUPEKIAI
»JIeKapCTBeHa TONMTHKA™ '

Bans MutkoBa — IbpXaBeH eKCIEPT B JupeKnus ,,OGIecTeny TIOPBYKK® (PE3epBEH WICH
y4acTsal Ha 3aKpHUTOTO 3acenanmue mposencHO Ha 25.02.2020 r. Ha MacToto Ha Mar. dapM. Tans
I'eprumopa — rnﬂ?\selﬁ{ €KCIepT B OTJEeN ,,JIeKAPCTBEHH HPONYKTH®, JHMpEKUHs ,JleKapcTBeHA

ndhn n
IIOIHUTHKA)
- " 73

Hanuena Brnanosa — riapen €KCIIEPT B OTAEN ,.bromker, nupeknus ,Bomker bunancu
(pe3epBeH WIEH y4acTBan Ha 3aKPHTOTO 3aceaHHe nposeneHo Ha 25.02.2020 r. ma Ms{cac;'ro Ha
Hanuena Unpuiicka — riiaBeH eKCIepT B OTAEI ,,BromxeTt™, JUpeKuHs ,,bromker u (bHHaHCH“)u -

IlMena#i EmMuHOBa — IllaBeH IOPHCKOHCYAT B AMpeKuHs ,,O06mecTBeHn MOpRYKH (pe3epBeH
WICH y4JacTBal HA BCHYKH 3acellaHuA IpoBeAeHH B mepuoxa ot 03.02.2020 r. o 25.02.202Q r. Ha

A —
MscTOTO Ha Pamina KamineoBa — riasen exciiept B aupekus ,,O6mecTeeHH HOPBHYKH" M

FATMYEHA MHOOPMALWS
SRR
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