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MHUHUCTBHP HA 3IPABEOIIA3BAHETO

AOKJIAZ

Ha ocHoBaHue 4. 103, 8. 3 oT 3akoHa 3a obmecrsennTe nopbukxy (30IT)

YBAKAEMMU J-P CEMEPIKHEB,

HacTogimus noknan ce H3roTBH OT KOMHCHA HasrayeHa cke 3anopen Ne PJ1-11-47/09.02.2017
T. Ha BB3710xKHTeAd. KoMHcuATa € HasHaueHa Aa H3BBPLIM NOAOOp HA YYacTHHUHTE, pa3r3iena, OLEHH
W KnacHpa nojaneHuTe odeprtH 1o obiecTrera noppyka ¢ npef_i__mgeT; »Hocmasxka na arekapcmeenu
npodykmu 3a 2017 z., omnyckanu no peda na Hapedba _ﬂ? 34 om 25.11.2005 2. 3a peda 3a
3annawane om penyONUKAHCKUA O01003cem 3a NledeHUemo HA Owi2apeku  2paxcoanu 3a
3a00NA6AHUR U3GBH 0DXeama HA 3a0bANCUMETHOMO 30PASHO OCUZYPABAHe, 34 JedeHue Ha
nayyenmu cvc CIIMH, mybepryno3a, ncuxuunu u nosede}mec;\‘u pa3émpot7cmsa, ovadcau ce
Ha ynompeba Ha onuoudu, éundpcw na sasucumocm®, ObiuecTBeHaTa MOpbYKa € OTKPHTA C
Peienne Ne PJI-11-440/29.12.2016 r. na MRHHCTBPA Ha 3paBEONAa3BAHETO.

I. CrcraB Ha KoMucHATA:

Ipeacenaren:

A-p Henn Tapuncka ~ savanuuk ua oraen , JlekapcTBeHH NPOAYKTH  MEARIHHCKH H3OENHS
H KOMHCHH™, ﬂupexupis »JIeKapcTREHA NONMHTHKAE' )

Yrenose: .

smar, dapM, Opnun Henes — PlaReH eKCHepT B OTIel ,,Hexapcmeﬂn MPORYKTH H
MEJHUMHCKM H3eMs 0 KOMHCHH", IPeKIIHs ,,ﬂcxapcmeua MOJHTHKE®

Pymsna Craspera - IJIaBEH JOPHCKOHCYNT B OTHCA Oﬁmecmeﬂn nopb%u AHPEKLHA
,-HopMmaTHBHO perymipaHe u OOIIECTBEHH NOPBYKH B 3PABEONA3BAHETO;

Illenali EmMuHOBa — CTapuis IOpHCKOHCYNT B oTAen ,,O0LIECTBEHH MOPBYKU', AMPEKUHA
»HopMaTHBHO perynupatie 1 0_61;1&(;1‘88}1;5_ HOPBYKYH B 3RPABE0IIAIBAHETO",

Banentnna PaneBa — riageH ekcnepT B8 otaen ,biomwer”, aupexuns ,,PHHAHCOBO-
CTOMAHCKHY NCHHOCTH H YIpaBACHUE Ha COOCTBEHOCTTA™,

PezepBen npencenaren:

AntoH [ocnoguHoB ~ HauanHuk Ha orgen ,,O0mecTBeHH MOPLUKHY, RHPEKUUA
HopMmaTuso perynupane u 06IIECTREHH TOPLMKH B 3IPABEONAIBAHCTO™,

PesepBen wich: )

mar. ¢apm. Tana D'eprusosa = raaseH ekcrepr B oThen ,JIeKapCTBEHH NPOAYKTH H
MEJHIMHCKH H3JeJIHA H KOMHCHH", HHPEKLHH ,Jlexapcrgf;i{a NONHTHKA™, :

HMean bBy4oB - rTyaBeH MOPHCKOHCYTT B oTjen ,,O0L(ECTBEHHM MOPBYKH, AHpPEKLHS
.-HopmatuBHO perynupane 1 oDwecT eH: NOPHYKY B 3gpgg¢gna3gsahem”.

11. 3anayu Ha KOMHCHATA,
- Komucusra e nasnayena cec 3anosen No PJI-11-47/09,02.2017 r., aa npoBese OTKpHTa
Apolieypa 3a Be3NaraHe Ha oOllecTBeHa MOpbYKa ¢ NpeaMeT: ,,JlocTapka Ha NeKapCTBEHH MPOAYKTH
3a 2017 r., dTn)’cxaHH no pega #a Hapeaba Ne 34 ot 25.11.2005 r. 3a pesa 3a sannauiade ot



peny6nuxaﬂcmﬂ OroMKeT 3a eYeHHETO Ha GBRATAPCKH rpaxkaaHu 3a 3aboidBaHK H3BBH 00XBaTa Ha
3QIBLIKHTENHOTO 31PAaBHO OCHTYpABAaHe, 3a JleYeHHe Ha nauveHTH che CITUH, Tybepkyno3sa,
MCUXHYHH M TOBEJEHYECKHM DPa3CTPOMCTBA, TbKAIM ce Ha ynoTpeba Ha OMMOMIOM, CHHAPOM Ha
3aBUCHMOCT", KaTo HM3BBPIUH MOAGOP HA YYaCTHHUMTE, pasriefla OUEHH M KJIacHpa NONadeHUTE
odepTH. 3a paboTa Ha KOMHCMATA € OnpeneneH cpok orT 30 paGOTHH AHH, KOMTO M3THHAT Ha
23.03.2017 r. BcHukM JAOKYMEHTH, CBBp3aHM C OOINECTBEHATA NOPBYKA, BKITIOYHTEIHO M
MPENCTABEHUTE NPENNOKEHHA Ce CbXPAHABAT B Crpafiata Ha MHHUCTEPCTBOTO Ha 3/IpaBeona3BaHeTo
Ha na. Ceera Heaena Ne 5, erax II-pu, cras 216 no npukmousane pabotara Ha KOMHCHATA. Beuuxu
3aKpHTH 3aCENaHMS HA KOMHCHATA C¢ TpOBeoXa B crpaziara Ha MHUHHCTEPCTBOTO Ha
3npaBeona3paHeTo Ha i, Ceera Henens Ne 3, erax il,p}j, crag 216, no rpaduk oﬁpeueneﬂ oT
npeicenaTess Ha KOMUCHATA. ' ‘

I11. Kpatro onucanne na pabornns npouec, ydacTHHUH B npouenypara s aeficreuaTa
HA KOMHCHATA, CBBLP3AHH C x;raap_ﬂue, paar.ﬂe;imane H ouenaaaué Ha RNOCTHIHINTE
ApeAsIokeHH .

Ha ocuoBanme un. 53, an. 1 or 13001 na 09.02.2017 r. BLINOKUTENS € YBEAOMHI, ue
Jarata M yaca Ha OTBapsAHe Ha odepTHTe ce npomensT Ha: 13.02.2017 r. ot 11:00 waca, upe3
nyGmikyBane Ha [Tpoduna Ha kynyeaua Ha ChoBLICHHE C per. Ne 26-00-350/09,02.2017 r.

1. B uantiHeHHE HA BB3JIOACHHTE 324241, KOMHCHETA NpoBele My6aH4HO0 3acenanne Ha
13.02.2017 r. B penoBHud i1 CBCTAB:

ITpencenaren: _

a-p Hean Tapuncka - Havyanuuk na oraen ,,JIcKapCTBEHH NPOAYKTH i MEIHUKHCKK H3JCIHS
H KOMHCHH", THpEeKLHA »JlexapcTeeHa noiurika“® '

Yraenone: ‘ .

mar. ¢apM. OpnuH Hene — rnaBen exkcnepr B otaesn ,JleKapCTBEHHM NpOAYKTH H
MEIHUHHCKH H3AeNHS H KOMHCHI™, nupeKuns ,JlekapcTBeHa monuTHka'™,

Pymsna CraBpeBa — riaBeH IOpPHCKOHCYAT B oTaen ,,OO0LIECTBEHH NOPBYKH®, AMpPEKLUA
.,HHopMaTHBHO peryinpane ¥ oGiecTBEHH OPbYKH B 31paBeoONa3BaHeTo™,;

Hlena#t EmuHOBa — CTapuiM IOpPHCKOHCYAT B oTAen ,,O0mEeCTBEHH MOPBUKH™, AHpEKiUs
»HOPMaTHBHO peryaupatie i OOMWECTBEHH HOPRYKH B 371paBeONa3BaHeTq”;

BanenTnua Panesa — rnaseH e}\jénepr- B otmen .bromwxer”, aupexkuns ,,PuHAHCOBO-
CTONAHCKH AEHHOCTH H yrpaBieHue Ha coScTBeHocTTa™.

B onpeneseHus c¢pox B DEAOBOACTBOTO Ha MHMHHCTEPCTBOTO Ha 37paBEONa3BaHETO ca
nocTenuax 13 (TpHHAZECET) NPCANIOKEHHS, KAKTO CleABa;

1. Tlpennoxenue c. 8x. Ne 26-01-7/06.02.2017 r., nonaneno B 13:39 uaca ot dupma ,EN
EHJ AU ®APMA BBJTAPUSI“ EAJL, no o6ocobena nosnuums Ne 14;

2. Tlpennoxenue ¢ Bx. Ne 26-01-8/06.02.2017 r., nonaneHo B 14:55 uaca ot ¢upma
»AKTABHC* EAJL, no o6ocobena nosuums Ne 26;

3. Npeanoxenne ¢ Bx. Ne 26-01-12/06.02.2017 r., noxanero B 16:46 uaca or ¢Qupma
»COD®APMA TPEHJIHMHT* AL, no oSocobenn nozuumn NeNe 3, 11, 20 1 29;

4. Tpennoxenue ¢ BX. Ne 26-01-13/06.02.2017 r., nomaneHo B 16:48 uaca ot ¢upma
»COPAPMA TPEHTUHI* AL, o obocobeny no3numu NeNe 5, 6, 7 1 10;

. llpeanoxenne ¢ mx. Ne 26-01-14/06.02.2017 r., noaageno 8 16:49- uaca or Qupma
wCODAPMA TPEMJIUHI™ AJL, no oSocobenn nosmutn NeNe 25 u 28;

6. ﬁpenmmenue ¢ BX. Ne 26-01-18/07.02.2017 r., nopaneHo B 12:53 wyaca oT ¢upma
,,AHIDKEJIPIHH OAPMA BLATAPHUA* EOO/, 110 06ocobenn nozunuu NeNe 17 u 22;

7. Tlpeanoxenue ¢ Bx. Ne 26-01-21/07.02.2017 r., noganeno B 14:06 uaca ot ¢pupma ,,POHI
BBhJrAPHUSA“ EOO, nmo obocobena nosuissa Ne 4

8. lpexnoxenune ¢ Bx. Ne 26-01-22/07. 02 2017 r., nonaneHo B 15:48 uaca ot Qmpma
»CODAPMA TPEMJIMHI AJl, ro o6ocobena nosuuus Ne 24;



9. Tlpennoxenne ¢ BX. Ne 26-01-23/07.02.2017 r., nonaneHo B 15:58 yaca ot ¢upma
»wCTHUHT* AJl, mo o6ocobeHa nmosuuus Ne 12;

10. Tlpeasoxenne ¢ BX. Ne 26-01-24/07.02.2017 r., noganeHo B -15:59 uaca oT dupma
H~CTHHTI* AJl, no o6ocoSena no3uus Ne 135;

11. Mpennoxensne ¢ sx. Ne 26-01-25/07.02.2017 r., nonaneno B 16:36 yaca or dupma
wTTAKCOCMUTKIIAIH® EQOJ, no o6ocodenn noszuumun NeNe 1, 2, 8, 9, 13, 16, 18, 19,21 u .
23;

12. Tpennoxense ¢ Bx. Ne 26-01-26/07.02.2017 r., noaaseHo B 16:37 yaca ot ¢upma
+OAPMHET AJl, no o6ocobena no3uuss Ne 24;

13. Mpennoxenne ¢ Bx. Ne 26-01-27/07.02.2017 r., nonaneso B 17:14 yaca ot ¢upma
w®bOHHUKC ®APMA* EQOOJ, no obocobena noszuuns Ne 8. .

[TonaneHuTe npeIOKeHU ca TNPEACTABEHH B 3aN¢yaTaHM, HAAMHCAHW, HEMPO3payHH
OTAKOBKHM ¢ HeHapyleHa usiocT. [Ipeanokenns, NOCTbINAM CNEA KPAHHUS CPOK HAMA.

Ha nybanunoro 3aceﬂaﬂu'e. Ha KOMHCHSTA NPH M3BBpLIBaHe Ha ITyOAMYHHUTE W AelcTBMA
NPHCHCTBAXA CEIHNTE NPEACTABHTENH HA YUaCTHUILHTE:

' 1. Becenuna Pycesa — ynsnsomotcH npeacrasuren Ha ,,[ JJAKCOCMUTKIJIANMH* EQO[;

2. Mapuena Mapuepa - ymwasomouieH npexcraputen Ha . JIAKCOCMMTKIIAMH
EOOL;

3. l'anuna CrosHosa — ynbaHomoinel npeacrasuren Ha ,,COOAPMA TPEMOUHI ALL;

4. Cousa [wrpboBa - ymbanomoweH npeacraputen Ha LAHJDKEJIMHHU ®APMA
BbITAPHA™ EOO/;

5. CHexanka JlesHoBa — ynbiHomouten npexcrasuten va ,AKTABUC™ EAJL;

6. CHexana Ounmunosa — ynmbaHoMollleH npeacraguren va ,, bAPMHET™ AI[;

7. lBetennna L{BeTrkoBa ~ ynbaHOMOUEeH npeactasuten ra ,,CTUHI™ A/l

2. B u3snbiHeHHe Ha BB3J10KCHHTE 3312\, KOMHCHATA NPOBeie 3aKPHTH 3aCeNaHHs B
PeNoBHHA i CbCTaB, HO rpaduiK onpexesel OT NpeacesaTe aT HA KOMHCHATA B NepHOAa OT
13.02 no 22.02.2017 r.

[py wu3BbpLUIEHATa [POBEPKA, OTHOCHO HAIMYHETO HA MOCTBIHIH O(EPTH MO BCHUKH
060cO0EHH MO3HLIMH, KOMHCHSTE YCTAHOBM, ue 1no obocobena nosuius Ne 27, HEMa NOCTHIANIH
otdepTH. ' ‘

Mopaan ropxoro H Ha ocHosanue un. 110, an. I, 1, 1 or 30IT ofwecTaenara nopbyka ¢
npeaMer: ,.JloctaBka Ha nexabcmemi npoaykty 3a 2017 r., ormyckanu no peaa Ha Hapenba Ne 34 ot
25.11.2005 r. 3a pema 3a 3anjamase OT PeNyONHKAHCKHUS OIOIKET 32 JIEYEHHETO Ha 6bparapcku
rpaxanH 3a 3200/4BaHHs H3BLH 00XBATA HA 3aL/DKHTENHOTO 3/IPABHO OCHIYPABAHE, 33 NICYEHHE HA
naunedTH cxe CIIAH, Ty6epkynosa, NCHXHYHH K IMOBEJCHYECKH Da3CTPOHCTBA, ABJIKALIN Ce HA
ynorpefa Ha OMHOMAH, CHHAPOM Ha 3aBHCHMOCT', B yactTa ii mo obocobena mnosuums Ne 27 e
npekpatena ¢ Pemenue Ne PJI-11-76/10.03.2017 r. Ha MUHHCTHPA Ha 3APABEONA3BAHETO.

Ha npoBeacHMTE 3aKpUTH 3aceiaHus ce pasriesaxa AOKYMEHTHTe no 4i. 39, am 2 ot
[I1301T 32 CLOTBETCTBHE C H3HCKBAHMATA KbM NHYHOTO CBHCTOSHHE H KpUTEpHHTE 3a noadop,
MIOCTaBeHH OT BB3AOKHTENA. Bh3 OCHOBA Ha YCTAHOBEHOTO OT KOMHCHATA M Hd OCHOBaHue 4. 54, an.
7 ot IMN30I1, Ha 22.02.2017 r. ce cherasn # noanuca [poTokon Ne 1 OT BCHUKH peIOBHH 4i€HOBE
Ha xoMucusita. Tlpotokon Ne 1 Gewre nybnukysan B [lpoduna Ha kymysaua Ha 22.02.2017 r. n B
CHUHA M€H Ce W3IPAaTH Ha YYaCTHHLIHTE.

3. B m3nnaHenue Ha BH3TOKCHHTE 33841, KOMHCHATA NPoOBelc 3aKPHTO 3acelaHHe B
PENOBHMS if CHCTAB, N0 IPAPHK ONIPCACIEH OT NpPeaCceAaTeAT HA KOMHCHATA HA 02.03.2017 r.

Ha 3akpuToTO 33acenanye 6fxa pa3riefann A0NBAHHTENHO MPeACTaReHHTE JOKYMEHTH 1 61xa
OTpa3eHM KOHCTaTaUHUTEe Ha KoMucHgTa no TaX. (el HM3BbLPWBAHE HA TOPHHTE JCHCTBHS,
KOMMCMSITA pa3riiefa TEXHHUECKUTE 1PEIOKEHHS Ha YHACTHHLHTE, NPE/UIOKEHHATA 32 U3ITBITHEHHE
HA MOPBYKATA, BEAHO € NOKYMEHTHTE TNPHIOKEHH KbM TAX H NPOBEPH 32 TAXHOTO CHOTBETCTBHE C



npeasapuTenno obsBeHuTe ycnoeus. Cren H3BbplieHaTa NpoBepKa Ha OCHOBaHWe wi. 56, an. 2 oT
[IIT3011, xomHcuATa KOHCTATHpA, Y€ HANpPaBEHUTE TNPENIOKEHHS HANBAHO CBOTBETCTBAT Ha
MpeABAPHTETHO OOABCHHTE YCHOBHA HA Bh3JI0KHTEN.

Ha ocnosanue un. 57, an. 3 ot [M[130I1 na 02.03.2017 r. B llpoduna Ha KynyBaua ce
CHOBIH, e OTBapAHETO Ha NEHOBHTE MPEIOKEHHS HA JONYCHATHTE yYaCTHHIH Le CE NPOBEJie Ha
08.03.2017 r. or 10:00 uaca B crpagata Ha MuHucTepcTBO Ha 3ApaBeonasBaHeTo. ChOOLLIEHHETO €
H3IIPATEHO A0 BCHYKHY YHACTHHIIH H [TO enelcrpouuam noua. .

4. [ly6:114H0 3aceaHNe 32 OTBAPAHE HA UEHOBH NPeERTOKEHHA

Ha 08.03.2017 r. or 10:00 yaca ce npoBeae myOnUM4HO 3aceaHue Ha KOMMCHATA Ha3HA4YeHa
ce 3anosea Ne PJ{-11-47/09.02.2017 r. na Mmmcﬁ,pa Ha 37IpaBeorna3BaHeTo B clledHHud i CbhCTaB:

Hpeacenares:

a-p Heny TapuHcka — HavuanHuk Ha otaen ,JlekapcTBeHH NPOAYKTH M MEIULIHHCKH H31eAns
H KOMMCHM™, AHpeKUHA ,,JlekapcTReHa nonuTHKa™, » 7

Yrenose: ) ‘

Mmar. ¢apMm. Opnud Hener — rmnapen excuepr B otnen ,JlekapcTBeHH MNpPOAYKTH H
ME/THUHHCKH H3AeNHS 1 KOMHCHH®, aupekuus . JlekapcTeeHa nonuTHka;

Pymana CraBpeBa — riaBeH HOPHCKOHCYNT B oTaen ,,O0MECTBEHH MOPBYKHY, MHPEKILHUA
.,HOpMaTHBHO peryaupane 1 o01IeCTBEHH NOPBUKYH B 3ApaBeOna3BaHeTo";

{Henait EmunoBa — crapwu 1opHCKOHCYnT B oTaed ,,O6mecTBeHH ﬂOp'b‘H\H JQHPEKLHUA
,,HOpMaTHBHO perynnpase # oO1ECTBEHH NOPBUKH B 34PABEONA3BAHETO™; _
Banentdna Panesa — rnaBeH ekcnepr B otaen ,brojuker”, mupexuus ., PHHAHCOBO-

CTOTIAHCKH JAeHHOCTH U yrpaBjieHHE¢ Ha colcTBeroCTTa .
Ha nybnuyHata yacT Ha 3acefaHHeTO Ha KOMHCHATA, HAa OCHOBaHME 4. 37, a1. 3, BBB
Bpb3Ka ¢ wi. 54, an. 2 ot [NF130T1, npuchersaxa cneaAHHTE NPeACTABHTENHN HA YHACTHHLHUTE:
1. Kpacumup Hukonaes - ynsniomouten npecrasuten Ha ,,®dbOHUKC ®APMA™ EOOL;
2. Mapuena MapueBa — ymbaHOMOmeH mpeactaputen ua ,,[JTAKCOCMMTKIIAMH®
EOO/; '
['eprana 3apesa — ynbaHoMolneH npeacrasute Ha ,,POIL BbJIFAPUA™ EOO/;
lanuua CrosroBa — ynbaHoMoiueH npeacrasuten Ha ,,COOAPMA TPEWJNHI™ AL
Cuexanra JlesHaBa — ynbaHoMolueH npeacraputen va ,,AKTABHUC® EAL];
CHexana @ununona — ynbaHoMounieH npeacraputen Ha ,, PAPMHET® AJJ;
7. Humutbp nyaﬂoa — ymeauomoueH npencrasuten Ha L,AHJDKEJIMHHU OAPMA
BBJITAPUA® EOO/;
8. LIBeTenuna LlBeTKORA — YIBAROMOLIEH npencralgu'ren'}:a LCTHHI™ AL

AN R P

O6sBeHnTE Ha MyONMHYHOTO 3aCEAAHHE LIEHH Ca CREAHHUTE:
: ,,EH EHJI III/I (I)APMA BLJI]"APHH“ EAll, no oﬁocoﬁeua no3HUNA J\o 14

ATC xon

Emmuqﬂa ueHa de3 )IUIC

Mito ATC won prmacm Easinuuna uena 6e3 LUIC Enumwua ueHa ¢ JI}IC
pea HAHMeEHOBAHIE _ _
) Revataz hard capsule ' -
14 JOSAEQ8 ’ 0,073339 ns. 0,088007 ns,
150 mg x60
2. ,AKTABUC* EAJI, no o6ocobena ro3uumst Ne 26.
s ATC kon Trproscko Exunnuna uesa 6e3 J1C Eananuua uena ¢ JAC
pex HaliMeHOBAHHE o
T 26 | JO4ABO2 TUBOCIN '0,000848 nB. " 0,001018 as.
3. ,,CO(DAPMA TPE[‘I,H,HHF" A}l, no oﬁocoﬁeuu MO3HUNH NﬂNn 3 11 20 " 29
- Neno ) “ThproBeso

Enunnyna uens ¢ JUAC

pei

HAHMEHOBAHHE




0,070076 nb.

3 JOSAGO4 INTELENCE 0,058397 ns,
11 JOSAELQ PREZISTA 0,024819 na. 0,029783 ns.
20 JOSAGO3 EDURANT 0,540756 nB. 0.648907 np.
29 JO4AKOS SIRTURO I,AI83884 IB. 1,420661 ns.
4.,,COOAPMA TPERJAMHI“ A]l, no obocodenn mosuumun NeNe 5, 6, 7 n 10.
Ne ’ : i — - :
no ATC kon Tr.proaceo Eaunvuna nena 6e3 JQC Eannndna uena ¢ JJIC
pea HWAHMEHOBAHLE
5 JOSAE06 Kaletra 5,114450 a8, 6,137340 58,
( JOSAEQ6 Kaletra 2,594167 as. 3,113000 as.
JOSAE06 Kaletra 1,725389 nB. 2,070467 aB.
10 JOSAEOQ3 NORVIR 0,012901 ns. 0,015481 ns.
5. ,CO®APMA T_PEFL[[HHF“ AJl, no odocobenn mozuuun NeNe 25 i 28.
J\z:lo ATC won Teproscko HalMEHOBaHE Euuuu!}il::;geua Ges Eanuyuna uena ¢ JAC
25 JO4ACO1 ISONID "0,000200 nB. 0,000240 nB.
28 JO4AKO2 ETHAMBUTOL-MILVE 0,000282 ne. 0,000338 ns.
6. ,,AHIUKEJIHHH ®APMA BLJITAPUA“ EOO, no obocobenn nozunun NeNe 17 u
22. '
Ne no TLProsexo o -
ATC ron Ennunuua nena 6es JJIC Eansuuna uena ¢ JAC
pea HAHMEHOBAHNE
17 JO3AF07 VIREAD 0,065183 ng. 0,078219 n.
22 JOSARO3 TRUVADA 25,240694 ns. 30,288833 ns.
7. ,POLI BBJITAPHSA“ EOOJ, no o6ocodena mozuuus Ne 4,
N no ATC koa Tuproscie Exmnuuna uena 6es JJI1C Eannunyna vena ¢ JAC
pea HalMEeHOBaHIE ;
{nvirase film-coated
01 ,006178 nB. 0,007414 as.
1 HBAL tablets 500 mg x 120 b e
8. ,CODAPMA TPEMJIHHI AJl, no o6ocobena mosuuns Ne 24,
® mo 'ATC KOl .Tmproacxo Eaunnuna uena 6e3 1AC Ensusiuna vena ¢ JAC
pe_ﬂ HBHMCHOB&!{HG
METHADONE
2 Ji 2 2992 nB. .00359 2
24 NO7BCO UNIPHARM 0,002992 ne 0,003590 nB
9. ,,CTHHI™ AJl, no o6ocobena nozumus Ne 12,
g ATC ron Teproseio Enssisung uena 6es BJC Eaunnssa uena ¢ JAC
pea HaHMeHOBaHuEe
e JOSAX08 ISENTRESS 6.040405 na. "0,048486 nB.
10. ,,CTHHTI* AJl, no oboecobena mosnina Ne 15,
Ne no ATC xvon Tuprezciy Ennnimina uena 6e3 J1C Enunuyna gena ¢ JAC
pea : HauMEHOBaAHHE _ : »
15 J05AGO3 STOCRIN "0.000118 ns. 0,000141 ns.




11. ,JIAKCOCMHUTKJIAHH* EOOJL, no ofocobenn nozmuuu NeNe 1, 2, 8, 9, 13, 16,

18, 19,21 1 23.

Ne T : . i
TRl ATC ron BProBERo Eauununa neua 6e3 JUC Ennununa uena ¢ JAC
pea ; HaHMeHOBaHHE
1 JOSAROI "COMBIVIR 1,671944 na. 2,006333 nB.
2 JOSAFOS EPIVIR 0,012659 ns, 0,015191 ng.
8 JOSARO2 KIVEXA 14,085278 sB. 16,902333 na.
9 JO5AX09 CELSENTRI 0,063442 8. 0,076130 8.
13 JOSAFOIL RETROVIR 0,014920 as. 0,017904 ns.
16 JOSAEQ7 TELZIR 0,011800 0.014160 ns.
18 JOSAFO1 RETROVIR 0,089500 ne. 0.107400 np.
19 JOSAF03 EPIVIR 0,141528 ns. 0,169833 naB.
21 JOSAXI2 Tivicay 0,694467 ns. 0,833360 z8.
23 JOSARI13 Triumeq 47,143056 nB. 56,571667 as.
12. ,,APMHET* AJl, no oGocobena nosnuna Ne 24,
Ne : ) i
no ATC roxn Tuprosesy Eaunnuna uena 6e3 IJUIC Ennsnpuna uena ¢ JJAC
pen HaHMeHOBaHIe
METADON
p) ! 2 3 3
24 NO7BC02 ALKALOID 0,003090 ns. 0,003708 ns.
13. ,ObOHHUKC ®APMA“ EOO/, no obocobena noznuus Ne 8.
Ne N ' ' '
"o ATC ron Trproseko Enmnuuna uena 6es JJC Eannnyna uena ¢ JUIC
pE_.’l HAHMCHOBAHHE .
’ "ABACAVIR/LAMIVU
DINE
8 JOSARO2 SANDOZ FILM 9,665000 ns. 11,598000 ns.
COATED TABLET
600 mg/300 mg x 30

5. B u3nb/HeHHe HA BBbIJIOAKEHHTE 341aYH, KOMHCHATA NMpoBele 3aKPHTO 3acelaHiHe B
penoBHHSA H ChLCTAB, 10 rpaduK onpenesied OT NpeceaTeJsaT Ha KomucnaTa Ha 09.03.2017 r.-

Ha 3akpuroro 3acenaHde ce H3BBPUIM NPOBEPKa HA NPEIOKCHHTE LEHH, 3a TAXHOTO
CBOTBETCTBHE C NOCOYEHHUTE OT Bb3nouTens ycJioBHs U HNPOI'HO3HH CTOHHOCTH M C€ YCTAHOBH, ue
BCHYKHM YYACTHMIIK Ca MOJANH LCHOBH MPELIOKEHHA B CHOTBETCTBUE C NPEJIBAPHTETHO O0ABEHHTE
ycnoeua. KoMHCHATA Kfacupa y4aCTHMUMTE B CbOTBETCTBHE C NpPEABApHTENIHO OOABEHHS OT
BB3JOKHUTENS KPHTEPHH ,,Haﬁ-micxé ueHa™,

6. Knacipane Ha yyacTHHHHTe:

A ATC o Tuproscko Eanunyna Eannnyna uena S — Knacupauer
::l Koa HanmeHoBanue | wuewua 6e3 JAC c IRC [V}
' TnakcoCuutKnaft
i | J0SAROI | COMBIVIR 167194428, | 2,006333 as. AKCOLMUTRARRH 1 .80 macTo
EQOH
nakcoCmutKnafi
2 | J0SAF05 EPIVIR 0012659 n8. | 0.015191 5. TARCOLMUTEAZAN | 1 80 MacTo
EOQOOK
’ Codapma Tpeiiauur
3 JOSAGO4 INTELENCE 0,058397 ns. 0,070076 aB. ALl I-BO MaCTO
Invirase film-
4 JOSAEO1 coated tablets 0,006178 ne.. 0,007414 ns. Pow Brarapus EQOJ] | [-80 MACTO
500 mg x 120
"5 | JOSAE06 Kaletra 5,114430 na. 6,137340 ns. Codapma Tpeitauur | 1-8o MacTO



All
6 | J0SAE06 Kaletra 2,594167 18, | 3,113000 ns. C°¢ap‘“;;"°ﬁn""r I-B0 MACTO
7 JOSAEQ6 Kaletra 1,725389 as. 2,070467 as. Cod)apmizpeﬁnnur I-Bo mMACTO
ABACAVIR/L
AMIVUDINE
SANDOZ FILM |~ , ' ®roHure Gapma
2 . -
8 JOSARQ2 COATED 9,663000.18. 11,598000 n.. 0O 1-BO MaCTO
TABLET 600
mg/300 mg x 30
8 | JosAR02 KIVEXA® | 140852781 | 16902333 a0, | | OWCOCMMTKmaR | 0 swero
EOO] ,
9 | J05AX09 | CELSENTRI | 006344228 | 0076130 . r"““;%“g;‘”a“" I-B0 MACTO
" i Codapma Tpeitayur
10 | JOSAEO3 NORVIR 0.012901 ns. 0015481 ns. Al 1-80 MACTO
11 | JOSAEI0 | PREZISTA 0,024819 78, | 0.029783 ss. Coq’ap“’i;"eﬁﬂ""r [-B0 MACTO
12 | JO5AX08 ISENTRESS | 0,040405 n8. 0.048486 ns. Crunr AJl I-B0 MaCTO
13 | JosaFor | RETROVIR | 00149207 | 0.017904 s, r”“““‘;sco”(;‘;&"a“” 1-80 MACTO
Reyataz hard T T
14 JOSAEOS capsule 0,073339 ns. 0.088007 . Eg Gl Qé:p;a 1-Bo MaCTO
150 mg x60 ' RPN
15 | JOSAGO3 STOCRIN' 0,000118 8. | 0,000141 z8. Cruur AJL I-B0 MACTO
16 | JOSAEO7 TELZIR 0,011800 G0idls0as | | mecoLMmKMAR | g e
EOON
17 | J05AF07 VIREAD G055 ias | oppEroms | POLSSRAEOMR |, ecre
. . Brarapus EOOJ]
' B} ’ . ' "FrakcoCmuTK AafH
18 JOSAFO! RETROVIR 0,089500 ns. 0,107400 na, EOO]I - I-B0 MaCTO
19 | JOSAFO5 EPIVIR OESEE N, | OEESSas | LORKRbMTIRAR e
] EOOM
20 | JOSAGOS | EDURANT 0,540756 a. | 0.6489071s. | C°4’ap“*;;"eﬁ’““"" -BO MSICTO
21 | J05AX12 Tivicay . 0694467 ns. | 0833360 ns, | | oxcoCmmKmain oy o sero
EOO[
22 | J0SAR03 | TRUVADA | 25240694 ns. |- 20288833 np, | ‘\HAREMMHIDapMa | o ero
buarapus EQOJ1
23 | JOSARI3 Triumeq 47143056 5. | 56,571667nn. | | orcoCMMTKmaBn |, o ero
2 EOO[ :
. ' METHADONE | ' e Codapma Tpeiiauur '
2 2 - 2992 as. ,003590 ns. 180 »
24 NO7BCO UNIPHARM 0,002992 ns 0,003590 ns ALl BO MACTO
i METADON ' ‘ ' ‘
‘ 2 . 3 . k] 3 - l = B
24 NO7BCO ALKALOID . 0.003090 ns 0,003708 1B dapmuer AL I-po mscTO
e Codapma Tpetiamur |,
25 JO4ACO!1 ISONID 0,000200 ns. 0,000240 n.. ALl 1-BO MACTO
26 | JO4ABO2 TUBOCIN 0,000848 as. 0,001018 ns. Axtasuc EAJL 1-80 MACTO
ETHAMBUTO - Codapma Tpeftaunr '
2 2 282 -
28 JO4AKQ2 L-MILVE 0.000282 ns. 0.000338 ne. Al 1-BO MACTO
. R ' ‘ "Codapma Tpefaunr
29 J04AKO0S5 SIRTURO 1,183884 ns. 1,420661 na. ALl I-BO MAcTO

IV. B pesynrar Ha H3BBLPIICHOTO KJNACHPAHE, KOMHCHATA Mpeatara Ha BB3JNOXKHTENS 14
onpefend 3a M3NBAHMTENM HA OOWECTBEHATa NOpHYKA IO OTAENHHTE OBOCODEHH MO3HIHHU
KTaCHpaHHTEe Ha MMbPBO MACTO YYaCTHHIH.



C u3BLPMIBAHETO HAa TOPHOTO KIacHpaHe, padoTATa Ha KOMHCHATA NPHKJINYH HA
10.03.2017 r. _

Hepa3zaeana wacr ot nacrosmusa [loknaa ca Ilporoxoa Ne 1 ot 22.02.2017 r. u
Iporoxon Ne 2 o1 09.03.2017 r., B kouTO ca 06eKTHBHPAHH BCHYKH JeHiCTBHS HA KOMMCHATA
CBBLP3aHH € PasrieAlaHeTo, OLIEHKATA H KAACHPAHCTO HA NMOAYYeHHTE NPeNI0KeHH .

Hpencenaren:

A-p Heau Tapuﬂcxa — Ha4alTHHUK Ha oTaen .,J}ekapcmenu MIPOAYKTH H MCOAHIIHHCKH H3ICITHA
¥

H KOMHCHH", AUpeKiHs , JlekapcTBeHa NONUTHKA™, ]

YneHone:

mar. ¢apm. Opnur HemeB — rnaBen exkcrmept B oraen ,,ﬂexapcme/;?u/ﬂqu.:%rm H
3anmndyena wHQOPMAITUSI
Ha OCHOBaHWE WilI. 2 OT
33711

MEJNLHHCKH H3AEHsA ¥ KOMHCHH ™, AHpeKkuss ,,JiekapcTeeHa noAWTHKa",

' /.
Pymana CraBpeBa — rnaBeH IOPHCKOHCYNT B OTAEN ,.,O6mecmet;g/,_§gpéyw‘emm
fl

»-HopMaTHBHO perynupane i obUIECTBEHH TOPLUKH B 31paBeoNasBaHeTo™; e

[llenait EmunoBa —- cTapumi OpHCKOHCYAT B oTAen ,,O0mmecTBeHH nolpbqicu“, JIUPEKUHs

,»HOpMaTUBHO perynupaHe ¥ 00IIEeCTBeHU fIOPHUKH B 3npaBeona33aHeTof:

1

Banentnua Panesa — rnasen excnepr B otaen ,blomxer”, aupexkums , OHHAHCOBO-

o A

CTOMAHCKHU ACHHOCTH U YIIpaBAEHHE Ha caOCTBEHOCTTA™. J




