MPOTOKOJI N2 2

Ot paborata Ha komHcud, Ha3HaueHa cbv¢ 3anosen Ne PJI-11-47/09. 02 2017 r. Ha
;amnoacu'renx Konmucusta ¢ HasHa4yeHa 43 H3BRPLUM NMoa6Op HA yYacTHHUMTE, Pa3riefa, OUEHH H
Kftacupa nojajeHuTe opepTH MO OOINECTBEHA MOPBUKA C MpPEAMET: ,Jecmasxa Ha Nekapcmeeru
npadykmu 3a 2017 2., omnyckanu no peda na Hapedba N 34 om 25.11.2005 z. 3a peda 3a
3anaauiaHe om penysAURAHCKUA Biodacem 3a nenenuemo wa Ownzapcku zpaxcoanu 3a
3a00/1RGAHUA U36LH 00X6amMA HA 3a0BANCUMENHOMO 30PAGHO OCUZYPAGAHE, 3a Jlevenue Ha
nayuenmu cvc CIIHH, myGepkynosa, ncuxuunu u naqgoé}gqecm pascmpoiicmea, 0baxcauiu ce
ua ynompeba na onuoudu, ‘gunc)pwn Ha 3agucumocm®., OOuleCTBEHATa NOPBUKA € OTKpUTA C
Pewenne Ne PI1-11-440/29.12.2016 r, Ha MuHHCTBpA HA 31paBeona3sBaHeTo.

I. CheTaB Ha KOMHCHATA, YHACTBa B 3aKPHTOTO 3acejaHne npoBeaeHo Ha 02.03.2017 r.
MpeacenaTe: :
a-p Henu Tapuncka -- navanuuk Ha otaen . JlekapcTBeHU NPOAYKTH H MEAHLIMHCKH H3J€TUs
H KOMHCHR®, aupeKkuus ,JlekapcTBeHa nonuTHKa", ‘
YaeHose:
mar. dapm. Opnun Hemes - rnaseH eKCHEPT B OTAen ,JleKapcTBeHH HPOAYKTH H
MEIMUHHCKY H3NEKA 1 KOMHCHH®, AUpeKuMa ,,JlekapcTagHa nonuTHka®;
Pymsna CraBpeBa — rnameH }opucxoncynf B oraen ,,O0UIECTBEHH MOPBLYKHY, NHUPEKLHA
»HopmaTHBHO perynupaHe H OOUIECTBEHH NOPBYKH B 3PaBEONA3BAHETO™;
[Hlenait EmuHOBa — CTapuil IOPUCKOHCYNT B OTHAEN ,,O6mec*raenu AOPBYKH®, NHPEKUHA
»HOPMATHBHO perynupaue u 00IIECTBEHH MOPBLYKK B 3APaBEONna3BaHeTo™;
Banenrnna Panesa ~ rnasen excnepT B oraen bionxer®, aupexuns .. PHHaHCOBO-
CTOMAHCKH ACHHOCTH H yripaBAeHHE Ha coficTBeHOCTTA",
11, Pasraesaane HA JAONBAHHTERHO PeCTABEHHTE JOKYMEHTH HA 3aKPHTO 3acedaHHe
na 02.03.2017 r. ' '

IMpotoxon Ne 1 (chabpixaln yKasaHuATa H8 KOMKCHATA 3a OTCTPAHABAHE HA yCTAHOBEHHTE
HECHLOTBETCTBHS WJIH JHICH Ha uH(opmauus) € nyOruKyBaH Ha 72.0_._017 r. B npopuna Ha
KynyBaua Ha HHTEPHET CTPaHHnata Ha MUHHCTEPCTBOTO HA 3]paBEONa3BaHETO Ha Aajpec:
huip://www.mh.government.be/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-reda-na-
zop/dostavka na- lel\alalvem—produku /.&-7017 -omusl\a/ M Ha CBIIMA JEH ¢ H3npaTeH Ha
YHaCTHHUMTE B npoueaypara. B pamkuTe Ha cpoka OT 5 paOOTHH IHH, OpPENeNeH OT KOMHCHATA B
[Mpotokon Ne | B nenoBoacTBOTO Ha MHHHCTEPCTBOTO Ha 3JPABEONA3BaHETO Ca MOCTHITHIH
AOMBIHUTENHH TOKYMEHTH OT creanuTe VYACTHHIM:

1. HonbinuTeanu ToxysmeHT ¢ BX. Ne 26-01-26/23.02.2017 r., noganexo B 16:34 yaca ot
$upma ,,iDAPMHET“ All, no obocobena mozunus Ne 24;

2. Jlonbnuutentu aoxyMenTs ¢ Bx. Ne 26-01-18/24.02.2017 r., noaaneno 8 09:03 vaca or
dupma ,,AHJUKEJITHHH ©®APMA BBJTAPHSA* EOO/L, no o6ocobenn nosuuuu NeNe 17 u 22;

3. JIONBAHATENMHN, JOKYMEHTH ¢ BX. Ne 26-01-7/27.02.2017 r., nonaneto B 10:58 yaca oT

¢dupma +EA EHI U ®APMA BLJTCAPHS“ EAJL no obocobena mosumus Ne 14;

4. HombnuuTenud ROKyMeHTH ¢ BX. Ne 26-01-8/27.02.2017 r., nonaneso B 14:24 vaca ot
$upma ,,AKTABHC* EAJL, no o6ocobena nosnuus Ne 26;

5. lombnuuTenuu AoKyMeHTH ¢ BX. Ne 26-01-21/27.02.2017 r., nopageso B 15:25 yaca OT
¢upma ,, PO BBJTAPUSA“ EOOJ, no obocobeda nosuuusg Ne 4;

KomucuaTa KOHCTaTHpa, 4e AOKYMCHTMTE €3 NOCTHIIH/IH B PaMKMTE Ha Cpoka OT 5 (meT)
pabOTHM AHH, C OIJIEA HA KOETO Ha OcHOBauue 4. 54, an. 12 or IlpaBununka 3a npujarane Ha
3akoHa 3a OOLIECTBEHHTE nopbuxku (FIII307]). xomucHsTA NPUCTBAM KbM pasriexjpaHe Ha
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MPEACTABCHATE NONBIHHTCARY AOKYMEHTH H NIPOBEPKA 32 ChOTBETCTBUETO HM C H3MCKBAHUATA KbM
JIHYHOTO CBCTOAHHC H KPHTEPHHUTE 32 ﬂO,‘ISOp, fIOCT@BCHH OT BBIJJOKUTEIIA. K&)MHCHKT& KOHCTAaTHpa,
4¢ C NpEACTAaBAHCTO HA NOMBAHHTCAIHHTE NOKYMEHTH YHaCTHHLIMTE Ca OTCTPAHHIN KOHCTATHPAHHTE
no HPOTOKOJ‘I No 1 nuncu u HCCBOTBCT‘CTBHH, C OFficA Ha KOCTO CC AOMYCKAT Ao pa3me7xnaxe Ha

TEXHHYECKHTE UM NIPEIOKEHNS.

III, Pasrmexnane Ha TexHHYCCKHTE NPEANOKEHHS HA YYACTHHIHTE, BelHO ¢
NpesoKeHHATA 32 H3ITb/IHEHHE HA NOPHLYKATA K BCHYKH H3HCKYEMH KbM THAX A0KYMEHTH.

Ha nposenenoto ot 02.03.2017 r. 3akpuro 3acenaHue Ha KOMHCHATa B PelOBHUA U ChHCTAB,
Oellle H3BBPIICHA NPOBEPKA Ha NPEUIOKEHHATA 38 HIMbJIHEHHE HA YYaCTHULHUTE H CHOTBETCTBHETO
HM C NpeIBapHTEAHO OOSBEHUTE YCIOBHS:

1. YuacTHHRDBT ,,Eﬁ EHO IH ®APMA BLJITAPHUA* EAH, no o6ocobena nosunua Ne

14,
[Ipensoikenne HA yHacTHHKA:
. o T S T NG "7 77| Koausecrso ;
Ne MemxayHapoaHo Twprosexo
» JlexapcrBena | Ha QronuaTenna
no | ATC xon HEMATEHTHO KoauuecTso 10 | HauMeHOBAH
‘ : - dopma AKTHBHOTO ONaKoBKa
pea’ HAHMEHOBAHKE ie N
BELLECTRO
Revataz ) a
d h
14 | JOSAEOS | ATAZANAVIR | 16 308 000 har hard | 1 c0 mg ard capsule
capsule capsule 150 mg x60
150 mg x60

Ha ocnosanue 4. 56, an. 2 ot IT13011, komucUsTa IPOBEPH TEXHHYECKOTO NMpPEATOXKEHHE HA
Y4aCTHHKA ¥ KOHCTATHPA, Y€ HANMPABEHOTO NPEANOKEHHE HAIIBJIHO ChOTBETCTBA HA FMPE/IBAPHTENHO
005BEHUTE YCAOBHS Ha BH3JIOKUTES. _

KomucusTa nonycka yuacthuka ,EH EHI AN ®APMA BBJITAPUS“ EAJI sio oTBapsHe
Ha LICHOBOTO Dpeiokenue no obocobena nosuuus Ne 14, ‘

2. YaacruuxoT ,,AKTABHC* E:
IIpeasoxense Ha yYaCTHHKA:

, 10 08ocobena noznuus Ne 26.

N Konkuecrso oo
Ne Mexnynapoano . OxonuaTte
Twprosexo JlekapcrBena | Ha
no | ATC koa HenaTenTHO | KoaHdecTno ao S - : nHa
; : HAKMEHoBaHle dopsa AKTHBHOTO

pea HAHMEHOBAHNE seleeTBO ONAKOBKA -
= —— = e T A "éap:sﬁ!és e —_—

26 | JO4AB02 | RIFAMPICIN | 185 400 000 TUBOCIN " hard 300 mg 100

Ha ocnosanue un. 56, an. 2 o1 IT13011, koMucHATa IPOBEPH TEXHHYECKOTO NPE/IIOKEHNE Ha
Y4ACTHHKA H KOHCTATHDA, ¢ HANPABEHOTO NPEANOKEHHE HATBIHO ChOTBETCTBA HA NPENBAPUTEHO
éGﬂBClIIiT¢ YCIAOBHS! HA Bb3NOKHTENS. _

Komucusra nonycka yvactiuka LAKTABUC* EAJI no oTsapsHe Ha UEHOBOTO
npeanoxenue no obocobena no3uuus Ne 26.

3. Yuacruuxst ,,CODAPMA TPEHJIUHI AJl, no obocobenn nosmuiu NeNe 3, 11, 20

1 29,
' IIpensosenne Ha YUACTHHRA!
- ’ T "7 | Koauvecvso no I A Koanyectso | Owony
Ne Mexaywapoano N . .
- Tuproacko Jlexapcraena | Ha arequa
no | ATC xoa HEBATEHTHO
HANMEHOBAHNE dopma 2KTHBHOTO onaKos
pea HAHMCHOBARNKE ’ .
BEeUIECTBO Ka
3 [J05AG04 | ETRAVIRINE | 7200000 | INTELENCE | tablet [200mg | 60
e e R T T T 5
11| JOSAEI0 | DARUNAVIR | 142848000 | PREZISTA ‘Taf)ﬁ:e g




) ' T {stomg | 30
20 | JOSAGOS | RILPIVIRINE | 621 000 EDURANT ﬁ'":;:’tmd 25 mg 30
29 | JO4AKOS | BEDAQUILINE | 376 000 'SIRTURO ‘tablet | 100 mg 188

Ha ocHoBanue ui. 56, an. 2 ot [MM3011, komMucusita NPOBEPH TEXHHUYECKHUTE NPE/UIOKEHHS HA
YYACTHHKA H KOHCTATHPA, Y€ HANPaBEHUTE NPEJLIOKEHHS HAITBJIHO CHOTBETCTBAT Ha [PEABAPHTENIHO

00SABEHHTE YCIOBHSA HA BH3NOKHTESS.
Komucusita gonycka ywactsuka ,,COOAPMA TPEAAMHI AJl 1o oTBapsHe Ha HEHOBUTE
npeanokeHus no odocodenn nosumuy NeNe 3, 11, 20 1 29.
4. Yuacruursrt ,,COPAPMA TPEAJUHI AJl, no obocobenn no3uman NeNe 5, 6, 7 u

10.
l'lpen.rm,!,enue Ha V‘ldtTHH!\d
L Koanidecrso gjo Koanuectso | Oxonua
Ne Mcu_\naponuo . :
Teproscko Jlekapersena | na TeaHa
no | ATC kea HENATEHTHO
HINMEHOBAHHE dopma AKTHBHOTO ONaKoBK
pea HauMeHOBAHHE
BellecTBo a
LOPINAVIR/ ‘
Im- :
5 | JOSAEO6 | RITONAVIR | 417 600 Kaletra ﬁ"t‘;;’i‘ed zgo mg/ a0
200mg/50mg avle me
LOPINAVIR/ T T T
film-
6 | J0SAE06 | RITONAVIR | 3 600 Kaletra | m-coated | 100 mg/ 60
. tablet 25 mg
100mg/25mg
. ‘ ‘80 mg /20 -
LOPINAVIR/ oral
7| JOSAE06 4 - 5
3 RITONAVIR 72090 Kaletra solution mg/ ml-60 5
: ml
10 | JOSAEO3 | RITONAVIR | 24 156 000 NORVIR ﬁTﬂ;’;‘e‘i 100 mg 30

Ha ocuosanue un. 56, ax. 2 ot 13001, koaycusta mpoBepy TEXHHYECKHTE npeunox\emm HA -
wacmm\a H KOHCTATHPAa, Y€ HANPABCHHTE MPETOKCHUE HATBIHO CHOTBETCTBAT HA npe,mapmeqﬂo

00SABEHUTE YCNOBHS HA BH3NOKHTEAS.
Komucusta nonyeka yuactauxa ,,CO®APMA TPERJUHI AI[ JI0 OTBapsHEC HA IIEHOBUTE
npeanoxeHHs no obocodenu nozuuun NeNe 5. 6, 7 1 10.
5. YuactunksT ,, CODAPMA TPEWAUHI* AJl, no o6ocobenn noznumn NeNe 25 n 28.
ITpeasoxenne Ha yHacTHIKa:

. "KoauuecTno 10 - T . Okon
N2 Miciiciis: Koanuects .
no VIFSGIRHARCRD Teproscro Jlexkapetsen | o Ha are
ATC xoa HENATEHTHO HA
pe - HAHMCHOBAKNE a popma AKTHBHOTO X
A HaumeHoBatile — onako
BKa
25 | JO4ACO1 ISONIAZID | 92 700 600 ISONID tabl. 100 mg 100
' ETHAMBUT ETHAMBUTOL- 3 ' s
28 | JO4AKOQ2 l\f utTo 180 000 600 MILVLI'? tabl. 250 mg 50

Ha ocunoBanue ua. 56, an. 2 or [I130T11, kosmicuaTa npoBepH TEXHHYECKHTE MPEJINIOKEHUS Ha
VUYACTHMKA W KOHCTATHPA, Y€ HANPABEHHTE NPELIOKEHHS HAIIBIHO CHOTBETCTBAT HA MPEABAPHTEIIHO

" of0gBeHUTE YCAOBHA Ha Bb3NOXKHTENA.
KomucusTta nonycka yuacruuga ,,COPAPMA TRENRUHI™ A/l no oTBapste Ha UEHOBHTE
npeaioxenus no o6ocobenH nosununu NeNe 25 u 28.
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6. Yuactuuxkst ,,AHMKEJIHUHU ®APMA BbJITAPUS® EOQOOH, no obocobexu

o3y NeNe

17 u 22.

Hpeﬂ.flomemie HA YYACTHHKA:

MexaynapoaHo KosauvecTBo 20 ) Koandecr | Owon
Neno | ATC HeNATEHTHO . T— [ — BO Ha qaTen
HauMeHOBAHHE ARKTHBHOT Ha
pea | won HAHMEHOBAHHE dopma :
0 CHNAKO
BeluecTBO BKA
JOSA | TENOFOVIR ' o mepopasiHa ’
17| 1940 40 VIR : 4 3
FO7 | DISOPROXIL 0460 Al g | Tl | 30
EMTRICITABI S
NE/TENOFOV
g2 | 1OSA | NETENOFOV 1 4 oc 190 TRUVADA | " PoPATHA | omas | 30
: RO3 | IR topma
DISOPROXIL me

Ha ocuosanue un, 56, an, 2 or [MI13011, xoMHucHATA NPOBEPH TEXHHYECKUTE NPEATOKEHHS HA
YYSCTHHKE H KOHCTATHPA, 4€ HanpaBeHHTe NPeLHOXKEHHS HAITbIHO CHOTBETCTBAT HA NPEABAPHUTENHO

obgBeHUTE yi:nonm Ha BB3IOKHUTENR.
Komucuata nonycka yvactiuka ,AHPKEJIUHH ®APMA BBJITAPHA* EOOJ no
OTBapsAHE Ha IIEHOBHTE NpeUIokeHns 1o o6ocobenn nosuunu NeNe 17u22.
7. YuyactuukrsT ,,POLUI BHJTIAPUS® EQOJ, no obocobena mozuunsa Ne 4,

ITpeanokenue Ha y4acTHHKA:

% Memaynapoawo Koanuectso 10 ] Koauuecrso

) HenaTenTHO Txprobcko Jlekapersena | Ha OxonyaTeHa

no | ATC xon

- HAHMCHOBRHHE HSHMCHOBQH}IC ¢0pMﬂ 8)\"]’“8"91’0 onaxKuBkKa

P . BELIECTBO
Invirase film- | _ '
_ - film-coated

4 [ JOSAEOQ] SAQUINAVIR 14 400 000 coated tablets tablets 500 mg x 120

500 mg x 120 i

‘Ha ocuosanue un. 56, an. 2 or [IN30]7, komMucHsTa NPOBEPH TEXHHUECKOTO MPEIOKEHHE HA
Y4aCTHHKA H KOHCTAaTHpA, Y€ HANPABEHOTO NPELIOKEHHE HAITBIIHO CHLOTBETCTEA Ha MPENBAPUTENTHO
06sBEHHTE YCIIOBHSA Ha BB3JIOKHTEA. :

Komucunsra aonycka yuacthuka ,POIU BhJIFAPHUS EOOJM no orsapsHe Ha HEHOBOTO
npeanoxeHne no o6ocodeHa nosultins Ne 4,

8. YuyactuuxsT ,,CODAPMA TPEAJIMHI AJl, no o6ocobena noinuns Ne 24,

Mpenokenne Ha y4aCTHHKA:

MesayHapoako Konuuectso no KoanvecT
LR R HEMaTEHTHO Tuprosciko JlekapeTBena | Bo Ha OxoHYaTeNH
pe roa HAHMEHOBAHMHE HAUMEHOBANME dopma AKTUBHOTO | 3 ONaKoBKA
a BCUIECTBO
METHADO brai 10 mg/
24 | NO7BCO02 METHADONE 108 315000 | NE solution ml- 100 1
UNIPHARM ml

Ha ocnosanue un. 56, an. 2 or INI130If, koMucHaTa NpOBEPH TEXHHYECKOTO NPEATOKEHUE Ha
YYACTHHMKA W KOHCTATHPa, Y€ HaNPaBeHOTO NPEMIOKEHHE HAMTBIHO CHOTBETCTBA Ha fIPEIBAPHTENHO

00ABEHHTE YCAOBHUS Ha Bb3JIOKHTENA.
KomucusTa nonycka ysactuuka ,,CO®APMA TPEAJMHI® AJl 10 oTBapsHE HA UEHOBOTO
npeanoxexue 1o obocobena nozunusa Ne 24,
9. Yuacruuxnt ,,CTHHI* AL, no o6ocofiens nozunusg Ne 12,
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Hpen TOAHCHHE HA 3qac1 HHRA:

= Mexaynapoano | Koawuectso KoaisiecTso

:]o ATC xo HENATEHTHO ao Tuproseko JlexapeTsena | ua Oronuntenna
en A HRHMCHOBAHHE HAHMEHOBAHHC ¢0p,“ﬂ &KTHBHOTO Oﬂ_ﬂ’\'oﬂﬂa

P BeUIeCTBO

s | - ' V . | Film coated |

12 | JOSAX08 | RALTEGRAVIR | 44064 000 | ISENTRESS fablets 400 mg 60

Ha ocHoBanue ul. 56, an. 2 ot ITIT30[], KOMHCHATa NPOBEPH TEXHHYECKOTO MPEILIOKEHHE Ha
y4aCTHHKA M KOHCTATHpa, Y€ HanpaBeHOTO NPEANOKeHHe HABIHO CHOTBETCTBA HA MPEABAPHTENHO
06gBEHHUTE YCIOBHSA HA BB3JIOKHTENS.
Komucusta nonycka yuactiuka ,CTHHI AJl o oTBapsiHe Ha LEHOBOTO MpPEUIOXKEHHE 110
obocobena no3uuus Ne 12. ‘
10. Yuacrnurst ,,CTUHI™* AJl, no oSocobena nosnunusa Ne 15,
Hpennoaeﬂue Ha YYacTHHKa: A

.N!> " Mexnynapoano Koanuectso a0 I T Konndecteo
o | ATC xon HENATCHTHO Tuprobexo JlexapcTeena | ua OkonuaTenHa
. HAHMEHOBaNHe uaHmexosanue | dopma AKTHBHOTO | OMAXOBKA
pen BEWIECTBO
15| JOSAGO3 | EFAVIRENZ | 29 592 000 " STOCRIN | Film tablets | 200 mg 90

Ha ocHoBanue 4. 56, an. 2 ot ITI130I1, xoMHcHATa NpoOBEPH TEXHHYECKOTO NPELIOKEHHE Ha
y4YacTHHKa M KOHCTaTHpa, ye ﬁanpaseﬂom NpenoKeHHE HANBANO CHOTBETCTBA Ha NpeABapUTENHO
0OsIBEHNTE YCIOBUS HA BBH3JIOKHUTENA. : .
Komucusara nonycka y4acthuka ,,CTHHI™ AJl ro OTBapﬂHe Ha LIEHOBOTO NpEANIOAEHHE MO
obocobeHa nozuuug Ne 15,
11. Yuacruaxst ,,JIAKCOCMHTKIAANH* EOO/I, no o6ocobenn nozuuss NeNe 1, 2,
8,9,13,16,18,19,21 n 23.

Hpen TOARCHHC HA yqaﬂum\a

A " Memayrapoano Koauuecrao a0 Koanuects
no HENATEHTHO Tuproscko JlekapcTeena o us OKoHuaTe I H
ATC woa
pe HENMEHOBAHKE ilﬂ!lMe!lQBﬂHHe ¢DPME AKTHBHOTO ! ONAaRK0OBKA
a _ : BEWIECTBO
" AMVUDINE, | || fimecoated |10
) ! » 60
U{J0sAROL | e | 75600 COMBIVIR s | mer300
mg
S I S T e e e AR
2| J05AF05 | LAMIVUDINE | 3 564 000 EPIVIR ﬁh:;':]‘:s‘e 150mg | 60
— VABACAVIRII:/; o film-coated | 000 -
S 2 \Y
8 |J0SAR02 | ° O 193 680 KIVEXA s | me300 |30
mg
o~ N N ) - ) - : R f‘] "'_ td N
9| J05AX09 | MARAVIROC | 1512000 CELSENTRI | ';';;l‘;‘:: 300mg | 60
13 | JOSAFOI | ZIDOVUDINE | 1200000 RFTRbVIR | capsule, hard | 100 mg | 100
16 | sosagg7 | FOSAMPRENA 1 135 600 TELZIR iim-coatet 1 200 mg | 60
) VIR tablets
18 | JOSAFO1 | ZIDOVUDINE | 36 000 RETROVIR | oral solution | 10 mg/ml | 200 mix 1
19 | JOSAFOS | LAMIVUDINE | 37 440 EPIVIR oral solution | 10 mg/ml | 240 mlx 1
“GRAV T film-coated
21 | sosaxiz | DOLUTEGRAVEL 608 000 Tivicay IM-CotEE ) somg | 30
R ; tablets
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DOLUTEGRAVI film-coated . /600
23 | J0SARI3 | RZABACAVIR/L | 14 040 Triumeq eablet me 00 | °°
AMIVUDINE e 22’

_Ha ocnosanue un. 56, an. 2 ot 1113011, komMucHaTa NPOBEPH TEXHHYECKHTE MPEANOKEHHA HA
YY4ACTHHKA H KOHCTATHPA, Y€ HAMpPaBEeHHTE NPEAIOKEHHA HANBIHO CHOTBETCTBAT Ha MPEIBAPUTETHO
00ABEHHUTE YCAOBUA HA BB3NOKHTES.

KoMmucuara jonycka yllabnmxa LTJIAKCOCMHUTKJIAWH® EOOJ 1o orsapsne Ha
LIEHOBHTE NpeanokeHus no obocobenu noszunun NeNe 1,2, 8,9, 13,16, 18,19, 21 u 23.

12. Yuactuurst ,, DAPMHET* AJl, no o6ocobcna nozumus Ne 24,

[Mpenno#eHne Ha yuacTHHKA:

" Mewaynapoaro Koansuectso a0 Koauyecrs
Ne Okonuat
1o ATC xon HeNnaTeHTHO Twprosero Jlexapcraena 0 Ha N

HauMcHOBaHHE . | naumeHosanne | gopma AKTHBHOTO
pea ONaKoBK2
: BELIECTBO
! ' " 10 mg/
METADON ;
24 { NO7BC02 | METHADONE 108 315 000 ;LKALOID Oral solution | mi- 109 |
: : ml

Ha ocHoBanue uin. 56, an. 2 or [M[130I1, koMucHsTa NpoBepH TEXHHYECKOTO NPELTOKEHHE HA
YUACTHHKA H KOHCTATHPA, Y€ HAMPABEHOTO NPEANOKEHHE HAMBIHO CHOTBETCTBA HA MPEABAPHTENHO
00ABEHHUTE YCIOBHA Ha BH3TIOXKHTENA.

KomucHaTa nonycka yyactHuka ,,APMHET* AJl no oTBapsiHe Ha LIEHOBOTO NPEAIOKEHHE
no obocobena noszuuua Ne 24, ’

13. YyactauksT ,, DBOHHUKC ®APMA“ EOO/L, no o6ocobena nosuung Ne 8.

Memxaysapoauo Koanuecrso o Koauyec
Ne HENaTeHTHO TBO HA
Jiexapera Oxonyare
no HaHMEHOBAlHE Toproscko aKTHBHO
ATC ron €Ha ana
pe HAaHMEHOBaKHE To
dopma oNaKoBKa
a BEIMECTB

0

ABACAVIR/LAM

IVUDINE nepopan | 600
ABACAVIR/L SANDOZ FILM
2 - o B -
8 | JOSARO2 AMIVUDINE 193 680 COATED cb:a“a :glJOO 30
TABLET 600 P g
mg/300 mgx 30

Ha ocuosanue yi1. 56, an. 2 ot I'T130[1, komucuaTa IpOBEPH TEXHHYECKOTO NPETIOKEHHE HA
YYACTHHKA H KOHCTATHPA, Y€ HAlpaBEeHOTO TPEATOKEHHE HAMBIHO CHOTBETCTBA Ha NPEABAPHTENHO
00sBEHNUTE YCIOBHS Ha Bb3J0XKHUTES. '

Komucusita nonveka yyacrauka ,,@bOHUKC ®APMA® EOO/1 1o oTBapsHe Ha LLEHOBOTO
npemioxenue no obocobena nosuuus Ne 8. '

C n3BbpLIBAHE Ha FOpHUTE NeficTBHs pafoTaTa Ha KOMHCHATA NpyKmouH Ha 02.03.2017 r. Ha

-octosanue wi. 37, an. 3 or TMM30I ua 02.03.2017 r. 8 [lpopuna nHa KynyBaua ce CbOOLIH, ue
OTBAapSHETO Ha IIEHOBUTE MPEUIOKEHNSA HA AOMYCHATHTE YHaCTHUUH LIE CE NMPOBENE Ha 08.03.2017 r.
ot 10:00 yaca B crpanata Ha MHHHCTepCTBO Ha 31paBeonasBaneTo. CHOOUIEHHETO € U3NPATEHO A0
BCHYKH YYaCTHHLIH M 1O €JIEKTPOHHATE Mo1la.

IV. Myb6anyno 3acenaHxe 332 0TBApAHE 112 HEHOBH NPEAIOARCHUA

Ha 08.03.2017 r. ot 10:00 waca ce nposeae OTKPHTO 3aceaHHe Ha KOMHCHS Ha3HaucHa CbC
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3anosex Ne PJ1-11-47/09.02.2017 r. Ha BLANOKHTENs, KOMUCHATA € HazHAYEHA A M3BBPIIM NORGOP
HA YYACTHUUMTE, pasriela, OUSHH M KIacHpa NOJaAcHUTe O(EepPTH Mo OOLIECTBEHA MOpbYKa ¢
npeamert: ,/Jocmaexa na rexapcmeenu npodykmu 3a 2017 2., omnyckanu no peda na Hapeoba A2
34 om 25.11.2005 2. 3a peda 3a 3annauiane om penyOauKaHCcKua 6100xcem 3a JedeHUEMO HA
Gvnzapcku  zpancoanu 3a 30001R8aHUA uIEHH obxeama Ha 3a0bANCUMEAHOMO 30PABHO
ocuzypasane, 3a Aevwenue Ha nayuenmu cve CITHH, myfepkynosa, ncuxuunu u nosedeH4ecku
paicmpoicmea, OvAMNCauili ce Ha yHompeda Ha onuouou,'cuudpa.-u Ha 3agucumocm®.
' CheTaB Ha KOMHCHATA, y4acTBall Ha yONHYHOTO 3aCeIaHue:

IIpencenaren:

a- p Henn Tapuﬂcxa HAYATHHUK Ha oTned , JlekapcTReHH nponymu ¥ MEANIIMHCKY H3MIeTHs
1 KOMHCHU™, aupexiits , JlekapcTBena rnoaysTHka’,

UneHone:

mar. ¢ap™. Opnun Henen - riasen excrepr B otaen ,JlexapcreHH npoayktd H
MCOHUHHCKH H3IEIHs B KOMMCHH", nvpexums . Jlekapcrena moauTHka™;

Pymsna CraBpeBa — rnaBeH IOpHCKOHCYNT B otaed ,,O6IUECTBCHH MOPBUKH™, NHPEKUHS
»HOpMaTHBHO perynupatie H o0IEeCTBEHH IOPHYUKH B 3APABEONIA3BAHETO",;

[lenait EMunoBa — crapmy IOpHCKOHCYNT B oTzAen ,.O0MecTBEHN NOpBbUKH™, AUpeKLus
»HopmatuBHO peryanpane B dﬁmecmcmi NOPBYKH B 3PaBEONa3BaHeTo™; )

Banentnna Panesa — rnaBen excrepT B oiz;en ~Droaker”, nupekuus ,,OUHAHCOBO-
CTONAHCKH ACHHOCTH H YNpaBieHHUE Ha CQ6C"!'BCIV{_O(_3T'1"’:I-‘5.'

Ha ny6nuynHarta yacT Ha 3acelaHHETO HA KOMMCHATA, Ha .OCHOBaHHe wi. 57, an. 3, BB
BPBIKA ¢ U, 54, an. 2 ot [T130T1, npHcLcTBaxa CleNHHTE IPEACTABHTENH HA yqacmuﬁme:

1. Kpacumup Hukonaes — ynbinomoutex npecrasuten Ha ,,GbOHUKC ®PAPMA® EOO/];

2. Mapuena Mapuesa — ynwiHomoule npenctaputen Ha . JIAKCOCMMTKIIAMH*
EOOL;
. I'eprana 3apesa - ynbpanomomen npeactasuten Ha ,,POLL BBJIFAPWA* EOO;
. Tanuna CrosHOBA ~ YI'BJHOMOIIEH NPENCTABHTE) Ha ,_,COED.APMA TPEVI}IHHI’“ AL
. Cuemanka [leanosa - ynbiHomoeH npexctasuren Ha ,AKTABUC” EALL;
CHexaHa QHIHNOBA — YMIBAHOMOUIEH NpeACTaBHTESN Ha SOAPMHET" AJl;

7. Humutep JlykawoB — ynbaHomoueH npeacrasuten wa  AHIDKEJIMHU ©®APMA
BEBJITAPUA® EOO;

8. Liserenuna l{serkoBa — ynmbasomowmen npeacrasuten Ha ,,CTUHI™ Al

KoMm#cusaTa NpHCTBIIH KbM OTB&pHHe) Ha nmaukoBeTe ¢ Haanuc ,JllpennaraHn ueHOBH
napamMeTpu’, B KOMTO C€ ChABPHKAT LIEHOBHTE NPEANOKEHHA HA YYACTHUIHMTE 110 peia Ha NOCThIIBAHE
Ha odepTHTe B [eNOBOACTBOTO Ha MHHMCTEPCTBO Ha 31pareoriasBaHeTo. Besko eIHO OTBOPEHO
LEHOBO MpeANnoXKeHHe ce ITOANKCa OT yqacmuk, pasHueH OT YYacTHHKa TTOIa NPeUIoKEHHETO:

[Ipennaranure OT yqacTHULIHTE HEHH ca cAeHHTe:

1. ,,Ef;! EHA J.'IH DAPMA B'bJIl"APﬁH" EA}I, no oﬁocoﬁeua o3nums .N'o 14

W o W

o

— 5 .
Ak ng ATC kon nproacso Ennnpuna ueHa ﬁe3 J.UIC Eannuuna nena ¢ JJUIC
pen HAHMEHOBAHHE
14 JOSAEOS *Reyataz hard capsule: 0,073339 11s. 0,088007 n&

150 mg x60

L ,,AKTABHC“ E&I{, no ofocobena nozmmﬂ N‘o 26

Ming ATC xon Thprancio Euummna ucHa ﬁea IUIC Eanuuyna uena ¢ JAC
pea HaMeHOBaAHKE
26 | J04ABO2 T TUBOCIN | 0,000848 5B, ‘ '0,001018 1.

3. ,,CO(DAP‘\’IA TPEﬂﬂHHF“ All, no o6ocobenn mo3nnun NeNe 3, 11, 20 u 29,
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Ne no

TuproBeko

Eauunyuna uena 6es 14C

ATC ron Eaunwuna uena ¢ JAC
pen HaHMCHOBAHHE
3 - JOSAGO04 INTELENCE 0,058397 8. 0,070076 8.
B JOSAEILQ PREZISTA 0,024819 8. 0,029783 1s.
20 JOSAGOS EDURANT 0,540756 ns. 0,648907 ss.
29 JO4AKO5 SIRTURO 1,183884 ns. ~ 1,420661 as.
4. ,,COOAPMA TPEHJAMHIY AJl, no o6ocobenn nosummu NeNe 5, 6, 7 u 10,
Ha 1o ATC ron BProBexo Eannnuna uena 6e3 JAC Eauununa uena ¢ JAC
pe:x HAHMEHOBAHNHE
3 JOSAEQS Kaletra 5,114450 ns. 6,137340 ns.
6 JOSAEQ6 Kaletra 2,594167 nb. 3,113000 ns.
7 JOSAE06 Kaletra 1,725389 aB. 2,070467 n..
10 JOSAEOD3 NORVIR 0,012901 ns. 10,015481 8.
5.,,CO®APMA TPEHJUHI* AJl, no o6ocoGenn nozunun NeNe 25 u 28.
h G ATC kon THproscko HaHMeHOBaHHe Eanunna uena Ges Eaunusna vena ¢ JAC
pea mc
25 JO4ACO1 ISONID 0,000200 nB. 0,000240 ns.
28 JO4AKO02 ETHAMBUTOL-MILVE 0.000282 ss. 0,000338 ns.
6. w\AHDKEJIUHH ®APMA BhJIAPHA EOO/, no o6ocobenn nmozuuun NeNe 17 u
22. :
Ne o R Twprosexo | .. oo
ATC won Eannnuna uena 6e3 1AC Eannnyna wena ¢ JUIC
pea HAHMEHOBAHHE
7 JOSAF07 VIREAD 0,065183 1. 0,078219 18,
22 JO5AR03 TRUVADA 25,240694 ns. 30,288833 ns.
7., POLI BBJITAPHSA* EQO/, uo o6ocobena nossiuns Ne 4.
e no ATC Kon R VARG Eannuuna nena Gea JC Ennnnuna uesa ¢ J0C
pen . HAUMCHOBAHNE
) Invirase film-coated
5 ’ i J8, 0,007414 ns.
4 JOSAEOI tablets 500 mg x 120 0,006178 as 0 ns
8. ,CODAPMA TPEHJUHI* AL, no oSocobena nosnuus Ne 24,
M no ATC xkon Trproseko .- Ennnnuna neua 6es JUIC Enunyuna neuna ¢ JAC
pea HAHNMEHOBaHE
METHADONE
2 2 .002992 a.. 0,003590 ns.
24 NO7BCO UNIPHARM 0,002992 as 003590 ne
9. ,,CTHHI* All, no o6ocobena nozuuus Ne 12,
e mo ATC ron Tupeoncia Ennununa uena 6e3 AAC EamHnuna vena ¢ JC
pen HaNMCHOBARHE
12 JOSAX08 ISENTRESS 0,040405 ns. 0,048486 ns.
10. ,,CTHUHI* AJl, no obocobena nosuuna Ne 15,
Ne o ATC ron Thproscxo Eaunnuna uena 6es JAC Eannuuna nena ¢ JJAC
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- pea : 3 h )
18T 7T 105AG03 T | T TSTOCRIN T T [T 0000“8118 '_ L T T o000tatne. T

11, ,FJJAKCOCMHTKJIAHH* EQO/L, no ofocobenn mosunun NeMe 1, 2, 8, 9, 13, 16,

18 19, 21 u23.

" , no ATC won ERranghl Eannnvna uena Ges JAC Eausnsiuna uena ¢ JAC
pgn . HAHMEHOoBaHNe N > ‘

TN1 U7 UTI05AROT | 7T COMBIVIR ] 1,671944e. T 72,006333 niB.

TURTTL T OJ05AF0ST | T EPIVIRT T | U '0,012659n8. | 70015191 ;e

U8 T | J0sAR02 | T KIVEXA | T 14 083778115: o ~16,902333 nB,

9 | 105AX09 CELSENTRI 006344278 | 0.076130 no.
I3 T JosAFel | 7 RETROVIR | 0014920me. | 0,017904 ns.
16T T J05AE07T | TELZIR ’ T o011800 | 0,014160 ns.
187 ] TJ0SAFOL - p 0 T RETROVIR | 008950018, | 0,107400 8,
TN T JosAF0S L T EPIVIR T ] T 0,141328 e T | T 0169833 8.
a1 |7 J0sAXi2 © 7 Tivieay | 0,694467ne° | 0.833360 ns.
T2 7T J0SARI3 | Triumeg T 47143056 1B, 356,571667 ne.

12. ,,(DAPMHET“ A,I[, o obocobena I’IO3I!IIHH .N‘a 24
"' Ne no Tuproscko T
- ATC xon HAHMEHOBANIE I-_mmuqna ueHa 6&1 II,IIC Eamunusns nena ¢ JAC
METADON ;
,’ 3 B
24 NO7BC02 - ALKALOID 0,003090 ns. 0,003708 na.

13. ,,(DBOHPIKC (DAPMA“ EOOB., ne oﬁocoﬁeua no3uuis J\o 8

& na ATC koa Tuproacxo menqua uena Ges JJIC Enuwununa nena ¢ JAC
pe.u : HAHMeHOBaHHe
. "~ 77| ABACAVIR/LAMIVU i
DINE
8 JOSARO2 SANDOZ FiL.M 9.665000 ns, 11,598000 ns.
COATED TABLET
600 mgl300 mg x 30

“Cren u3BbPIIBAHE HA FOPHHUTE JAEHCTBHS NPEICENATENST Ha KOMHCHATA 3aKpH ny6uunara 4acT Ha
3aCENAHMETO H KOMHCHATA NIPOABIUKH CBOATa paboTa NpH 3aKPUTH BPaTH.
V. Hlposepka Ha CHLOTBETCTBHETO HA HCHOBHTE MPEAJOKEHHH C MIHCKBAHHATA HA
BB3AOKHTE/IE HA 3aCCAAHHE HA KOMHCHATA, IIPOBEAECHO Ha 09.03.2017 r. B penoOBHMA U CHCTAB.
KomucnsTa M3BBpPUIH MMPOBEPKA HA MPEANOKEHHTE LEHH, 338 TAXHOTO CHOTBETCTBHE C
TIOCOMEHHTE OT Bb3nokuTeNs yCAOBHA H npgrgibami crofitocTH. B xo4a Ha H3BBLpLIEHAaTa NpoBepPKa,
KQMHCHATA KOHCTATHPA, Y€ BCHYKH YYACTHHLIM Ca NMOJaIH LEHOBH MPEITONKEHHA B CHOTBETCTBHE C
IpeiBAPHTENHO O0ABEHHTE YCIOBHA.
V1. KnacupaHne Ha y4acTHHIIHTe HAa 3aKpHTO 3acelaHHe nposeiexso Ha 09.03.2017 r., or
KOMHCHATA B PeAOBHHA H ChCTaB:
© KoMmHcHsTa W3BBPINM KJIAacHPaHE HA YYACTHHUWTE B CLOTBETCTBHE C TPEABAPHTENHO
00sBEHHS OT BB3NOKHTEI KPUTEPHH . Hafl-HHCKa LieHa™, KakTo ciienBa:

T - , — — ; :
Twproscko Enunnyna Eaunuuna .
TCrx o ' ‘ ; Yy K Knacupasero
;!:L ATC w0 HaumenoBanne | unewa 6e3 JUAC neuna ¢ JAC HacTHi op
17717 J05AR01 |  COMBIVIR | 1671944 na. | ThakcoCmutKnatin | lao MSACTO

——- _—— i—— - - et ————
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EOON
2 | JO5AFOS EPIVIR 0012659, | 0015191 qs, | TPORCOCMITRIARN | . cre
EOO]I
3 | JOSAGO4 | INTELENCE | 0,05839718. | 0,070076 1. Cogapma 180 MACTO
Tpefianur Al
Invirase film- Pow B
4 | JOSAEOV | coatedtablets | 0.006178 ab. 0,007414 8. °“’E C;"grap"" 1-B0 MACTO
500 mg x 120 a
5 | JOSAEO6 Kaletra 5,114450 ns. 6,137340 ns. Cogapwa -80 MACTO
Tpetiaunur A
. - Codapma
6 | JOSAEO6 Kalet 2,594167 s, 3,113000 5. -80 !
aletra . B 3,113000 ns Tpetiausr AJl I-80 MacTO
7 | JOSAEO6 Kaletra 1,725389 8. | 2.070467 ns. Cotpapud 180 MACTO
Tpefinunr AJ1
ABACAVIR/L
AMIVUDINE
SANDOZ FILM . ! Obonnke dapma
JO5AR02 ; . . . : -0}
8 5/ COATED 9:663000 nB 11,598000 ns EOOT [-B0 MACTO
TABLET 600
mg/300 mg x 30 |-
8 | JOSARG2 KIVEXA 14,085278 6. | 16902333 ap, | | TAKCOCMITKIARR | o o wco
EOO]] -
9 | JOSAX09 | CELSENTRI | 0063442 ns. 0.076130 np, |, | PAKCOCMHTITARN 1 et
EOO]I
10 | JOSAEO3 NORVIR 0012901 s, 0,015481 ns. Legupna 1-80 MACTO
Tpefinunr AL
11 | J0sAEI0 | PREZISTA 0024819 1. | 0,029783 na. otzpiis [-80 MACTO
Tpetinunr AJL
12 | JO5AX08 ISENTRESS 0,040405 8. 0,048486 1. "Crunr AJ§ I-0 MACTO
13 | JOSAFOI | RETROVIR | 0,014920s. 0,017904 s18. r”a“c‘;%’(;’;(”“ﬁ“ 180 MACTO
Revataz hard " S )
> Ei dap:
14 | JoSAE08 capsule 0073339 28, | 0,088007 s, | ChcRAMM®DapMa o et
) Bonrapua EAJL
150 mg x60
15 | JOSAGO3 STOCRIN 0,000118 ns. 0,000141 nB. Crunr ALl I-BO MRCTO
16 | JOSAE07 TELZIR 0,011800 0014160 np, | AKCOCMMTIRRR |\ o isero
EQOJ1
17 | JosaFo7 VIREAD 0.065183 78, | 0,078210 nu, | AHRCTHEM DapMa | o
Bbarapis EOOT
) i InakcoCmutKnaitn
18 JOSAFO1 RETROVIR 0.089500 ne.. 0,107400 ns. EOOJL [-BO MACTOQ
19 | JOSAFO5 EPIVIR 0.141528 ne. 0,160833 np, | | PRKCOCMMTKIRRN | L wacTo
. , E0ON
Cotap:
20 | JOSAGO5 | EDURANT 0,540756 . 0,648907 s, Odapa 1-80 MACTO
i . Tpefinsur AJ}
- na I"'nakcoCautKnaiin
21 JOSAX12 Tivicay 0,694467 as. 0.833360 ns. I-BO MsACTO
, EOOJ1
~ = T i (D -
22 | 10SAR03 | TRUVADA | 25240604 ns. | 30,288833 an, | AMmKeRHHE DapMa | i cro
Buarapus EOOJT
- — e
23 | JOSARI3 Triumeq 47.143056 18, | 56571667 np, | | COKCOCMMTRMARN | o scro
EOOJ
. ey | METHADONE 5009 Cogapma .
24 | NO7BCO2 UNIPHARM 0,002992 ns. 0,003590 as. TpeinHr AJL 1-B0 MACTO
: _ : _ ,
24 NO7BCO02 :ﬁ: AAII_) (?I}) 0,003090 as. 0.003708 ns. Gapmuet AR H-po macTo
25 | JO4ACOI ISONID 0,000200 ns. 0.000240 ns. Codapma 1-Bo MsiCTO
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Tpetiauur AJ{

6 | JO4ABO2 TUBOCIN 0.000848 ns. 0,001018 a8. |  Axrasuc EAJ 1-BO MACTO

ETHAMBUTO ' Cotapma
JO4AKO2 0282 ns. 3 . -80 )
8 L-MILVE 0,000282 ne 0,000338 nB Tpefnune AJL 1-80 MACTO
9 | J04AKOS SIRTURO 1,183884 . 1420661 ns. Cotppian 1-80 MACTO
Tpefiannr A

Csien W3BLPLIEHOTO KIACHpPaHe, KOMMCHMATA Npeiilara Ha Bb3JIOXKWTEAS Na ONpelenu 3a
H3MBIHKUTEM Ha OOLIeCTBEHATA NOPBYKA MO OTACTHHTE 060COOEHH MO3MLMH KIaCHPaHHPaHHTE Ha
f'bPBO MACTO YYACTHHLH. .

C H3BLPIIBAHETO HA TOPHOTO KJacHpaHe, paloTaTa HA KOMHCHATA [PHKIOYH HA
09.03.2017r.

' Komucunra:

Tlpeacenartea:

a-p Henu TapHHCKa ~— Ha4YafiHHK Ha OTAEN , ACKAPCTBCHH NPOAYKTH ¥ MEIHUHHCKH H3OCIHA

¥ KOMHCHH", IHpeKuns ,.JlekapcTBeHa NoAUTHKA™, 2
) 3anmueHa
nHpOpMaIs Ha
YUaenose: . OCHOBAaHHME  YII.
2 ot 33J1]]

L

sar. ¢apm. Opnud HeaeB — rnaBen ekcnepr B otien JlexapcTBeHH NPONYKTH H

/4

MEAHIMHCKH H3AeAHs W KOMHCHH", upeking ,,JlekapcTBeHa nOMMTHKA",

Pymsana CraBpeBa — riiaBeH HOPUCKOHCYNT B oTaen ,,O01NecTBEHH MOPHMKH", AHUPEKUHS

,,HOpMaTHBHO pEryHpaHe N oD1ecTee ! NMOPBHUYKH B 3,11paBBOUElSBaHCTO“; p

e

[lenait EmusoBa — crapiux 1opHckoHcynT B oraen ,ObuecTBeHn nohquu“, OMPEKLHS

..HopmatuBHO peryaupane i o6uiecTBenH NOPbUKH B 34papeonassanero™;

Banentuna Panesa — rnaseH €KCAEPT B OTJEN ,,anmﬁT“, aupexuus . PHHAHCOBO-
N 4!

CTONMAKCKH AEMHOCTH K YIIpaBieHne Ha cobcTseHocTTa™.




