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AOrOBOP

Ne PX —. M\ -A%b / (0)‘\95 2020 r.

Huec, 0)10.5 ....... 2020 r., 8 rp. Cotus, mexny:

MHHHCTEPCTBOTO HA 3/IPABEOHIA3BAHETO, c agpec: rp. Codus 1000, nn. ,Ceera
Henens“ Ne 5, ¢ BYJICTAT Ne 000695317, npeacrasnasaso ot Kupun AnanseB — MUHHCTBP Ha
37ipaBeonasBaHeTo U Mapus BenomopoBa — aupektop Ha aupexuus ,,BOY, HapHuaHo no-fony 3a
KpatkocT , BB3JIOXKHTEJI%, ot ¢Ha CTpaHa

H

+CODAPMA TPEMIMHI“ AJl, chc cepanvme W agpec Ha ynpasiaenue: rp. Copus 1756, yn.
,Jisuesap Cramuer“ Ne 5, Codapma Busnec Taywpe, Crpama A", er. 12, EMK 103267194,
npeacTaBABaHo ot Jumurep JJUMHTPOB — H3MBIHKTENEH AMpeKTOp, upes Mean Tlasnos [lasnos —
ITHIHOMOIIHMK /ChriIacHO MhAROMOIIHO ¢ per. Ne 1324 or 13.03.2020 r., sasepedo ot JioGka
Cortuposa, Hotapuyc B paiion P.C. Codus c per. Ne 400 na HotapuanHara xaMapa/, Hapu4aHo no-
zony 3a kparkoct ,ASIIBJIHHATEJ",

Ha ocuoBamme 4ia. 112 or 3akoma 3a o6GmecTBensHTe nopbuxu H Pemenwe Ne PJI-11-
105/05.03.2020 r. Ha BLIICKHTENN 32 KIICHpaHe HA YIACTHHIHTE H 33 H300p HA HINBAHHTES
Ha ofurecTBeHa NMOPBLYKA, BLIIATAHA 4Ype3 OTKPHTA mpomeaypa c npeamert: ,/Jocmaska Ha
nexapcmeenu npodyxmu 3a 2020 2., omnyckanu no peoa na Hapedba Ne 34 om 25.11.2005 2. 3a
peda 3a 3annasmiane om dvpyicasuun blodicem Ha NeueHuemo Ra Gvnzapckume zpaxcoanu 3a
306ONAGARUA, W3EVH 00X6aMA HA 3A0BANCUMENHOMO 30PAGHO OCUZYPAGAHE, 3 NEYeHUEe Ha
nayuermu c XHB/CITHH, mybepKkyno3a, RCUXUYRU U NOBEOCHYECKY PAICMpPoiicmea, OvaMNcauiu
ce na ynompeba Ha onuoudu, CuHOpom na 3asucumocm®, éxnioueauia 29 obocobernu nozuyuu.
Ilo o6ocobenu nozuyuu Nehe 3, 17, 21, 22 u 29, xaKto ciejsa:

L IIPEFMET ¥ CPOK HA TOI'OBOPA
1.1. BB3JIOXKHUTEJSAT pr3nara, a H3OBJHHUTEJNSAT ce 3aapmkapa a M3BBPIIM
JOCTaBKa Ha CNeJHATE JIEKAPCTBEHH MPOAYKTH:

ETRA

3 600 000

g A =¥

E

] tablet
RILPIVIRINE film-coated tablet 1431 000
DARUNAVIR/COBICISTAT 117 720 '
800/150mg film-coated tablet !
DARUNAVIR/ COBICISTAT/ T
EMTRICITABINE/ ) 56 520
TENOFOVIR ALAFENAMIDE film-coated tablet
BEDAQUILINE tablet ) 131 600

1.2. JorosopbT BAK3a B CUJIA OT JaTaTa Ha NOANHCBAHETO MY OT ABETE CTPAHH H € CHC CPOK J10
28.02.2021 r. [To oTHomeHue Ha ,,YCAOBHs, HAYMH H CPOK Ha nnamaHe*, CPOKBT Ha HOeHCTBHE €
cprnacHo porosopenoto B Paspen I u Pasgen VII oT nacTostus norosop.
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I1. IEH! A OBIIA CTOHHOCT HA
JOCTABKHTE IIO IOI"OBOPA
2.1. IlenarTa Ha CTOKHTE IO 4i.1, CHriacHO NPEACTABEHO IIEHOBO NPEAJOKEHHE, HEPA3ACAHA

YacT OT JOroBOpa € KakTo ClienBa:

INTELENCE tablets 200mg x 60 | 0,049816 5s. | 0,059779 s,

597,79ne. | 717,35mm. | 21520440 5.
EDUEANE ﬁ‘m;“;;“’d tablets 25mg | 540733 ns. | 0,648880 18 | 405,55 1m. | 486,66 mm. | 928 547,28 ns.
Rezolsta, Film coated tablet
800mg/150 mg x 30 23,680558 8. | 28,416670 n8. | 710,42 1B, | 852,50 me. | 3 345 210,39 as.
Symituza, Film coated tablet
3001 0mg/ 200 Tomp 30| 35070556 1. | 39,684667 mo. | 992,12 . | 119054 18, | 224297738 .
SIRTURO
tablet 100mg x 188 1183876 na. | 1,420651 ab. | 22 256,87n. | 26 708,24 ns. | 186 957,67 1m.

2.2. IlenaTa BKJIOYBA CTOHHOCTTA HAa CTOKATa, ONAKOBKA, MUTHH cOOpOBE, TAKCH, 3aCTPaXOBKa
H TPaHCIIOPT AO KpalHWTE MoiyyaTeny (CHLOTBETHHTE JeyeGHH 3aBe/IcHHA) IPY MUHUMAJIEH CPOK Ha
TOLHOCT He Do-KpaThK oT 60 (IwectaeceT) Ha cTo oT 00ABEHNsA OT NPOM3BOANTENA KbM AATaTa Ha BCAKA
JIOCTaBKa.

2.3. O6mara cTOWHOCT Ha AoroBopa € 1o 5 765 747,72 (ner MUNHOHA, CEIEMCTOTHH INECTASCET
W [1ET XUNIAK, CEAEMCTOTHH yeTHpuaeceT U cegeM k1 0,72) nepa 6e3 rimoueH JJIC, po 6 918 897,26
(lecT MMIHOHA, AEBETCTOTHH 1 OCEMHA/IECET XUNIAAH, 0CEMCTOTHH AeBeTAeceT M ceaeM M 0,26) nesa,
¢ smouex JJIC.

2.4. Henata no gorosopa ¢ dhHKcHpana, He MOLJICKHK HA NPOMAHA 3a CPOKA Ha AEHCTBHE Ha
JOroBopa, ocBeH B cnydaure Ha 4. 116 ot 30I1. B cayuai, ye npes BpeMeTo Ha AeiicTBHE Ha AOroBopa
CTOMHOCTTA, KOATO ClEABa Aa ce 3amjaina ¢ MyONNYHA CPEeACTBA Ha JIEKApCTBEHH NMPOAYKTH OT
[To3sHTHBHMA NeKapCTBEH CIUCHK CT2HE No-Hucka oT Aorosoperata, Bb3JIOXKHUTEJIAT 6esycnoBHo
3anaiia JeKapcTBEHHTE NPOAYKTH Ha MO-HACKATA [IERA, CYMTAHO OT JATAaTa Ha BIM3aHE B CHIa Ha
pemenrero Ha Hauuonanuus chbeeT NO UCHH M peuMOypcupaHe Ha JEKapCTBEHMTE NpPOIYKTH
(HCLIPJIIT) 3a npomMsaHa Ha LeHA Ha JeKapcTBEH NPOAYKT WM OT JATaTa HA aKTYaNM3auuATa Ha
[To3WTHBHUA NTeKapCTBEH CNUMCHK O pefa Ha 4n. 57, an. 1 or Hapeabara 3a ycnoBudra, npaBunara u
pela 3a peryiuMpaHe W PeTMCTpUpaHe Ha LECHHTE Ha JCKaDCTBEHHTE NPOXYKTA 3a JEKAapCcTBEHHTE
NPOAYKTH ¢ HaMaJleHa CTOMHOCT 32 ONakoBKa, H3uucneHa Ha 6a3a pedepentha cToiiHocT. B cnyuante
10 NPSAXOAHOTO . H3PEYEHHE, CTOHHOCTTA CE ONpEAENA KBM MOMEHTa Ha JIOCTaBKaTa (OANUCBAHE Ha
npHeMo-TIpeaBaTeNieH IIPOTOKOI).

III. YCJIOBHSA 1 HAYHH HA IIVIAIITAHE

3.1. IlnamaneTo No HACTOAIIMA JOTOBOp CE OCBINECTBABA Ype3 6aHKOB MPEBOA OT CTpaHa Ha
BB3JIOXUTEA no nocoyeHara B v, 15.3. 6ankoBa cMeTka Ha H3ITHJTHUTEJIA.

3.2. 3annamaHeTo Ha CTOKHTE 110 JJOTOBOpa Ce M3BHPLIBA OTJIOWKEHO B ¢poK A0 30 /Tpuaccerna/
JIeH, creJ; pe/ICTaBAHe Ha CICAHNTE AOKYMEHTH:

1) HocrasHa (paxTypa, cheTaBeHa coriaacHo naucksanngTa Ha 3JUIC u IMIT3JIC - opurusan
1 2 (apa) Opos 3aBepeHH KONK;

2) lpueMaTtenHO-NpeAaBaTEHH MNpOTOKONM 10 ofpaseny Ha MMHUCTEPCTBOTO Ha
3apaBseona3BaHeTo, criacHo [Ipunoxkenue Ne 2;

3) OGo6wmen onuc Ha npoTokosiKTe — 3 (TpH) Gpos;
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4) TucMeny 3a9BKU-pasnpeeieHUs, U3TOTBEHH 0T MHHHCTEPCTBOTO Ha 3[paBeoNasBaHETo U
3aBEpEHH OT KpaliHKTE NONayJaTesH,;

5) Ceprndukar 3a ocBoGoXKIaBaHe Ha BCAKA NapTHAA/CepTHRMKAT 38 aHANIH3 M CHOTBETCTBHE,
u3ganes or xsannduuupano guue no 3JIIIXM — 3apepeHo OT M3MBIAHWUTENS KONME, B MpPEBOJ Ha
OLirapckH e3uk ot GrpMa, CKIOYHIIa JoroBop ¢ MHHHCTEPCTBO Ha BEHITHHTE pabOTH 3a H3BLpLIBAHE
Ha oULMATHH NPECBOJH.

U3bpoeHnTe MAOKYMEHTH C€ INpENCTAaBAT B JCNOBOACTROTO Ha MHUHHCTEPCTBO Ha
3/lpaBeona3BaHETO, KIAaCHpaHH M NpUKAYeHH B manka. B mankara ce mpujara mMHCMO C ONHMC Ha
ChABPKAILIUTE Ce B Hes NOKYMEHTH, KaTo 3aJ(bJDKMTENHO CE I0COYBAT HOMEpaTa, AaThte M Opos Ha
TPHJIOKECHUTE JOKYMEHTH OF BCEKH BHA,

3.3. B cnyuaii, ue nocoyeHUTE B 4. 3.2, JOKYMEHTH Ca HEPEAOBHH MIIH HE Ca KOMITIEKTYBaHH,
cemute ce ppbiuar Ha U3ITBJIHUTEILA ¢ npuematento-npesaBaTeieH NpoTOKOJ 38 U3NpaBAHE HA
HepeaHocTHTe. CpOKBT Mo 4. 3.2. 3anovea ja Teye OT AaTaTa Ha MNPEACTABAHETO Ha NOcnejHus
M3UCKYEeM C€ JOKYMEHT.

IV. CPOK HA TOCTABSHE

4.1. XUB/CITUH u Ty6epkynosa
Besika oTaenHa ZoCTAaBKa, NIpeAMET Ha HaCTOAL[HS AOTOBOP, ciiejBa Aa Obje aoctaBeHa B cpok A0 10
(necer) paCoTHM AHM clel NONyYaBaHe HA 3asgBKaTa-pasnpeiciCHHE OT BB3NOKHTENS W 33
KOJNIMYECTBAaTa, TOYHO ONpee/ieHH B 3adBKaTa. 3aiBKAaTa-pasnpeAC/ICHHE CE PETHCTPHPA ¢ H3XOAAWL
HOMEp OT ACNOBOJCTRBOTO U Ce BpBYBA OT EKCNEPT OT OTAEN ,,JIeKapCTBEHH NPOAYKTH™ Ha JUPEKUHS
»JIeKapcTBeHa MOMUTHKA™ IMYHO Cpelily MOATUC Ha NPSACTABHTEN Ha W3MBJIHKUTENA [0 A0TrOBOpa HITH
ce U3Mpallla ¢ NMPenopbYaHo MUCMO ¢ 00paTHa pasnHcka, WK o GaKc, WIK Mo eNEKTPOHEH LT NPH
YCNOBUATA M 110 pefia Ha 3aKOHA 3a CNEKTPOHHHA NOKYMEHT M GNCKTPOHHHTE YAOCTOBEPUTENHH
ycnyru.

4.2. TlcuxWMuHu M MOBEJIEHYECKH pascTpoicTBa, ABDKALUM ce Ha ynorpeba HA ONMHOWMIM,
CHH/IDOM Ha 3aBHCHMOCT

ITupeara pocTaBKa OT JBYMECEYHaTa 3asBKa-pasnpeic/icHHE ce M3NbAHABA B Cpok 1o 4
(uetnpu) paboTHM AHM cned NOJYYaBaHe HA 3asBKaTa-pasnpejieNleHHe OT BBIJOKKTENA U 34
KOJNIMYECTBA, onpeaeneHy 3a | (e/IHa) cenmuua, CHINAacHO CEAMHYHKSA rpaduK KbM 3afABKaTa.

Beska cneppaina execelMMYHa JOCTaBKa B paMKUTE Ha 3asBKATa Ce M3NBJIHABA Ha 7-Ms
(ceaMus) AeH OT NOCNEAHATA JOCTaBKa, B CHOTBETCTBHE C H3HCKBaHHATA Ha un. 13, an. 2 ot Hapen6a
Ne 2 o1 20.06.2012 r. 3a yclOBHMATa M pela 3a OCHIIECTBABAHE HA NPOTPAMH 32 JIEYEHHE C ArOHHCTH H
arOHKCTH-AaHTArOHMCTH Ha JIMLA, 3aBUCHMM KbM ONHOKAH. 3adBKaTa-pasnpeneneHue ce perucTpHpa ¢
M3XOJAL HOMED OT AEJIOBO/ICTBOTO M C€ BPBYBA OT €KCNEPT OT OTALH ,,JlekapcTBeHN NpoAyKTU" Ha
IMpeKimn ,JlekapcTBeHa MOMMTUKA® JHYHO Cpely MOANHC Ha NMPEeACTABHTEN Ha U3IBIHHTENSA N0
JOrOoBOpa WIJIM Ce M3npallia ¢ JTIpenopbYaHo MHCMO ¢ oOpaTHa pasnMcKa, HiM no ¢akc, Win no
€ICKTPOHEH NBT NpPH YCIOBHATA W MO pefa Ha 3aKOHa 33 €NEKTPOHHUA AOKYMEHT U eJIEKTPOHHUTE
YAOCTOBEPUTENIHM YCITYTH.

4.3. UBITBJIHUTEJIAT ce 3anbnkasa, B CpOK 110 ABa JHK NPy BCAKA JOCTABKA A2 YBEAOMHE
miacmeHo wini o .$ake BB3JIOXKUTEJL 3a u3BbpiiupaHe Ha JOCTaBKUTE HA CTOKMTE, MpeaMeT Ha
HacTosmusa aoroBop. [IpH HEBB3MOXKHOCT 33 M3BLPINBAHE HAa AOCTABKATE Ha CTOKMTE NMpeAMET Ha
HacTOSLIMA AOFOBOP A8 YBEAOMH nucMeHo miH no daxc Bh3JIONMTEIIA.

4.4. 3a xosnvecTBa QOCTAaBEHH H3BBLH 3afgBKaTa-pasnpedeneaue no un. 4.1. v un 4.2,
BB3JIOXKHUTEJIAT nama zaabiskeHue 3a MiallaHe.

4.5, IlocTaBAHETO Ha CTOKH 0€3 3ai1BKH-pa3snNpeeicHUs € JOMYCTHMO CaMO B H3KJIIOUHTEIHH
cliyyau, 3acTpallasalliy XHBOTA 1 3APABETO HA FPAXKAAHATE W Clieji M3PUUHO THCMEHO NIOTBBPKACHHE
OT CTPAHA HA MHHKHCTBPA HIIM CHOTBETHHUA PECOPEH 3aMECTHHK-MMHHCTBP.

4.6. B cnyuanre no un. 10.2. ot gorosopa, cpoksT 1o 4n. 4.1. u un. 4.2, 3anoysa aa teve ot
Jarara Ha NHcMeHoTo chriache Ha BB3JIOXUTEIA.
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4,7. B cayyauTe Ha NPEAOCTABEHO AAPEHHE OT UXTHPAHKTE B wil. 1.1. lekapcTBeHH NpOayKTH
Ha KpaliHHTe TOJyYaTenH, 3asBKU-pasnpeieNienns oT MHHUCTEPCTBOTO Ha 3ApaBeONasBaHETO ce
BpBYBAT ClIEf M34YEPNBAHE Ha JAPEHUETO.

V. MAICTO BA NIOCTABJIHE

5.1. Mscro Ha jpocTasiHe:

5.1.1. 3a MscTO Ha AOCTaBAHE HAa JIEKAPCTBEHHW NPOAYKTH 32 JeueHHE HAa [aLMeHTH C
XUB/CITMH ce onpeaenst kpalinute monydaten, c¢briacHo Ilpunokeuue Nela — Crvchbk Ha
KpaiHuTE NOJy4aTe/y Ha 1eKapcTBeHH NMPOLYKTH 3a jiedenne Ha naunentu ¢ XUB/CITAH npes 2020
r

5.1.2. 3a MACTO Ha JOCTABAHE Ha JIEKAPCTBEHUTE NMpPONYKTH 3a JeyeHUe Ha TyOepKynosa ce
onpefenaT KpaiHuTe nonyuareny, ceraacko [punokenne Nel6 — Cnuchbk Ha KpalHHTE NOJTyYaTeny
Ha JIEKAPCTBEHH NPOAYKTH 32 IeYCHHE Ha NAUHMEHTH ¢ TyGepkynosa npes 2020 r.

5.1.3. 3a MacTO HA JOCTABAHE HA NEKApPCTBEHWTE NMPOAYKTH 3a JIEYCHHWE Ha NaLHEeHTH ¢
NCHXHYHHM M TIOBEACHYECKH PasCTpoiicTBa, AWDKALIM C& HA ynotpeba Ha OMMOHAM, CHRAPOM Ha
3aBUCHMOCT CE ONpeleNAT KpaliHUTe NoAy4are/n — jeuebHM 3aBeeHHs, NONYYNIH paspelieHHe 3a
JieueHHe ¢ ArOHMCTH M aTOHHCTH-AHTANOHHCTH Ha JIM1ia, 3a8BMCMMH KbM OITMOMAK No pexa Ha Hapenba
Ne 2 01 20.06.2012 1. 32 ycnoBYATA U pEAa 3a OCHLIECTBABAHE HA TIPOTpaMK 3a JieYeHue ¢ arOHUCTH ¥
ATOHMCTH-AHTArOHMCTH Ha JMlla, 3aBUCHMHM kbM onuonad (o6H., B, 6p. 49 or 29.06.2012 r.) npes
2020 r., craacho [punoxenue Ne 1B. (wenpunoocum)

5.2. PucksT OT CiyyaiHOTO NOrMBaHe MIH MOBPEXKAAHE HA CTOKHTE NpPEMHHABa BBPXY
BB3JIOXKHUTEJS or MOMEHTa Ha TpMEMAHETO MM Ha MACTOTO Ha AOCTaBiAHE C NMPHEMATENHO-
npeaBaTeN¢H NPOTOKOI.

VI JATA HA JOCTABJHE HA CTOKHTE
6. 3a nara Ha JOCTaBfiHE CE CYMTA [JATaTa, HA KOSTO CTOKMTE ca JOCTABEHM RO KpaitHuTe
noay4aTenu, Py YCJIOBHATa Ha ui. 9.2.

VIL. 3AABJUKEHWS HA M3IIBJIHUTEJIA

7. USITBJIHUTEJIAT ce 3agpnxasa:

7.1. la nocraBy CTOKUTE B JOFOBOPEHHA CPOK ¥ [1a MM NpeAafe Ha KpaiHUTE NoJyyaTe/u.

7.2. Jla mpenaae CTOKHTe, NAaKeTHPaHM H MapKMPaHH B CHOTBETHMA BRI, KOJHYECTBO M
Kaue¢TBO Ha MACTOTO Ha IOCTABAHE.

7.3. Ilpu noanucBayeTo Ha AOroBopa Aa NpeacTaBH:

a) JOKyMenTH 1o 4. 112, aa. 1 or 30X u3gaaeHH OT KOMIIETEHTHUTE OpraHy;

) rapaHuus 3a U3NBLIHEHHE, B eaHa oT GopMuTe, onpesieneny B ui. 111, an. 5 or 3011,
KosTo ce ocBoboXkaaBa no 60 aHM ciiel NPHIUTIOYBaHE M3ITBIHEHHETO Ha orosopa. I'apanuusiTa € B
pasmep Ha 3 % oT crofiHocTTa Ha sorosopa 6e3 JIJIC u pranusa Ha 172 972,43 nesa.

7.4. Ila nocraes nexapcTBEHM NPOAYKTH, KOHTO OTFOBapAT Ha W3MCKBaHWATA Ha 3akoHa 3a
NieKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeauupHa (3JIITXM) — npuapyKeHH ¢ BauIHO paspelicHHe
3a ynotpe6a B crpanara, uananeHo no peaa Ha 3JIIIXM wunn Pernament (EO) Ne 726/2004 r. na
Esponeiickus napnameHT W Cepera (wi. 23, an.l va 3JIIIXM).

VIIL. 3AABJIDKEHWS HA BB3JIOKHUTEIA
8. BL3JIOJKUTEJIAT ce 3agbnxkasa:
8.1. Jla npneMe JOCTaBEHHTE B CPOK M Ha MACTO CTOKH, CHOTBETCTBALIH 10 BHJ, KOJHYECTBO H
Ka4eCTBO Ha OMHCAHOTO B HACTOALIMA JOTOBOP.
8.2. Jla 3annaty JOCTaBEeHUTE CTOKHM MO peja Ha 4. 3.1., 3.2. ¥ 3.3. oT HacTOsAMIMs AOTOBOD.
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8.3. Criep MpHUKIOUBAHE U3MMBIHEHHETO Ha OroBOpa A2 OCEO00AH raparLUATa 3a UINMBIHEHHE,
0e3 Aa AbIKM THXBH 33 CPOKa, npea KOWTO cpesicTBaTa 3aKOHHO Ca MPECTOANN Y HETO.

IX. IPHEMAHE U INIPEJABAHE HA CTOKHTE
9.1. [IpuemMaHeTo Ha CTOKMTE CE€ M3BBHPIUBA HA MACTOTO HA JOCTaBAHE OT MPEACTABHTEN HA
KpaiHHTE rolyyaTeny.
9.2. U3ITHJIHUTEJIAT y npeactaBUTEsN Ha KpailHWTE NONyYaTe/ NOANKCEAT IPHEMATENHO-
TipejiaBaTelleH MPOTOKOA no obpasell, yA0CTOBepsABAaLl MOTyYaBaHETO Ha CTOKHTE.

X. TAPAHIIHH ¥ CPOK HA TOJHOCT

10.1. K»M AaTara Ha JOCTABKAaTa, OCTATHYHHMAT CPOK Ha FOAHOCT Ha CTOKMTE NpEAMET Ha
HACTOAINMA JOTOBOp, cheisa Aa Obae He mo-Mambk oT 60 (mectaecer) Ha ¢T0 OT 06ABEHHs OT
NIPOM3BOJAMTENA KbM JaTaTa Ha BCAKA JIOCTABKA.

B cnyuyaii Ha JOCTaBKa Ha JIEKapCTBEHHA MPOMYKT € MO-KParbK OT AOTOBOPEHHs CPOK Ha
roauoct, U3ITBJIHUTEJIST apnku BeycTOHKA, KAKTO CHeaBa:

oT 59,99% no 50% - 20 % BBpXY CTOHOCTTA Ha JIOCTABKATa;
ot 49,99% 1o 40% - 30 % BBpXY CTOHHOCTTA HA AOCTABKATA,
ot 39,99% no 30% - 60 % BBpXY CTOHHOCTTa Ha JOCTABKATA;
0T 29,99% 110 20% - 75 % BBPXY CTOHHOCTTA Ha AOCTABKATA;
nox 20% - 90 % BupXy CTOHHOCTTAa HA KOCTABKATA.

10.2. JocraBkaTa Ha JEKAPCTEEH NMPOLYKT C OCTAThYEH CPOK HA NOJHOCT NO-MansK otr 30 Ha
CTO OT 0GABEHUA OT MPOM3BOINTENS CE M3BEPLLUBA CaMO ¢ MHcMeHo chriaacke Ha BB3JIOXKHTEJIA 3a
KOHKDETHO KOJIMIECTBO, ONPEAENEHO OT Hero. Bes uspuuHo nucmeno chraacue Ha BB3JIOXHUTELS
CTOKMTE HAMa Oa Omjar samnamiaHu. MckaHero 3a MMCMEHO Chriacue C/EABA Aa MOCTbOH B
aenoeoacTeotro Ha BB3IJIOKUTENA B cpok po 3 (Tpu) AHM OT nojiydyaBaHe Ha 3adBKaTa-
pasnpeaencHue.

10.3. BB3JIOXKUTEJUIT Moxe na OTkake MPHEMAHETO HA CTOKHTE, aKO B JICHS Ha TAXHOTO
APUCTHTAHE WM NMPUEMAHE OCTAThYHHUA CPOK Ha FOMHOCT € MO-MaNBK OT onpenenesus B 4n. 10.2.
MHMHHMAaNEeH CPOK Ha MOJHOCT.

10.4. B ciayyaii Ha Ge3annaTHO AOCTaBAHE HA HAKOM OT CTOKMTE NO JAOrOBOPA, CBHIIACHO
norogopesoro ¢ MW3ITBJIHATEJIA, ceiuMTe Cneasa fa OTTOBAapAT HA NOCOYEHHTE OT
BB3JIOXXHUTEJISA u3uCKBaHMA, OTHOCHO CPOK Ha FOJHOCT M CPOK Ha JIOCTABKA, B CHOTBETCTBHE C
Touxku 4.1, 4.2. u 10.1.

XI. OTTOBOPHOCT 3A HETOYHO M3NIbJHEHHE. PEKJIAMAIIAHA

11.1. BB3JIOXUTEJIAT moxe na npenseaea pexnamauuu npeg U3ITbJIHUTEJLA 3a:

a) KONMYECTBO M HEKOMMNIEKTHOCT Ha CTOKMTE MIH TEeXHHYecKaTa AOKYMEHTAUMA (SBHH
HEAOCTATHLHK);

6) KauecTBO (CKPUTH HEAOCTATBLIA):

- IIpH AOCTaBSHE HAa CTOKK HE OT JIOTOBOPEHUs BKJ, MTOCOYEH B 4. 1;

- 1IpH KOHCTATUpaHe Ha JedeKTH npu ynotpe6a na croxute.

11.2. Pexnamauuy 3a ABHM HeJOCTaTbUM HA cTokuTe ce npasat or BB3JIOXKHWTEILA, upes
KpalfHUTe NoJiyyaTell Ha CTOKUTE, B MOMEHTA Ha MNPEJAaBaHeTO MM, 38 KOETO Ce CHCTaBA NPOTOKOI,
NOATIUCAH H OT ABETE CTPAHH.

11.3. Pexnamauny 3a CKpUTH HENOCTATBLUM C€ MpPaBAT Npe3 LEAHA CPOK Ha TOJHOCT Ha
JOCTABEHHTE CTOKH, KAaTO PeKIaMaLATa Ce NPUAPY)KABa SANBIKHTENHO OT KOHCTATHBEH NPOTOKOJI,
usganed or U3nbaHWTENHATa areHLMs 3a JeKapcTBaTa.

11.4. BB3JIOXKHUTEJST e aavxken na yeeaomn nicmero U3ITBIIHUTEJLA 3a ycranosenute
nedexry B 15 (merHaseceT) AHEBEH CPOK OT KOHCTATHPAHETO HM.
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11.5. B peknamanuuTe ce NOCOYBA HOMEPBT HA JOTOBOpA, TOYHOTO KOJIMYECTBO Ha
MOTY4EHHTE CTOKH C TEXHHA NapTHACH HOMEP, OCHOBAHMETO 34 PEeKIaManys ¥ KOHKPETHOTO MCKaHe
Ha Bb3JIOJKUTEJISL.

11.6. B 10 (necet) AHeBeH cpok oT nonyuasane Ha pexnamaunara, U3ITbJIHUTEJAT crensa
na orrosopu Ha BDB3JIOJKHMTEJIS nucMeHO ¥ KOHKPETHO JAajiW MpHEMa pekiaManuira WiH s
OTXBBPAA.

11.7. [Tpu pexnamauus 3a AHH HepocTaTbuu USITBJIHUTEILIT e mibken B efHoMEceYeH
CPOK OT 110JIydaBaHe Ha peKiaMaluATa 3a CBOS CMETKA W PHCK Ja IOCTaBH HA MACTOTO Ha JOCTaBAHE
KOJMYECTBOTO JIMIICBALH B HOCTABKATA /HEKOMIIEKTHU AOTOBOPEHHU CTOKH.

11.8. I'pu pexnamauusa 3a ckputi Hepoctarsin MBITBJTHUTEJLAT e wrsien B enHomMeceyeH
CPOK OT NONY4YaBAHETO #i Aa 3aMeHH JOCTABEHUTE HEJOTOBOPEHM No BHA / iedeKTHH CTOKHM 3a CBOA
CMETKa M pHck unu no npenenka Ha Bb3JIOXXUTEJIA na sbpHe cboTBETHATA YACT OT 3an/aTeHaTa
1leHa, BEHO C ABDKUMHUTE JIHXBH.

11.9. U360pbT Ha MOCOYCHHTE MO-ropeé BL3MOKHOCTH Na C€ BBPHE CHOTBETHATA YACT OT
IUIATEHOTO WM Ja Ce AOCTABAT HOBH CTOKHM npuHaanesxu Ha BB3JIOXKUTEIL u ce ynpaknasa or
ero nog gopmara Ha micmeHo ysegomnenue Ao UITHJTHUTEJLS, kato pasxoaure n puckoBete 1o
HOBOTO focTaBAHE ca 3a cMetka Ha M3ITBJIHUTEJLA.

11.10. PeknamMupaHHTe CTOKH C€ CHXPaHABAT OT CHOTBETHUA KpaeH nojlyyaren Ao ypexaade
Ha peKJIaMaLHUTe.

XI1. OTTOBOPHOCT IIPM HEH3ITBJIHEHHE

12.1. 3a HeusITbAHEHHE Ha 3aTBIDKEHMATA CH 110 HACTOAUHA AOTOBOP € M3KIIOYEHHE HA TE3H
no un. 10.1. u un. 10.2., UITBJIHUTEJIAT munxku Heycrofika B pasmep Ha 0.7% Ha AeH BBpXY
CTOMHOCTTA Ha HEM3ITLIHEHOTO B JOTOBOPEHUTE CPOKOBE 3aXbKEHHE, HO He noeue ot 10% (necer
TNPOLEHTA) OT CTOMHOCTTA Ha HEH3MBIHGHHETO, KaKTo H obeslleTeHHe 3a npeThpreHUTe
JelicTBUTE/IHY Bpey B ClyuanTe, KOraTo T¢ HaAXBBPIAT AOrOBOPEHATA HEYCTOMKA.

12.2. Koraro npn Hannyve Ha peiamauny, U3ITBJIHUTEJIAT He u3anbaun 3aabmKeHHATa
cu no pasnen XI ot HacTosLMA HOroBop B CPOK, ChuAT AbxM Ha BB3JIOXKUTEJILI neycroiika B
pa3Mep Ha 2% OT LigHaTa Ha CTOKHTE, 38 KOMTO Ca HanpaBeHH peKiaMaLuTe.

12.3. BB3JIOXKUTEJAT ynoBnersopsiBa NPEeTEHIMUTE CH OTHOCHO HEM3MBJIHEHUETO Ha
JIOroBOPa, KAKTO M 38 3anamane Ha Heycrolikure ot cTpaHa Ha U3ITbJIHUTEJL ot abmkumure Kbm
M3ITBJIHUTEJLA nnawaHus Wik KaTo 2axbpka ChOTBETHATA YacT OT rapaHuiuaTa 3a H3ITbJIHEHHE N0
4n. 7.3, 6yksa ,,6“ ot Jorosopa.

XIII. @OPCMAJKOPHH OBCTOSTEJICTBA

13.1. CTpanuTe N0 HACTOALIMA JOTOBOP HE AbJKAT 06e3lueTeHHue 3a NOHECEHH BPENIA M 3ary0H,
aKo NMOCAEAHUTE Ca NPUYHHEHY B PE3YATAT Ha HENpPEeoAONIHMa CHla.

13.2. AKo cTpaHaTa, KOATO € CNIE/BaNIO A3 M3MLIHU CBOE 3aJB/DKEHHE 0 A0roBopa ¢ 6nia B
3a0aBa, TA He MOXE Ja CE NN030BaBa HA HENPEOAOIUMA CHAA.

13.3. ,Henpeomonuma cuna® Mo CMHCBIa HR TO3M JOTOBOP € HEMpPEABMACHO H/HIH
HENpPEeAOTBPAaTHMO CHOUTHE OT U3BBHPE/ICH XapaKTep, Bh3HUKHAJIO CNEA CKII0UBAHETO Ha JIoroBopa.

13.4. Crpanara, 3acerHata OT HeNpeoJOJMMa CHN4, € AILKHA A4 MPEANPUEME BCUYKH
IelicTBMS C rprkaTa Ha HoOBP CTONAHMH, 33 Ja HaMalu 10 MHHHMYM MOHECEHHWTS BPEAH M 3ary0H,
KaKTO M A3 YBEJJOMH NTMCMEHO APYraTa CTpaHa B 7-IHEBEH CPOK OT HACTHNBAHETO Ha HEMPEOJOIHMATa
cuna. [Tpn HeyBeAOMsABaHE Ce AbIKH obe3lIeTeH e 33 HACTHIIMAKTE OT TORA Bpeau. Henpeonomumara
CHNIa Ce IOKA3Ba OT 3aCerHaTaTa CTpaHa cbe cepThhuxar’3a GopcMaxop, H3LaeR 110 CHOTBETHHA PEA
OT KOMNETEHTHHAS OPraH B ALPKABATA, B KOATO ca HacThNumy GopemaxopunTe o6cToarencTaa.

13.5. JlokaTo Tpae HENMpPEOAONMMATA CUIIA, UMBITHEHHETO Ha 3ab/DKCHUATA H CBHP3AHUTE ©
TAX HacCPCIHY 3aAB/IKEHHA CE Cnupa.

13.6. He npencrasnsea ,HENpeoj0iMa cuna® cbouThe, NPUYUHEHO N0 HEOPEKHOCT MK Ypes
YMHILNEHO AeHCTBHE Ha HAKOA OT CYPAHMTE WIIH TEXHH NPEACTABHTENR M/WIH CIYKHTE/H, KAKTO M
HeJAoCTHra Ha napuyHu cpeacrea Ha Bb3JIOJKHTEJLA.
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XIV. CTIOPOBE

14.1. Bp3HHKHANNTE Mpe3 BPEMETPACHETO HA NOrOBOPA CMOPOBE H Pa3’HOMIACHA MeExIy
CTpaHHTe CE pellaBaT ype3 NPEroBOpH Mexkay TAX. ITocTHrHaTuTe AOrOBOPEHOCTH ce OOPMAT B
micMeHa GopMa H ce peBpPLIIAT B Hepas/ieiHa YacT OT A0roBopa.

14.2. B cny4ail Ha HEMOCTHraHe Ha JOroBOPEHOCT MO NMPeAXOAHHS 4/eH, BCHYKH CTOpOBE,
TIOPOJIEHH OT TO3H JOTOBOP WM OTHACAIIH CE AO HErO, BKIIOYHTENHO CIIOPOBETE, NOPOAEHH OT HIIH
OTHacAIM ce A0 HErOBOTO THAKYBaHe, HeAeHCTBMTENHOCT, HEM3NBAHEBHE WIH NPEKpaTABaHe 1L
6baT paspewasany cnopes, GpArapcKUTE MaTEpPHANHH M NPOLIECYATHH 3aKOHH OT KOMIETEHTHHUA CBAL
no peza Ha I'TIK.

XV. CbOBIIIEHNA

15.1. Beuuku choOIeHMs MEXAY CTPaHUTE, CBLP3aHH C H3NMB/IHEHHWETO HA TO3M JION0BOp ca
BANH/IHH, aKO Ca HanpaBeHH B nHcMeHa dopMma M ca NOANKCAHU OT YITBJIHOMOINEHNTE NPEACTABATE/IH
Ha U3ITBJIHUTEJISA nau BB3JIOXHNUTEJIA.

15.2. 3a para Ha chOGIIEHNETO C& CMATA:

v/ patara Ha [IpeRaBaHeTo — NIPH PHHHO MPEAABAHE Ha CHODIEHNRETO;

v’ paTaTa Ha [OLWIEHCKOTO KiaeliMo Ha obpaTHaTa pa3nHcka — MpH H3NpallaHe 1o NOuaTa;

v’ jaTaTa Ha PHEMAaHeTo — [IpY M3npamaxe no daxc wim e-mail.

15.3. 3a BamMAHM ajpecd 3a NpHeMaHe Ha cboOOWEHWT M GaHKOBH CMETKH, CBBP3aHM C
HACTOAIHSA AOroOBOP C& CMATAT:

3A MITBJIHATEJIA: 3A BB3JIOXKUTEJIA:

»Cotapma Tpelimunr” AJl MHHHCTEPCTBO Ha 3APaBEONA3BAHETO
rp. Codus 1756, rp. Codnus 1000

ya. ,,JIpuesap CraHuen” Ne 5 nin. ,,Ceera Hegensa“ Ne 5

Codapma buzxec Taybpe

Crpaga ,,A“, er. 12

ten. 02 81 33 660 1en.02/9301 116

daxc 02 81 33 666 dakc: 02/9301 219

e-mail: office(@sopharmatrading. bg e-mail: m.brankov@mh.government.bg
BaHKoBa cMeTKa bankosa cMeTka

PAV®AIMZEH BAHK; xnou Codus BHB Lientpaio ynpasieHue

IBAN BG97RZBB91551064010532 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC kon RZBBBGSF BIC kox va BHB — BNBG BGSD

15.4. ITpu npomsaHa Ha nocodyeHure 1o 4. 15.3. agpec w/vnu G6anKoBa cMeTKa, CHOTBETHATA
CTpaHa e JTLKHA I3 YBeAOMH PYraTa B TPMAHEBEH CPOK OT NPOMAHATA.

XVL NNIOJU30BJIHHUTEINA
(npunomcuuo camo 6 cayyaume, 8 KOUmMo UsOPaHUA 3 USHLAIHUMEN YHACMHUK € ROCOYUA, Ye tje
USNON36Q ROOUINBAHUMENY)

16.1. TOMIITBJIHUTEJIUTE TpsabBa fa 0oTroBapAT Ha CHOTBETHHTE KPHTEPHH 32 noadop
cho6pasHO BHA M Jiea OT NOPhYKaTa, KOHTO LIE HIMBAHABAT, H 38 TAX JA& HE Ca HAJIHLE OCHOBaHHA
33 OTCTpaHsABaHe OT NpoUeAypaTa.

16.2. B 3-aHeBeH CPOK OT CKAICYBAHETO HA HACTOAWMSA ZOroBop M3UBIHHTENAT CKMOYBa
JIOroBOp 34 MOAM3MBIHEHME € NOAMSITBLIHWTENA/HTe, Mocoyen/u B odeprara. JloroBopsT 33
NMOAM3ITRIIHEHHE Ce NPelCTaBsA B 3-AHEBEH CPOK OT AaTara Ha CKIIOYBAHETO My Ha Buanoxurens.

16.3. Bb3JIOXXHUTEJAT m3uckea samana Ha ITIOJUSITBJIHHUTEJI, xo#iTo He orrosaps Ha
ycnopuaTa no 'wi.16.1. nopaau npoMaHa B obcToATEncTBaTa NMpeAM CKAIOYBAHE Ha AONOBOpa 34
obiecTBeHa NOPHYKA,

16.4. TTogM3MEIHKUTENUTE HAMAT NPaBO Ja MPEeRb3NaraT eJHa WM NoBede oT ACHHOCTHTE,
KOMTO €& BKJIIOYEHH B TIpeJIMETa Ha IOroBOpA 3a NOJH3NBIHEHHE.
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16.5. He e napymenwe Ha 3abpanara no T. 16.4. nocraBkata Ha CTOKH, MarepMalu HJIH
ob6opyaBaHe, HeOOXOIUMM 33 H3MBJIHEHHETO Ha OOIECTBEHATA NOPBYKA, KOraTo Takapa JA0CTaBKa He
BKJIIOMBA MOHTaX, KAKTO M CKIIOYBAHETO Ha JOrOBOPH 3a YCIYrH, KOUTO HE Ca YacT OT AOroBOpa 3a
obuiecTBeHaTa NOPBYKA, CHOTBETHO OT AOTOBOPa 32 NOAH3IBJIHCHHUE.

16.6. Koraro uacrra OT nopbuKara, koaro ce u3neauAsa ot [IOAU3ITBJIHUTEIL, moxe aa
6ene npemagena karo ormeneH obexr Ha M3INBJIHUTENIS uam Ha BBH3JIOXHATEA,
BB3JIOXKUTEJAT sannama se3HarpaxaeHue 3a tasu uact Ha [IOJAU3ITBIIHKTEILA.

16.7. Pasnnaianusara no 4i.16.6. ce OCBHLIECTBABAT Bh3 OCHOBA HA MCKaHe, OTNPaBeHO OT
TMOUSITBJIHUTENS no BB3JIOXUTEIIA upes UIIIBJIHUTEJIA, koiito € mmmxken za ro
npeaoctasy Ha BB3JIOXXHUTEJIA B 15-2HeBEH CPOK OT NOJYy4aBAHETO MY.

16.8. KM uckaneto nmo w.16.7. USITBJIIHUTEJIAT npexnocrass cTaHOBHINE, OT KOETO A& €
BHJIHO JIaTH OCTIOPBa MIALIAHUATA MK YaCT OT TAX KaTO HEABIKUMH.

16.9. Bb3JIOXKHUTEJISIT uMa npaBo Ja OTKaKe niamaxe 1o 4n.16.6, korato HCKaHeTo 3a
IUIaLIAHE € OCTIOPEHO, ZI0 MOMEHTA Ha OTCTPaHABAHE Ha NPHYMHATA 32 OTKasa.

16.10. HesasncumMo OT BBIMOXHOCTTA 3a u3nomseade Ha [IOAW3ITBHJIHUTEIIU
OTrOBOPHOCTTA 32 M3MBIHEHHE Ha JioroBopa e Ha U3ITBJIHUTEJLA.

16.11. 3amsana wiM BKAIOYBAHE Ha NOAM3MBIHMTEI [0 BPEME HA M3NbIHEHHE HA JIOTOBOP 32
obLecTBeHa NMOpHYKA ce JOMycKa MpH HEo6X0AMMOCT, aKo ca USITBAHEHH €IHOBPEMEHHO ClIEHHTE
ycnoBua: 1. 3a HOBMS NOAM3NBIHATEN HE Ca HANULIE OCHOBAHUATA 33 OTCTPaHABAHE B poUeAypara; 2.
HOBHAT TIOAM3MBLRHUTE] OTrOBapAs Ha KpHTepUuTe 3a noabop Mo OTHOLIEHHWEe Ha JeNa W BHJa Ha
JEHHOCTHTE, KOUTO LIE H3NBIHABAE.

16.12. Tlpy 3aMsAHa MAM BKIOYBAHE HA NOJM3NBIHATE), M3NBIHMTENAT MpPEACTaBs Ha
BB3JIOKUTENA KONME Ha JOrOBOpa C HOBUS TIOAM3NBAHUTEN 33€HHO C BCHYKM JOKYMEHTH, KOHTO
JI0KA3BaT U3MBJIHEHUETO HA YCAOBUATA MO T. 16.11. B CPOK A0 TPH AHH OT HEIOBOTO CKIIOYBAHE.

XVIL IIPEKPATSABAHE HA JIOI'OBOPA

17.1. HacToAmuaT A0roBOp Ce MpeKpaTABa B CAEJHHTE ClydaH.

1. nO B3aWMHO CBIVIACKE HA CTPAHUTE, H3pa3eHo B MHcMeHa opma;

2. ¢ H3THYaHE Ha YroBOPEHUA CPOK;

3. KOrato ca& HacTBIIMIK CBHINECTBEHH TNPOMEHH BBB (PMHAHCHpPaHETO Ha obuiecTBeHATa
nopbuKa — npeAMeT Ha JoroBopa, H3BbH NPaBOMOLIKATA Ha Bb310XKATENA, KOMTO TOM HE € MOTBI HIH
He e 6un MrbKeH Ja NpeIBMAM WM Aa NPEAOTBPATH — ¢ MMUCMEHO yBeloMJIeHHe OT Branoxurens,
BeZHara clief, HacTBHIIBAHE Ha 0DCTOATENCTRATA,

4. Npy HACTBIBAHE HA HEBUHOBHA HEBB3MOXHOCT 38 M3IIbIIHEHHE NOPAAH HENPEABHAESHO KN
HenpeIOTBPATHMO CHOWTHE OT M3BBHPE/ICH XapaKTep, BR3HUKHANO clie] CKmouBaneTo Ha Jlorosopa
(,HenpeoaoMMa cuiia”) 3a CpOK NMoO-TBIBT 0T 30 ARK;

5. xoraro HU3ITBJIHUTENAT msnonsea noRusnbiHMTes, 0€3 Ia € JEKiapupal ToBa B
NOKYMEHTHTE 3@ y4acTHe, HJM M3MO/3Ba MOAM3NBAHHTEN, KOHTO € pasNivyeH OT TO3H, KOHTO €
MOCOYEH, OCBEH B ClnydauTe, B KOWTO 3aMsfHaTa, ChOTBETHO BKIIOYBAHETO HA MNOJAM3IMBIHMTEN €
H3BBLPIICHO CHC ChIMIAcHETO Ha Branoxurens v 8 croTBeTcTBHE ¢bC 3011 ¥ HacToamua Jlorosop.

17.2. TIpu BunoBHa 3abasa Ha USITBJIHUTEJIA, npoasnxuna ¢ noseye OT MONOBHHATA OT
CpPOKa 3a M3NBIHEHME Ha choTBeTHOTO 3agbmkeHne, BB3JIOXKHWUTEJAT uma npaso na passamu
HOTOBOpa €JHOCTPAHHO 6€3 Npean3BecTue.

17.3. BB3JIOXHUTEJISIT uma mpaBo ja InpekpaT¥ eAHOCTpaHHO # 6Ge3z mnpeaussecTue
HACTOAIMA JOrOBOP B Ciyuaii Ha CHMCTEMHO HETOYHO H3IMBAHCHME Ha 3aJb/DKCHUATA OT
M3ITHJIHUTEJIA u npenaseny noseve ot TpH pexiamanui ot BB3JIOXUTEILA no paszen XI.

17.4. B cnyuait, ye no orHomenue Ha U3ITBJIHUTEJL] HacTsnAT o6cTOsTENCTBATS 110 4. 54
OT 3aKkoHa 2a obwecTBeHuTe nopbuku, Bh3JIOXKMTEJIAT uMa npaBo Aa npeKpaTH €QHOCTPAHHO
HacTOAIUs JOroBop, 6e3 NMCMEHO npeau3BecTHe U 6e3 Ja AbMKH HEYCTOHKH.
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17.5. Bb3JIOXKMTEJIAT npexpatsasa Jorosopa B caydante no 4i.118, an.l or 3071, Ges na
aemki obesmerenne na UBMTBJIHUTEIIA 3a nperspnens ot npekpaTasaHeTo Ha Jlorosopa Bpeay,
OCBEH aKO NMPEKPaTABAHETO € Ha ocHoBaHue ui.]18, an.1, 1.1 or 30I1.

17.6. B13/I0XKHTENAT MOXKE 43 IPEKPaTi A0roBopa eJHOCTpaHHo ¢ 30 AHEBHO NPEeAH3BECTHE,
KaTo B TO3H CAy4ali /KK niallase caMo Ha A0CTaBEHaTa M NPHETa CTOKa, HO HE W HEYCTOHKH.

17.7. Hacroswusr Jloropop Moxe Aa Opae u3MeHsH WM JombaBaH oT CTpaHHTe npu
ycnosuaTa Ha 4. 116 ot 3011,

XVIIL IPYTH YCJIOBHAA

18.1. Ilpasara W 3afLIKEHMATA MO HACTOAINMA AONOBOP HE MOTaT Aa C€ NpPEXBBPIAT
€[IHOCTPAHHO Ha TPeTH JIHLA W NOJOOHM AKTOBE HE MOPANJAT NpaBHO jeficTBue 6e3 NUCMEHOTO
chIyIacue Ha Apyrara CTpaHa, OCBEH B Cyyanre Ha ofesneyasane (rapaHTHPaHE) Ha 3aABIKEHUA N0
6aHKOBH KpeaKTH.

18.2. 3a HeypezieHUTEe BBLNPOCH B HACTOALLUA AOTOBOp Ce Mpuiara gedcTeaworo 6uarapcko
3aKOHOJATEJCTBO.

XIX. 3AK/IIOYATEJIHH PAIIOPEIIBH

19.1. [Ipy chCcTaBAHETO HA HACTOALUHA AOTOBOP CE NMPEACTABMXA CSHUTE AOKYMEHTH, KOUTO
€a Hepas/ieJIHa HeroBa 4acr:

v Hokymenty no un. 112, an. 1 ot 30IT;

v Tapanuus 3a H3MBIHEHNE;

v Jexnapauus no un. 42, an.2, T.2 oT 3aK0OHa 33 MEPKHUTE Cpeilly H3NHPaHeTO Ha napH
(3MHIT);

v Hexnapauus no i, 59, an.1, 1.3 or SMHII,

v LlesoBo npemsioxkenre H TexHWuecko NpeIoKEeHHe;

v CnychbK Ha KpaiHUTe NOJyYaTeNny Ha IEKapCTBEHH MPOJIyKTH 32 JIeYEeHHe Ha NallMeHTH
¢ XHB/ CTTVH npe3 2020 roauna - [Ipunoxkenne Nela;

v Crnucex Ha KpalfHHTe Noay4aTeNn Ha NIEKapCTBEHH NPOAYKTH 3a TeYEHHE Ha NalHEeHTH
¢ TyGepkynosa npe3s 2020 roauna- [Tpunoskenue Nel6;

v TpuemarenHo-nipeaasaTeneH npotToko - [punoxenne Ne 2.

19.2. HacTosmusT ROr0OBOp Ce ChCTAaBH B TPH eiHOo00pasHH ex3eMapa Ha Gbnra €3HK —

enun 3a U3ITHJIHUATENS u apa 3a BH3JIOXUTEJIA.

BB3JOXHATY ™

o *

U3 BJIHHUTEN:

RAPHT AR/ HBAHW 2
MHHHC SE(TIAIBAHETO ITLTHONO

/cvriac : pel. Ne 1324 or
\ : . epeno or Jlwbxa Coruposa,
Q(\{ Nt a HOTapHyc B paﬁ'&; C. Cotun ¢ per. Ne 400 Ha
L Horapnannara kai 4 %
MAPHSI A % L
JUPEKT JAPEKIIMS ,,BD“ S

3ANTUYEHA UHOOP
HA CJIZIHCJBAHI;\tﬂEAL"V‘IFI
YA. 36A, AN. 3 OT 30N
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IHpunooicenue Nela

CIIMCBHK HA KPAHHHUTE IIOJNYYATEJH HA JIEKAPCTBEHH IMPOAYKTH 3A
JEYEHHE HA TIAITMEATH C XWB/ CTIHH IPE3 2020 TOAUHA

1. CrneuuanvsupaHa 60,JHALA 33 AKTHBHO JleYeHHe Ha HHEKUHO3HH U napasuTHU GonecTy
»I1pod. Ueau Kupos” EAJ], rp. Codus;

2. Vuusepcutercka MHorompodunna Gonuuia 3a akTBHO sieueHue ,,Cs. ['eopru” EA]L rp.
ITnoBauB;

3. YHuBepcHTercka MHoronpodunna GonHuna 32 akTUBHO JleyeHne ,,Ceera Mapuna” EAJL, rp.
Bapua '

4, Ynuusepcurtercka MHoronpodunna Gonnuila 3a akTBHO neuenne ,,JI-p eoprut Crpancku”
EA]] rp. Ilnesen;

5. YHuepcurercka MHOronpodunHa GonHMIa 33 aKTUBHO nedennue ,,I1pod. a-p Crosn

Kupkoeuy” AJl, rp. Crapa 3aropa.
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Ipunoosicenue Nel6

CIIHCHK HA KPAMHHUTE IIOJIYYATEJMH HA JJEKAPCTBEHH IIPOOYKTH 3A
JIEYEHHE HA TAIWEHTH C TYBEPKYJIO3A IIPE3 2020 TOTHHA

1. Crenmanusupana GoHALA 32 AKTHBHO NleyeHHe Ha NHEBMO-(TH3HaTpUUHHM 3a6onsBaHuA —
Baaroeerpag EOO/I, rp. Bnaroesrpan;

2. Cneuuanusupana GOJHMLA 32 AKTHBHO IeYeHHe Ha MHEBMO-(TH3NATPUUHHM 3a60159BaHNS -
Byprac EOO/JI, rp. Byprac;

3. Cneumanusupana 601HULA 38 AKTHRHO JleyeHue No nHesMo-GrH3naTpHuHy 3a60NABaHHS -
Bapaa EOO/I, rp. BapHa;

4, Creusanusupana GoIHULEA 32 aKTHBHO JISYCHHE HA THEBMO-BTH3KATPUYINY 3a00onsABaHuA ,,[]-
p Tpeiiman® EOO/I, rp. Bemuxo TtpHoBo;

5. Mmuoronpoguiua GojHMLa 38 akTHBHO NevyeHue ,,Ceera [etxa” AL, rp. Buann;

6. Crieumanusupana GONHULIA 38 AKTHBHO JIEYeHHE Ha THEBMO-(TH3MATPHYHH 3a0onaBaHuA -
Bpaua EQO/, rp. Bpaua;

7. Cneumanusupana GojiHuIA 32 aKTHBHO JeyeHue Ha 6eoabpobin Gonectu ~I'abposo EQO/],
rp. ['a6pogo;

8. Jlercka cneunanuzupana GonHKIA 3a JONEKYBAHE H MPOABIKHMTENHO ICYEHHE Ha
Genoapobuu Gonect ,,Llapuua Hoanna” EOOJI, rp. Tpasua;

9. Muoronpodunna GonHuLA 32 aKTHBHO Jiedenue - llobpuy AJ, rp. Jlo6pny;

10. IspxaBHa ncuxuatpiyHa Gonunua — Kapsyna, ceno Kapsyna, o6n. Jlo6puy;

11. Mroronpoduxa Gonuuua 3a akTuBHO nederue ,,JI-p Aranac Radoscku™ AJl, rp.
Knpmxany;

12. Muoronpogunxa 6onauLa 3a akTUBHO nevenue ,,JI-p Hakona Bacunes” AJl, rp
Krocrenann;

13. MuoronpogunHa GonuxLa 3a aKTUBHO JieyeHue ,,C, Mpan Puncku” EQOJ], rp. lynuuua;

14. Cneumranusupana GoTHHAUA 3a BKTHBHO JIEYEHHE Ha JIMIIEHH oT ¢cBoboxa, rp. Jlopeu;

15. Cnenuannsupana GonHKLA 38 aKTHBHO Jeyenne Ha 6enonpobiu Gonectu - Tposn EOO/], rp.
Tposn;

16. Muoronpoduaua 6onuuua 3a aktusHo nevenue ,,JI-p Cramen Mimep” AJl, rp. Montana;

17. Cneuxanusupana G0NHKLA 32 aKTHBHO JIeueHHe Ha MHeBMO-(TH3IHATPHYHY 3abosinBaknsg -
MMasapmxux EQOO/, rp. Ilasapmxux;

18. Cniemanusupana 6oMHUIA 32 aKTUBHO Neyenne Ha 6enoapobuu 6onecty - [epauk EOOT,
rp. Ilepuuk;

19. Yuusepcutercka MHOronpoduiHa 601HULA 32 aKTHBHO feyeHne ,,J1-p 'eopru Crpanckn”
EAJL rp. Ilnenen;

20. Yansepceurercka muHoronpodiiHa 6onHnua 3a akTHBHO nedenue ,,Ceern I'eopru” EAJ], rp
IlnoBaus;

21. Muoronpoduaxa Goaxiua 3a aKTHBHO aeveHue ,,Cs. MBan Puncku” — Pasrpan AJl, rp
Pasrpan;

22. Cneunanuzupana GonHMLA 38 BKTHBHO JIEYEHAE Ha MHEBMO-(pTH3HATPHUHY 3a60nsBanus , J1-
p Jumutsp ['pamarukos” - Pyce EOO/, rp. Pyce;

23. Muoronpodunsa GonHALa 3a aKTHBHO Nevenwe - Cunuctpa AJl, rp. Cunucrpa;
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24. Muoronpogunna Gomuua 3a akTuBHO neyehue ,J1-p Usan Cenmmuncku” - Crnser Al, rp.
CnuseH;

25. Muoronpodunna Gonnuua 3a aKTuBHO Jeyenne ,/I-p Bpatan Lllykepos” AJl, rp. Cmonas;

26. Muoronpoguina GONENLA 38 AKTUBHO Neuenne Ha Genoapobum Gonecty ,,Ce. Codua” EALL,
rp. Codms;

27. Cneuyanusupana GOTHHIA 32 aKTHBHO JICYCHHE HA HEBMO-(TH3NATPUHY 3a0014BaHNA -
Co¢usn o6nact EOO], rp. Codus;

28. Bropa MuoronpoduHa 6onxuua 3a axtusro nevenne — EAJL rp. Codus

29. Crieunanuzupana 60JIHKLA 110 THEBMO-(PTH3UATPHYHH 3a60/ABAHHA 33 AO/ICKYBAHE,
NPOABIDKHTEINHO JICYCHHE K pexabunutauma ,,Llap ®eprunanz I” EOOJI, c. Mckpen, o6a.
Codus;

30. Muoronpogunsa 60nHHLA 32 aKTMBHO neueHue Tuprosuie AJl, rp. Trprosuine;

31. Cnienpanu3ypana 60HMLA 32 AKTHBHO JIedeHHe Ha THEBMO-(THSHATPUYHY 320019BaHHA
Crapa 3aropa EOOJ], rp. Crapa 3aropa;

32, Muoronpodunia Gonxuua 3a akTHBHO neyenne EAJL, rp. OMypTar;

33, Crieuuani3upana GosHMLA 32 AKTHBHO NIEYEHHUE Ha ITHEBMO-QTH3HATPHHH 3a00/1ABAHHA
Xackoso EQO]], rp. XackoBo;

34. Muoronpodusa 6oHuua 3a akTHeHO NeyeHue Lilymen AL, rp. Lymen;

35. Muoronpodunua 6onHuua 3a akTHBHO Jeyenne ,,Ce. [Tanraneiimon” AJl, rp. Ambon.
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-

- e ana e
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1.183876 s18. | 1.420651 /is. 22.256.87n8. | 26,70824re, | , 196 957.67 ne.

SIRTURO ‘tablet | feginnepuento |4 o eaH nee.w /aBaéceT W aee xunaau | YABanecey wect ero ocempecer #ect -

xnrfRau AEBETCTOTHH
: 100mg k 188 ctemtpuoce | weTypw ase wina | ‘! ABecra.netAecer wedt | xhnisiam cendmctorim | X .
3 . . ceaem wecr cr./ | WecT neT eana cr,/ niesa w B7 cr./ ' 00eM nesa i 24 cT./ "’T'““';Tc:f?“"e““_;

H } N \ ™ . . ) T

' N k.
3aGehewxa: Kpatihama &duriuyra-téHa, cnedea 0a-ce opmupa 8o wecm IHaxd cqeb'dqcelnuqnama
3anemas. Liewama 34 onaxoega cnédea da ce nppana)«u do Aga 3HaKa cned emulmamaaaaneman.

Taxa npeuﬂmxeﬁa'ra LEHA BKNIOYBA BCHHKN paaxohw 3a nam:nueume npe.q\ue'ra Ha nQpU-lKaTa

+  flocouexara LeHa e ;bukcupaua He NoANeXh Ha NPOMAHAE 3a CPoka ‘Ha AelicTene Ha Aorosopa, oceegH 8
cnyvauTe Ha un. 116 ot 30I. N

Npu hecvoteeTcTRie NeXay' npeanoRexuTe eduﬂuqua ] oﬁma Uend, aanu.nua ‘e 6bAé eavHUuHaTa

Termm ywy e UveesgEms T )
~

yeHa Ha oceprara.
fipn HecvoOTBETCTENE Mesmy uu(bpoaa wianucana ¢ nyMu uéua Ile ce e3ema npegsun usnucaﬂa‘ra c"
aymm. - . ' BAHWL#EHKF VH@BPMAL]M wrmeifesmns
b '
) . 36, VL ot'36n ;(A'/- @
’ iy
- Co?ma 1756 “ v Codhapma Enanec Tayspe, Ten.: +359 ~ 8133 660
ya. Neve3pp Crdxues 5 crpana A, eT.12 ! © dpaxrc: +359 28133 666

. iwww.sopharmatrading,bg
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B cnyyad, Je,  npes BpemMeTo Har Aeﬁcréue Ha noroaopa CTOHHOLTTA, KORTO crlenaa Aa ce aannama c

AyGhuapu cpe.qcraa Ha néj‘cansrsenu ApOAYKTM--OT l]banwaﬂua NIekapCTBeH cnuc.bk crane ﬂo-nucxa of

o ,qoroaopené-rs apénomurenﬁ'r Besycnosho: sannauia uexapc'réenwre fponywm. ‘Ha no-nucua'ra UeHa, or

pavata #ia Bnusave B cuna_-Ha -pewenneto Ha HauloHanuusd cueeT 00 ueHn u p‘ema Pevpade Ha '

SeKapCTREHNTE NPOAYKTY (HCL[FI"‘J) 3a npoMiHa' Hd LeHa .Ha rrenagc'raen npohykr wiv ot pdvata Ha
am'yanusauum Ha MoauTieHIg ne‘kqpma’en CNHCBK No pe,qa Ha . 57, an‘ 1 OT HapeAQa'ra 3a ytnosigra,

4

None -« 1588582329828d0cument pdf. -« - - a httpsa#eventis.mh,goyemmcr:t.bg/Resourees{pdﬁs-lQ\-%lweb/view...
. [ “p 4 ’

3

npaeunara ij-pefa si- penynmpaue n perumpupaue Ha uQHmé HA nekapcTesHuTe' NPOAYKEN (HYI‘IPPPLmﬁ) 3a ,

rge\;apcraeuwre nponyk'rwc ﬂam‘anbna CTQiAHOCT 3a gnakoeka, uaqndneH? Ha-Gad pedhepelTHa croiliocr:,B
chyuaunte. no: npenxo.qupvo W3peuéHwe, cToiHaCTTS \¢e onpéAenn KbM MOMEHTa ‘Ha Aecraaxara (r;omﬁqaane
Ha npemo-nPeaaBaTenen npdTokeny. - | .
. Flpe.a,noi(enure ueHy cd anenene)m npu .n):ru-fo qwraeTcravlé c—ycnosuma o, nquueu'rauﬂsra nq
-npoueaypara. " “
‘Bahtnxapame ce, ako Hamara ocdepra 6vje npueta, ha nsnbgHuM Vk npe.qaheu AOI'O'BOPEHFITQ
paboru,curnaghd 'cﬁoges’ere '] y’cnoauslfa, aanemanu"a ‘hordeopa. v ot
Mpu ycnepwe, Je Gbmgm u30panun 3g, tian'brLHWl;eﬁ Ha, oGunet:raeHaTa nopbuka mfe cme curhatuu pa

npeaceTaBUM 'rapauuma.aa nanwbnHenue, Ha aanbh)xeuuma no goroaopa g ba:«imep Ha 3% oT e'roﬁnourra“ﬂy, :

Ges [INC s-eata-ér chophnTe ndqoqéﬂn gun. 114, an 5ot 30I'l R

* "

'CieTRara, No KORTO e 6ma'r M3BBLPLUBAHN pasnnau]annﬂ'ra no*horoaopa, ako. 6bAeM onpeaeneHu
5a ¥SNBLAHUTEN Ha nopudkaTd: | LR - Y .

Banka: PAMGAUBEH BAHK . . R
BAN; BGQTRZBBOtSSI0pd0Ns32, - o .
BIC: RZBBEGSF ; : - * .
Tvtynap Ha cmetkara’ Cocpapma Tpeﬁmu{‘Aﬂ " > '

< ’ F 1 , 3 >
% . P

" 3abenexka: YuactHuume, pemcrpupaﬂu no ANGC, orﬁennaaa‘r HalinuleTo-Ha Takass, ﬁerﬁcrpauua -

- (I : “sapk ¢ -ow;‘:‘%
DATA: 24.01.2020r. - X NOANUC A NTEYAT:. _s» *-mr
Codmn- Vo : S nia CTo;quaa

2y

3abenexka: B cnyqal‘i lfe«npednoxenaina om- yqacmnuuume YeHa 38 eduHUYa MAPKa © uoc‘mueuama

! vpe@hpednaeauemo Ha )famypanen pabam, epwume’énedsa ga Hahpaesm pazsicHetiue e yeHosbmo

CuU nNpPednoXéHUe 34 HaYuHa Ha (opMuUpPaHé Ha npbanpx«aﬁam‘a yeHa; - Paaﬂcnenuemo cnedea O3
6106 HanpdeeHo e nacmomubmo uéuoe,o npednoxrenue e ceabodoH mexcn,

I‘ b s n'
4 ¢ . 2

W ' . . . - . .

-

: ANVIUEHA MHOOPMALIVIS
. . oL b A R HOBANME
) - Q1: 367 Ad1: 3 OT 3011

Codmn 1756, = .Cocbgpmg Ewshec Tayspc, Ten.; +359 2 8133 660°
yn. Jhauesap Cranues. S . ¢rpana A, er12: . dske: +359 2 8133 666
v wwwi:sopharmétrading:bg L
'
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OBPA3EL|
TEXHUYECKO NPEANOXEHVE

no obLecTeeHa nopbYka C MpeaMeT: :
»HOoCTaBKa Ha NlekapCTBeHH NpoAyKTK 3a 2020 r.; ornyckaHm no pena Ha HapeaGa Ne. 34 ot 25.11.2005
_ I.2a peaa 2a 3annailiaHe oT AbpKaBHUA 6|o.mxe1' Ha nNeueHneTo Ha GLArapcKuTe rpaXaaHu 3a
3abonsiBaHusA, M3BbH OOXBaTa Ha 334 bIDKATESNIHOTO 3JpaBHO OCUIypABaHe, 3a fleYeHUe Ha NaLUeHTH
¢ XUBICTWH, Ty6epkynosa, NCMXUYHY U NOBeAeHYeCKH Pa3CTPOICTBA, ALIMKaluyn ce Ha ynoTpeba Ha
.OnMouaun, CHHAPOM Ha 3aBUCUMOCT, BKMIOUBala 29 060cobexn no3numuu”
oGocobeHa nosuuun Ne 3 ¢ npeamet: ETRAVIRINE, nepopanha copma;

HacTosweTo TexHUYECKO npesnoxeHve e roganeHo ot ,,COPAPMA TPEVOUHI™ ALl

n nognwucaHa or: Manuna CtanuHoBa CTosiHOBa, '

B KauyectBoTo N Ha: Menuxnp Mybnuunk doHpose .8 ,Codapma Tpernauur ALl n MbAHOMOLLHMK,
chbfnacHo munHoMowHo Ne 7984 ot 09.12.2019 r. Ha Jliobka CoTuposa — HoTapuyce, ¢ paiioH Ha aeictiue P.C.
Codua, per. Ne 400 Ha HoTapuanHara kamapa -

. CnObpiaHue:
.+ 1.lpeanoxeHue 3a U3NLRHEHUe Ha n0pb'~u<aTa B ChOTBETCTBME C TeXHU4eckuTe cnevludpukanun u

M3UCKBaHMATA Ha Bb3NOXUTENS. ]

1.1. MpunoxeHusn KbM NpeANnOKeHUATa 3a NINbAIHEHKe HAa NOPbYKaTa

1.1.1. 3aBepeHo Konue Ha BanuWAHoO paspelleHue 3a ynotpeba B cTpaHaTa, M3gafeHo no peja Ha
3NMXM unu Pernamel-rr (EO) Ne 726/ 2004 r. Ha Esponeiickus napnameHt i CovBeta /un. 23, an.1 Ha
BNAXM.

Baxnol lNMpunoxeHusima, Hepa3denHa 4acm OmM KOHKPemHOmMOo pa3peweHue 3a ynompeba He criedea 0a,
6bdam npeédcmaesHu om yYaCmHuuumMe Kamio 3asepeHtt Kohus. Heobxodumo e yuacmnulunie O0a nocoyam ‘e
npednoxenuemo 3a uanbAHeHuUe Ha ropbyukama KOHKpemeH nybnuyeH pesucmbp, 6 Kolmo ca nyGaukKyeaHu eéCuyKu
npuno;«euun KbM KonxpemHomo paapeweHue 3a ynompe6a :

SO haw%* ading
3; p o Jn»t r_,l\i‘.iw:» - . 2

DATA: 24.01.2020 r. NOAMUC u NEYAT. "

Codpus " TanuHa CroaHoBa

SAAIMYENA UH
A tHOBA?—ﬁ%Au”H
U BEA. AJ1.30T 300

P @crHO¥ @(&wwvw

e gosl

L’w
\v o [/
" ! \
: Cotbun 17586, : Cochapma Busrec Taybpc; Ten.: +359 2 8133 660
yn. NMbuesap Cranues 5 ¢rpsna A, eT.12 thakc: +359 23133666 -

WWW. sopharmatraqlng bg
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MPEANIOKEHME 3A USMBJIHEHME HA MOPBYKATA

BO: MuHuCTepCcTBO Ha 3apaBeona3BaHeTo
1000, nn: Cieta Hepens Ne §
(HaumeHosaHue u adpec Ha ebsnoxumenﬂ)

Ot.  ,Codpapma Tpeiigunr” Al
(HaumeroeaHue Ha yJacmHuka)

c aapec: rp. Cochus, yn.”Si4esap CraHues” Ne 5, Codapma BuaHec: Taybpc crpaga A, er. 12,
Ten.: 02/ 8133 660, cakc: 02/ 8133 666, e-mail: office@sopharmatrading.bg
Byncrat / EUK: 103267194

YBAXAEMU AAMU U TOCIMOMA,

é HacrosL|oTo, Bu npegcraesme Bu n'pe.qcraéﬂme HaLLIETO TEXHUYECKO npeanoXeHue 3a UsnbnHeHve
Ha obaeeHaTa .ot Bac obuecTeeHa nopbyka ¢ npeamer: ,flocraska Ha nekapcTeeHu nponyk‘rm 3a 2020 T,

_ otnyckanu no peaa Ha HapenGa Ne 34 ot 25.11.2005 r. 3a pega 3a-3annallaHe oT AbpXKaBHUS 6ro.q>|<e'r Ha

neyeHneTo Ha Gunrapckute rpakaaHu 3a 3abonsBaHus, W3BbH 0OXBaTa Ha 33ALNKUTENHOTO 34PaBHO
OCUrypsiBaHe, 3a flieyeHie Ha nauueHTV c XWUB/CIWH, Ty6ep1<ynoaa MCUXUYHU W NOBeAEeHYeCcKH
pascTpoiicTea, AbMKalM ce Ha ynoTpeba Ha onuonaK,. CUHAPOM ' Ha 3aav1cmoc1'" Bkniousalla 29
obocobenu noauyun®, - no obocobeHa nosuuuaNos c npeamet: ETRAVIRINE, nepopanna topma

~ CbrnacHu cme.C BCAYKM YCIIOBUA Ha BL3NIOXUTENS, 3an0XeHN B HacTosLaTa o6GLecTBeHa NopbuUKa,
B T.4. C-OMPEAENneHNs CPOK Ha BanuaHOCT Ha odepTuTe U ¢ npoekra Ha AOTOBOP. Motebpxaasame, ye
otbepTaTta U € BanuiHa 3a LIenusa cpok, nocoyex BT. IV.2.6 o1 oﬁﬂsneHweTo 3a nopwvyKa;

XUB/CIWH » Ty6epkynosa
Bcsika otpenHa aocraska, npeaMeT Ha HacTOAWMS  AOroEop LWe Gbae AocTaBeHa B cpok Ao, 10

-(AeceT) paboTHu AHW cnep nosyyaBaHe Ha 3afBKaTa-pasnpeaencHue OT BB3NOXUTENS U 3a konuJecreara,

TOUHO OnpefeneHM B 3amBKaTa. 3asBKaTa-pasNpeAeneHue Ce permcTpupa; C U3XOAAW HOMep OT
AernoBOACTBOTO U Ce BPLYBA OT EKCNEpT.OT oTAen ,JlekapcTeeHn npodykmu' Ha avpekuns ,Jlekapcreexa
TOANTMKA" NUYHO Cpelly noAnic Ha npepcrasuten Ha W3NBLNHUTENA NO AoroBopa Wnu ce.usnpauja c
npenopbYaHo NMcMo ¢ o6paTHa pasnucka, unu o hakc, MITK MO ENEKTPOHEH MBT APM YCHIOBUSITA M TIO peaa
Ha 3aKoHa 33 eNeKTPOHHIA AOKYMEHT U ENEKTPOHHUTE Y0CTOBEPUTENHM YCNYTH,

I'Icuxuquu K noBefieHYeCKU Ea:lCTQOHCTBa, AbIKalin ce Ha ynoTpeba Ha OI'IHOL!BH, CURADOM

Ha 3aBUCUMOCT

MbpBara focTaBka OT AByMece4HaTa 3anBKa-pasnpejeneHue e ce U3NbIHK B CPOK-A0 4 (4eTnph) paboThu
AHW cnea nony4vyaBaHe Ha 3anBKaTa-pasnpeAencHue OT BBLINOXUTENR U 3a:KONMYeCTBa, onpeaeneHy 3a 1’
(enHa) ceamunua, CbrnacHo ceamMnUHNS rpaduk Kem 3asiBkaTa.

Bcsika cnepsalla execeaMuUyHa AOCTaBKa B pamMkiuTe Ha 3asiBKaTa e Ce N3MbIHW Ha 7-Us (ceamus) AeH ot
nocneaHaTa [OCTaBKa, B CLOTBETCTBYE C MAUCKEAHUATA Ha uN. 13, an. 2 oT Hapen6a Ne 2 071.20.06.2012 r.

3a ycnosuvATa K pesa 3a OCbLECTBABAHE Ha NporpaMy 3a NeveHne ¢ arGHUCTU W arOHVCTU-AHTArOHUCTU Ha
vua, 3aBUCUMM KbM  ONMOUAW. 3anBkaTa-pasnpeaeneHue ce perucrpupa nsxopslw| Homep OT
AenoBOACTBOTO. ¥ Ce BpbYBa OT eKCrnepT oT otaen ,JlekapcTBeHu .NpoAykTH' Ha gupekuma ,JlekapcTeeHa
nonuTUKa" IMYHO CpeLly NoAnuc Ha )peACTaBuTen Ha W3NBNHUTENA NO AOroBopa WM ce uanpawa ¢
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MPenopbYaHO AUCMO C 0BpaTHa pasnucka, UK NO (hHaKc, NN MO ENEKTPOHEH MLT NPM YCTIOBUATA U N0 peaa
Ha 3aKoHa 3a eNeKTPOHHMA AOKYMEHT U eNEKTPOHHUTE YAOCTOBEPUTENHM YCnyru.
: lapaHTupame, Ye: CMe B CbCTOSHUE A3 MSNMBLAHUM KA4ECTBEHO NOPBYKATA B MBAHO CLOTBETCTBHE C
ropeonucaHarta odepra.
3ausnuHeHme Ha nopbukara npennarame cnegHata paspaboTka Ha TEXHUHECKO NpeAnoXeHNe:

3aGonssane:

no
pea

Ne

ATC xoa

MexxayHapop,
HO
HENATeHTHO
HaWMeHOoBaH,
we

Tbproscko
HanmeHosaHue

TNekapcTee
Ha popma

Konuuecteo Ha
aKTUBHOTO
BeLLECTBO

OkoHua
TenHa:

onakos
Ka

s "
Konuuecrteo
A0

MKB Koz

XWUB/ CNvH

JOSARO{

LAMIVUDINE
WER T
ZIDOVUDINE

36 000

BZO 0,820.1,B20.
2,820.3,820.:4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,B21.2,821.3,B2
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,B23:2,823.8,
B24,221 .

JOSAF05

LAMIVUDINE

6 696 000

B20.0,820.1,820.
2,820.3,820.4,82

0.5,820.6,820.7,
B20.8,820.9,821.

0,821.2,821.3,B2
1.7,821.8,B21.9,
B22.0,822.1,822.
2,B22.7,823.0,B2
3.1,823.2,823.8,
B24,221

JO5AGO4

ETRAVIRINE

INTELENCE

tablet

200mg

3 600 000

B820.0,820.1,620.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3B2
1.7:321.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.38,
B24,221

JOSAR10

LOPINAVIR/
RITONAVIR
200 mg/50
mg

110 760

B20.0,820.1,820..
2,B20.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,824.
0,821.2,821.382
1.7,821.882139,
B22.0,822.1,822.
2,822.7.823.0,82
3.1,823.2,823.8, .
B24.221

JO5AR10

LOPINAVIR/

" RITONAVIR

FUAMEM 1]

A

B20.0,820.1,820.
2,820.3,B20.4,B2
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,B21.3,B2
1.7,821.8,B21.9,

B22.0,822.1,822.

Codpus 1756,
‘yi. feyeasp Crandes 5

9

Codpapma Bustec Taybpc

crpada A, eT.12 .

HA DCHUEAT
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2,822.7,823.0,B2
3.1,823.2,823.8,
B24,221 '

JOSAR02

'‘ABACAVIR/
LAMIVUDINE

184 320

820.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821,
0,821.2,821.3,B2
1.7,321.8.821‘.9,
B22.0,822.1,B22.

.2,B22.7,823.0,82

3.1,823.2,823.8,
B24.221

JOSAX09

MARAVIROC

216 000

B820.0,820.1,B20.
2,B20.3,B20.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,821.9,

B22.0,B22.1,B22.

2,822.7,B23.0,B2.

3.1,823.2,823.8,
B24,721

RITONAVIR

3 864 000

B20;0,820.1, B20.
2 BZO 3,820.4,B2
0.5,820.6,820.7,
B20.8,B20.9,B21.
0,821.2,821.3,B2.
1.7,821.8,821.9,
B22.0,822.1,B22.
2,822.7,823.0,B2

3.1,B23.2823.8,
-B24,221 *

JosAE'os

JOSAE10

DARUNAVIR

26 208 000

B20.0,B20.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,B21.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,
B24,221

10

JO5AX08

RALTEGRAV
IR

105 984 000

B20.0,820.1,B20.
2,B20.3,820.4,B2

0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,623.8,
B24,221

11

JOSAFO1

ZIDOVUDINE

AT

-

{

\ HOOPMAUW
UEHA AEAH

0, 367, AN.3 G

4 260 000

B20.0,820.1,B20.

-2,820.3,B20.4,B2

0.5,B20.6,620.7,

.B20,8,820.9,B21.

0,821.2,821.3,B2
1.7/B21.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,B2

Coghun 1756,

yn. fikuezap CraHuer 5

ochapma BusHec Taybpe, -
pada A, etT.12

/d“

’-.

-ren.: 4359 2 433 660(_, "
~thake: +359 225133 666 —
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3.1,B23.2,823.8,
B24,721

12

JOSAEDS

ATAZANAVI
R

8 424 000

B20.0,820.1,620.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,523.0,82
3.1,823.2,823.8,
B24.221

| 13

JO5AGO03

EFAVIRENZ

11016 000

B820.0,B20.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821:
0,821.2,B21.3,82
1.7,821.8,821.9,

| B22.0,822.1,822,

2,822.7,823.0,82
3.1,823.2823.8,

-B24,221

14

JOSAFO7

TENOFOVIR
DISOPROXIL

2 557 800

B20.0,820.1,B20.
2,820.3,820.4,B2

0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,821.3,82

1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2823.8,

'B24,221 -

15

JOSAFO1.

(]

ZIDOVUDINE

104 800

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,B20.7,- .
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B822.0,822.1,B22,

2,822.7,823.0,B2

3.1,823.2,823.8, -
B24721°

16

JOSAF05

LAMIVUDINE

57 600

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21,
0,821.2,821.3,B2
1.7,821.8,B21.9,

B22.0,822.1,822.
2,B22.7,823.0,B2

3.1,B23.2,823.8,

B24,Z21

17

JOSAGO5

RILPIVIRINE

Wi

1431.000

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,

-| B22.0,822.1,822.

2,822.7,823.0,B2

Cochun 1756,

yA. l'lbqesap Cranues 5

Covbapma Eusnec Tay'bpc,
crpans A, eT.12

i 364,

Ten.: +359 2.8
Apaxc: +359 ﬁ
Www, suphal‘matradl

33660 7
133 665
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3.1,823.2,823.8,
B24,21 -

18

JO5AX12

DOLUTEGR
AVIR

6859 800

B20.0,820.1,B20.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822."
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

19

JOSAR03

EMTRICITABI
NE/

TENOFOVIR

DISQPROXIL

311 760

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7, .
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9, -
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,Z21 -

20.

JO5AR13

DOLUTEGR
AVIR/ABACA
VIR/
LAMIVUDINE

154 080

B20.0,820.1,820.
2.B20.3,820.4,B2
0.5,820.6,620.7,
B20.8,820.9,821.
0,B21.2,821.3,B2
1.7,821.8821.9,
B22.0,822.1,822.-
2,822.7,623.0,B2
3.1,823.2,823.8,
B24221 -

21

JOSAR14

DARUNAVIR/
COBICISTAT

117 720

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82.
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

22

JO5AR22

800/150mg

DARUNAVIR!
COBICISTAT
/ i
EMTRICITABI
NE/
TENOFOVIR
ALAFENAMID
" E

56 520

B20.0,820.1,B20.,

| 2,B20.3,B20.4,B2

0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,B2
1.7,821:8,821.9;
B22.0,822.1,822.
2,822.7,823.0,B2-
3.1,823.2,82338,
B24,221

23

JOSAR21

DOLUTEGR
AVIR/
RILPIVIRINE

9000

B20.0,820.1,520.
2,B20.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7.821.8821.9,

B22.0,822.1,822.
2,B22.7,823.0,82

Codua 1756,

yAi. [Tbuesap GraH4es 5
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3.1,823.2,823.8,
B24,221

TMenxuyHm u
noBeAeHIYECKU
pasTpoMCTEa,
ABmKally ce
Ha ynoTpeba i)
Ha onuouam, i 1
CUHEPOM Ha METHADON

aasucumocT | 24 | NO7BCO2 E 120 826 000 AE102| VS

; ' A15.0, A15.1,A15.
2,A15.3,A15.5,A1
5.6,A15.7,A15.8,
A15.9,A16.0,A16.
1,A16.2,A16.3.A1
6.4,A16.5,A16.7,
A16.8,A16.9A17.
0,A17.1,A17.8 A1
7.9.A18.0,A18.1,
A18.2,A18.3,A18.
4,A18.5,A18.6,A1
8.7,A18.8A10.0,
A19.1,A19.2,A19.
8,A19.9,890.0,B9
0.1,890.2,890.8,
.25 | JO4ACO01 | ISONIAZID 82 170 000 | B90.9

A15,A15.0,A15.1,
A15.2,A15.3A15.
5A15.6,A15.7,A1.
5.8,A15.9,A16.0,
A16.1,A16.2,A16.
3,A16.4,A16.5A1
6.7,A16.8.A16.9, °
Sua A17.0.A17.1,A17.
yoepkynosa 8,A17.9,A18.0,A1
8.1,A18.2,A18.3,
A18.4:A18.5,A18.
6.A18,7,A18.8 A1
9.0,A19.1,A19.2,
; A19.8,A19.9,890.
: il 1 0,890.1,890.2,89
26 | JO4ABO2 | RIFAMPICIN 161 970 000 | 0.8,890.9 -

A15,A16.0,A15.1,
A15.2,A15.3 A15,
'5,A15.6,A15.7,A1
5.8,A15.9,A16.0,

A16.1,A16.2, A16.
3,A16.4,A16.5,A1,
6:7,A16.8,A16.9,

A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A18.2,A18.3,

A18.4,A18.5,A18.
6,A18.7,A18.8 A1
. 9.0,A19.1,A19.2, -
: s A19.8,A19.9,B90.
PYRAZINAMI ) h 0,890.1,890.2,89

27 | JO4AKO1 DE iy, 3¢ 215 150 000 | 0.8,890.9

Eodus 1756, fCocbapma BuaHec Taybpyg(&\‘ ‘ ten.; +359 2 8133 660 i o

yn. Msvesap Cranuen 5 / crpada A, er.12 l @( thaxc: +359 2 8133 666
s - '.Y

‘www.sopharmatrading.bg




ETHAMBUT
28 | JO4AKO02 oL

160:200 000

A15.0,A15.1,A15.
2,A15.3,A15.5,A1
5.6,A15.7,A15.8, -
A15.9,A16.0,A16.
1,A16.2,A16.3,A1

6.4,A16.5,A16.7,

A16.8,A16.9,A17.
0,A17.1,A17.8,A1
7.9,A18.0,A18.1,
A18.2,A18.3,A18.
4,A18.6,A18.7,A1.
8.8,A19.0,A19.1,
A19.2,A19.8,A19.
9,890.0,890.1,B9
0.2,890.8,890.9

BEDAQUILIN
29 | JO4AKOS E

131 600

A15.1

.

1, [eknapupam, 4e nekapCTBeHWTe MNPOAYKTU' £a° BKIOYEHN -B Mpunoxerne 3 Ha MosnTneHUs

NEKapCTBEH CNUCHK, akTyasnHo KbM gararta Ha nojaBatqe Ha npeanoxeHuero. .

2 2. [leknapupaMm, Y€ CbM ChINAaCeH, Ye ako Npe3 BPEMETo Ha AedCTBIUE Ha A0roBopa CTORHOCTTA, KOATO
chenea Aa ce 3annauya ¢ NyGnuyHu CPeACTBa Ha NeKapcTseHU NpoaykTH OF MO3UTUBHUSA NEKAPCTBEH CrINCHK
CTaHe No-HUCKa OT AOFOBOPEHATa, BbanoxuTenaT GesycnosHo Aa 3annaija nekapcreeHuTe NPoAyKTHU Ha no-
HWCKaTa LieHa, CYMTaHO OT AaraTa Ha BM3aHe. B CWa Ha peLlieHUeTo Ha HauvoHanHus CbBET NO UEHW u
peumGypcupane Ha nekapcreeHute npoayktn (HCLIPJIFT) 3a npoMsHa Ha LeHa Ha nekapcTBeH NpoayKT unu or -
AartaTta Ha aKkTyanusauuaTa Ha Mo3WTMBHWS NekapcTeeH CNUCHK Mo peAa.Ha un. 57, an. 1 or HapepGara 3a’

YCNOBWATA, NpaBUnata W peAa 3a perynupaKe U perucTpupaHe Ha LIeHVTe Ha nekapCTBeHWTe NPoAyKTH 3a

neKkapcTBeHUTe NPOoAYKTH C HamaneHa CTOMHOCT 3a onakoBka, usyucneHa Ha Gasa pedepeHTHa CTOMHOCT. B
cny4auTe no NPeaXoaHOTO U3peyeHne, CTOMHOCTTa ce Onpeaerisl KbM MOMEHTa Ha focTaBkaTa (noanuceaHe Ha
npuemMo-npegaBaTeneH NpoTokon).., :
: 3. [leknapupam, Ye Cpoka Ha FOAHOCT Ha npegnaraHuTe MeKapcTeeH! rpogayktn ule. 6bae He mo-
ManbK ot 60 (wecTaeceT) Ha CTo OT-0GABEHNA OT NPOM3BOAUTENS KbM AaTaTa Ha BCAKa AOCTaBKa.. '
4. NyGnuy4eH perucTsp; B KOWTO ca nyGnnkyBaHU, BCUYKA NPUNOXKEHUA KbM paspeLleHueTo 3a ynotpebda:

https://ec.europa.eu/health/documents/community-register/html/h468.htm

- [ToacHexue: FipunoxeHnaTa, HepasaenHa YacT OT KOHKPETHOTG paspellenne 3a ynoTpeba He cneasa pa Ovaar
NpefcTaBAHM OT yYacTHULMTE KaTto 3asepeHu konusi. Heobxoaumo e ydactHuuuTe ha NocoYaT KOHKpeTeH nyGnuue
percTsp, B KOUTO ca NyGNvKyBaHU BCUUYKU NPUNOXEHNA KbM KOHKPETHOTO paspelueHne 3a ynorpeba..

Mpunoxenus: r
. 1. 3aBepeHO KoNMEe Ha BanuWAHO paspewehne 3a ynotpeba B cTpaHaTa, u3gaaeHo no. peaa Ha 3JIMNXM wunwn
Pernament (EQ) Ne 726/ 2004 r. Ha EBponelickna napnamenT u Cheeta (un. 23, an.1 Ha 3JINXM).

AATA: 24.01.2020 . MOMMNC n MEYAT. Swad 7

Codust Wfoﬁhoﬁa ’

adapma busHec faybp@\[ : Ten.; +359 2:8133 660
pana A, eT. 12 thakc: +35% 2 8133 666
www.sopharmatrading.bg
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" OBPA3EL
TEXHUYECKO MPEANOXEHVE

no obLecTBeHa NOpBbYKa C NPpeaMer:

,,noc'ramca Ha nekapcTBeHM NpoAyKTH 3a 2020 r., oTRyCKanM NO pena Ha Hapepn6a Ne 34 ot 25.11.2005
f. 3a peaa 3a 3annaulate OT ALPXABHUA Glomxe'r Ha NeYeHNneTo Ha GLNrapcKuTe rpaXxaanu 3a
3abonsBaHusi, ¥3BLH 06XBaTa Ha 3aQLINKUTENTHOTO 3APaBHO OCKIypsiBaHe, 3a fieYeHne Ha NauneHTH
¢ XUBJ/CIUWH, 'ry6ep|(ynosa, ncuxmmu M NOBEAEeHYECKM Pa3CTPOMCTBA, AbKallu ce Ha ynoTpeba Ha

onuoMAamM, CUHAPOM Ha 3aBMCMMOCT, BKNIOuBawa 29 060co6eHu nosuuyumn®

o6ocobena nosuuua Ne 17 ¢ npeamer: RILPIVIRINE, nepopanta ¢opma;
’ ¥ 1

HacrosiLueTo TexHMYecKko npeanoxenue e noaageHo or; ,,COOAPMA TPEﬁﬂMHF‘ Al

v noanucaxa or. Nanusa CtanuHosa CToAHOBAa,

B Ka4ecTBOTO M Ha: Menumxbp MyBnnunn doHgose B ,Codapma TpeiiauHr* ALl u MBNHOMOLLHWK,
CBIIAacHO MbAHOMOLYHO N2 7984 ot.09.12.2019 r. Ha JlioBka Cotuposa — Hotapuyc, C paiioH Ha Aewcrsue P.C.
Codbus, per. Ne 400 Ha HoTapuanHara kamapa.

Cuobpxarue: .

1.MpeAnoxeHne 3a U3NbIHEHWE Ha NopbYKaTa B 'CLOTBETCTBUE C TEXHUUECKUTE cheumpuKauum u
M3UCKBaHUATA Ha BL3NOXUTENS.

1.1./IpunoxeHnn KM NpeAnoOXeHUsITa 3a U3MbIIHEHUE Ha NoOpbYKaTa

1.1:1. 3aBepeHo konue Ha BanUAHO pa3peu1e|-me 3a ynotpe6a B cTpaHara, n3faaeHo no peaa Ha
3NNXM um Pernament (EQ) Ne 726/ 2004 r.‘ Ha Esponeiickus napnamel-rr M CuBeta /un. 23, an.1 Ha
SNNXM/. :

Bawmwo! lpunoxenusima, Hepaszdenna yacm oM KOHKPEMHOMO pa3peweHue 3a "ynompeba he cnedsa Oa
6noam npedcmaesmu om ydacmMuyume Kamo 3aeepeHu Konus. Heobxodumo e yuacmruyume da nocovam 6
npednoxeHuemo 3a U3MbAHEHUE Ha MOPbYKama KOHKPeMeH fybnudeH peaucmup, 6 Kolmo ca nyGnuKyeaHu ecuyku
npunoxenun KbM ko:-mpemHomo paspeweHue 3a ynompeﬁa

[ATA: 24.01.2020 . noanucC u NEYAT: s2. g
Cocpua : _—TanuHa CTosmoaa

Codbust 1756, Cochépma BudHec Taybpc, Ten.; +359 2 8133 660
yA. Mbuesap CTanues 5 { Crpada A, er. 12 dakc: +359 2 8133 666

www.sopharmatrading.bg
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,;A
NPEQNOXEHUE 3A M3MBNHEHUE HA MOPBHYKATA

no:. MunucTepcTBO Ha 3ApaBeona3BaHeTo
1000, nn. Ceeta Hepensn Ne 5 4
(HaumeHosaHue u adpec Ha eb3noxiumens)

or: »Cothapma Tpenaunr” An
(HaumeHoeaHue Ha YHaCMHUKE)
c appec: rp..Cocus, yn."Jibuesap Cranues” Ne'5, Codbapma BuaHec Taybpc, crpaga A, eT. 12
Ten.: 02/ 8133 660, cdakc: 02/ 8133 666, e-mail: office@sopharmatrading.bg
Byncrat / EUK: 103267194

YBAXAEMIW OAMU U FOCTIOAA,

C hactoswoTo, Bu ApeacTasame Bu npeacTaBsMe HALLETO TEXHUUECKO npeanoxeHue 3a UsNbNHeHNe
Ha obsBeHaTa oT Bac obuiecTBeHa NOPBYKa C npeamer: ,FlocTaBka Ha nekapcreexmn npogyktu sa 2020 o
oTnyckaHu no peaa Ha Hapen6a Ne 34 or 25.11.2005 r. 3a pena 3a 3annallase or AbPXABHUA BIOAXET Ha
nevenueTo Ha Gbnrapckute rpaxaaHu 3a 3a6onsBaHWs, . M3BbH obxBata Ha 32AbMKUTENHOTO 34PaBHO
ocurypsBaHe, 3a nedveHuWe K& Ha NauWeHTu ¢ XVIB/CFMH TYGepKynosa, NCUXMYHW W NOBEAEHYECKN
pa3cTpoicTBa, AbMKalLM ce Ha ynotpe6a Ha onuouaw, CWMHAPOM Ha 3aBMCHMOCT', BKMiouBalla 29
obocobeHu noauuun®, no o6ocoGena nosnumua Ne 17 ¢ npeamer: RILPIVIRINE, nepopanta gopma

CBriacH# cMe ¢ BCHYKM - YCNOBUS HA BBL3NOXUTENS, 3a/I0XEHN B HacToALaTa obLecTseHa nopbYKa,
B T:M. C ONpEAEneHns CpoK Ha BanuAHOCT Ha odepTUTe W C NpoekTa Ha AOrOBOP. ﬂorsbpmaaame Ye
odheprara HU e BanmaHa 3a Lenusa cpok; NocodeH B-T. IV.2.6 oT o6ABNeHneTo 3a nopbyKa.’

XUB/CMNWH u Ty6epkyno3sa

Becska orpgenHa pocraeka, NpeaMeT Ha HacTOALWMA AOroBop e Obae gocTaseéHa B cpok Ao 10
(Aecet) paGoTHu gHKM cnea nonyyaBaHe Ha 3dsBKaTa-pasnpeaeneHne 'oT BLINoXUTens 1 3a konuyecTeara,
TO4YHO onpeaeneHn B 3asBkaTa. 3asBKaTa-pasnpefeneHne ce PETUCTPUPA C M3XOAAL| HOMEp OT
AErNOBOACTBOTO U Ce BpbuBa OT eKCNepT OT OTAen JJlekapcTeenn npoaykTu“ Ha aupekuus JlekapcTeeHa
nonuTMKa® NUYHO Cpelly NOANMC Ha NPEACTABUTEN Ha M3MBAHWTENS NO AOroBOpa WAM Ce Manpala ¢
NpenopbsYaHo NMemo ¢ obpaTtHa pasnucka, unu no.dakc, unu no enelcrponeu NBT NpY YCRoBUATa U No péaa
Ha 3aKoHa 3a eeKTPOHHUA AOKYMEHT U ENeKTPOHHNTE YAOCTOBEPUTENHIN YCIyTi.

Mcuxuyunn n noBeieHYECKW PAICTPOUCTBA, ALKl ce Ha YNoT| e6a Ha onuoUAM, CUHADPOM
Ha 3aBUCHUMOCT
TbpeaTta gocTaska OT AByMece4HaTa 3aﬂBKa-pa3npe.qeneHme L(e ce M3MBLITHU B CPOK A0 4 (quupM) paboTHu
AHWU crieg nonyvYaBaHe Ha 3asBKaTa-pasnpefeneHne oT Bb3foXUTeNs “ 3a Konmqecraa onpeaeneHu .3a 1
(eaHa) ceammua, CurNacHO ceAMUUHUA rpadduK KbM 3anBKaTa.
Besika cnepsalla execeagMnyHa AOCTaBKa B pamkuTe Ha 3asiBkata Lie ce U3NbNHN Ha 7-vm (ceamus) .qu oT
nocneaHara [OCTaBKa, B CbOTBETCTBNE C U3UCKBAHMATE Ha ufl. 13, an. 2 oT Hapep6a Ne 2 ot 20.06.2012 r.
3a'ycnosusiTa U pea 3a OCbLUECTBABaHE Ha NPOorpamu-3a NedeHne C aroHUCTH N arOHUCTU-aHTarOHUCTU Ha
nvua, 3aBUCHMW KbM OMUOMAW. 3asBKaTa-pasnpeferieHne ce PerucTpupa c n3xXomsLy HOMep oT
AEMNOBOACTBOTO U C& BpbYBA OT ekcnepT oT otaen ,flekapcTeeHn npo.qucrm“ Ha avpekuus JlekapcTeeHa
nonwruka NAYHO Cpelly noAnuc Ha NpeacTasuTen Ha W3NBAHWTENs NO JOrosopa WNM ce u3npawa. ¢

v

Codhus 1756, ‘Codhpma m%%l‘aybpc, Ten.: +359 2 81 33 650
thakc: +359 2 8133 666
www.sopharmatrading.bg
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npenops4aHo NMCMo C obpaTHa pasnucka, Unu Mo (akc, Unu no enekTPoHeH NbT Npu ycnoevmra ¥ no pega
Ha 3aKkoHa 3a eﬂeKTPOHHVIFI OOKYMEHT 1 eNEeKTPOHHNTE YAOCTOBEPUTENHM yChyru.
l'apaHTMpame Yye cMe B CbCTORHUE Ja N3NBNHUM ka4yecTeero nopbykaTa B.MbHO CEOTBETCTBUE C
ropeonucaHara odaepTa ' \
3a usnbAHeHue Ha NopbykaTa npegnarame cnegHaTa paspaboTka Ha TeXHUHECKO NpeanoXeHmne:

3a60nﬂaaﬂe

e
no
pea

ATC kop

| MexayHapoa
HO

HEeNaTeHTHO

HauMeHoBaH
ne

ToproBcko

HaumeHoBaHue-

-Jlekapcree
Ha hopma

Kosnuuecteo Ha
AKTNBHOTO
BELLeCTBO

'‘OkoHya
- TenHa

onaxos
Ka

KonuuecTtso
Ao

MKE koa

XuB/ CnvH

JO5AR01

LAMIVUDINE
, /
Z|DOVUDINE

36 000

B820.0,820.1,820.
2,820.3,B20.4,B2"
0.5,820.6,820.7,
B20.8,820.9,B21,
0,821.2,B21.3,B2
1.7,821.8,821.9,
B22.0,822.1,B22.
2,822.7,823.0,B2
3.1,823.2,823.8,
B24,721

JOSAFQ5-

LAMIVUDINE

6696 000

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9;

B22.0,822.1,822.

2,B22.7,823.0,B2

3.1,823.2,B23.8,
B24,221

JOSAG04.

ETRAVIRINE:

3'600 000

B20.0,B20. 1,820.
2,B820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,B21.8,B21.9,

B22.0,822.1,B22.

-2,822.7,823.0,B2
| 3.1,823.2,B23.8,

B24,221

LOPINAVIR/
RITONAVIR
200 mg/50

JO5AR10 mg

110 760

B20.0,820.1,820.
2,820.3,820.4,82

-0.5,820.6,820.7,
B20.8,820.9,B21.
0.B21.2,B21.3,B2

1.7.821.8,821.9,

B22.0,822.1,822.
2,B22.7,823.0,B2
3.1,823.2,823.8,

B24.221 .

JOS5AR10

LOPINAVIR/
RITONAVIR

‘_l::_ A ’mop

1Aum‘;"

B20.0,820.1,820:

2,820.3,820.4,B2

0.5,820.6,B20.7, .
B20.8,820.9,B21.

1 0,821.2,821.3,82

1.7,821.8,821.9,
B22.0,822.1,822..

Codhun 1756,

yn Muuesap CtaHues S
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dhakc: +359 28133 666
www.sopharmatrading.bg
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2,B22.7,823.0,82
3.1,B23.2,B23.8,
B24,221 :

JO5AR02

ABACAVIR/
LAMIVUDINE

184 320

B20.0,B820.1,B20.
2,820.3,B20.4,B2

'0.5,820.6,820.7,

B20.8,820.9,B21.
0,B21.2,821.3,B2
1.7,821.8,B21.9;
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,B23.8,
B24.Z21

JO5AX09

MARAVIROC

216 000

B20.0,820.1,820.
2,B20.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3B2
1.7,821.8821.9, -

'| B22.0,B22.1,822.

2,822.7,823.0,B2 .
3.1,823.2,823.8,
B24,221

JOSAEQ3 !

RITONAVIR

3864 000

B20.0,820.1,B20.
2,820.3,820.4,82 |

'0.5,820.6,820.7, -

B20.8,820.9,B21.
0,B21.2,821.3,B2
1.7,B21.8,B21.9,

B22.0,822.1,B22. |

'2,B22.7,B23.0,B2

'3.1,823.2,823.8,
B24,221

JOSAE10-

DARUNAVIR

26 208 000

B20.0,820.1,B20.
2,820.3,820.4,82
0.5,820.6,820.7,
820.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

10

JOSAX08

RALTEGRAV
'R

105 984 000

820.0,820.1,B20.

. 2,B20.3,820.4,B2
.0.5,820.6,820.7,

B20.8,820.9,821.
0.821.2,821.3,B2
1.7,821.8,821.9, .
B22,0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24.221

11

JOSAFO01

ZIDOVUDINE

3#\&’\“

\' HA

MHOOPNIALINA |
OEHOBANVE
qn.[asA AN.30

4 260 000

B20.0,820.1,B20.
2,B20.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,B21.8,B21.9,

B22.0,822.1,B22.
2,822.7,823.0,82

Codna 1756,

yn. Muuesap CraHyes 5

-/Cocbapma Biaxec Taysp
‘crpaga A, eT.12

A

A
i

b
i 1

e

e

—m—

Ten,, +359 2 8133 66U

cbaKc +359 2 8133

www.sopharmatrading.bg
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3.1,823.2,823.8,
B24.221

12

ATAZANAVI
R

8 424 000

B20.0,820.1,B20.
2,B820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,B23.8,
B24,721

13

JOSAED8

JOSAGO03

EFAVIRENZ

11 .016'000

B20.0,820.1,B20.
2,B20.3,820.4,B2
0.5,B20.6,820.7,
B20.8,B20.9,821."
0,821.2,821.3,B2
1.7,821.8,821.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,823.38,
B24,221

14

JOSAFQ7

TENOFOVIR
DISOPROXIL

2 557 800

'B20.0,820.1,B20.
'2,820.3,820.4,B2

0.5,820.6,820.7,

| B20.8,820.9,B21.

0,821.2,821.3,B2
1.7,821.8,821.9,
B22.0,B22.1,B22.

'2,B22.7,823.0,B2

3.1,B23.2,B23.8,
B24,221°

15

JOSAFO1

ZIDOVUDINE

104 800

B20.0,820.1,820.
2,B20.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,B21.2,821:3,B2
1.7,821.8,821.9,
B22.0,B22.1,B22.
2,822.7,823.0,B2
3.1,B23.2,823.8,
B24,221

A16

JOSAFQ5

LAMIVUDINE

57 600

B20.0,820.1,B20.-
2,820.3,B20.4,B2.
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,B21.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,B23.8,

B24,221

17

JO5AG05

RILPIVIRINE

EDURANT

[$3]

; film-
coated
tablet

AMAYEHA)

25mg

HooPMAUL
&DBAHME

=

18

A

1431 000

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82

Cothuna 1756,

8 o

yn. fisuesap Cranues 5

HA OC
364

m

A‘ﬂpma BusHec Ta®

_crpaga A, et.12

eI

9

1an. 3 07300

el - :
Ten.: +359 2 8133 664
thakc: +359 2 8133 66u-
www-.,supha_rmatrading‘ g
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3.1,B23.2,823.8,

‘B24,221 y

18

JO5AX12

DOLUTEGR
AVIR

6859 800

B20.0,820:1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

19

JOSARO03 .

EMTRICITABI
NE/
TENOFOVIR
DISOPROXIL

311760

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,821.3,B2

'1.7,821.8821.9, .

B22.0,822.1,822.
2,822.7,823.0,82"
3.1,823.2,823.8,
B24,721

20

JOSAR13 |

DOLUTEGR

AVIR/ABACA
Vi

LAMIVUDINE

154 080

B20.0,820.1,B20.

'2,820.3,B20.4,B2

0.5,820.6,820.7,
B20.8,820.9,821.
0,621.2,621.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,B23.8,
824,221

21

JO5AR14

DARUNAVIR!
COBICISTAT
800/150mg

117 720

B20.0,820.1,820.
2,B820.3,820.4,B2
0.5,820.6,820.7,

'B20.8,820.9,B21.

0,821.2,821.3,82
1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,

B24,221

22

JOS5AR22

DARUNAVIR/
COBICISTAT
/
EMTRICITABI

© NE/

“TENOFOVIR.

ALAFENAMID
[

56 520

B20.0,820:1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,B23.8,
B24,721

23

JO5AR21

DOLUTEGR
AVIR/
RILPIVIRINE

. 9000

B20.0,820.1,B20.
2,B20.3,B20.4,B2
0:5,820:6,820.7,

B20.8,820.9,B21.

'0,821.2,821.3,B2

1.7,B21.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2

Codwmst 17586,

Jote iy YEELT

=,
-

yA. nb‘-IEBBD CTaHues 5

a7 23592 8133 6657 .
WWW, supharmatradmg'ﬁ_,,/
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3.1,823.2,823.8,
B24,221

TeuxnyHn n

. NOBEASHYECKN
pasTponcTBa, |
Abmkaum ce
Ha ynotpeba
Ha ONMONAN,
CUHAPOM Ha

| 32BUGUMOCT

24

NO7BC02

METHADON
E

120 826 000

‘F11.2.

TyGepkynosa

25

JO4ACO1

ISONIAZID

82 170 000

A15.0,A15.1,A15.
2,A15.3,A15.5A1
5.6,A15.7,A15.8,

A15.9,A16.0,A16.
1,A16.2,A16.3,A1
6.4,A16.5,A16.7,

A16.8A16.9.A17.
0,A17.1,A17.8 A1
7.9,A18.0,A18.1,

A18.2,A18.3,A18.
4,A18.5,A18.6,A1
87,A18.8,A19.0,

A19.1,A19.2,A19.
8,A19.9,890.0,89
0.1,890.2,890.8,

B90.9

26

JO4AB02

RIFAMPICIN.

161970 000

A15,A15.0,A15.1,
A15.2,A15.3,A15..

' 5,A15.6,A15.7,A1-

5.8A15.9,A16.0,
A16.1,A16.2,A16.
3.A16.4,A16.5,A1
6.7,A16.8,A16.9,
A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A182,A183,
A18.4,A18.5,A18.
6,A18.7,A18.8/A1
9.0,A19.1,A19.2,
A19.8,A19.9,B90.
0,890.1,890.2,89
0.8,890.9

27

JO4AKO1

PYRAZINAMI
DE

3asl

HA Wi
M derio

IhoPMAUNA
BAHWUE.

215 150 000

A15,A15.0,A15.1,
A15.2,A15.3 A15.
5,A16.6,A15.7,A1
5.8,A15.9,A16.0,

A16:1,A16.2,A16.

-3,A16.4,A16.5,A1
6.7,A16.8,A16.9,

A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A18.2,A18.3,

A18.4,A18:5,A18,
6,A18.7,A18.8,A1

9.0,A19.1,A19.2,

A19.8:A19.9,890.
0,890.1,890.2,89
0.8,890.9

Cochus 1756,

yn. Nbuezap CTaHues 5

c\%
CTPaA;

Y, 364, AJL. 3oT36h

A
Ma, EMBHEC Tm‘

Aert2 @\/&

|a y"‘

I Y] -
“ren. -'-3592 81-33*

dJaKc +359 28133 666
www.sopharmatrading.bg




28

JO4AKO02

ETHAMBUT
. oL

M

160200 000
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A15.0,A15.1,A15.
2,A15.3 A15.5,A1
5.6,A15.7,A15.8,
A15.9,A16.0,A16.
1,A16.2,A16.3 A1
6.4,A16.5,A16.7,
A16.8,A16.9,A17.
"0,A17.1,A17.8,A1
7.9,A18.0A18.1,
A18.2,A18.3 A18.
4,A18.6,A18.7,A1
8.8,A19.0,A19.1,
-A19.2,A19.8,A18.
9,890.0,890.1,89
0.2,890.8,890.9

29

JO4AKO5

'BEDAQUILIN
SIS

131 600

A15.1

v

1. Jeknapupam, ‘Ye NEKapCTBEHUTE NPOAYKTM Ca BKAIOYEHW B Mpunoxenve 3 Ha TMoauTueHmnA
NeKapcTBEH CMUCHK, aKTyanHo KbM AaTata Ha nojasaqe Ha NPeanoXeHneTo.

2. [lexnapupam, Ye CbM ChIfiaceH, Ye ako Npes BPeMeTo Ha AeliCTBNe Ha [oroBopa CTOMHOCTTA, KOATO
crnenea fa ce sannalya ¢ nyGnuYHI CpeACcTBa Ha fekapcTBEeHU NPOAYKTH OT MO3UTUBHWA NekapcTeeH Cnucek
CTaHe Mo-HWCKa OT AOroBOPeHaTa, Bb3noXutenaT GesycrnoBHO Aa 3annawa nekapcrael-lme NPOAYKTH Ha no-
HUCKaTa LieHa, CUMTaHe OT JaTarTa Ha BNM3aHe B CWMa Ha pellueHVeTo Ha HauwoHanHus chbBeT no UeHn U
‘penmbypcupaHe Ha nekapcrseHuTe npoayktn (HCLIPAIIM) sa npoMsHa Ha. LeHa Ha niekapcTBeH NPOAYKT N ot
Aarata Ha akTyanansaunsita Ha Mo3uTuBHUA NekapcTBeH CNUCEK .no peaa Ha un. 57, an. 1. .ot Hapea6ara 3a
ycnosusTa, Npasuiarta U pepa 3a perynupaHe u perucTpupaHe Ha LieHnTE Ha neKkapeTBEHUTE NPoayKTY 3a
FfieKapCTBEHNTE NPOAYKTU C HamaneHa CTOVHOCT 3a ONakoBKa, M3YncrieHa Ha Gasa pecpepeH'rHa croiHocT. B
criyqaute no npe.qxo.qHOTo #n3peueHue, CTOMHOCTTA ce onpeaens KbM MOMEHTa Ha JocTaBkata (noanucaaHe Ha
npuemo-npeaasareneH npoToKori). ‘ :

3. [leknapupaMm, 4e Cpoka Ha rogHOCT Ha npepnaraHuTe NEKapCTBEeHW NpodykTw we 6bae He no-
ManbK oT 60 {(wecTaeceT) Ha cTO OT 0GABEHUA OT NPOU3BOAUTENSI KbM AATaTa Ha BCAKA AOCTaBKA..

4. Ty6nuyeH peructsp, B KOUTO ca- nyﬁnukyaanm BCUYKM NPUNOXEHUs KbM paspelueHneTo 3a yroTpeba:

https://ec.europa. eu/health/documents/commumtv-reqnster/html/h736 htm

MoscHeHue: MNpunokennsiTa, HEepasAenKa 4act OT KOHKPETHOTO paspemenue 3a ynotpeGa He cneaea Aa Gvaar
TIPEACTaBSIHM OT’ Y4aCTHULMTE KATO -3aBEPEeHM KomuA. HeoGXoauMo e yyacTHUUMTe Aa MocoMaT KOHKpeTe ny6nuieH
PerucTLp, B Koitto ca NyGnukysaHn BCUUKY NPUNOKEHUS KbM KOHKPETHOTO paspelueHue 3a yriotpe6a.

Mpunoxenus: . )
. 1. 3aBepeHo konue Ha . Baﬁmuo paspeLLeHue 3a ynotpeba B crpaHaTa, usaaaeHo no pesa Ha 3MMXM wnnm
PernameHT- (EO) Ne 726/ 2004 r. Ha Eaponeucxun napnamel-rr n Cueeta (tm 23 an.1 Ha 3J'II'IXM)

e ser=till

MOAMVC 1 MEYAT:2
- uHa CTosHOBa

NATA: 24.01.2020 r.

Codus - i /
Codwms 1756, \Atbapma BuzaHec Ta

yn. [Tevesap Crarues 5 crpana A et.12

Ten.: +359°2 8133 660
chakc: +359.2 8133 666
www.sopharmatrading.bg
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2——' P | OBPA3EL|
TEXHUYECKO I1PEﬂ.I10'5KEHME
no obLjecTBeHa nopwuKka ¢ NpeameT: j
»iloCTaBKa Ha nexapc‘rBeHu npoayxTu 3a 2020 °T., OTNyCKaH! no pena Ha Hape.q6a Ne 34 ot 25.11.2005
r. 3a peaa 3a 3annaialie ot AbpXasHua 6|omxe'r Ha nevyeHueTo Ha GbnrapckuTe rpaxaany 3a
3a6onABaHKs, M3BLH.06XBaTa Ha 3a/LMKNTENHOTO 3PaBHO OCUTYPABaHe, 33 NeYEHHe Ha NALUeHTH
¢ XUB/CIMUWH, TyGepkynosa, NICMXH4YHN U NOBEAEHYECKM Pa3CTPONCTBA, AbKallM ce Ha ynoTpeba Ha
ONMOMAK, CHHAPOM Ha 3aBUCHMMOCT, BKNnouBaua 29 060cobenu nosunaun’,
o6ogo6gua no3uuma Ne 21 ¢ npegmer: I:_)ARUNAVIRICOBICISTAT .8001150mg, nepopanHa ¢opma;

0 HacTosLLETO TEXHUYECKO Npeano)eHre e noaaaeHo ot: ,CO®APMA TPEAAUHI Al
; u noanucara oT: Manuxa CranuHoBa CtosHoBa,

B KAQuecTBoTo U Ha: MeHumxbp- FlyﬁnuqHu cboHaose B ,Cothapma TpenavHr' A un I'I‘anOMOLI.|HMK
CbrnacHo MbNHOMOLWHO Ne Ne 7984 ot 09.12.2019 r. Ha Jliobka CotupoBa — HoTapuyc, ¢ paiioH Ha aeiicTeue
P.C. Cocpus, per. Ne 400 Ha HoTapuanHata kamapa

‘CrObpimaHue: ;

1.[lpeanoxerune 3a usnaneHMe Ha nopbuKaTa B CbOTBETCTBUE C TEXHUYECKMTE CrieluduKaumy u
U3UCKBAHUATA Ha Bb3NOXMTENS. :

1.1. NpUAIOKEHMS KbM NPEANIOKEHNATA 32 UM LITHEHUE Ha nop'b-nca'ra

1.1.1. 3aBepeHo konwe Ha BanMAHO paspelieHue 3a ynotpeba B cTpaHaTa, U3AaAeHo Mo peja Ha
31NXM unu PernameHT (EO) Ne 726/ 2004 r. Ha Eeponeiickus napnameHT n CueeTta MMn. 23, an.1 Ha
SNNXM/.

Baxmwo! [Mpunoxenusima, HepazdeniHa vacm om KomcpemHomo paspewerue 3a ynompeba He cnedsa 0Oa
6n0am npedcmassHu om yuacmruyumie ‘kamo 3aeepeHu Korus. Heobxodumo e yvacmHuyume Qa nocovam €
NpednoXeHUemo 3a USITbIIHEHUE Ha NOpPbYKama KOHKpemeH nybnuyeH peaucnbp, € Kolmo ca ny6nuxyeaHu -BCUYKU'
TPUNOXEHUST KbM KOHkpemHomo paapeweHue 3a ynompe&a : :

OATA: 24.01.2020 . MOOMUC n NEYAT,_ 32 ="
Codus T aruHa CrosHoBa
3AJIMHEHA MHmopMAuVlﬂ

HA OCHOBAHMWE
uj. 36A, Al. 30T 301

A

" Codun 1 756'. . Codpapma BusHec Taybpc, Ten.: +359.2.8133 660
yn. Mouesap CraHues 5 crpapa A, et 12 - thaxc: +359 2 8133 666
. www.sopharmatrading.bg
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NPEANOXEHME 3A U3MBLIHEHUE HA NOPBYKATA

Ao: MuHucTepCcTBO Ha 3ApaBeonasBaHeTo ,
1000, nn. CeeTa Hepensa Ne 5 : |
(HaumeHoO8aHue U a@pec Ha ewnomumenﬂ)

Or: ,,Co«papma Tpeup.uur” Al
(HauMerHoBaHUe Ha yyacimHUKa)
-c appec: rp. Copua, yn. "flbyesap Cranuer” Ne 5, Cocbapma BuaHec Tayspc, crpa.qu er. 12,
Ten.: 02/ 8133 660, dakc: 02/ 8133 666, e-mail: office@sopharmatrading.bg
. Byncrar / EUK: 103267194

YBAXXAEMW IAMW V1 TOCTIOfIA,

C HactoswoTo, By npeacrasame Bu- npe,qcraiame HaLIEeTO TeXHWUYECKO npe'.qno»(eHue 3a u3nbHeHue
Ha obsBeHata oT Bac obujecTeeHa nopbyka ¢ npeamer: JlocTaska Ha nekapcTBeHu npogykTy 3a.2020 .,
oTnyckaHu no peaa Ha Hapen6a Ne 34-ot 25.11.2005 r. 3a pega 3a sannayaHe OT AbpxasHus GlopxeT Ha
nevYeHUeTo Ha GbnrapckuTe rpaXgaHn 3a 3abonsBaHvsA, W3BBH obxBaTa Ha 3a,qbn>xwrenno1-o 3fpaBHO
ocurypsiBaHe, 3a nedeHve Ha nauveHtn ¢ XWUB/CIMUH, TyGepkynosa, NCUXWYHU W NOBEAEHYECKU
pAascTpoNicTBa, ,qbnmaLuw ce Ha ynotpeba Ha onwuougwn, .CUHOPOM Ha 3aBUCUMOCT', BKnKouBaw@ 29
o6ocobeHu nosuumu®,, no obocobeHa. noauuun Ne 21 ¢ npepmer: 'DARUNAVIRI COBICISTAT
800/150mg, nepopanna dopma

- ChrnacHu cMe C BCHYKM YCTIOBUS Ha BL3NOXKUTENS, 3aN0KeHN B HacTosiaTa obLiecTBeHa nopbuKa,
B T.4. C ONpeAeneHns CpoK Ha BAAMAHOCT Ha OdepTUTE U C NpoekTa Ha Aorosop. MoTebpxaasame, ye
oghepTarta HY e BanuaHa 3a Lienus cpok, nocoyeH BT. 1V.2.6 oT 065BNEHNETO 3a NopBYKa.

XUBICIWH n Ty6epkynosa

Bcsika. oTAenHa Aoctaeka, MPEAMET’Ha HacToswMs AOroBop .lWe Gbie gocTaBeHa B cpok Ao 10
(AeceT) paboThu AHK crlen nonyyasaHe Ha 3anBkaTa-pasnpeaenenue ot Bbs'nomwr'ensl 1 33 KONIMYECTBATa,
TOUYHO onpep,eneHM ‘B 3asBKata. 3asBKaTa-pasnpeneneHue ce permc1'pv|pa C u3xogAl, HOMep OT
.qenosonc'rBO'ro u ce BpbuBa OT ekcnepT oT otaen ,,ﬂeKapcnaeHm npoAyKTH® Ha AvpeKuus Jlekaperaena
NONUTUKA" NUYHO CPEeLly MOANMC Ha MpeacTaBUTen Ha M3NBAHWTENs NO Joroeopa unu ce manpaiia c
npenopb4aKo MUcMo ¢ oGpaTHa pasincka, Wiin No (aKc, Uk Mo eNeKTPOHeH LT NPU YCOBUSITa M Mo peaa
Ha 3akoHa 3a eneKTPOHHUS AOKYMEHT U ENEKTPOHHUTE YAOCTOBEPUTENHY yenyrn. ]

McnxuyHn ¥ NOBEAEHYECKM Pa3CTPONCTBA, AbuKalin ce Ha ynoTpe6a Ha onuouan, CUHADPOM
Ha 3aBUCUMOCT

Mupeara gocraska oT AByMeceyHaTa 3asBka-pasnpeaerneHve LWe Ce U3MbSHM B CPOK A0 4 (4eTupu) paBoTHM

AHM CNép nony4YaBaHe Ha 3asiBkaTa-pasnpefieNeHUe OT Bb3NOXUTENS U.3a KONWYECTBa, onpeaeneHu: 3a 1
(eana) cegmuLia, CbrNAacHo ceAMUYHUA rpacduk KbM 3asBekara.

Besika cnegsawia execemMudHa [4OCTaBKa B PAMKUTE Ha 3asBKaTa e Ce U3MbIHA Ha 7-us (ce.qmuﬂ) AeH ot
rnocneaHaTa AoCTaBka, B CbOTBETCTBUE C MSUCKBAHUATA Ha un. 13, an. %mwgq,y%om[@a 012r.
3a ycrnoBuATa W-peja 3a oCblUecTBABaHe Ha Nporpamu 3a NeYeHue ¢ aroHUCTH M emwu-MEa CTH Ha
nmua 3aBUCMMKM KbM onuvomnau: 3anBKata- -pasnpegeneHue ce permmﬂﬂpﬁﬁfh Aﬁai‘@ﬁﬂpl’HOMep oT
AEnNOBOACTBOTO U Ce BpbYBa OT eKcnepT ot oTaen -JlekapcTeeHn npoAykTu® Ha avpekums ,JlekapcTeeHa
nonuTMka“ nu4HO cpelly NoAnMC Ha NMPeACTaBMTEen Ha USMBLAHMTENS NO JOroBopa WNM ce Manpalla C

Codpun 1756, Codpapma EMBH %n +359 2 87 33 GE P
yn. Nbuesap CraHues 5 crpana A, et.” aKc: +359 2 B133 666
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npenopbYaHo ANCMO C obpaTHa pasnucka, UK No-hake, MK No ENEKTPOHEH MET NPK YCOBUATA U NO peaa

-~

ropeonucaxara ogepra.
3a nsnbnHeHne Ha nopbYkaTa npeanarame cnegHara paspaso'rxa Ha TeXHNYECKO NPEANOXEHUE!

_Ha 3aKoHa 3a.eneKTPOHHNS IOKYMEHT U ENeKTPOHHUTE YA0CTOBEPUTENHU YCNYIY.
FapaHTupame; 4Ye cmMe B CLCTOSHME A3 U3NBIHUM KaYECTBEHO NOPBLYKATa B MBIHO CLOTBETCTBUE C

Ne’
no
pea

3abonaeaxe

ATC kog

MexzyHapogs
HO

HENaTEeHTHO

HaumeHoBaH
ne

Tuproscko
HauMeHOBaHme

Nekapcree
Ha dopma

KonuuecTso Ha
AKTHBHOTO .
BewecTso

Oxonxya

TenHa
onakos
ka’

Konuuectso.
Ao

MKBE koa

JOSAR01

-LAMIVUDINE

/.
ZIDOVUDINE

36 000

B20.0,820.1,B20.
2,B20.3,820.4,B2
0.5,820.6,820.7,- |
820.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,82
3.1,B23.2,B23.8,
B24,221

JOSAF05

LAMIVUDINE

6 696 000

B20.0,820.1,B20.
2,820.3,B20.4,B2
0.5,820.6,820.7,

.B20.8,820.9,B21.

0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221 !

XUB/.CINH

JOSAG04

ETRAVIRINE

3 600 000

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,821.9;
B22.0,822.1,822.
2,B22.7,823.0,B2
3.1,823.2,823.8,
B24,221

JOSAR10

LOPINAVIR/

RITONAVIR

200 mg/50 .
mg

110 760

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,B21.3,B2
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,

'B24,221

JOSAR10

LOPINAVIR/
RITONAVIR'

2

15 300

820.0,820.1,B20.

2,B20.3,B20.4,B2

-0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,

B22.0,822.1,822.

Cothus 1756,

yn. Miueaap Cranues 5

(N

Codhapn

o -
~r PG, % f
crpaga A, _,ﬁ\

Ten.: +359 28433 660
thakc: +359°2'8133 666.
WWW, sopharmatradlng.bg
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2,B22.7,823.0,82
.1,823.2,823.8,
24,221

JOSAR02

ABACAVIR/
LAMIVUDINE

184 320-

B20.0,620.1,820.
2,820.3,820.4,62
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,82
1.7,821.8821.9,
B22.0,822.1,B22.
2,B22.7,823.0,82
3.1,823.28238,
B24,221

_JO5AX09

MARAVIROC

216 000

'B820.0,820.1,820.
2,820.3,820.4,B2 |
0.5,820.6,820.7, *
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,

-B24,Z21

JOSAEQ3

RITONAVIR

3864 000

B20.0,820.1,B20.-
2,B20.3,B20.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,B2

1.7,B21.8,821.9,

B22.0,822.1,B22.
2,B822.7,823.0,B2
3.1,B23.2,B23.8,
B24,721 '

JOSAE10

DARUNAVIR

26 208 000

B20.0,820.1,820.
2,820.3,620.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,82
1.7.821.8821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

10

JO5AX08

‘RALTEGRAV
IR

105 984 000

B20.0,820.1,B20.
2,B20.3,820.4,B2

0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,821.3,82
1.7,821.8821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,721 '

11

JOSAE01

YEH
3ANNUER

Yn. 3¢

ZIDOVUDINE

|A MHOOPMA
:Q&‘GBAHME

A, AJI.3 0T 30]1

LIVA

4 260 000

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21..

'0,821.2,821.3,B2

1.7,821.8,821'9,
B22.0,822.1,822.
2,822.7,823.0,B2

Codpun 1756,

yn. ffwuesap, CTaHueBs 5

[

Codhapma Bmgam'\\

crpasa A, ety ::\

e

.. +359 2 8133 660

«=hgKc: +359 2 8133 666
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e
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3.1,823.2,823.8,.
B24,221

12:

JO5AE08

ATAZANAVI

R

8 424 000

B20.0,620.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
'0,821.2,821.3,B2
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,
B24,221

13

JOSAGO3

EFAVIRENZ

11 016 000

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
'0,821.2,821.3,82
1.7,821.8821.9,
B22.0,822.1,822.
2,B22.7,823.0,B2
3:4,823.2,823.8,
B24,221°

14

JO5AFO7

TENOFOVIR

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
1B22.0,822.1,B22.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

15

JO5AF01

DISQPROXIL

ZIDOVUDINE

2557 800

104 800

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,B2
1.7,821.8,821.9,
\B22,0,822.1,B22.
2,822.7,823.0,2
3.1,823.2,823.8,
B24,221 -

16

JO5AF05

LAMIVUDINE

57 600

B20.0,820.1,820.
"2,820.3,820.4,82
0.5,820.6,820.7,%
B20.8,820.9,821.
0.B21.2,B21.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,
B24,221 -

17

JO5AG05

RILPIVIRINE

JANUHEE

N

uii, 36

A UHGOPMA

A (JCHOBAHNE

b, AN, 3 OT 301

AR

1431 000

B20.0,820.1,B20.
2,B20.3,B20.4,82
0.5,820.6,820.7,

B20.8,820.9,B21:
0,821.2,821.3,82
1.7,B21.8,821.9,

B22.0,822.1,822.
2,B22.7,823.0,82

Coduna 1756, -

yn. MNoyesap Ctaxdes S

Cochapma Busdec Ta@*

crpaga A, er.12

o E

en.: +359 2 8133 660
BKe: +359 2 8133 666 /

.sopharmatrading.bg’;
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3.1,823.2,823.8,
B24,221

18. | JO5AX12

DOLUTEGR
AVIR

6 859 800

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,B2

3.1,823.2,823:8,

B24,221

19 | JOSAR03

EMTRICITABI
NE/

TENOFOVIR |

DISOPROXIL.

311 760

B20.0,820.1,820.
2,820.3,820.4,B2
0. 5,820.6,820.7,
B20.8,820.9,B21.
0,B21.2,B21.3,B2
1.7.B21.8B21.9,
B22.0,B22.1,B22.
2,B22.7,B23.0,B2
3.1,B23.2,B23.8,
B24,221 '

20 | JOSAR13

DOLUTEGR
AVIR/ABACA
VIR/
LAMIVUDINE

154 080

B20.0,820.1,B20.
2,B20.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,B821.2,B21,3,B2
1.7,B21.8,821.9,
B22.0,822.1,B22.
2,B22,7,823.0,B2
3.1,823.2,823.8,
B24,721

21 | y05AR14

DARUNAVIR
!
COBICISTAT
800/150mg

REZOLSTA

Film-coated
tablet

800 mg/150.mg

30

117 720

B820.0,620.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,821.3,82

'1.7,B21.8,821.9,

B22.0,822.1,822.
2,B22.7,823.0,B2
3.1,823.2,823.8,
B24,7221 -

22 | JO5AR22

DARUNAVIR/
COBICISTAT -
B

’EMTRICITABI

NE/ -
TENOFOVIR,

“ALAFENAMID

E

56 520

'B20.0,820.1,B20.

2,B820.3,B20.4,62
0.5,820.6,820.7,

B20.8,820.9,B21.:
0,B21.2,B21.3,B2

-| 1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,
B24,721

23 | JO5AR21

DOLUTEGR
AVIR/

3AN HA

HoOP

ﬂn 36AI M 3 O

e

9.000

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820,6,820.7,

B20.8,620.9,821.
0,821.2,B21.3,B2

"1.7,821.8,821.9, -

B22.0,B22.1,B22;

Codhua 1756,

.yA.! Nuuesap Crandes $

RILPIVIRINE

Codhapma buaHec Taybpc,w\

-crpaaa A eT.12

n +359 2 8133 660

2,822.7,823.0B2.

¢aKc +359 2 8133 666 /
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3.1,B23.2,823.8,
B24,221

Meunxyrn n
noBezeHyecku
pasTpoiicTea,
AbmKalm ce
Ha ynotpeba
Ha ormouaun,
‘CUHLPOM Ha METHADON ' :
aapucumoct | 24 | NO7BC02 £ 120 826 000 . F11.2
= A15.0,A15.1,A15.
2,A15.3,A15.5,A1
| 5.6,A15.7,A15.8,
( A "A15.9,A16.0,A16.
-1 1,A16.2,A16.3,A1
6.4,A16.5,A16.7,
| A16.8,A16.9,A17.
0,A17.1,A17.8.At
7.9,A18.0,A18.1,
| A18.2,A18.3,A18.
4,A18.5,A18.6,A1
8.7,A18.8,A19.0,
A19.1,A19.2,A19.
8,A19.9,890.0,B9
: 0.1,890.2,B90.8,
JO4ACO1 | ISONIAZID 82 170 000 | B90.9
A15,A15.0,A15.1,
A15.2,A15.3,A165.
5,A15.6,A15.7,A1
5.8,A15.9,A16.0,
A16.1,A16.2,A16.
3,A16.4,A16.5,A1
6.7,A16.8,A16.9,
o S 1 A17.0,A17.1,A17.
LRl e 8,A17.9,A18.0,A1.
8.1,A18.2,A18.3,
'A18.4,A18.5,A18.
% 6,A18.7,A18.8,A1
U : 9.0,A19.1,A19.2,
; ; 'A19.8,A19.9,B90.
0,890.1,890.2,B9
26 | JO4ABO2 | RIFAMPICIN 161970000 | 0.8,890.9 ' .

; A15,A15.0,A15. 1

A15.2,A15.3,A15.
5,A15.6,A15.7,A1
5.8,A15.9,A16.0,
A16.1,A16.2,A16.
3,A16.4,A16.,5,A1
: 6.7,A16.8,A16.9, -
A17.0,A17.1, A17.
DPMLAUV\ = 8,A17.9,A18.0,A1
1 A UHO 8.1,A182,A18.3,
AT BBRHVE A18.4,A18.5,A18,
/1. 364, All. 3 0T 301 6,A18.7,A18.8 A1
9.0:A19.1,A19.2,
3 : i A19.8,A19.9,B90.
. PYRAZINAMI . ; 3 0,B890.1,B90.2,B9
27 | JO4AKO1 DE 215 150 000 | 0.8,B90.9

!!
Tt Tl < |

" .Cotun 1756, ’ Cocpapma Euanec TEprC; !E Ten ?:‘359 28133 660‘%/_

yi..Nibvesap Cranuen 5 crpana A, et.12 \ dJHKC +359-2 8133 666
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A15.0,A15,1,A15.
2,A15.3,A15.5,A1
5.6,A15.7,A15.8,
A15.9,A16.0,A16.
1,A16.2,A16.3,A1
6.4,A16.5A16.7,
A16.8,A16.9,A17.
0,A17.1,A17.8 A1
7.9,A18.0,A18.1,
A18.2,A18.3,A18.
‘ 4,A18.6,A18.7.A1
8.8,A19.0,A19.1,

- A19.2,419.8,A19.
ETHAMBUT 9,890.0,890:1,89
.28 | JodAkoz | - oL . 160 200 000 | 0.2,890.8,890.9

: ! BEDAQUILIN
29 | JO4AKO5 SIEA e 131 600 A15.1

1. leknapupam, 4e nekapcTBeHUTE NpoaykTM ca BknoueHn B MpunoxeHue 3 Ha [MosuTBHUA

nekapcTBeH CNUCHK, aKTyanHo KbM AaTaTa Ha nogasaHe Ha NpeanoXeHneTo.

2. [leknapupam, Ye CbM CHFNaceH, Ye ako.npe3 BpemeTo Ha AeiiCTBUE Ha AOroBOPa CTOMHOCTTA, KOATO.
cnenea Aa ce 3annawa c nybnuyHK cpeacTea Ha neKapcTeeHn nNpoAyKkTh oT Mo3UTUBHMA NekapcTBeH CANCHK,
CcTaHe No-HWUCKa OT JoroBopeHara; Bbanoxutenat 6esycnosHo aa 3annalya nekapcTBeHnTe NpoaykTH Ha no-
HUCKaTa LieHa, C4UTaHO OT Aatata Ha Bnu3aHe B cuna Ha peLieHneTo Ha HauvoHanHus CbBET. MO LEHU U
peMMGypcwpaHe Ha nekapcTeenuTe npoayktv (HCLIPAIM) 3a NPOMAHa Ha LieHa Ha nexkapeTseH npoayKT unu ot
Aarata Ha akryanusauuaTta Ha MNosuTUBHUA NekapcTBEH CNUCEK 110 peda Ha un. 57, an. 1 ot HapepnGata sa
yCcnoBusiTa, nNpapusiata U pega 3a perynvpaHe 1 peructpupaHe ‘Ha UeHWTe Ha nexkapcTBeHUTe NpoaykTu 3a
niekapcTBeHUTe MPOAYKTM C HamarneHa CTOWHOCT 32 onakoBka, Ws4ucneHa Ha 6asa pedeperTHa CTOMHOCT. B
cryyante no NPepxofHOTO U3peyeHne, CTORHOCTTa ce onpeaessl KbM MOMEHTa Ha AoCTaBkaTa (noAnuceaHe Ha
npuemo-npepasaTeneH NPoToKon).

3. [leknapupam, Ye Cpoka Ha FOQHOCT Ha npeanaraHuTe NeKapcTBeHw npo,qylcm we 6bae He no-
Manbk ot 60 (luecmece'r) Ha CTO OT 06ABEHMS OT NPON3BOAUTENS KbM AaTata Ha BcAka foCTaBska..

4. Ny6rivyeH perncTbp, B KOUTO ca NyGnuKyBaHW, BCUYKY NPUIIOXKEHNA KbM pa3peLleHUeTo 3a ynOTpe6a

.https:/lec.europa. eu/health/documents/commumtv—reqlster/htmI/h967 htm

Mosicnenue: NpunoxeHuaTa, HepasaenHa YacT oT KOHKPETHOTO pa3spelueHune 3a yroTpeba He crneasa Aa Gbaar
NpeacTassiHW .OT yYacTHMUWTe KaTo 3apepeHu konusA. Heobxoaumo e ydacTHUUMTE Aa NOCOMaT KOHKpeTeH nyGaudeH
pervcTbp, B KOMTO ca NyGnMKyBaHK BCUHKIA NPUIOXKEHUS! KbM KOHKPETHOTO paspelleHne 3a ynotpeba.

npunomeuml
1. 3aBepeHo, Konme Ha BanuaHo paspeilexue 3a ynotpeba B cTpaHaTa, W3AGAEHO MO peda Ha 3MMNXM unu
PernaMeH'r (EO) Ne 726/ 2004 r. Ha. EBponeucxuﬁ napnameu'r " C'bBeTa (4n. 23, an.1 Ha 3J'II'IXM) ‘

F—{aKo-e-RPHACHIMO) e niio, /3= /

JATA: 24.01.2020 r. MOAMNWUC u I'IE‘-IAT’GDh G et
Codpus " ra CTosmoBa"
SANVYEHA UHo
OCHOBA%WEA”””
6A, A/1.3 0T 30N

k\ 4

Cothbua 1756, - Cograpma Burznec Tay Ten.: +859 2 8133 660

yn. Nouesap Cranues 5 . crpaad A, 'eT.12 : dakc: +359 2 8133 666
36 www.sopharmatrading.bg




<

2

£ : sopharma trading

evolution in healthcare

OBPA3EL
TEXHUYECKO NPEANOXEHUE

no o6lUecTBeHa nopbyka C NpeaMeT:

. »HOCTaBKa Ha fIeKapCTBEHM npoayxTu. 3a 2020 r., OTNYCKaHK NO peaa Ha Hape.q&a Ne 34 ot 25.11.2005

" r.3a peaa 3a aannaiiae oT AbpPXaBHUA 6|omxe'r Ha neYyeHUeTo Ha GbRrapckute rpaXiaaHm 3a
3a6onsBaHusA, M3BbH 06XBaTa Ha 3aAbLNXKUTENHOTO 3ApaBHO ocurypaaaue, 3a neyYeHue Ha NauueHTH
¢ XUB/CIUH, Ty6epkyno3a, NCHXUYHMN. H NOBeAeHYeCKH pa3cTpoicTBa, AbMKaliu ce Ha ynoTpe6a Ha

- OnuonaM, CUHAPOM Ha 3aBMCUMOCT, BKNtouBaia 29 06ocobeHu no3uuun®, .
oboco6ena nosuums Ne 22 ¢ npeameT:DARUNAVIR/COBICISTAT/EMTRICITABINE/TENOFOVIR
ALAFENAMIDE, nepopanHa c¢opma;

HacTosAwweTo TeXHUYECKO NpeanoxXeHe e nopageHo or. ,,CO®APMA TPEUAUHI Al

U noanucaxa oT. Tanwna CtanuHosa CTosiHOBa,

B KavecTBOTO W Ha: Menumxop Mybnuynn dospose B ,,Cocbapma Tpe#guHr* Al 1 TTENHOMOLLHUK,
ChBIf1AaGHO MBTHOMOLIHO N° 7984 ot 09.12.2019r. Ha Jliobka CoTnposa — HOTapmyc C paiioH Ha aeincTene

P.C. Coq)vm per. Ne 400 Ha HoTapuansata kamapa

Y

Crobpxanue: |

- 1.MpeanoxeHne 3a U3NBLIHEHNE Ha NOPBYKaTa B CLOTBETCTBUE C TEXHUYECKUTE cneumpukauuu "
M3NCKBAHMATA Ha BbL3NOXUTENS.

- 1.1. MPUnNoxeHnsa KbM npep,noxceuuara 3a M3NBNHEHUE Ha NopbYKaTa

. 1.1.1. -3aBepeHo Konue Ha BanUAHO paspelueHue 3a ynotpeba B CTpaHata, UsgaaeHo no peaa Ha

3MANXM nnu PernameH'r (EO) Ne 726/ 2004 r. Ha Esponeﬁcmn napnameu'r ‘n Cbeeta /un. 23, an.1 Ha
SIMXM/. -

‘Baxwol Tipunoxexusma, Hepasoenua yacm om Kouxpeml-!omo paspeiuenue 3a ynompeba He cnedea da
6n0am npedcmaesHu OM yyacMHULUMeE Kaino 336epeHU KOMusl. Heobxodumo ‘e ywacmHuyume Oa nocoyam e
NPeOnoMeHUeMO 38 USMBAHEHUE Ha NopbYKama KOHKpemeH nybnuveH pezucmbp, 8 Kodmo ca ny6nuxyeauu 6CUYKU
npuno;«eHUﬂ KBbM KOHermHomO pa3pel.ueHue 3a. ynompeo'a

N L5
: . pha wjﬂ g2
OATA: 24.01.:2020 . MOANUC. u NMEYAT:_; /W
Codms Pcfﬁ'ua CrosiHoBa

Rh

Cothus 1756, Codrapma BusHec Tayspc, Ten.: +359 2 8133 660
yn. Nbuezap Cranues 5 crpaaa A, eT.12 i thakc: +359 2 8133 666

www.sopharmatrading.bg
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I'IPELIHO)KE_HME 3A MBNBbINHEHUE HA MOPBYKATA

no: MuHMCTEpPCTBO Ha 3ApaBEONa3BaHeTo
1000, nn. Ceera Hepens Ne 5
(HaumeHoeaHue u adpec Ha 8b3NOXumMens)

Or: »wGotapma Tpengunr” AL
(HaumeHOogaHUe Ha y4acmHUKa) 1
¢ agpec: rp. Cocpusi, yn.”Jleuesap Cranues” Ne 5, Cocdapma BusHec Taywpce, crpdaa A, et.12,
Ten.: 02/ 8133 660, cdaxc: 02/ 8133 666 e-mail: office@sopharmatrading.bg -
byncrart / EUK: 103267194

YBAXAEMW [IAMU 1 TOCTIOJIA,

C HacTosLoTo, By npepctaeaMe Bu npeacTasame HaWIETO TEXHWYECKO NpeanoXeHue sa U3nbiHeHue
Ha obaBeHaTa oT Bac obLyecTBeHa noptyka ¢ npegmer: focraBka Ha-nekapcTeeHu npoayktu 3a-2020 r.,
oTnyckaHu no peaa Ha Hapen6a Ne 34 or 25.11.2005 r. 32 pega 3a sannailaHe ot AbPXKaBHUSA 6|o.u,>KeT Ha
NneveHneTo Ha Obnrapckute rpaxpaaHu 3a 3abonapaHuA, M3BLH obxBaTa Ha' 3aAbMKUTENIHOTO ‘34paBHO
ocurypsBaHe, 3a Ne4YeHue' Ha nauueHTu ¢ XVIB/CI"IMH Ty6epKynosa, NCUXMYHU U MOBEJEHHECKM
pascTpoicTBa, ABMAKALM ce Ha ynotpeba Ha OnuouaM, -CUHAPOM Ha 3aBUCUMOCT”, BKNOYBaWE 29
oGocobeHn nosvuuu®, no obocoGexa nosuuma Ne 22 c npeamer: DARUNAVIR/ COBICISTAT/
‘EMTRICITABINE /TENOFOVIR ALAFENAMIDE, nepopanHa dbopma

CbrnacHu cMe G BCUYKM YCIIOBUS Ha BL3NOKUTENS, 3a5I0KEHN B HacTosiaTa obLuecTBeHa nopbYka,
B T.M. C ONpeJeneHus cpok Ha BanMAHOCT Ha oq)eprme # C npoekTa Ha forosop. MoTBbpXAaBame, Ye.
odpeprara Hu e BanuAHa 3a LieAnst CPOK, NoCcoueH B T. 1V.2.6 OT 0BSBNIEHUETO 33 NOPBUKA.

XUB/CMWH u Ty6epkynosa

Bcsika otpenHa gocTaska, NpeAMeT Ha HacTosLMs AOroBOp je 6bae Aocraaeua B cpok go 10
(necer) paboThu Anu Cnep nonyvasaHe Ha.3asBKaTa-pasnpeaeneHue ot BL3NOXUTENsA u 3a Konu4ecTBara,

TOYHO OnpegeneHn B 3asBkaTta. 3asekara-pasnpefeneHue ce permcrpupa C W3X0AALl . HOMep OT

Q FLeNOBOACTBOTO U Ce BpbY4BA OT EKCNepT OT OTAEN »JlexapcTeenn NpoaykTu' Ha aupekuus JlekapcTeeHa
NOANTUKA" AIMYHO CPeLly MOAMUC Ha n'pencrasmen Ha USMBLAHUTENs NO AOroBOpa MNM Ce u3npalya c
npenopbsYaHo nMEMo ¢ obpaTHa pasnneka, unu no dJaKc WNW NO €NEKTPOHEH MbT NPK ycnoavaa ¥ no peaa
Ha 3aKOoHa 33 ENeKTPOHHMUS [OKYMEHT W ENEKTPOHHUTE YAOCTOBEPUTERHU YCAYTY.

MeuxmuHn M noBeaeHYEeCKN Pa3CTPONCTBA, AbIDKALIW Ce Ha ynoTpeGa Ha ONMOMAN, CMHAPOM
Ha 3aBMCUMOCT F
MbpBara agocraska oT AByMeceyHaTa 3asBka-pasnpeaeneHme e ce UsMbnHu B Cpok A0 4 (4eTupu) paboTHu
AHW cnej nonyyaBaHe Ha 3asBKkaTa-pasnpeAenienne OT Bb3oXUTeNs U 3a Konu4ecTea, onpeaenexu sa 1
‘(eaHa) ceaMmLa, CbINACHO CeAMUYHNA rpadvK KbM 3asBKaTa.
Bcsika cneppalla execeaMuiHa 4ocTaBKa B paMKuTe Ha 3asBkata e ce W3NMBAHU Ha 7-18 (CEAMMUA) AeH OT
nocrneaHara [OCTaBka, B CLOTBETCTBUAE C U3UCKBAHNATA Ha yri. 13, an. 2 or Hape,q6a Ne 2 o1 20.06.2012 r.
3a ycrosusiTa ¥ peaa 3a OCHILECTBABAHE Ha NPOTPaMK 3a NEYEHNE C aroHUCTU M aroHUCTU-aHTaroHUCTK Ha
fila, 3aBUCMMK - KbM ONMOMAKM. 3asekata-pasnpegencHue ce. PericTpipa € W3XOAAL- HOMEp ot
.qenoao.qchOTo " Ce BpbYBa OT eKcniepT oT oTaen JlekapcTBeHu NpoaykTH' Ha aupekuns ,Jlekapcreeta
nonuTuka® nuYHO. cpeuly no,cya NPEeACTaBNUTEN HA M3NBAHUTENS N0, AOTOBOPA WM Ce M3npalla ¢

-«w””‘"‘ s e
F—-urr :\ . o
Cothun 1756, (hapma Bustec Tav'um\ . Ten. +35‘7 38433 SSGW’
yii. Mwuesap Cradues 5 crp 53 A, eT.12 i dakc: +359 2 8133 666

@\ www sopharmatrading.bg.
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npenops4yaHo nk_.v0 C o6paTHa pasnucka, uni no hakc, Uy NO ENeKTPOHEH NbLT NpU YCRoBUATa U Mo peja
Ha 3aKkoHa 33 eNeKTPOHHNA AOKYMEHT W €NIeKTPOHHUTE YAOCTOBEPUTENHIA YCyru.
I‘apaHTupame ye CMe B CbCTOSIHWE A2 U3NMbITHUM KaYeCTBEHO NOpPBYKATa B MbIHO C'bOTBeTCTBVIe c
ropeonucaHara ogepra.
3a uanbriHeHWe Ha nopbyKata rpegnarame cnegHara pa3pa60TKa Ha TEXHU4ECKO npep,noxceuwe

Ne
3abonsBate | no
pea

ATC xog

‘MexayHapon
‘HO'
HenaTeHTHO
HaUMeHOBaH
ve

Tbproscko
HanMeHoBaHve

-Nexapcree
Ha chopma

Konuyectso Ha
aKTVBHOTO
BELIecTs0

OxoHua
Tenxa

onakos
Ka

Konuyecteo-
AO

MKB koa

JO5AR01

LAMIVUDINE
/

ZIDOVUDINE

B20.0,820.1,B20.
2,820.3,820.4,82
0.5,B20.6,820.7,

B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,821.9; .
B22.0,B22.1,B22.
2,B22,7,823.0,B2

-1 3.1,B23.2,B23.8,
36 000

B24,221

JOSAFQ5

LAMIVUDINE

&5 696 600

B20.0,820.1,820.
'2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,B21.9,
B22.0,822.1,822.
2,822.7,823.0,B2.
3.1,B23.2,B23.8,
B24,221

XWB/ CIAH

JO5AG04

ETRAVIRINE

3 600 000

B20.0,820.1,B20.
2,B20.3,B20.4,B2
0.5,820.6,820.7,
B20.8,B20.9,B21.
.0,821.2,B21.3,B2
1.7,B21.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2,
3.1,B23.2,823.8,
B24,Z21 i

JO5AR10

LOPINAVIR/

RITONAVIR

200 mg/50
mg

110 760

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7.823.0,B2
3.1,823.2,823.8,
B24,221

JOS5AR10

LOPINAVIR/
RITONAVIR

!U'IVI‘-IEHA

MA OC

15 300

B20.0,B20.1, B20.
2,B20.3,820.4,B2'
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,B21-9,

B22.0,B22.1,B22.

Codpun 1756,

yn. Mbyesap Crad4es S (/

chapma EMBHEC
rpaaa A er.1?>

T OS

Y1. 36A,

8\

N

Ten.: +352,2 8133 666 -,
thakc: +359°2°8133. 666“

www. .soph@rmatrading.bg o
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2,822.7,823.0,B2
3.1,823:2/523.8,
B24,221 '

JO5AR02

ABACAVIR/
LAMIVUDINE

184 320

B20.0,B20.1,B20.
2,820.3,B20.4,B2
0.5,820.6,820.7,

'B20.8,820.9,B21.

0,B21.2,821.3,B2
1.7,821.8,821.9,
B22.0,822.1,B22..
2,B22.7,823.0,82
3.1,823.2,823.8,
B24,Z221

MARAVIROC

216 000

"B20.0,820.1,820.
2,820.3,820.4,82

0.5,820.6,820.7,
B20.8,B20:9,B21.
0,B21.2,821.3,B2

1.7,821.8,821.9,

B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,823.2,B23.8,
B24,721

JO5AX09

_JOSAE03

RITONAVIR

3 864 000

B20.0,820.1,B20.
2,B20.3;B20.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,821.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2.
3.1,B23.2,823.8,
B24,Z221

JOSAE10

DARUNAVIR

26 208 000

B20.0,820.1,820.

2,820.3,820.4,B2

0.5,820.6,820.7,
B20.8,820.9,B21.
0,821,2,821.3,82
1.7,821.8,82139,
B22.0,822.1,B22,
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

10

JOSAX08

RALTEGRAV

105 984 000

B20.0,820.1,B20.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.0,82

'3.1,B23.2,823.8,

B24,721

11

-JO5AFO1

ZIDOVUDINE -

AT

HA

i 4 HOOPM
Y HOBAHME
36A, A1, 3 OT 3¢

ALIUA
b1

4 260-000.

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21.
0,821.2,B21.3,B2
1.7,821.8,821.9,

B22.0,822.1,B22.
2,822.7,823.0,B2

Cotpun 1756,

yn. Nvuedap Cranves S5

‘Codhapma bu
. erpaga A, eT.

DAY
o

/ By e
¥

e D
Ten.: +359 281336

T

-
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'3.1,B23.2,B23.8,
B24,721

B20.0,820.1,820.
2,820.3,820.4,82
0,5,820.6,820.7,
B20.8,820.9,B21.
i 0,821.2,821.3,82
1.7.821.8821.9,
B22.0,822.1,822.
: - 2,822.7,823.0,82
ATAZANAVI : 3.1,823.2,823.8,
12 | JOSAE08 R - 8424000 | 624221
B20.0,820.1,620.
2,820.3,820.4,82
0.5,820.6,820.7,
'B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,:823.0,82
. 3.1,823.2,823.8,
13 | J0OSAGO3 | EFAVIRENZ 11.016 000 | B24,721
B20.0,820.1,820.
2,820.3,820.4,82
0.5:820.6,820.7,
; B20.8,820.9,521.
0,821.2,821.3,B2
1.7.821.8821.9, .
B22.0,822.1,822.
_ 2,822.7,823.0,82
TENOFOVIR 3.1,823.2.823.8, .
14 | JO5AFO7 | DISOPROXIL 2567 800 | B24,221- -
2 B20.0,820.1,B20.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,520.9,821.
10,821.2,821.3,82
1.7.821.8,821:9,
B22.0,822.1,B22.
2,822.7,823.0,82
! 3.1,823.2,823.8,
15 | JO5AFO1 |.ZIDOVUDINE 1104 800 | B24,721
B20.0,820.1,820.
2.820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9;
B22.0,822.1,822.
2,822.7,823.0,B2
3.1,823.2,823.8,
16 | JO5AF05 | LAMIVUDINE 57600 | B24221 -
B20.0:B20.1,820.
2,820.3,820.4,82
3AMUYEHA VHOOPMALIUS 0.5,820.6,520.7
HA OCHPBAHWE B20.8,820.9,B21.
Y. 36A, Afl. 3 OT 300 0,821.2,821.3.82.
1.7,821.8,821.9,
B22.0,822.1,822.
17 | J05AG05 | RILPIVIRINE . 1 431 000 |- 2,822.7.B23.0,82

‘J—t

Codus 1756, Codapma BusHec @r\x v-'*359 2 8133 660.4
yA. Mwue3ap CraHues 5 5 Crpass Aer12 g ;1+359 2 8133 666
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3.1,B23.2,823.8,
B24.221

18 | JOSAX12

DOLUTEGR

6859 800

B820.0,820.1,620.
2,820.3,820.4,82
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,B2
1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,

B24,221

19 | JO5AR03

EMTRICITABI

TENOFOVIR
DISOPROXIL

311 760

B20.0,820.1,B20.
2,820.3,B20.4,B2
0.5,B20.6,820.7,

B20.8,820.9,B21.

10,B21.2,B21.3,B2

1.7;B21.8,B21.9,
B22.0,B22.1,822.
2,822.7,823.0,B2
3.1,B23.2,B23.8,
B24,221°

20 | JOSAR13

DOLUTEGR
AVIR/IABACA

LAMIVUDINE

154 080

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.382.
1.7,821.8,821.9,
'B22.0,822.1,B22,
2,822.7.823.0.82 |
3.1,823.2,823.8,
B24,721

DARUNAVIR/
COBICISTAT
21 | JOSAR14 |

117.720

B20.0,820.1,820.
2,620.3,820.4,82-
0.5,820.6,820.7,
B820.8,820.9,821. |
0,821.2,821.3,B2
1.7,821.8,821.9, -
B22.0,822.1,B22.
2,822.7,B823.0,B2.
3.1,823.2,823.8,
B24,721

22 | JO5AR22

DARUNAVIR |
COBICISTAT
EMTRICITABI

TENOFOVIR
ALAFENAMID

Symtuza

Film
coated
tablet

800 mg/150
mg/200 mg/10
mg

30

56 520

B20.0,820.1,620.
2,820.3,820.4,62
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3B2.
1.7,821.8,821.9,
B22.0,822.1,822.
2,822.7,823.082
3.1,823.2,823.8,
B24,221

23 | JO5AR21

DOLUTEGR'

RILPIVIRINE

3AFINYE}
H [
- Y1, 36

A, AJL. 3 OT 3011

=)

A VHDOPMALMS
A DCHOBAHUE |-

B20.0,820.1,B20.

| 2,B20.3,B20.4,B2

0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,82
1.7,821.8,821,9,
B22.0,822.1,B22."

9000

2,822.7,823.0,B2

Codhua 1756,
yn. Mlbuezap Cranues 5

crpaga A, eT.12

Cochapma BusHec Tamc\ /
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'3.1,823.2,8238,
B24,221

McuxuyHY 1
fi0BeJeHYECKH
pasTponcTsa,
Abnxawu ce
Ha ynotpeba
Ha onUOuAH,
CHHAPOM Ha
3aBucumocT

24

NO7BC02

METHADON
E

120 826 000.

F11.2

TyGepkynoaa

25

J04ACO1

ISONIAZID

82170 000

A15,0,A15.1,A15.
2,A15.3,A15.5,A1
5.6,A15.7,A15.8,

A15.9,A16.0,A16.
1,A16.2,A16.3,A1
6.4,A16.5,A16.7,

A16.8,A16.9,A17.
0,A17.1,A17.8,A1
7.9,A18.0,A18.1,

A18.2,A18.3 A18.
4,A18.5,A18.6,A1

| 8.7,A18.8A19.0,

A19.1,A19.2,A19.

| 8,A19.9,B90.0,B9
*0.1,890.2,890.8,

B90.9

26

J04AB02

RIFAMPICIN

161 970 000

A15,A15.0,A15.1,
A15.2,A15.3,A15,
5,A15.6,A15.7,A1
5.8,A15.9,A16.0,

'A16.1,A16.2,A16.

3,A16.4,A16.5.A1
6.7,A16.8,A16.9,

A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A18.2,A18.3,

A18.4,A18.5,A18.
6,A18.7,A18.8 A1.
9.0,A19.1,A19.2,

/A19.8,A19.9,B90.
0,890.1,890.2,89

-0.8,890.9

27

-JO4AKO1

PYRAZINAMI
DE

YJ1. 364

JANUYEHA 1D 0PMAL
HA OCHOBAHUE

b, AJ1.'3 OT 30T

ing

215 150 000

A15,A15.0A15.1,
A15.2,A15.3,A15.
5,A15.6,A15.7,A1
5.8,A15.9,A16.0,

‘A16.1,A16.2,A16.

3,A16.4,A16.5A1
6.7,A16.8A16.9,

A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A18.2,A18.3,

A18.4,A18.5A18,
6,A18.7,A18.8,A1

-9.0,A19.1,A19:2,

A19.8,A19.9,B90.
10,890.1,890.2,B9
0.8,890.9°

Codws 1756,

‘yA. Mwuesap CraHues 5

\Y

Cochapma Buarec T~

rpans. A, er12

Q‘\
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»

-
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A15.0,A15.1,A15,
2,A15.3,A15.5,A1
5.6,A15.7,A15.8,
A15.9,A16.0,A16.
1,A16.2,A16.3,A1
6.4.A16.5A16.7,-
A16.8,A16.9,A17.
‘ 0,A17.1,A17.8 A1
' "7.9,A18.0,A18.1,

A18.2,A18.3A18.

4,A18.6,A18.7,A1

8.8,A19.0,A19.1,

A19:2,A19.8,A18.

v ETHAMBUT 9,890.0,890.1,89

28 | JO4AKO2 oL - 160 200 000 | 0.2,890.8,890.9
| BEDAQUILIN \
29 | JO4AKOS |~ E. 131 600 A15.1

O

1l ,EeknapupaM ye neKapC'rBeHwTe npoayktn ca eknioveHn B [lpunoxexve 3 Ha MosuTUBHMA
'NEeKapCTBEH CMUCHK, aKTyarlHo KbM arata Ha noaaeaHe Ha NpearioxeHUeTo. -

2. [leknapvpam, Ye CbM ChbITIace, Ye ako Npe3 BPEMETO Ha AENCTBUE Ha A0roBopa CTOHOCTTa, KOATO
cnepea fa ce sannawa ¢ nyGnuyHN. CpepcTea.Ha NekapcTBeHn NPoAYKTH OT MOSUTMBHUA NEKapCTBEH CrIMCHK
CTaHe o-HUCKa OT AoroBopeHarta, sh3noxutenst 6esycnosHo pa sannawa nekapcTBeHUTe NPOAYKTX Ha no-
HWCKaTa LeHa, CHMTaHO OT AaTaTa Ha BAW3aHE B CWMa Ha pelueHneTo Ha HauwoHanHua CbBET No- UeHW U
penmbypcupaHe Ha nekapcTBeHUTE NpoAYKTH (HCLIPﬂI'I) 3a NPOMSIHA Ha LieHa Ha NeKapcTBEeH NPOAYKT Unu ot
fiatata Ha aktyanusauusaTa Ha MosuUTUBHUS NekapcTBeH CMUCHK Mo peAa Ha un. 57, an. 1 ot Hapepbarta 3a
ycnoBusaTa, npasuniata v peaa 3a perynupaHe W PErucTpupaHe Ha LIEHUTE Ha NeKkapcTBEHWTE NpoAyKTW 3a

.neKachBeere npOAYKTM c HamaneHa CTOWHOCT '3a .OonaKoBka, MsuMcneHa Ha 6asa pedaepeHTHa ctoviHocT. B
chnydaute no NpeaxonHoTo. Vl3pe'-I6HMe cmmnocrra ce onpegensa KbM MOMeHTa Ha focTaBkaTa (nop.nucaaﬂe Ha

np1emo-npeaasaresneH NpoTokon).
3. [leknapupaM, Ye cpoka Ha FOQHOCT Ha NpefnaraHUTé neKapcTBeHU NpoaykTh iwe Gbae He mo-
Manbk ot 60 (wectaeceT) Ha CTO OT 0OABEHUA OT NPOU3BOAUTENS KbM AaTaTa Ha BCAKa 4OCTaBKa..

4. MMy6nuyeH perucTLp, B KOITO Ca NyGAKKYBaHW, BCUUKIA NPUNOKEHNA KbM paspeLyeHneTo 3a ynorpeba:

https://ec.europa.eu/health/documents/community-register/htmi/h1225.htm

MosicHenue: MNpunoxeHusaTa, Hepa3aenHa YacT oT KOHKPETHOTO paspelueHve 3a ynotpeba He criegsa aa 6baat
NPeacTaBAHM OT Y4acTHULWUTE KaTo 3asepeHn korus. Heo6xoauMo e yyacTHUUMTE A2 nocouyaT KoHKpeTeH nyGnuued

PerucTLp, B KOWTO Ca NyGrMKyBaHK BCUYKN NPUNOKEHNR KBM KOHKPETHOTO paspelueHue 3a ynotpeba. -

fpunoxenns:
1. 3aBepeHo konue Ha qanup.uo paspelueHne 3a ynotpeba B cTpaHaTa, M34aAeHO Mo peaa Ha SNNXM nnm
Pernamel-rr (EO) Ne 726/ 2 04 r. Ha Eeponeiickus napnameHT 7] CbBeTa (Wn. 23, an.1Ha SJ'II'IXM)

&z -

b i"“ :/‘,,,_ ,..,.:

DATA: 24.01.2020 r. noannuc n NEYAT: : e ? s

Cogus _ FWHOBE

3A.HMHEHA M
ot HA OCHOBAT U
36A, A/1.3 0T 300
. Codhus 1756, Cochapma Busnec Taybpc, Ten.: +359 2 8133 660

yn. NMye3dap CTakyes 5 crpaga A, eT.12 take: +359 2 8133 666
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OBPA3EL
TEXHM‘-IECKQ TNIPEANOXEHWE

no obliecTeeHa nopwsYKa C NpeaMeT:
',,noc'raaxa Ha fleKkapcTBeHNn npoayKTH 3a 2020 r., oTnyckaHm no’‘peaa Ha Hapen6a Ne 34 ot 25.11 2005
r. 3a peaa 3a 3annaijaHe oT AbpPXKaBHUA 6|om|<e1' Ha SleYeHUeTo Ha GLNrapcKuTe rpaXAaHK 3a :
3abonaBaHusA; U3BLH 06XBaTa Ha 3a/LMKUTENHOTO 3APaBHO ocurypsiBale, 3a nevenne Ha naLMeHTy
¢ XUB/CMNWH, Tyﬁepxynosa, NCUXKYHM U NOBeaeHYEeCKH Pa3cTpOMCTBa, AbMKalK ce Ha ynoTtpe6a Ha
onuouau, CHHAPOM Ha 3aBMCMMOCT, BKIioYBaiua 29 o6ocobeHu No3KLIMK®,
, oGocoGeHa no3uuus Ne 29 ¢ npeamet: BEDAQUILINE, nepopanHa gopma

Hacronme-ro TEXHUYECKO NPeanoxXeHue e noaaaeHo ot; ,,COPAPMA TPEMAVIHI'“ AL

7] nonnucal-la OT Fanuna CranunoBa CTOSIHOBA, i

B Ka4ecTBoTo W ‘Ha: MeHumiap MNy6nuuHu doHaose B ~Codapma TpedguHr’ ALl u I'I'anOMOLuHVIK
CbITIaCHO MbTHOMOLLHO N° 7984 ot 09.12. 2019 F. Ha JlioBka CoTuposa — HoTtapuyc, ¢ paiioH Ha geictame P. C.
Codcpus, per. Ne 400 Ha HoTapuanHata kamapa

CowlnpxaHue: g

1.MpennoxeHne 3a U3NbNHEHWE Ha NOpbLYKaTa B CLOTBETCTBME C TeXHUYECKUTE crieLmdunkaLumn u
MU3UCKBAHMATA Ha Bb3noxurens.

1.1. MPUNOXEHUR KbM NPEANOKEeHUATA 3a U3NBAIHEHUE Ha nopbYkaTa .

1.1.1. 3aBepeHo konve Ha BanWAHO paspelueHne 3a ynoTpeba B CTpaHaTta, Ms,qaneHo no- pena Ha
3NNXM unu Pernament (EO) Ne 726/ 2004 r. Ha Eeponelickua napnameHt u Cheeta /un. 23, an.1 Ha
SAMXM/.

Baxw#ol I'Ipuno;erunma Hepa3defiHa 4acm OM KOHKPeMHOMO paspelleHue 3a ynompeba He cnedea Oa
6b08m npedcmaesHy OM. yyacraHuyume Kamo 3aeepeHu Korus. HeobxoOumo e yuacmuuyume Oa nocouam e
ripeanoXeHUEMO 3a USMBNHEHUe Ha MOpbYKama KOHKpemeH nybrudeH peaucmbp, & kolimo ca ny6nuKyeanu ecuyKy
ﬂpunO)KeHUﬂ KbM KomcpemHomo paspeweHue 3a ynompe6a

OATA: 24.01.2020 . noanve wnedaT_ % § )
Codus - i Lanmina CrosHoBa

ot
Cotun 1756, - Codpapma BusHec Tayspc, Ten.: +359 2 8133 660

_ yn. Mevesap Cranqes 5 © crpaga A et 12 3 dakc: +359 2 8133 666
’ WWW. sopharmatradlng bg
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TIPEANOXEHUE 3A U3MbIHEHWUE HA I'IOP'I::'-'IKATA

no: MuHKUCTEpCTBO Ha 3/ipaBeona3BaHeTo
- 1000, nn. Ceera Heaens Ne 5
(HaumerosaHue U adpec Ha eb3noXumens)-

om »Codapma Tpeiauur” ALl
(HauMeHOGaHUe Ha yJacmHUKa)
¢ agpec: rp. Codomna, yn."Jlbuesap CTaH'-IEB Ne 5, Cocbapma BusHec Tay'bpc crpaga A, eT. 12,
Ten.: 02/ 8133 660, dpakc: 02/ 8133 666, e-mail: ofﬁce@sopharmatraqu bg
Byncrar / EVK: 103267194

YBAXXAEMM IAMU U FOCTOMA,

‘C HacToaLWoTo, Bu-npeactaeaMe By npeacTaBsMe HALWETO TEXHUYECKO: NPEANOMEHUE 33 U3NbSTHEHUE
Ha obsBeHaTa ot Bac gblecTBeHa NOPLYKa C NPEAMET: JJoctaBka Ha" nekapcTeeHu NpoayKTy 3a 2020 r,,
oTnyckaHu no: peaa Ha Hapepnba Ne 34 ot 25.11.2005 r. 3a pega 3a sannatlaHe oT AbpPXaBHNA GioKeT Ha
nevyeHneTo Ha ObrrapckuTte rpaxaaHn 3a 3abonsBaHvsA, M3BLH 0DXBaTa Ha 3a4bLINKUTENHOTO 34paBHO
ocurypsiBaHe, 3a nevyeHue  Ha nauveHTH ¢ XWB/CIWH, Ty6ep|<ynoaa NCUXVYHU WU MOBeAeHYecKy
pPasCTPONCTBa, .qbn»(aum ce Ha yn0Tpe6a Ha onwouaM, CUHZPOM Ha 3aBUCMMOCT', BKMloYBalla 29
obocobeHu nosuuvm no o6ocobeHa nosuuma Ne 29 ¢ npeamer: BEDAQUILINE, nepopansa qmpma

- CuFnacHu cme C BCUYKIA YCIOBUS Ha BB3NOKVTENA, 3aNoXeHm B HacTosLiaTa obLiecTBeHa NOPLYKA,
B T.M. C ONpeAeneHusi CPOK Ha BanuaHOCT Ha' ocepTiTe M .C NpoekTa Ha forosop. MoTebpxaasame, uye
otbepraTa Hu e BanuaHa 3a Lenus Cpok, Noco4eH B T. IV.2.6 oT 0BABneHneTo 3a nopwuka.

XUBI/CMWH u Ty6epkyno3a

Bcaka oraenHa gocraeka, npegMer Ha HacTOAWMA AOroBop we 6vae AocTaBeHa B. cpok Ao 10
(necet) pabotHu gHu cneg rony4aBaHe Ha 3asBKaTa-pasnpefeneHne OT BL3NOXUTENS 1 3a KonuyecTsara,
TOYHO ornpegeneHn B 3asBKaTa. 3asBKaTa-pasnpefeneHue -ce PerucTpupa ¢ - n3xodsl| Homep ot
_OenoBoACTBOTO U ce BpbUBa OT eKcnepT oT otaen ,JlekapcTeeHn NpoayKTH* Ha avpekuvs JlekapcTeena
MOAMUTMKA" -NIMYHO CpeLlly ‘NOANUC Ha MPEACTaBUTEN Ha USNBLAHUTENA NO AOroBOpa WNKU Ce u3npawa ¢
npenopbYaHo NUCMo ¢.obpaTtHa.pasnucka, unu no akc, unn No eneKTPOHEH MET NP YCNOBUATa M NO peaa
Ha 3aKoHa 33 eIeKTPOHHUA JOKYMEHT 1 EfIEKTPOHHUTE YAOCTOBEPUTENHN YCNyru..

Mcuxuyunm 1 noBefeHYeCKM PazCTPOWCTEA, ALIMKallK ce Ha ynoTrpeba Ha ONUOWAU, CUHOPOM

Ha 3aBUCUMOCT

MupBata AoCTaBKa OT ABYMECeYHaTa 3asBKa-pasnpeaenexune wWwe ce U3NbHK B CPOoK '.qo 4 (4yeTnpu) paéoﬂ-m
AHW cneq noryyaBaHe Ha 3asBKaTa-pasnpefeneHvue OT Bb3fIOXUTENs U 33 KONWYecTea, onpegencHiu 3a 1
(epHa) ceamuLa, cbrnacHo cegMnYHWA rpaduk KbM 3asiBkata. -

Beska cneggalla execeaMU4Ha AOCTaBKA B pamMkuTe Ha sanBKarta e ce M3NBMHW Ha 7-1s (cenmml) AEH oT
-flocnegHaTa AOCTaBka, B CbOTBETCTBUE C UBUCKBAHUATA Ha qn 13, an. 2 ot Hapeg6a Ne 2 ot 20.06.2012 r.
3a ycrioBusTa 1 pefia 3a OCbLUECTBABaHe Ha nporpamu 3a neqeume C @roHUCTY W-aroHUCTU-aHTaroHUCTH Ha
AWUE, 33BMCUMU. KbM  ONMOVAK. '3anBKata-pasnpegeneHue ce perwmpupa C u3Xoasu| Homep OT
nenoao.qcraoro ¥ Ce BpL4Ba OT eKcnepr oT oTaen JlekapcTBeHu nNpoaykTu* Ha aupekuus ,flekapcTeeHa
nonmMTMka® NMYHO Cpelly NOANUC Ha npeACTaawTen Ha W3MBLNHWUTENS MO AOTOBOPA WNKU Ce M3npawa ¢

i e
/ WY
Codhusy 1756, Cothapma B ec Taybpi Ten.: +359 2 8133 660
‘yn. Nouezap Cranvues 5 crpaaa A, € taxc: +359 2 8133 666 ) \‘“\
1
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npenopbYaHo NMCMo ¢ obpaTHa paanucxa WIK Mo baKc, UNN No eNEKTPOHEH NBT Npu YcnosusTa 1 No peaa
Ha 3aKoHa 3a ENEKTPOHHMSA JOKYMEHT W erieKTpoHHUTe YAOCTOBEPUTENHI YCIYTL.
lapaHTMpame, Ye cMe B CbCTosHUE Ad NaNLAHUM KAYeCTBEHO NOPLUKATA B MBLNHO CLOTBETCTBME C
ropeonucaHara ogepra. A
3a u3nbiHeHne Ha nopbuKara npeanarame cnegHara paspaboTka Ha TEXHUUECKO, NPEANOKEHUE:

3abonssaHe

Ne
no
pea

ATC kop,

MexayHapog,
HO
HeNaTeHTHO
HaUuMeHOBaH
we

Twproscko
HauMeHoBaHue

JtekapcTse’

Ha c¢opma

Konyuecteo Ha
AKTUBHOTO
BELLecTBO

:OKoHYa
TenHa
onakos
Ka

Konuuectso
Ao

MKE koa

XmB/ CNAH

JO5AR01

LAMIVUDINE

ol
ZIDOVUDINE,

36 000

B20.0,820.1,820.
2,820.3,B20.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,821.8,B21.9,
B22.0,822.1,B22.
2,822.7,823.0,B2
-3.1,B23.2,B23.8,
B24.221

JO5AF05

LAMIVUDINE

6 696 000

B20.0,820.1 ,B20.
2,820.3,820.4,82
0.5,820.6,820.7;
B20.8,820.9,821.

1 0,821.2,B21.3,B2'

1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,822.7,823.0,B2
3.1,823.2,B23.8,
B24,221

ETRAVIRINE -

3,600 000

B20.0,B20.1,820.
2,B20.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821,
0,B21.2,B21.3,B2:
1.7,821.8,B21.9,

‘B22.0,822.1,822.

2,822.7,823.0,82
3.1,B23.2,823.8,
B24,Z221

JOSAGO4

JO5AR10

LOPINAVIR/
RITONAVIR
200 mg/50
mg

110 760

B20.0,820.1,B20.
2,820.3,820.4,B2

'0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9, -
B22.0,822.1,822.

2,822.7,823.0,82
3.1,B23.2,823.8,

B24,221 v

JO5AR10

LOPINAVIR/
RITONAVIR

3ANUYEHA HOORMALIW

g

820.0,820.1,820.
2,820.3,820.4,82
0.5,B20.6,820.7,

B20.8,820.9,821.

0,821.2,821.3,82
| 1.7,821.8,821.9,
B22.0,822.1,822.

Cohun- 1756,
yn. Mbuesap CraHues 5

HA L

JCHUBAH

viE

YJ1. 36A, AJl. 3 OT 3001

Codhapmy Busvec Taybc,

crpana

, eT.12

Ten.: +359 '2 8133 660

anKc +369 2 8133 66
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2,822:7,B23.0,B2
3.1,B23.2,B23.8,
B24,221

JO5AR02

-LAMIVUDINE

ABACAVIR/

184 320

B20.0,820.1,820.
2,820.3,820.4,82
0.5,820.6,820.7, .

'B20.8,820.9,B21.

0,B21.2,B21.3,B2
1.7,821.8,B21.9,
B22.0,822.1,B22.
2,822.7,B23.0,B2
3.:1,B23.2,823.8,
B24.221 ;

JO5AX09

MARAVIROC

216-000

B20.0,820.1,820.

*2,820.3,820.4,B2 .
"0.5,820.6,820.7,

B20.8,820.9, 321
0,821.2,821:3,B2

'1,7,821.8,821.9,

B22.0,B22.1,B22.
2,822.7,B23.0,B2
3.1,823.2,823.8,
B24,221 L

JOSAEQ3

RITONAVIR .

3.864 000

B20.0,820.1,B20.

2,B20.3,B20.4,B2

0.5,820.6,820.7,

'B20,8,820.9,821.

0,821.2,821.3,B2
1.7,821.8,821.9,
B22.0,B22.1,B22.
2,B22.7,B23.0,B2
3.1,B23.2,B23.8,
B24,221

JO5AE10

DARUNAVIR

.26 208 000

B20.0,820.1,820..
2,820.3,820.4,82
0.5,820.6,820.7,
B20.8,820.9,621.
0,821.2,621.3,82
1.7,821.8821.9,
B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,221

10

JO5AX08

RALTEGRAV
R

105 984 000

B20.0,820.1,B20.
2,820.3, B20.4,82
0.5,820.6,820.7,
B20.8,820.9,B21.
0,B21.2,B21.3,B2
1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,B23.8,
B24,221

11

JO5AFO1

"ZIDOVUDINE

3ATNY
yAn.

EHA iHoOoPpN
A OCHOBAHUE
B6A, ANl. 3 0T

BALIMST
n

4 260 000

B20.0,820.1,B20.
2,B20.3,B20.4,B2
0.5,820.6,820.7,

.B20.8,820.9,B21.

0,821.2,B21.3,B2
1.7,821.8,B21.9,

B22.0,B22.1,B22.
2,822.7,823.0,82

Cocbust 1756,

yn. NTbuesap CraHues 5

Coo))apma EMBHEC Taya\ggc,

o

1 +359.2 8133

crpana A, et.12 Kc: +359 2 813
%\ sophar‘m'atra
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3.1,823.2,823.8,
B24,221 ,

12

JOSAEOD8

.ATAZANAVI
R

'B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,
B22.0,822.1,B22.
2,822.7,823.0,B2
3.1,823.2,823.8,

8424 000 | B24,721

13

JOSAG03

EFAVIRENZ

B20.0,820.1,B20.
~ 2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,621.2,821.3,B2
1.7,821.8,821.9,
B22.0,822.1,B22.
2,822.7,823.0,B2.
3.1,823.2,823.8,
11016 000 | B24,221

14

JOSAFO7

TENOFOVIR
DISOPROXIL

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,821.
0,821.2,821.3,82
1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,82
3.1,823.2,8238, .
2557 800-| B24,721

15

JO5AF01

- ZIDOVUDINE.

B20.0,B20.1,B20.
2,B20.3,820.4,B2
0:5,820.6,820.7,
B20.8,B20.9,B21.
0,B21.2,B21.3,B2
1.7,821.8,B21.9,
B22.0,B22.1,B22.
2,B22.7,823.0,B2
-3.1,823.2,823.8,
104800 | B24,7221 :

16

JO5AF05

LAMIVUDINE

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,821.

.0,821.2,821.3,B2
1.7,821.8,821.9,
'B22.0,822.1,B22.
2,B22.7,823.0,B2
3.1,823.2,823.8, -

57 600.| B24,221

17

JO5AG05

RILPIVIRINE

JAT]

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,
A E S B20.8,820.9,B21.
B ] ,B21.2,B21.3,
HA GCHOBAHWVE '?.7',321.8.82:13.98,2
H/. 36A, A/1. 3 PT 300 B22.0,822.1,822..

1431 000 | 2,B22.7,823.0,82

Cothus 1756,

- yn. fTbyesap Cranues 5

T

7
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3.1,823.2,823 8,
B24,721

18

JO5AX12

DOLUTEGR
AVIR

6859800

B20.0,820.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,

B20.8,820.9,B21.
0,B21.2,821.3,B2
1.7,821.8,821.9,

B22.0,822.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,823.8,.

.B24,221°

19

JO5AR03

EMTRICITABI
NE/

TENOFOVIR

DISOPROXIL

311.760

B20.0,820.1,B20.

'| 2,820.3,820.4,B2

0.5,820.6,820.7,

| B20.8,B20.9,B21.
| 0,821.2,821.3,B2

1.7,821.8,821,9,
B22.0,822.1,B22.
2,822.7,823.0,82
3.1,823.2,823.8,
B24,721

20

. JO5AR13

. DOLUTEGR

AVIR/ABACA
- VIR/
LAMIVUDINE

154 080

B20.0,820.1,B20.
'2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7.821.8,821.9, -

'B22.0,822.1,B22.

2,B22.7,823.0,B2
3.1,823.2,823.8,
B24,Z221

21

_JO5AR14

DARUNAVIR/

COBICISTAT
800/150mg

117 720

B20.0,B20.1,B20.
2,820.3,820.4,B2
0.5,820.6,820.7,
B20.8,820.9,B21.
0,821.2,821.3,B2
1.7,B21.8,B21.9,

‘| B22.0,B22.1,B22.

2,822.7,823.0,B2

-3.1,823.2,823.8,

B24,221

22

JOS5AR22

DARUNAVIR/
COBICISTAT
, / y
EMTRICITABI
NE/
TENOFOVIR.
ALAFENAMID
E

'56 520

B20.0,820.1,820.
2,820.3,820.4,B2
0.5,B20.6,B20.7,
B20.8,820.9,821.
0.B21.2,B21.3,B2
1.7,821.8,821.9, .
B22.0,B22.1,B22.
2,B22.7,823.0,B2
3.1,B23.2,B23.8,
B24,221°

23

JOS5AR21

DOLUTEGR
AVIR/
RILPIVIINE

MHENA MHD
HA OCHOBA
HA. 36A, AN. 3

DPMAL
HWE
PT 300

9 000°

B820.0,820.1,820.
2,820.3,820,4.B2°

0.5,820.6,820.7, -

B20.8,820.9,821.
0,821.2,821.3,B2
1.7,821.8,821.9,

B22.0,822.1,822.
2,822.7,823.0,82
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v
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3.1,823.2,B23.8,

B24,221

Reuxudnn u

noBe/ .eHyeckun

pasTpoiicTsa,

AbIbKalum ce

Ha ynoTpe6a

Ha onuouaH,

CUHAPOM Ha ‘METHADON :

3aBUCUMOCT NO7BC02 E 120 826 000 F11.2
A15.0,A15.1,A15.
2,A15.3,A15.5,A1
5.:6,A15.7,A15.8,
A15.9,A16.0,A16.

4 1,A16.2,A16.3,A1

6.4,A16.5,A16.7,
A16.8,A16.9,A17.

Tyb6epkynosa

JO4ACO1 | ISONIAZID

82 170 000

0,A17.1,A17.8,A1
7.9,A18.0,A18.1,
A18.2,A18.3,A18.
4,A18.5,A18.6,A1
8.7,A18.8,A19.0,
A19.1,A19.2,A19.
8,A19.9,890.0,B9
0.1;890.2,890.8,
B90.8

161970 000

A15,A15.0,A15.1,
A15.2,A15.3,A15.
5,A15.6,A15.7,A1

5.8,A15.9.A16.0,

A16.1,A16.2,A16.
3,A16.4,A16.5,A1
6.7,A16.8,A16.9,.

A17.0,A17.1,A17.
8,A17.9,A18.0,A1
8.1,A18.2,A18:3,

A18.4,A18.5,A18.
6,A18.7,A18.8,A1
9.0,A19.1,A18.2,,

'A19.8,A19.9,B90.

0,890.1,890.2,89
0.8,890.9

J04AK01

J04AB02 | RIFAMPICIN

PYRAZI NAMI

’

EHA VHOOPM

HA OCHOBAHWI

215 150 000

A15,A15.0,A15.1,

‘A15.2,A15.3,A15.

5,A15.6,A15.7,A1
5.8,A15.9,A16.0,
A16.1,A16.2,A16.
3,A16.4,A16.5,A1
6.7,A16.8,A16.9,
A17.0,A17.1,A17.
8,A17.9,A18.0, Al
8.1,A18.2,A18.3,
A18.4,A18.5,A18.
6,A18.7,A18.8.A1
9.0,A19.1,A19.2,
A19.8,A19.9,B890..
0,B90.1,890.2,B9
0.8,890.9

Codhun 1756,
yn. fibuesap CtaHueB 5

apma BuzHec Taysp

/ rivas A, er.12

S/1 30K/, AR =

Ten.:+359 2 8133 Gb‘o//j

takc: +359 2.8133 666
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A15.0,A15.1,A15.
2,A15.3,A15.5,A1
5.6,A15.7,A15.8,
A15.9,A16.0,A16.
1,A16.2,A16.3,A1
6.4,A16.5,A16.7,
A16.8,A16.9,A17.
0,A17.1,A17.8.A1
7.8,A18.0,A18:1,

A18.2,A18.3,A18.

4,A18.6A18.7,A1

8.8,A19.0,A19.1,

: A19.2,A19.8,A19.

" | ETHAMBUT 9,890.0,890.1,89

28 | J04AK02 oL 160 200 000 [ 0.2,890:8,890.9
20 | Joanxos | BEPRQUIL | gipruRo tabiet 100mg 188

131 600’ A15.1

O

1. [eknapupam, uYe rieKapcTBeHUTe. NPOAYKTM ca BkrloveHn B [punoxexne 3 Ha [MosutusHMA
NEKapCTBEH CNUCHK, aKTyanHo KbM AaTaTta Ha noJaBaHe Ha NPeAsrioXeHNETO.
2. [leknapupam, Ye CbM CbrnaceH, 4Ye ako npes BpeMeTo Ha AeicTBie Ha [Aorosopa CTOMHOCTTa, KOATO

¢nepga aa ce sannawa ¢ nyGnmyHiu cpep.CTBa Ha NnekapcTeeHu NpoaykTn oT MosuTnBHMS NiekapcTBeH CnuckK
CTaHe no-HUCKa OT AOroBOpeHaTa, BbanoxuienaT 6e3ycnosHO Aa. 3annalla EKapcTBeHNUTe NPOAYKTU Ha no-
HWCKaTa LieHa, CUUTHO OT gartara Ha. BNW3aHe B CMMA HA PeLIeHMeTo Ha HaumoHanHus CLBET MO LEHU U
pemmMGypcrpaHe Ha nekapcTBEHUTe NPOAYKTY - (HCLIP/M) 3a npomsaxa Ha LieHa Ha neKkapcTseH NPOAYKT Wnun oT

hararta Ha aktyanusauusta Ha [Mo3uTMBHKS. NnekapcTBEH CNUCHK Mo peaa Ha un. 57, an. 1 ot Hapep6ara sa

ycnoeusiTa, nNpasunarta v peaa 3a perynvpaHe U PerucTpupaHe Ha LeHuTe Ha.fiekapcTBeHUTe npoaykTH 3a
nekapCTBeHUTe NPOAYKTM C HAaMarieHg CTOMHOCT 3a onakoeka, u3uucrneHna Ha Gasa pecpepeHTHa CTofiHoCT. B
cnyyauTe Mo NPEAXOAHOTO U3PEUEHME, CTOWHOCTTa Ce onpeaesna KbM MOMEHTa Ha [jocTaBkaTta (nognuceane Ha
npuemo-npeaasarTeneH NpoTokon).

3. [eknapvpam, Ye cCpoka Ha FOQHOCT Ha npeafiaraHWTe NeKkapCTBEHU NPOAyKTH Lie 6bae He no-
MaITsK ot 60 (WwecTaeceT) Ha CTO-OT OGSBEHUA OT NPOUIBOAUTENS KbM AaTaTa Ha,BCAKA AOCTaBKA..

4. y6nudeH perucTsp, B KOWTO ca. NyGRnKyBaHu, BCUYKM npunox(el-lwﬂ KbM paspelLeHneTo 3a ynotpeba:.

https: //ec europa. eu/health/documents/commumtv-requster/html/h901 htm

nOHCHeHlle anI’IO)KeHVIﬂTa HepasaenHa Yacr oT KOHerTHOTO paapeLueHue 3a yHOTpeGa He cneaga aa 6vaar
npeACTaBHHVI OT y4yacTHULIUTE KaTo 3aBepeHn Konus: HGOGXQAMMO e yqacrﬂuume Aa I'IOCOHaT KOHKpeTeH nyﬁnmeu
pemcn,p, B KOMTO ca HyﬁﬂMKYBaH_M BCHUHYKU NPUNOXEHWS KbM KOHerTHOTO paspeu.leHMe 3a yn0'rpe6a :

rlpuno;xel-wm
1. 3aBepeHo konue Ha BanuAHO paspelueHve 3a ynotpeba B cTpakara, 13aafeHo Mo pega Ha SNNXM. unu
PernameHt (EO) Ne 726/ 2004 1. Ha EBponemcmn napnameu'r M CuBera (4. 23, an. 1 Ha 3nFIXM)
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