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Huec, 18.02.2015 r., na ocHoBanue wi. 101r, BbB BpB3Ka ¢ paznopeadute Ha riasa 8 “a” ot 3akoHa
3a o0ImecTBEHUTE NOPBYKH B AJIMUHUCTpAaTHBHATA 3ala Ha YHHBepcuTeTcka Gonauua "Jlosernen”, ot 10.00
yaca, C€ IMpOBEIE 3acelaHMe Ha KOMHUCHSTAa Ha3zHadeHa cbc 3amosen Ne 1X-3-2/05.02.2015r. Ha
Br3noxuTtens, 3a npoBexaaHe Ha o0IIecTBeHa NopbyKa ype3 nybnuuna nokana ¢ npeamer: “JIOCTABKA
HA MEJMKAMEHTHU IIO0 OBOCOBEHH IIO3ULIMHU 3A HYXIWUTE HA OTIEJIEHHUE IIO
XEMOJIUAJIN3A B BOJIHULIA “JIO3EHEILL™

KomucusiTa npuchCTBa B ChCTaB, KAKTO CJIC/BA:
[Tpencenaren: Kamuna llomoBa — HagagHUK ,, AnTeka’
Unenose: Caetnana ATanacoBa — cTapliia MEIHIHHCKA CecTpa
umx. Enena JJuMHTpoBa — €KCIIEPT 1O OOIISCTBEHH MMOPHYKH

3aceaHueTo ce PHKOBOJIH OT IIpejiceaTeliss Ha KOMUCHATA.
Y4acTHUIUTE B KOMHCHATA MOMBIHUXA Jeknapauuu mo 4. 101 r an.2 ot 30I1.
Kommucusita yctaHoBH, 4e 10 KpaifHHs CPOK 3a IojaBaHe Ha odepTH, ca MOCThIWIM OhepTH OT
YyYacTHHIIUTE, KaKTo cliesa:
e ,,Codapma Tpeiimmare AJl
e “Menexc” OO0

Ha 3acemanuero He NPUCHCTBAT NPEICTABUTENN HA YIACTHHUIIHTE.

KOMUCHSTA npucTbld KbM pasriexaase Ha odeprara:

1. Odepra ¢ Bxomsuy Ne IX-3-4, mocrernmia Ha 16.02.2015 r. B 11.22 yaca. Csinara e nogafieHa ot
»Codapma Tpeiigunure AJl, EMK 103267194, cec cenanuie u agpec Ha ynpasnenue: rp. Codus 1756, p-u
LAsrpes”, yn. ,JIpuezap Cranues™ Ne5, Codapma busnec Tayspe, Crpana ,,A”, et.12, Ten. 02 8133660,
daxc 02 8133666, e-mail: office@sopharmatraiding.bg , npencraBnaBana ot Jumutsp ['eoprues JIumutpos
—u3mBIHATENEH AupekTop. Odeprata e noamucana or Maprapura Mopnanosa ['eopriepa ¢ mbIHOMOIIHO.
Odeprara e nperocTaBeHa B 3are4aral HeTPO3pavyeH UK.

KomucusaTa OTBOpH IIMKA, OMOBECTH MAOKYMEHTHTE, CBIBPXALUIA CE B HEro, W IPOBEPH
CHOTBETCTBHETO MM C H3MCKBAHUSATA 32 HM3IBJIHEHHE HA MOPHYKATa M HM3MCKBAHUATA KHM Y4YaCTHHKA,
YTBBPJCHU B IMyONMYHA NOKaHa OT BB3NOKHTENd. KoMucHSTa KOHCTaTHpa, Y€ ca HAJUYHM ¥ PENOBHH
M3HCKYEeMHTE JOKYMEHTH Ha ydacTHHKa ,Codapma Tpeiimmuare Al

YneHoBeTe Ha KOMHCHATA MOJANMKCAXa TEXHUYECKOTO NpeuioxkeHue 1o o6ocobenn mozuiwn 1, 2 u 3
U IIEHOBOTO IIPEUIOKEHHE Ha yYacTHUKa 110 06ocobenn nosunmu 1, 2 u 3. Komucusra o6sBu npeanoxenara
LieHa Ha yyacTHHKa ,,Coapma Tpeiigunr® AJl, kakro creasa:




- Obocobena nosunus 1- Darbepoetin alfa, solution for injection prefilled syringe with needle
guard, 40 mcg/0,4 ml: Epynnana mena 3a DDD/ tepanentuuen kype B s, ¢ JJC e 13 ncsa
(pedepentra crodinocT 3a DDD/ TepaneBTHuen xypc B IIO3HTHBHUS J€KapCTBEH CIHCHK KBM
MOMeHTa Ha 0TBapsHeTo Ha odeptu ¢ 13.23954 am.)

- Obocobena mozuuma 2- Sevelamer, film-coated tablets, 800mg: Exuanuna nena za DDD/
TepanesTaden xype B a8, ¢ JAC ¢ 1440000 nesa (pedepentHa crodimoct 3a DDDY/
TEPANCBTAYECH XypC B [I03UTHBHMA JIEKapCTBEH CITMCHK KbM MOMCEHTA Ha OTBAPAHETO Ha odepTH
¢ 14.93022 nn.)

- Obocobena mosmnusa 3- Cinacaleet, tablets, 30mg: Ennnnuna newa 3a DDD/ tepanerTnuen
kype B aB. ¢ JJC e 23,71429 nesa (pedpepentHa crottnocr 3a DDD/ TepanmeBTiyeH xypc B
HosuTuBHES JeKapCTBEH CIHCBHK KM MOMEHTA Ha OTBAPSHETO Ha obepTu ¢ 24.47286 np.)

Ha ocropanue Wi 23 an. 4 or 3axoH 3a Teprobekus perucrsp, KoMucusta uzsbpmn cnyxedna
OpoBepKa Ha AKTyanHO CBCTOsSHHE, 32 JHMICaTa Ha BOMCAHH OO0CTOSTENCTBA — HeCHCTOATENHOCT H
JIEKBUANMS W IMPHIIONH paslieyaTka 0T H3BLPIICHATA [IPOBEPKA.

2. Odepra ¢ sxoasm Ne IX-3-5, moctenuna Ha 16.02.2015 1. 8 13.35 uaca. Cellara € noganesa ot
“Menpexc” OOJ, EMK 131268894, csc cemanumme M anpec ua ynpasiemue, rp. Codus 1138, xs.
opybnsane, yn. ,,CamokoBcko moce” Ne 2JI, Teproseku neHThp ,.bBouna“, er. 5, ten. 02 9175545,
029175552 u 0888 786967, daxc 02 9175538, e-mail: office@medex.bg u mkolev@medex.bg,
npeAcTaBisBaHO OT BEmunN AnekcarnpoR [ameB - ympasuten. Odeprara e nommucaga oT  Emun
Anexcarzpos Jlanes - ynpapuren. OdepraTta € IPEAOCTABCHA B 3aIIeYaTaH HEMPO3PadeH IJIHK.

Komucusara OTBOpM NNMKa, OMOBECTH [OKYMEHTHTC, ChIBPKAHOIM C€ B Hero, U MpPOBEPH
CHOTBETCTBUETO MM ¢ HIHCKBAHMSITA 32 WINMBIHCHHE HA TIOPHUKATA M HM3HCKBAHUATZ KLM YYACTHHKA,
YIBLpAEGHH B MyONuYHA TOKaHa OT BB3NOKHUTeNMs. KoMHCHNTA KOHCTATHpA, Y€ €A HAMHUYHU U PENOBHY
H3UCKYEMHTE JIOKYMEHTH Ha yJacTHHKa “Menrexc™ OO/,

Unenopere Ha KOMHCHATA [OAMNCAXA TEXHUYECKOTO OpEMONeHHE m0 obocobena mozumms 2 #
HEHOBOTO IPENIOKeHHE HA YIaCcTHHKA 1o obocobeHa nosumus 2. KomucusaTta 00ABH MpeAsIokeHara ieHa Ha
yuactHuka “Megexe” OO0, kaxkTo cneasa:

- Obocobena mosmmus 2- Sevelamer, film-coated tablets, 800mg: Enmuumumna mnena za DDD/
TepanesTHdeH kKype B aB. ¢ JAC e 13.392 nesa (pedepentna croiioct 3za DDD/
TeparneBTHYeH Kype B 1103UTHBHES JIeKapeTBEH CIHCHK KBM MOMEHTA HA OTBApAHETO Ha ofeptH
e 14.93022 u1.).

Ha ocnoBasue un. 23 an. 4 oT 3akoH 3a THproekus peructhbp, KoMucusra w3pbpimH clyxebHa
HpOBepKa Ha AKTYalIHO CECTOSHHE, 3a JIHICAaTa Ha BIOMCaHM oO0cTosTencTBa — HeChCTOATENHOCT H
JIMKBHIAUHMS H IPHITOKH paseyaTka OT N3BBPUICHATA IPOBEPKa.

I Komucusara, pasriega TNpelIoXKeHHeTo 3a Ja H3BBPHIM OHeHKa Ha odeprata ua
HNOTCHHHATIHHAT U3ITBIAHATETL, ChITIACHO 00ABeHHS 0T Bohanoxurens kputepui - , Halt-Hrcka nueHa” n

KJIIACHUPA:

Ha [TBPBO MACTO:
- 3a obocobena mosuiys 1- Darbepoetin alfa, solution for injection prefilled syringe with needle
guard, 40 mcg/0,4 ml — ,,Codapma Tpeiinanr® A
- 3a obocobena mozumus 2- Sevelamer, film-coated tablets, 800mg — “Menexc® OO/
- 3a obocolena mo3umus 3- Cinacaleet, tablets, 30mg — ,,Codapma Tpetimunar® AL
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III. KOMUCHATA MMPEIJIAT A HA BB3JIOXKUTEJIA:

I[a CKIIIOYH OOroBOp € KJIACHPAHHTE Ha IIBPBO MACTO YYaCTHHIM, IIO obocobenu IIO3UIHH, KaKTO
ciienpa:

- 3a 0bocobena no3unus 1- Darbepoetin alfa, solution for injection prefilled syringe with needle
guard, 40 meg/0,4 ml — ¢ yyactuuka ,,Codapma Tpeitauur® AJl

- 3a 06ocobena nozunus 2- Sevelamer, film-coated tablets, 800mg — ¢ yuactauka “Menexc” OO
- 3a 00ocoOena mo3uums 3- Cinacalcet, tablets, 30mg — ¢ yyactuuka ,,Copapma Tpeiiaunur® AJl

KOMUCHST>

M /K Kamuna [{omosa

IIpencenaren:
A

s
Unenone: 1. -j\; /.f Cserniana AtaHacosa
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