IDIPOTOKOA Ne2/22.02.2019r.
o 4aA. 54, aa. 7 ot IIII30II
3a KOHCTAaTallHH Ha KOMHCHSTA

[duec, na 22.02.2019 rox. B 11:00 gaca, koMmucHudTa 3a IIPOBEXKIAHE HA OTKPUTA
nponenypa 1mmo 30II 3a Bb3sarane Ha obiecTBeHa ropwuka ¢ npeamer: “JOCTABKA HA
AEKAPCTBEHU IIPOAYKTHU U XPAHUTEAHUW [OJOBABKW U HA AEKAPCTBEHHU
I[TPOAYKTU 3A AEHEHHWE HA XEMATOAOTHUYHU 3ABOAYIBAHUWA M HA TTALIMEHTU
C TEPMHWHAAHA BBBEPEYHA HEIJOOCTATBYHOCT HA XEMOIMAAMU3A 3A
OEVUHOCTTA HA YMBAA ,IIPO®. [I-P CTOJH KHWPKOBUY" AJl, Ha3HA4YeHa CBbC
3anosen No P/1-10-104/22.12.2018 rox, B cAegHUS CHCTaB:

IIpencenaTeAa:
1. Mar. ®apmaneBtT Muaka I'erkoBa — YrpaButea boannyHa Anreka

YaeHOBE:
2. Hou. Uaua JumutpoB [lommoB — BP.M.[1. HauaaAHUK KAMHHKA 110 HEPPOAOTHUL C
OeWHOCT XxeMoauaAnu3a
3. [-p Mapusa [dunkoBa Tomopoa - BP.U./l. Hagyaanuk oraeaeHue no KamHuuHa
XEeMaTOAOTHUS U MEeIUITMHCKA OHKOAOTHS
4. AnB. Tatana KekeBcKa — BBHIIIEH €KCIIEPT
5. [uana IlerpoBa MaamHKoBa — oM. PapmarieBT O0AHUYHA aTeKa

Pe3epBHH uAeHOBeE:
» Ans. Xpucrto [lanatioToB
» Banga BormanoBa — PrkoBonuTea O0LIECTBEHU TOPBIKH

IIPOBEAE CBOETO BTOPO 3aCE€aaHHUE.

I. IlpeacemaTeadT Ha KOMHCHUATA OOKAAQOABa, Y€ B OJEAOBOACTBOTO Ha A€YEOHOTO
3aBe/leHHE ca IMOCTBITHAH:
1. 3aneuarad mauk or ,EW EHI AU PAPMA B'BATAPHUSI EALO, c Bx.Ne
ACIO-16-112/15.02.2019r
2. 3amneyaran mnauk ot ,COPAPMA TPEUOHUHT Ao, c Bx.Ne IIIO-03-
61/18.02.2019r.

II. Komucudara yCTaHOBH, Y€ BCHUYKHU IOCTBIIMAU AOKYMEHTH OT YYaCTHHIIUTE Ca B
CpOKa, OIlpedeA€H OT KOMHCHUSTa C MPEAXOAeH MPOTOKOA — IIeT paboTHU OHU OT
oay4aBaHe oT ydacTHuIuTe Ha [Iporokoa Ne 1/22.01.2019 r.

Komucugara pasraema OpencTaBeHUTE OT ydacTHHUIIUTE nOoKyMeHTH u CD, wu
YCTaHOBU CAEIHOTO:

= ,,Ef;I EHO OA $PAPMA BBATAPHUSN“ EAIl e 1mpencraBUA CIOHCBK Ha
3aBbAKEHUTE AWIlA, MOAIMCAH OT YI'BAHOMOIIEHHUS HpencraButrea Hpena llanoBa —
KbHOBa, B KOUTO AeKAapUupaT, Y€ 3abAKEHHU AUIlA 110 CMHUCHAA HA YA. 54, aa. 2 U 4A. 55,
aa. 3 ot 30II ca:



1. [-p Aaekacanmabsp AaekcaHApoB MapuHoB — W3II'bBAHUTEAEH OUPEKTOP
1 YaeH Ha CbBeTa HA JUPEKTOPUTE

2. Beceaun llaueB PuakoB - YaeH Ha CbpBeTa Ha AUPEKTOPUTE

3. Pocen Mopmanos I1aBaos - YaeH Ha ChbBeTa HA TUPEKTOPHUTE

Y4acCTHUKBT € IIPEACTaBUA U II'BAHOMOIIHO, C KOE€TO AAEKCaHIBP AAEKCaHIPOB
MapuHOB - U3nbaAHUTEAEH qupeKTop U YaeH Ha CpBeTa Ha JUPEKTOPUTE YI'bAHOMOIIIaBa
HUpena [JanyoBa llanoBa — KbHOBa na mpeacraBasgBa ,,EIZ EHO AV ®APMA BBATAPUA“
EA/l, na moamucBa BCHYKH AOKYMEHTH CbhCTaBAgBallll odeprara cwraacHo 30I1, na
CKAIOYBa MOTOBOPU 3a Bb3aaraHe Ha oOIllecTBeHa IOpBYKA OT UMETO M 3a CMEeTKa Ha
JPYKECTBOTO.

C oraen ropHHUTE KOHCTATAllUM KOMHCHSATA IIpHeMa, Y€ ydacTHHKAa ,El EHO OU
SAPMA BBATAPUA“ EAIl e u3bAHHUA yKazaHHdATa Ha KoMucudra oT IIpotokoa No
1/22.01.2019 r. u ro gomyckKa Ao IIOCA€ABAaIo ydacTue B npoieayparta 1o 30I1.

= ,,CO®PAPMA TPEf/il[I/IHI‘“ Al e npencraBua HOB eEE/IOIl Ha eAeKTpoHEH
HOCHTEA, IIOAIKCAH C €A. IIOAIMCH OT YaeHoBeTe Ha ChBeTa Ha AUPEKTOpPHUTE [IUMUTBHP
TeoprueB [umurpoB, OrusH HBamoB [loHeB um AHrean Hopmanos HMopmamoB um MBan
XKeneB HaueB - ,PernoHaseH MeHUIKBP Hpomazkou BoaHmdeH mazap - AeKapCTBEHH
NPOAYKTHU" U ChIIML pasliedaTaH Ha XapTHUEH HOCUTEA.

Komucugara ycranoBu, de B dact IV, paznea ,,B“ eEEJOII — moae ,,3a nmopbuku 3a
poctaBku: CepTUdUKATH OT WHCTUTYLHMU II0 KOHTPOA Ha KadeCTBOTO“ YYAaCTHUKBT €
AeKAapupaa, de npurexana cepTudgukart o crangapt [SO 9001:2015, usznagen ot SGS,
3a caegHUTe pAeWHocTU: [UCTpUOyILMS Ha A€KApCTBEHU IIPOAYKTH, MEIUITMHCKHU
U3IEAUs], CAHUTAPHO-XUTHEHHU MaTepHaAHl, XPaHUTEAHH MOOOABKU U [ETCKU XpaHHU,
KO3METUYHH IPOAYKTH, MPOAYKTH 3a MOEe3WH(EKIUs, AEe3WHCEKIHd W AepaTHu3alvsd B
CBOTBETCTBHE C H3UCKBAHUATA Ha AobpaTta AUCTPUOYyTOPCKA MpaKTUKA. YCAYTH IIO
IPeaauCTPUOyIHsI, BKAIOYBAIIM AOTHCTHUKA, (PMHAHCH, ChbXpPaHEHHE U JUCTPHUOYIIMa Ha
MIPOAYKTH 3a KAMHUYHU H3[IUTBAHHSA B CHOTBETCTBHE C H3HUCKBaHHUdATA Ha no0pa
OUCTPUOYyTOpPCKa IIpakKTUKa. THpProBUd C MEOUIIMHCKO obopyaBaHe. CepBH3HO
obcay:xBaHe Ha obopynBaHe. Pureiin ycyru KpM anteku. No M gata Ha H3aBaHe:
BG16/871329 / 01.08.2016 r. Baaunen no 31 roau 2019 r.

C oraen ropHUTE KOHCTATAIlUU KOMHCHATA IIpueMa, 4e ydacTHuka ,CODPAPMA
TPEUVHI“ Al e U3IIbAHUA yKa3aHUATA Ha KoMucuaTa oT IIpoTokoa Ne 1/22.01.2019
I'. ¥ TO AOIIyCKa A0 IocAeaABalllo ydacTue B npoueaypara mo 30II.

III. B 3aKpPHUTO 3aCCaHHUE KOMHUCHATA ITPOABAZKH CBOdATa pa60Ta IIO pa3rAeXXaaHeE Ha
TEXHUYIECKUTE IIPEOAOKEHN Ha YIaCTHUIIUTE IIO p€aa Ha IIOCTHhIIBAHE Ha OCbepTI/ITe HM.
Komucusara YCTaHOBH CAE€OHOTO:

1. YyacTHUKDBT ,,Ef;I EHO AU $APMA BBATAPHUS“ EALl e nogas IpenAoKeHUS
3a U3ITbAHEHHE Ha MIophYKaTa 3a:
e 060cobeHa mo3unus No 1, HomeHKAaTypa Ne 20
e 000cobeHa mo3urusa Ne 1, HomeHkAaaTypa No 21
e 060cobeHa mo3unus No 2, HomeHKAaTypa Ne 111
e 000cobeHa mo3urtusa Ne 3, HomeHKAaTypa No 157
e 000cobeHa no3urus Ne 3, HomeHkaaTypa Ne 171



1.1. B nipenaokeHHETO CU 3a U3II'bAHEHUE Ha IophukKaTa 3a 06ocobeHa ITO3UITUs
No 1, somenraatrypu No 20 u Ne 21, ygyacTHUKBT € npencraBua [Ipuaoxenua No 2 u 2A
Ha XapTHEH U EeAeKTPOHEH HOCHUTeA, IIOITbAHEHH II0 oOpasel; Ha Bwb3aroxkuTess;
HotapuaaHo 3aBepeHO II'BAHOMOIIHO, C KOETO AAEKCaHABP AaeKCcaHApoB MapuHOB -
N3nbaHUTEAEH AupekTop U YaeH Ha CpBeTa Ha AUPEKTOPHUTE yIrbAHOMoIaBa lMpena
HanyoBa llanoBa — KbpHOBa ga mpencraBasgBa ,,EI71 EHO I ®APMA BBATAPUA“ EALL,
Ja TIOAINCBa BCUYKH OJOKYMEHTHU, ChCcTaBagBalu odeprara cbraacHo 30I1, ma ckarouBa
JOTOBOPM 3a Bb3AaraHe Ha o0llecTBeHa IIOphYKaA OT HMETO U 3a CMeTKa Ha
apy=xecTBoTo; Bescpouno Pazpenienne 3a Ymorpeba Ha AeKapCTBEHU IIPOAYKTH 3a
Albumin,c ATC kox BOSAAO1; OtopuzammonHo nucmo ot ,Cu Ec Ea Bepuunr” I'moX, c
KOETO OTOpPH3UpaT Y4acTHHUK [a ydacTBa B HacrosgmiaTta npoueaypa no 30II; Konne Ha
crupaBka oT TBproBcku peructTbp b Ha PaiioneHn cpan B MapOypr, ['epmaHusa, B opuruHaa
U IIpeBOJ Ha OBArapCKH e3UK; [lekaapliud 3a CcbrAacHe C Kaay3uTe Ha [J0oroBopa;
Hexknapanus 3a cpokKa Ha BaAMAHOCTTa Ha odeprara; [lekaapanud 3a cla3BaHe
3abAKEHHSTA, CBBP3aHHU C MOaHBIM M OCUTYPOBKH, Olla3BaHE Ha OKOAHaTa Cpena,
3aKpHAa Ha 3aeTOCTTa M yCAOBHSATA Ha TpyZx mo 4a. 39, aa. 1, . 1, 6ykea ,,a“ ot I1I130II;
Hexknaapanusa mo 4a. 3, T. 8 U 4a. 4 oT 3aKoHa 3a MKOHOMHYECKHTE U (PHHAHCOBHUTE
OTHOIILIEHUS C APYyKEeCTBaTa, PETUCTPUPAHU B IOPUCAUKIIUU C ITpedpepeHIIuaAeH JaHbuYeH
PEKUM, CBBP3aHH C TIX AWUIIA U TEXHUTE NEeHCTBUTEAHH COOCTBEHUIIH.

1.2. B mnpensoxkeHHETO CH 3a H3I'bAHEHHE Ha IopbyKaTa 3a o00ocobeHa
no3unysa Ne 2, HomeHKaaTypa Ne 111, ygacTHUKBT e npencraBya [Ipuaoxenuda Ne 2 u 2A
Ha XapTHEH U EeAeKTPOHEH HOCHUTeA, IIOITbAHEHH II0 o0pasel] Ha Bb3roxkuTes;
HotapuaaHo 3aBEepeHO II'BAHOMOIIHO, C KOETO AAEKCaHOBP AaekcaHApoB MapuHOB -
NamepaHuTEeACH nupekTop U YaeH Ha CpBeTa Ha AUPEKTOPHUTE yII'bAHOMoOIaBa HpeHa
[anyoBa llanoBa — KbHOBa ga mpencraBasgBa ,,EP'I EHO I ®APMA BBATAPUA“ EAL,
Ja IIOAINCBa BCUYKH NJOKYMEHETH ChCTaBAagBaIly ogeprara cbraacHo 3011, na ckarouBa
JOTOBOPH 3a Bb3AaraHe Ha o0llecTBeHa MOpBhYKA OT HMETO U 3a CMeTKa Ha
apy=xecTBoTo; BescpounHo Pazpemrenne 3a Ymorpeba Ha A€KapCTBEHU IIPOAYKTH 3a
Metamizol Sodium, ¢ ATC koxm NO2BB 02; OrtopuszaiimoHHO HnuUcMO oT Mapuana
AnreaoBa — KpHeBa, B Ka4eCTBOTO CH Ha YVII'bAHOMOIIEH mpencraButea Ha “EAAHTUC
PAPMA“C.P.A., mpurexkaTea Ha paspelleHHeTo 3a ynorpeba Ha AEKApPCTBEHUTE
OpOAyKTH OT HOMeHKaatrypa Ne 111, ¢ koero oropu3Hpa ydacTHHKa [Oa ydacTBa B
Hacrodmiata npouenypa mno 3O0II; IIeanomoimHo ot [lan Ywmra, agaMUHHCTpaATOp Ha
EAAHTUC SAPMA C.P.A.,, ¢ kKoetro ymbpaHOMoIaBa MapuaHa AHreaoBa — KwHeBa,
MeHuxbp 10 peryaaTopHu BBIpocHu /IIbaHomoinnuk/ e Eit enn [Au dapma Brarapusa
Ja yI'bAHOMOIIIaBa U Ha3HaudaBa AWUIIEH3UPAHUW THPLOBIIM Ha €4pO0 Ha TEPUTOPHUSTA Ha
PBrwarapusg; [lekaapiiyisa 3a cbraacHe C Kaay3uTe Ha OOoroBopa; [lekaapalud 3a CpokKa Ha
BaAMOHOCTTA Ha odeprara; [lekaapanud 3a cClla3BaHe 3aIbAXKEHUSTa, CBBP3aHU C
JaHBIM M OCHUIYPOBKH, OIla3BaHE Ha OKOAHATa Cpena, 3aKpHuaa Ha 3aeTocTTa U
ycaoBULATA HA TPyA 110 4A. 39, aa. 1, T. 1, 6ykBa ,a°“ ot [II130II; [dekaapamnusa mo 49a. 3, T.
8 u 4a. 4 or 3akKoHa 3a MKOHOMHYECKHUTE U (PUMHAHCOBHUTE OTHOIIEHUS C ApPYyKecTBaTa,
PETHUCTPHUPAHU B IOPUCAUKIINU C IIpedepeHIIMareH OaHBbUYEH PEXUM, CBBP3aHU C TIX
AVIIA U TEXHUTE AEeHCTBUTEAHU COOCTBEHUIIH;

1.3. B npenaokeHHEeTO CHU 3a HU3IIbAHEHHE Ha IophukKaTa 3a 00ocobeHa IO3UIIUS
No 3, HomeHkaaTypu Ne 155 m 171, ygyacTHUKBT € npencraBua [Ipuaoxkenud Ne 2 u 2A
Ha XapTHEH U EeAeKTPOHEH HOCHUTeA, IIOI'bAHEHH II0 obpasel; Ha Bwb3aoxkuread;
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HoTapuasHo 3aBepeHO ITbAHOMOIIIHO, C KOeTO AaeKcaHObp AsekcaHApoB MapuHOB -
NsnmeaHuTeaeH nupekTop U YaeH Ha CpBeTa Ha AUPEKTOPUTE yII'bAHOMoOINaBa HpeHa
[anyoBa llanoBa — KbpHOBa ga mpencraBasBa ,,EI71 EHO I ®APMA BBATAPUA“ EALL,
Ja TIoAINCBa BCUYKHU OJOKYMEHTHU, chcTaBAagBalu ojgeprara cbraacHo 30I1, na ckarouBa
JOTOBOPU 3a Bb3AaraHe Ha oOIllecTBeHa IIOpbYKa OT HMMETO M 3a CMeTKa Ha
OPYyKeCcTBOTO; naBa Opos bBei3cpounm Paspemienus 3a Ymorpeba Ha AeKapCTBEHU
nponykTu 3a Paracetamol, ¢ ATC kong NO2BE 01 u OTIPAX, ¢ ATC kom SO2DA 30;
OTopu3alilmoHHO HHCMO OT AaekcaHAbp AaekcaHApoB MapuHOB, B Ka4eCTBOTO CH Ha
yrbaHOMOIIeH mnpeacraButea Ha BRITOS-MYERS SQUIBB Kft, npurexarea Ha
paspenieHueTo 3a yrnorpeba Ha AEKAPCTBEHHUTE MNPOAYKTH OT HoOMeHKaaTypa NolSS5,
OTOpH3Hpa y4aCTHHUK [a ydacTBa B Hacrtodliarta npoueaypa no 30I1; II'eaHOMOIIHO OT
Ockap [earamo Pepuangec, YrnpaBurea Ha BRITOS-MYERS SQUIBB Kft, ¢ koero
yI'bAHOMOIIIaBa M Ha3HadaBa AAeKCaHABP AaeKcaHApoB MapuHOB pga ydacTBa B
npouenypu no 30I1, na ymrpAHOMOIIABa ¥ Ha3Ha4dYaBa AWIIEH3UPAHH THPTOBIIU Ha €4pO
Ha Tteputopudtra Ha Pbwoarapus; OtopusaiioHHO nuUcCMO OT MapuanHa AHreaoBa -
KrvHeBa, B KadecTBOTO CH Ha ymbAHOMoOIeH nperacraButrea Ha BIOCODEX, France,
OpUTeRaTeA Ha paspelleHHeTo 3a yrorpeba Ha A€KapCTBEHUTE IIPOAYKTH OT
HoMeHKAaTypa Ne 171, ¢ KoeTo oTOopH3Hpa yYacTHHK [a ydacTBa B HacTodllaTta
npouenypa no 30II; IIeanomoro ot 2Kria PEHO, Bunenpesmaent Ha BIOCODEX, c
KOEeTO yIrbAHOMoOIIlaBa Mapuana AHreaoBa — KwHeBa, MeHUmxkbp ,PapmalieBTUYHU
Bprpocu“/II'baHoMonTHUK,/ Bbarapusa nga ymrbAHOMOIIABA M Ha3HadaBa AWIEH3UPaAHU
THProBIIM Ha €4po Ha Tepuropudara Ha Pbrearapug; [lekaapiiyusg 3a cbraacue C KAQy3UTE
Ha noroBopa; [lekaapanud 3a CpokKa Ha BaAUAHOCTTaA Ha odeprara; [lekaapamnud 3a
clia3dBaHe€ 3aAbAXKEHHATA, CBBP3aHU C JAaHBIM U OCUTYPOBKHU, OIla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTA U YCAOBULATA Ha TPyX 1o 4a. 39, aa. 1, T. 1, OykBa ,a“ ot
[ITI30I1; Hdexkaapauud mo 4a. 3, T. 8 W 4YA. 4 oT 3aKOHa 3a HUKOHOMUYECKUTE U
UHaHCOBUTE OTHOIIIEHUd C [OpyKecTBaTa, PETUCTPUPAHU B OPUCAUKIIUU C
npedepeHIHareH OaHbYeH PEXXUM, CBBP3aHU C TAX AUIA U TEXHUTE OEHUCTBUTEAHH
COOCTBEHHIH,

[IpenaokeHMETO 3a H3IIbAHEHHE Ha ydacTHHKa 3a obocobeHa mo3mmus No 1 -
HoMeHKAaTypa Ne 20, HomeHKAaTypa Ne 21; 3a 06ocobeHa mmo3uriusa Ne 2 - HOMEHKAATypa
Ne 111; 3a ob6ocobena mo3urius Ne 3 - HoMmeHKAaTypa Ne 157 u obocobena mo3uiusg No 3,
HoMeHKaaTypa No 171 oTroBapss Ha HU3UCKBaHUATA Ha Bwb3aoxkureas. Komucusra
JOIIyCKa II0 IIOCAEABAII0 y4acTHE B IIpolieaypaTa y4aCcTHHUKa ,,EfI EHO OA ©APMA
BBATAPHUS“ EAL.

2. YuactHUukbsT ,MEIOEKC“ OO e momaa IIPeJAOXKEHHsS 3a U3IIbAHEHHE Ha
noppyKaTa 3a:
e o0Oocobena mo3urud Ne 1, HoMeHKAaTypa No 22
e obOocobena mo3urudg No 1, HomeHKAaTypa No 78
e o00ocobeHa mo3urirudg No 2, HoMmeHKAaTypa No 175
e obocobena mosurud No 2, HomeHKAaTypa No 176
2.1. B npenaoKeHHETO CH 3a HU3IIbAHEHHE Ha MophbukaTa 3a 0060cob0eHa MO3UITHS
No 1, HomeHKAaTypu No 22 u 78 ygyacTHUKBT € npencraBua [Ipuaoxenus Ne 2 u 2A Ha
XapTHUEH U €eAEKTPOHEH HOCHUTEA, IIOI'bAHEHHU 10 obpasel] Ha Breaaoxkuread; [lekaapariyusd
3a cepraacme c kKaaysute Ha norosopa; Komme Ha [IpoekTo- moromopa; [lekaapaiusa 3a
CpOKa Ha BaAuMAHOCTTa Ha odeprarta; [lekaapanud 1o 4a. 3, T. 8 u 4a. 4 ot 3akoHa 3a
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HKOHOMHYECKHUTE H CbI/IHaHCOBI/ITe OTHOLIICHHUA C OPYyZXKECTBATA,

perucTpupaHu B

IOPHUCAUKIIMN C IpedepeHIINaseH OaHBYEH PEeXHUM, CBBbP3aHH C TIX AUIA U TEXHHUTE
OeACTBUTEAHH COOCTBEHHUIIM, IIOAIIMCAaHA OT ABaMaTra ylpaBureau; [lekaapaunug 3a
CIIa3BaHE 3abAXKEHHATA, CBBbP3aHU C JAaHBIM M OCHIYPOBKH, Olla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa U YCAOBHATA HA TPyA 1o 4YA. 39, aa. 1, T. 1, OykBa ,,a“ oT
[ITI30II, mommucana ot yupaButead O-p Emuma [laneB; OTopH3allMOHHO IIUCMO OT
npuTexkarteass Ha PaspemeHuero 3a ynorpeba Ha aekapcTBeHUs HOpoaykKT Comuym
Xaopun Bakcrep 0.9%, undysuonen pastBop, 9r/a — S00ma x 1, ,Bakcrep Bwarapuga“
EOO/; Oropu3allMOHHO IIMCMO OT IIPOU3BOAUTEAd Ha A€KAPCTBEHUId IIPOAYKT
LIDOCAINE - ,YHaiikadapma BucokokagecrBeHute AekapcrBa“ A; Kormne Ha 6€3cpogHO

Paspemenne 3a ymnorpeba Ha aekapcTBeH HOponykT Conuym XAopun;
Paspenienne

3a ymorpeba Ha A€KapCTBEH IIPOAYKT AHOOKaWH,

Kommne Ha
u3gazieHo Ha

24.01.2017r; dekaapaiiud B CbOTBETCTBHUE C YA. 35, aa. 6 ot SATIXM.

2.2.

B IIPEOAOKEHHUETO CHU 3a UIII'BAHEHHE Ha IIOpBYIKaTa 3a obocobeHna II03NIIHUA

No2, HomenkaaTypu No 175 u 176, ydacTHUKSBT € npencraBua llpuaoxkenue No2 u 2A Ha
XapTHEH U €AEKTPOHEH HOCHUTEA, IIOITbAHEHU II0 oOpaserl Ha Bruaaoxkuread; [ekaapalivsa

3a ceraacue c kKaaysure Ha poroBopa; Komme Ha IlpoekTo moroBopa; [lekaapanua 3a
CpOKa Ha BaAHMAHOCTTa Ha odeprarta; [dekaaparud 1o 4a. 3, T. 8 u 4a. 4 ot 3akoHa 3a

HKOHOMHYECKHUTE H (bHHaHCOBI/ITe OTHOLIIEHHUA C OPYyZXKECTBaTa,

PETUCTPUPAHU B

IOPUCAUKIIMU C IIpedepeHIHareH MaHbYeH PEXUM, CBBhP3aHHU C TAX AUIlA U TEXHUTE
OeHACTBUTEAHH COOCTBEHUIIM, IIOAIIMCAaHA OT ABaMaTa yHIpaBUTeAH; [leKaaparusa 3a
Cria3zBaHe 3abAXKEHHSTA, CBBP3aHU C JaHBIU U OCHUIYPOBKH, OIla3BaHE Ha OKOAHaTa
cpena, 3aKpHAa Ha 3a€TOCTTA W YCAOBULATA Ha TPyX 1o 4a. 39, aa. 1, T. 1, OykBa ,a“ ot
[ITI30II, mommycana ot ynraButead A-p Emua [laneB; I[lncmo 3a NOTBBPXKIAECHHUE OT
HesH AakKOBCKH, ITbAHOMOIIHUK Ha ,Canmo3 'MO0X”, mpou3BOMUTEA U IIPUTEXKATEA Ha
pa3penInTeAHo 3a yrnorpeba Ha AeKapCTBEHUTE MHPOAYKTH OT HOMEHKKAaatypu Nel75 u
176; PemeHue 3a IIyCKaHe Ha Ia3apa Ha A€KapCcTBeHUd NOpoaykT ,Rihathon -
Putykcumad®; [lekaapaiysa B ChOTBETCTBHE C YA. 55, aa. 6 o SAIIXM.

Komucugara AOIIyCKa [IIO IIOCA€ABAIIlO Yy4dacCTHue

»MEIEKC* OO/.

B IpolleaypaTa ydacTHHKA

3. Y4acTHUKGET ,,PBOHHKC PAPMA" EOO ¢ nnogas IpPeasOKeHUd 3a U3II'bAHEHHE
Ha mmopbyKaTa 3a:

e 0060cobeHa 1o3unus Nol, HOMEHKAATYPU:

HOoMme
HKla
mypa

ATC KOo

MexoyHrapooHo
HenameHmHo
HaumeHogaHue

Aex.
popma

Koun.
aKkmueH
o ge-
wecmao

TepaoecKko HaumeHo8aHUE HA
npooykma

ITpumesxxamen Ha
paspeweruemo 3a
ynompeba

Dupma-npouzgooumen u 0bprKasa Ha
npouszeoocmsomo

AO6ADG5

MACROGOL,
COMBINATIONS

pulv.

649

@OPTPAHC lNPAX 64I'P X
4/OrNAKOBKA/

Ipsen Pharma,
®paHyus

Beaufour Ipsen Industries, Rue Ethe Virton, 28100
Dreux, France

A09AA02

MULTIENZYMES
(LIPASE,
PROTEASE
ETC.)

caps.

300mg

KPEOH 25000 IU KAIC. X 20

Mylan Healthcare
GmbH, M'epmanus

Abbott Laboratories GmbH, Site Neustadt, Justus-
von-Liebig Strasse 33 31535 Neustadt, lepmanus

A10ABO1

INSULIN
(HUMAN)

fl

100iu/ml
-3ml

XYMYJIMH R AMI. 1001U/MN
3MIT X5

Eli Lilly Nederland
B.V, Huagepnanans

Lilly France S.A.S., rue du Colonel Lilly, 67640,
Fegersheim, ®panuus; Eli Lilly Italia S.p.A, Via A.
Gramsci, 731-733, 50019 Sesto Fiorentino,
Wtanus

A10ACO1

INSULIN
(HUMAN)

fl

100iu/ml
-3ml

XYMYJIUH N AMT1. 1001U/MN
3MI X 5

Eli Lilly Nederland
B.V, Huagepnanans

Lilly France S.A.S., rue du Colonel Lilly, 67640,
Fegersheim, ®paHuus; Eli Lilly Italia S.p.A, Via A.
Gramsci, 731-733, 50019 Sesto Fiorentino,
Wtanus




Lilly France S.A.S., rue du Colonel Lilly, 67640,

8 A10ADO1 INSULIN l 100iu/ml | XYMYJTIMH M3 AMI. 1001U/MI |  Eli Lilly Nederland Fegersheim, ®panuus; Eli Lilly ltalia S.p.A, Via A.
(HUMAN) -3ml 3MNT X5 B.V, Huaepnanaus Gramsci, 731-733, 50019 Sesto Fiorentino,
Wtanus
Woerwag Pharma . .
MAGNESIUM 400 mg / KOPMAIHE3MH 400 AMIT. Solupharm Pharmazeutische Erzeugnisse GmbH
12| Al2CCo2 SULFATE amp 5 ml 4095MI/10MIT X 5/KYTUSY/ GmbH & Co.KG, FepmaHusi
epmaHus
Fresenius Kabi . . .
17 BOSBAOL | AMINOACIDS sol.inf. 10% | AMMHOBEH COM.10% 500MN | Deutschland GmbH, | FTeSenius Kabi Austria GmbH, Hafnerstrasse 36
500ml A-8055 Graz, Austria
epmaHusa
. 20% WHTPANUNNG CON 20% Fresenius Kabi AB, Fresenius Kabi Austria GmbH - AcTpus;
18 BO5BA02 FAT EMULSIONS inf. 500ml 500MN LBeuuns Fresenius Kabi AB-LUseuuns
. ) Fresenius Kabi AB, SE — 751 74 Uppsala, Sweden
19 BOSBA10 | COMBINATIONS | emulinf. | 1440mi KABVBEH MEPVIOEPAT Fresenius Kabi AB, | * <o iy Kabi Austria GmbH, Hafnerstrasse 36,
con.144o0mMn LWseuns :
8055 Graz, Austria
Sanofi Winthrop Industrie -Maison Alfort, ®paHuus;
r Sanofi Wintrop Industrie Le Trait, ®paHuus;
23 BOLABO5 ENOXAPARIN pre-filled 60mg KNEKCAH WWMPUL AMM. CaHotu Bbnrapus Chinoin
Syr. 0.6ml 60MI70.6MI X 6 /KYTUA/ EOO[, Bbnrapus . . .
Pharmaceuticaland Chemical Private,
Csanyikvolgy, YHrapus
Sanofi Winthrop Industrie, Maison Alfort, ®paHuus;
pre-filled 80mg KNEKCAH WWMPUL AMM. CaHotu Bbnrapus Sanofi Wintrop Industrie, Le Trait, ®paHuus;
2 BOIABOS | ENOXAPARIN Sy 0.8ml 8OMI/0.8MIT X 6 /KY TSI/ EOO[, Bunrapusi |  Chinoin Pharmaceutical and Chemical Private,
Csanyikvolgy, YHrapus
25 CO1BDO1 AMIODARONE tabl. 200mg KOPOAPOH TABI. 200MI" X CaHodm Bbnrapus | Chinoin Private Co Ltd_ - YHrapus; Sanofi-Winthrop
30 EOOL, bvnrapus Industrie - ®paHuns
150mg KOPOAPOH AMIM.150MI" 3MT | CaHodm bbnrapus | SANOFI-AVENTIS Zrt. Budapest, YHrapusi; Sanofi
26 | C01BDO1 | AMIODARONE amp. aml X 6/KYTUSY EOO[, Bunrapus Winthrop Industrie, Quetigny ®pauvs
GLYCERYL G. Pohl-Boskamp
27 CO1DA02 TRINITRATE sol.inf. 50ml HUTPOHAI NH®.P-P 50MIJ1 GmbH & Co. KG, G.Pohl-Boscamp GmbH & Co, Germany
FepmaHus
. Bankandapma-AynHuua ALl,Bwnrapus; Merckle
29 COLEB17 IVABRADINE tabl. 5mg WHEBWKA TABM. 5MI X 60 | AACtavis Group PTC GmbH,Fepmanns; Teva OperationsPoland
ehf., icnangus
Sp.z.0.0.,Krakow, Monwa
5 ma/ml Admeda
32 CO1CA07 DOBUTAMINE sol.inf. ~ 50gm| OOBYTAMWH @J1. 250MI Arzneimittel GmbH, Woulfing Pharma GmbH, Germany
epmaHusi
35 CO9AA02 ENALAPRIL tabl, 20mg | EHMPUI TABI. 20Mr X 20 M”?S"L‘;T;’; Sﬂoﬂ' [k M dapmacioTukenc OOL
SPIRONOLACTO CMUPOHONAKTOH AP. 25MI AxTasuc EAL,
37 CO3DA01 NE tabl. 25mg X 30 AK Bunrapus BankaHdapma- JynHuua AL
39 CO03CA04 TORASEMIDE tabl. 10mg | TOPCUT SR TABJI. 10Mr" X 30 y”“éb:ﬁr“gzvaoﬂ' Ferrer internacional S.A., Spain
10mg 50 HUMOTON S NH®.P-P Bayer AG,
41 CO8CA06 NIMODIPINE sol. Inf ml 10MM/50MA 50MA1 X 1 FepMmaHust Bayer AG, Germany
®NNOCTEPOH
43 Ho2ago1 | BETAMETHASO |, | 2¥5mg AMM./2MM+5MIAMIT X KRKA, dd., KRKA, d.d. Novo Mesto, Slovenia
NE 1mi CnoseHus
5/KYTUA/
48 JO5AHO2 | OSELTAMIVIR tabl 75mg | TAMU®MY KAMC. 75Mr X 10 | Roche Registration Roche Pharma AG - Germany
GmbH, M'epmanus
50 L
TPAMALON AMIM. 100MI" 2MJT | Stada Arzneimittel
51 NO2AX02 TRAMADOL amp mg/mll - X 5/KYTUSY/ AG, Fepmaris Hemopharm GmbH, epmanus
CARBAMAZEPIN HEYPOTONM TABJ1. 200MI" X G. L. Pharma
52 NO3AF01 E tabl 200mg 50 GmbH, Ascrpus G.L. Pharma GmbH., AscTpus
CARBAMAZEPIN HEYPOTOM PET. TABJ1. G. L. Pharma
53 NO3AF01 E tabl 300mg 300MI" X 50 GmbH, Ascrpust G.L.Pharma GmbH, Asctpusa
54 NO3AGO1 | VALPROIC ACID tabl 500mg | KOHBYJIEKC KAMC. 500MP X G. L. Pharma G.L.Pharma GmbH., Asctpus
100 GmbH, AscTpus
55 NO3AGO1 | VALPROIC ACID inj 400mg/4 | nEMAKIH OMT.400MT 4M7] X 4 | CaHOPM Brnrapus Sanofi S.p.A., Utanus
mi EOOL, Bvnrapus
57 NO4AAQ2 BIPERIDEN tabl 2mg | AKVMHETOH TABM. 2Mr X 50 Del_sgr‘)";‘/l SH”V‘IEH' Laboratorio Farmaceutico S.1.T.stl., Wranus
61 NOSAHO2 CLOZAPINE tabl 100 m KNO3AMWH AKOPL TABJ. LiArﬁ?tgzjd (H)g:ltf;ze;rso Accord Healthcare Limited, O6eanHeHo kpancTBo;
9 100Mr X 50 e A Wessling Hungary Kft., Yrrapus
pancTeo
Accord Healthcare . .
62 NOSAHO3 OLANZAPINE tabl 5mg ONAHBAIMWH AKOP[ TABJ1. Limited, OBeauHeHo Accord Healthcare Ltd,‘BQJ'II/IKOGPVITaHVIFI, Wessling
5MI" X 28 K Hungary Limited, YHrapus
pancTeo
Accord Healthcare . .
63 NOSAHO3 OLANZAPINE tabl 10mg ONAH3AIMWH AKOP[ TABJ. Limited, OBeauHeHo Accord Healthcare Ltd,_BgnmxoﬁpmaHMﬂ, Wessling
10MI" X 28 K Hungary Limited, YHrapus
pancTeo
Accord Healthcare .
KBETUAMNWH AKOPL TAB/. i Accord Healthcare Limited, UK; Cemelog BRS Ltd
64 NO5AH04 QUETIAPINE tabl 100 mg 100MF X 60 Limited, O6eanHeHo Hungary

Kpancteo




65

NO6ABO6

SERTRALINE

tabl

50 mg

CEPTPAIH AKOPA TABJ.

Accord Healthcare
Limited, O6eanHeHo

Accord Healthcare Limited, O6eanHeHo KpancTBo;

50MI" X 30 K WESSLING Hungary Kft., YHrapus
pancTeo
Maiinan EOO[ Mylan Laboratories SAS, Route de Belleville, Lieu
66 NO6ABO8 FLUVOXAMINE tabl 100mg OEBAPWH TABJ. 100MI" X 30 ELArapus ’ dit Maillard, 01400 Chatillon sur-Chalaronne,
p ®dpaHuma
KABVUHTOH ®OPTE TAB/. Gedeon Richter .
67 NO06BX18 VINPOCETINE tabl. 10mg 10MF X 90 Plc., YHrapust Gedeon Richter Plc, Hungary
AHpxenuHn dapma . . .
68 NOGAX05 TRAZODONE tabl 150 mg TPUTUKO ACZTOAEJ'I. 150MI" X Bwnrapus EOO, Instituto de Angeli S.r.lltélltfaly, A.C.RAF.SpA,
Bwnrapus Y,
Dragenopharm Apotheker Puschl GmbH&Co. KG,
NAHBEKCWH KATC. 150MI" X G. L. Pharma FepmaHus;
70 NOBAX16 VENLAFAXINE tabl 150mg 60 GmbH, AscTpus Generis Farmaceutica,S.A., MNopTyranus;
G.L. Pharma GmbH, AscTpusi
71 R0O5CB02 BROMHEXINE tabl 8 mg BPOMXEKCYIH AIP. 8MI" X 20 Axrasnc EALL, BankaHdapma AynHuua AL, Benrapus
AK Bwvnrapusa
75 RO6AEQY | -EVOCETIRIZIN fl Smo/mk-| - 315TEK COM. 10Mr 20MN UCB Pharma AESICA Pharmaceuticals GmbH, Fepmaus
E 20ml GmbH, M'epmanus
TOBRAMYCIN, . . .
76 S01CAOL DEXAMETHASO collyr 5ml TOBPALEKC KOMMP 5MI1 Novartis Pharma S.A Alcon Couvreur N.V., B_elglum/AIcon Cusi S.A.
NE GmbH, M'epmanus - Spain
NVOOKAVH AKOPL, &1 Accord Healthcare | .y Hoalthcare Limited, OBeamHEHO KpancTBo:
o . e , ;
78 C01BB01 LIDOCAINE amp. 1% 10ml 10MI/MIT 10MIT X 10 L|m|teKd, O6eauHeHo Wessling Hungary Kft., YHrapus:
pancteo
CYN®ACAJTA3MH EN KRKA, d.d., ’
79 AO7ECO1 SULFASALAZINE tabl. 500mg TABJ1.500Mr X 50 CroseHus KRKA, d.d. Novo Mesto, Slovenia
HOPMOOWNAB MR KATIC. Actavis Group PTC Actavis ehf, icnaHaus; bankandapma-AynHuua
81 A10BB09 GLICLAZIDE tabl. 60 mg 60MI X 30 ehf., VicnaHans AlL Bbarapusi
Merus Labs Luxco Il
82 BO1AAQ7 ACENOOCLO UMAR | api, 4mg CUHTPOM TABJ1. 4MT" X 20 SaRL., Merus Labs Netherlands B.V., Huaepnarauns
JTrokcembypr
Accord Healthcare
83 BO1AC0O4 CLOPIDOGREL film tabl. 75 mg KNOMvAOrPEN AKOPAL Limited, O6eanHeHo Accord Healthcare Limited, UK
TABJ1. 75MI" X 30
Kpancteo
1.25 ]
ISOSORBIDE mg/dose W3OKET CMPEW 15MJ1 300 UCB Pharma .
85 CO01DA08 DINITRATE spray 2300 03V GmbH, Fepmanus: AESICA Pharmaceuticals GmbH, Mepmanus
doses
BACKOTA3WH TABJ1. 35MI" X | Actavis Group PTC
86 CO1EB15 TRIMETAZIDINE tabl. 35mg 60 ohf.. VicnaHans Bankandapma AynHuua Al Benrapus
Chanelle Medical, pnaHaus; Rottendorf Pharma
87 C02ACO5 MOXONIDINE | fimtabl. | 0.4mg | MOKCOTEHCTABI.0.4MIX Axrasnc EALL, GmbH, Fepmarns; Actavis Group PTC ehf.,
30 AK Bwnrapus "
cnaHaus
MWOOKANM ®OPTE [P. Gedeon Richter .
95 MO03BX04 TOLPERISONE tabl 150mg 150MI X 30 Plc., Yrrapws Gedeon Richter Plc., Hungary
) Pfizer Manufacturing Deutschland GmbH
97 NO3AX12 GABAPENTIN caps 300mg HEYPOHTVIH KATIC. 300MT™ X Pfizer Europe MA Betriebsstatte Freiburg Mooswaldallee 1 79090
100 EEIG, benrusa X
Freiburg, l'epmaxus
Dragenopharm Apotheker Puschl GmbH&Co. KG,
JTAHBEKCWH KAINC. 150MI" X G. L. Pharma FepmaHus;
100 NOBAX16 VENLAFAXINE caps. 150mg 60 GmbH, Asctpus Generis Farmaceutica,S.A., MNopTyranus;
G.L. Pharma GmbH, AscTpus
NATURAL Lo - L . .
103 RO7AAO2 PHOSPHOLIPID amp. 1.5 80 KYPOCHBP® ©J1.80MII/MN Chiesi Farmaceutici Chiesi Farmaceutici S.p.A., Via Palermo 26/A,
s ml mg/ml 1.5MN X 2 SpA, Utanus 43100 Parma - Italy
TOBRAMYCIN, . . .
104 S01CAOL DEXAMETHASO | drops eye 5ml TOBPALEKC KOMWP 5M1 Cl-:‘\lovartls Pharma S.A Alcon Couvreur N.V., B'_elglum/AIcon Cusi S.A.
NE mbH, lepmanus - Spain
Film
105 BO1AFO1 RIVAROXABAN coated 15 mg KCAPENTO ®UNM.TABI. Bayer AG, Bayer AG, Germany, Bayer HealthCare
tablet 15MI" X 28 FepmaHua Manufacturing Srl., Italy
Film .
106 BO1AFO1 RIVAROXABAN coated 20 mg KCAPEJ;TO OUNTM.TABN. Bayer AG, Bayer AG, Gefrmany, Bayler HlealthCare
tablet OMI™ X 28 FepmaHus Manufacturing Srl. Italy
e ob6ocobeHa mo3uig No2, HOMEHKAAQTYpPU:
Ne Koun.
MexoyHrapooHo Ipumesxamen Ha
HOoMe Aex. arxmueH | Tbpzo8cko HaumeHo8aHUe HA Pupma-npouzgooumen u 0bpKasa Ha
ATC KOo HenameHmHo paspeweHuemo 3a
HKAA gopma o ge- npooykma npouszeoocmaomo
HauMmeHO8aHUE ynompeba
mypa wecmso
200mg/5 | ASATPUI CYCI. 200MI/5MI Axrasuc EAL,
109 JO1FA10 AZITHROMYCIN syrup. mi 20MN Bunrapus BankaHdapma — Pasrpag A




110

NO01BB02

LIDOCAINE

Spray

38g

NIMOOKAMH CMPEM 10%

EGIS
Pharmaceuticals

EGIS Pharmaceuticals PLC, YHFTAPUA

38rp PLC, YHrapusa
111 | NozBo2 | METAMIZOLE tabl 500mg | AHFETOM TABM. 500Mr X 20 | ViHGuotex OO, VHBMOTEX 00/
SODIUM Bwnrapus
METAMIZOLE 500mg/ | AWANTMH KAMKW 500MI/MN
112 N02BB02 SODIUM sol-20ml mi 20 MM - Xumakc ®apma EOO[, Bwnrapus
113 | NO5BAO1 DIAZEPAM tabl 5mg | AWASEMAM TABJI. 5MF X 20 Akgii”r‘gpi’;ﬂ' Bankabapma - QynHuua Afl, Ebnrapus
1 } o )
114 SO1BAOL DEXAMETHASO | eye drops mg/1ml MAKCUWIEKC KOMUP 5MF1 Novartis Pharma S.A. Alcon-Couvreur N.V., Belglum, Alcon Cusi
NE susp Eml GmbH, M epmaHus S.A. - Spain
BENFOTIAMIN,
PYRIDOXINE, G. L. Pharma
115 A11DB00 CYANOCORALA tabl. 40 mg BEBUT ®OPTE TABJ1. X 20 GmbH, AscTpus G.L.Pharma GmbH, Asctpusa
MIN
JOOKCULUMKNNH KAMC. 100MI Axtasuc EAL,
117 JO1AA02 DOXYCYCLIN caps. 100mg X 6 AK Bunrapws BankaHdapma Pasrpag ALl, Benrapus
CHLORAMPHENI XNOPHUTPOMULIVH KAIC. Axtasuc EAL,
118 JO1BAO1 coL caps. 250mg 250MI" X 20 Bunrapus BankaHdapma Pasrpag ALl, Benrapus
500000i | HUCTATWH TABJ. 500 000 Ul Axtasuc EA[],
119 AO07AA02 NYSTATIN tabl. u X 20 Bbarapua BankaHdapma Pasrpag AL, Bvnrapusa
EGIS
120 C02AB02 METHYLDOPA tabl. 250mg OOMErAT TABI. 250MI" X 30 Pharmaceuticals EGIS Pharmaceuticals PLC, YHrapus
PLC, YHrapusa
122 JOICAO4 | AMOXICILLINE tabl. 1000mg | OCTAMOKC TABJI. 1000MP" X | Sandoz GmbH, Sandoz GmbH Austria
12 ABcTpus
Pharmaselect
123 MO4ACO1 COLCHICINE tabl 0.5mg KOMXULMH TABI. X 25 In_ternatlonal Pharmaselect International Beteiligungs GmbH,
Beteiligungs GmbH, ABcTpusa
AscTpus
. ) XNOPMPOTUKCEH TABIN. Zentiva k.s., Yeluka ’
125 NO5AF03 Chlorprotixene film tabl 15mg 15MF X 30 peny6nvka Zentiva k.s. - Yewka Penybnuka
126 NO6BX06 CITICOLINE sol 100mg/ | COMASMHA COI1. 100MI/M1 Ferrer International Ferrer International S.A., Ucnanus
mi30ml 3o0Mn S.A.,, VcnaHus
Pfizer Europe MA ) . . .
Pfizer Italia S.r.l., Localita Marino del Tronto,
127 NO5BA12 ALPRAZOLAM tabl 0.5mg KCAHAKC TABI1. 0,5MI" X 100 EEIGK, O6enuHeHo Ascoli, 63100 Piceno (AP), Italy
pancTso
129 NOBAX14 TIANEPTINE tabl 12,5mg | KOAKCUI TAB. 12,5Mr X 30 | LeS Laboratoires Les Laboratoires Servier Industrie, France
Servier, ®paHunsa
Merck Sharp &
130 ROB6AX27 DESLORATADIN film tabl 5mg EPWYC TABIN. 5MI" X 30 Dohme B.V., SP Labo N.V., Benrusa
Hwaepnanaus
CIPROFLOXACI 3mg/ml CUNOKCAH KOJINP 0,3% 5 Novartis Pharma S.A Alcon Couvreur N.V., Belgium/Alcon Cusi
131 SO1AX13 N drops 5ml Mn GmbH, Mepmaxus S.A. - Spain
Penicillin
Crystallisat
e TZF, Tarchomin
i Powder for 5000 Pharmaceutical Tarchomin Pharmaceutical Works "Polfa" S.A.,
132 JO1CEO1 Benzylpenicillin solution for | 000, 1U MNEHUUWINH 5 000 000 ®J1. Works "Polfa” S.A.. Moniwa
injection, 5 Monwa
000 000,
U, Pack: 1
Penicillin
Crystallisat
e TZF, Tarchomin
- Powder for 1000 Pharmaceutical Tarchomin Pharmaceutical Works "Polfa" S.A.,
133 JO1CE02 Benzylpenicillin solution for | 000, 1U, MEHNUWITVH 1 000 000 ®J1. Works "Polfa” S.A.. Monwa
injection, 1 Monwa
000 000,
U, Pack: 1
134 SO1AAL2 TOBRAMYCIN drops eye 3g/ml TOBPEKC KOMUP 0,3% 5MT Novartis Pharma S.A Alcon Couvreur N.V., Belglum/AIcon Cusi
5ml GmbH, Mepmaxus S.A. - Spain
135 | SO01HAO4 | proxymetacaine |  collyr 0.5% | AfIKAWIH KOMMP 0.5% 15Mn1 |  ATKOH Brenrapus S.AAlcon-Couvreur N.V., Benrs
15ml : EOOL, Bvnrapus o U
o Glaxo Operations UK Ltd., T/A Glaxo Wellcome
136 RO3AC02 SALBUTAMOL fl 5;1(% T' BEHTO”M;O,\C/I?”'SM” M FESKOCECE":;FK;aM”ﬂ” Operations, Harmire Road, Barnard Castle,
' P Durham DL12 8DT, UK
140 | AO7DAO3 LOPERAMIDE caps. 2mg | OMAPOCTAL KAMC.2Mr X 10 S‘f\‘ga ?é;;‘::gge' Stada Arzneimittel AG, Germany
:1;/% Tarchomin
OXYMETAZOLIN > Pharmaceutical Tarchomin Pharmaceutical Works 'Polfa’ S.A.
141 DO7CA01 E Spray ;Z/;O OKCUWKOPT CMNPEW 32.25I'P Works "Polfa” S.A., Poland
32,25 g Monwa
142 JO5ABOL ACICLOVIR tabl. 400mg | AUMKNOBMP TAB.400 X 35 Aliud Pharma Hemopharm GmbH, Fepmanus

Annya

GmbH, M epmaHus

8




30mg/5 . . .
143 | JOBAHO2 | OSELTAMIVIR | suspension | mi-60 | TAMW®MY CUPOM 3oMr/sMn | Roche Registration | Roche Pharma AG Emil-Barrell-Str. 1, D-79639
mi GmbH, M epmaHus Grenzach-Wyhlen Germany
TEVA Pharmaceutical Works Private Limited
144 | MO4AAOL | ALLOPURINOL tabl 100mg | ANOZATPA TABN. 100Mr X 50 TevaB.V., Company, Yurapusi; TEVA UK Ltd,,
Hupepnangusa Benukobputanusi; Pharmachemie BV,
XonaHnaws; Galien LPS, ®paHuus
Rex
145 | NO3AEOL | CLONAZEPAM tabl 0.5mg | KJTOHAPEKC TABM. 0.5MPX | Pharmaceuticals Remedica Ltd, Kumsp
30 Ltd., O6eanHeHo
KpanctBo
0,5 .
148 RO6AX27 DESLO'EATADIN syrup mg/ml OIMHNS C‘Ingajq 0,5MI/M ACIs}/ISMGI’OUp PTC Specifar S.A., I'bpumsi; Famar Orleans, ®paHuus
120 ml ehf., Ucnangus
GlaxoSmithKline Novartis Consumer Health GmbH, Germany
149 RO6AB03 DIMETINDENE sol 20ml PEHUCTWI COJ. 0,1% 20MN | Dungarvan Limited, GlaxoSmithKline Consumer Healthcare GmbH &
Wpnanaus Co KG lepmanusa
SODIUM
AMIDOTRIZOAT o o,
151 V03AA00 | E, MEGLUMINE amp 273 n/10| yporPAq’MHxA%”' 76% 20M11 Bay?epnzmz AG, BerliMed S.A., Spain
AMIDOTRIZOAT P
E
TUBERCULINI
PURIFIED
PROTEIN 5TU/0,1 TYBEPKYNWH NNA &1. BYN BUO-HL3MB }
152 | V0aCrol DERIVATIVE amp | s ml 5TU/O, 1M 1MIT X 10 EOOL, Bunrapuss | 271 BVO -HUSMB EOOA, Codpus, Brnrapys
FOR HUMAN
USE
e o00ocobeHa mo3uiysg No3, HOMEHKAAQTYPH:
No Ha MexnayHapoaHo | AekapcTs Koa. IIpurexkatea Ha
T’LpI‘OBCKO HaHMEHOBaHHE @I/IpMa—HpOI/I3BOJI[I/ITCA U aAbpzKaBa Ha
HOMeHK | ATC KOpn HeIaTeHTHO eHa aKTUBH paspelIeHueTo 3a
Ha IIpoayKTa IIPOU3BOACTBOTO
AaTypa HauMEHOBaHHE dopma 0 B-BO yrorpeba
Chinoin Pharmaceutical & Chemical Works
CaHodm Bbnrapus - ;
153 AO03ADO02 DROTAVERINE tabl 40mg HO-LUMA TABJ1. 40MI" X 24 Private Co. Ltd., 2112 Veresegyhaz Levai u.5,
EOOL, bvnrapus
YHrapus
659/100 Chephazaar .
156 AOBAD1L LACTULOSE syr ml -200 JIAKTYNO3A-MUN CHNPOIM ChemPharm Fabrik Chephasaar Chem.-pharm. Fabrik GmbH -
200MN Germany
ml GmbH,, N'epmanus
ACETYLSALICYL ALETWV3AN KAPANO TABI. Actavis Group PTC -
157 BO1ACO06 IC ACID tabl. 100mg 100Mr X 100 ehf., Mcnanans Actavis Limited Malta
ORGANO- CaHodum Bbnrapus Zentiva k.s. U Kabelovny 130, Dolni Mecholupy
158 CO5BA0L HEPARINOID ung. 309 XEMAPOM YHIB. 30rP EOO[, bvnrapus 102 37 Prague 10, Yewka penybnuka
159 | ROG6AX13 | LORATADINE tabl 10mg | PONETPA TAB. 10MF X 10 EKOCbBa}fJ'INII'arFE)VBII: A, Exocapm EOOf]
Medphano
162 B02BA01 PHYTOI\'/\I‘ENADIO drops 20?%?' KA-BAT CON. 5MN Arzneimittel GmbH, Medphano Arzneimittel GmbH, Germany
Fepmanus
MAGNESIUM 175
ASPARTATE Akrtasuc EA[, Bankandapma- AynHuua Al, Bbnrapus;
163 AL2BA30 /POTASSIUM tabl m?Yl]lGG MAMATOH TABI. X 50 Bwnrapus BankaHdapma-Pasrpag Al, Bbnrapus
ASPARTATE 9
165 | AO7BCO5 Diosmectit pulv. 3g CMEKTA MPAX 3 X 60 'psgg;mr:‘a' Beaufour Ipsen, ®paHumst
Woerwag Pharma Mauermann Arzneimittel KG, Heinrich-Knote-Str.
MAGNESIUM MAFHEPOT TABJ1. 500 MI" X 2, D-82343 Pocking, Mepmanus; Wérwag Pharma
166 | AI2CCOS | ASpARTATE tabl 500 mg 100 GmbH & Co.KG, GmbH & Co.KG, Calwer Strasse 7, 71034
Fepmanus Bobli
Oblingen, Mepmanus
SNAKE VENOM MPOTVUBO3MUNCKN CEPYM | BYI BMO-HL3MNB “
167 JO6AA03 ANTISERUM amp 100AE AMM.100AE EQOI, Burapus L,BYIN BUO-HL3MB* EOO[, Codus, Bbnrapus
168 SO1HAO4 | proxymetacaine | eyedrops | %27~ | ANMKAMH KOMWP 0.5% 15Mn | AA1KOH Benrapus S.A.Alcon-Couvreur N.V., Benrus
15 ml . EOOA, bvnrapus o U
Micronized and
purified flavonoic
fraction
169 CO5CA53 . (co_ntalnlng tabl. 500mg AETPAJEKC TABI. 500MT" X Les !_aborat0|res Les Laboratoires Servier Industrie, France
Diosmin 90 % and 60 Servier, ®paHumns
flavonoids
expressed as
Hesperidin 10 %)
170 DO1AE22 Naftifine crem 159 | EK3OOEPWI 1% KPEM 157P Sa’fg’;gv::b”' Sandoz GmbH, Austria
4 g/100
PHENAZONE, g+l . Biocodex, 1 avenue Blaise Pascal-6000
171 S02DA30 LIDOCAINE Ear drops g/100 g - OTUNAKC COn. 15MnN Biocodex, ®paHums Beauvias, ©paHLus
15 ml,




. AULL 200 MPAXYETA 200MI" X Hexal AG, Salutas Pharma GmbH, Oto- von- Guericke- Alle
172 R0O5CBO1 Acetylcysteine sachets 200mg 20 Fepmarins 1 D- 39179 Barleben, Germany
FRESUBIN PPE3YBVH BAHUITUA 200MN
173 ORIGINAL DRINK 6p. 200 ml X 4 FRESENIUS KABI FRESENIUS KABI
e o006ocobena mo3uiys No4 HOMEHKAQTYPH:
Ne Konuue
- MexayHapogHo | JlekapcTB CcTBO Mputexarten Ha
HOMe TbproBcko HAMMEHOBaHWe ®dupma-nponsBoauTen U AbpxaBa Ha
ATC KOA HenaTteHTHO eHa aKTUBHO paspelueHuneTo 3a
HKnaT Ha npoAaykTa NPOU3BOACTBOTO
ypa HaumeHoBaHue cdopma BellecT ynoTpeb6a
BO
Cor‘lecs)r:trat 500 Celltrion Healthcare Biotec Services International Ltd., O6eauHeHo
175 L01XC02 Rituximab . mg/50 TPYKCUMA ®J1. 500MI" X 1 Hungary Kift., " A
solution for Kpancteo
. X mi YHrapus
infusion
Concentrat Celltrion Healthcare
176 LOLXCO2 Rituximab e‘for 100mg/1 TPYKCUMA &1 100MI" X 2 Hungary Kft., Biotec Services International Ltd., O6eguHeHo
solution for oml Kpancteo
- ] YHrapusi
infusion
solution for
injection .
) PO®EPOH A AMI. 3MU X Pow Bbnrapus Roche Pharma AG, Emil - Barell Strasse 1, D-
180 LO3AB04 Interferon alfa-2a S‘;rﬁr;gll}ef 3Miu 1/KYTUA/ EOOQ, Bunrapus 79639 Grenzach-Wyhlen, lepmanus
needle
Concentrat
Accord Healthcare
. . e for 4mg/5 | 30NEQPOHUK AUMA AKOP[ S -
181 MO5BA08 Zoledronic acid solution for ml 1. 4MI/5MA X4 L|m|teKd, O6eaunHeHo | Accord Healthcare Limited, O6eanHeHo kpancTso
- p pancTeo
infusion
powder for Baxter Oncology GmbH, Kantstrasse 2, 33790
- suspension | 1 vial x Celgene Europe Halle/Westfalen, Mepmanus; Celgene Europe Ltd,
182 L01BCO7 Azacitidine for 100 mg BULASA @1 25MI/MIT X 1 B.V., Hugepnanauns | 1 Longwalk Road, Stockley Park, Uxbridge, UB11
injection 1DB, O6eanHeHo KpancTeo
. 20 Accord Healthcare
A Solution for ETOMO31A AKOPA ®J1. S -
183 L01CBO1 Etoposide infusion mg/ml - 20MI/MA 5MIT Limited, O6eaunHeHo | Accord Healthcare Limited, O6eamHeHo KpancTtso
5ml KpancTeo
Concentrat Ebewe Pharma
. e for 2 mg/ml MWTOKCAHTPOH ®J1. .
184 L01DBO7 Mitoxantrone solution for | - 10 ml SMI/MIT 10MA X 1 EBEWE GmbAHB.CI\i.fa.ﬂKG,, Ebewe Pharma Ges.m.b.H. N.fg. KG, Austria
infusion P
185 | LO1XE08 Nilotinib Capsule, | 150mg | TACWIHA KAMC. 150Mr X 28 | '\ovartis Europharm Novartis Pharma GmbH, Germany
hard Limited, Upnanauns
186 | LOLXE08 Nilotinib Capsule, | 560mg | TACHIHA KAMC. 200Mr X 28 | 'ovartis Europharm Novartis Pharma GmbH, Germany
hard Limited, Upnanaus
187 LO1XE18 Ruxolitinib Tablet 5mg [PKAKABM 5Mr TABJ. X 56 | Novartis Europharm Novartis Pharma GmbH, Fepmatins
Limited, Upnanaus
Film - .
189 VO3AC03 Deferasirox coated 180mg EKCIPKEMA '3I'6\EJ'I. 180MI" X l}l_qvgrtés Iliuropharm Novartis Pharma GmbH, M'epmanus
tablet imited, ipnanguns
L o6oco6eHa IIO3UIIUA No 5, HOMEHKAaTypI/Ii
Ne
HoMe MexayHapoaHo Nekapct | KonuuecTtBO TbproBcko MpuTexaTen Ha pazpeLleHneTo 3a ®dupma-npoussBoguTen u
HKNaT ATC KOp HenaTeHTHO BeHa aKTUBHO HauMeHoBaHue Ha p nof efl;a AbpxaBa Ha
ypa HaMMeHoBaHue cdopma BelecTBO npoaykra ynoTp NpPoU3BOACTBOTO
190 BO3XA03 Methoxy polyethylene Solfttj)trion 75 1a/0.3 ml MWPLIEPA AMI. 75MKI™ Roche Registration GmbH, Roche Pharma AG. German
glycol-epoetin beta L HiE, 0.3MJ1 X 1 Fepmanus ' Y
injection
Methoxy polyethylene Solution MWPLIEPA Roche Registration GmbH
191 | BO3XA03 glycol-epoetin beta injefgtrion 100 ugl0.3 Ml | A\ 100MKT 0.3M11 X 1 FepmaHus Roche Pharma AG, Germany
Methoxy polyethylene Solution MWPLIEPA Roche Registration GmbH
192 | BO3XA03 glycol-epoetin beta injefgtrion 150 ugl0.3 ml | A\ 150MK 0.3M11 X 1 FepmaHus Roche Pharma AG, Germany
3. 1. B HpeﬂAO}KeHI/ICTO CH 3a U3II'bAHCHUEC Ha nop'quaTa 3a O6OCO6CHa IIo3unuud

No 1, ygacTHuk®T € npencraBua [Ipuaoxkenne No 2 m 2A Ha XapTHEH B E€AEKTPOHEH
HOCHUTEA, TIOITbAHEHHU II0 obpaserr Ha Bmb3aoxkureas; [I'baHOMONIIHO oT HuKoaaii BuHeB
KoaeB u Beceann BeanukoB KyneB, Ynpasureau Ha ,PbOHUKC PAPMA“ EOO/], c koeTo
yirbaHOMo1asatT Kpacumup HukoaaeB Hukoaaes, [lupekrop boaHn4eH mnasap, 3a€gHO C
Hanuena IlerpoBa HukosoBa/Marucrep-dapmaneBT bBoanndyen mnaszap/, 3opHHIIA

BanoBa PomoBa /Menumxbp bBoannyen mnazap/,

Pocuiia 3aarkoBa Beaukosa

10




/MeHUIKBp MEIUIIMHCKY H3IeAUs U KOHCyMaTuBH,/ nan Muaena Mopnanosa MuaueBa
/Texuudyecku cbTpyAHUK BoaHmyHa anrteka/na npencrasasgBaT ,PbOHUKC PAPMAX
EOQO/ e npouenypu o 3011, na mombaBaT, HOoANNCBAT, IOAaBaT U IIOoAydYaBaT OT UMETO
U 3a CMeTKa Ha ydacTHUKa odepTH, 3asIBA€HUs, HCKaHHUS, AeKAapallld, IIPOTOKOAH,
KaAbu U Opyru NOKyMeHTH; [lekaapaliusl 3a cbraacHe C Kaay3uTe Ha noroBopa; Komme
Ha TIpPOeKTO-IoroBopa; [lekaapaliysa 3a CcpoKa Ha BaAMAHOCTTA Ha odepTara;
Hexknaaparusa 1o 4a.3, T.8 um 4ya.4 oT 3akKoHa 3a HUKOHOMHYECKHUTE U (PUHAHCOBUTE
OTHOIIEHUS C ApPYKECTBaTa, PETUCTPUPAHU B IOPUCAUKIINU C IIpedpepeHIInareH JaHbUYeH
PeXMM, CBBbP3aHHU C TAX AHIA U TeXHUTE NeUCTBUTEAHH cobcTBeHUIM; [lekaapanusa 3a
cria3dBaHe 3aIbAXKEHHATA, CBbP3aHU C JAaHBIM U OCUTYPOBKHU, Olla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3ae€TOCTTa U ycAoBHATa Ha TpyA mo 4a.39, aa.l, T.1, OykBa ,a“ ot
[ITI30II; Komntne Ha cepTudUKAT 3a CUCTEMA 3a YIIPaBA€HHE Ha KadeCTBOTO II0 CTaHAApPT
ISO 9001:2008, usmazmeH Ha HMETO Ha ydacTHHKaA; 48 /derupmeceT um oceM/ O6pod
Paspemenue 3a ymnorpeba Ha A€KApPCTBEHH ITPOAYKTH. YYACTHUKBT HE € ITPEACTaBHA
Paspemenune 3a ymnorpeba 3a odepupaHHUTE AE€KapCTBEHU IIPOAYKTHU OT obocobeHa
no3uiusg Ne 1 HomeHKaaTypu Ne 26, 29, 39, 68, 76, 100 u 104.

Caen cnopaBka B HWMAA, pasgen ,AeKapCTBEHU MPOAYKTH, IIPUTERABAIIU
paspernenue 3a ynorpebdba B Pernybamnka BbArapus’, KomMHcHATA yCTAaHOBH, Y€ CHI'AACHO
IIOCOYEHHUd PETHUCTHP II0 THPrOBCKO HAaNMEHOBaHHE Ha AEKPACTBEHUTE IPOAYKTH OT
IIOCOYEHHUTE II0-TOp€ HOMEHKAAQTYpPH - Ca HAAWUYHH B IIOCOYEHHd PETUCTBHP KaTo
AEKapCTBEHU ITPOAYKTH, KOUTO UMAaT pa3pelleHue 3a ynorpeba B PBbarapus.

B npenaozkeHueTo cu 3a U3I'bAHEHHE Ha IopbyKara 3a obocobeHa mo3uimsg No 1,
YV4aCTHUKBT € HpencraBuA 15/merHagecer/ OTOpU3allMOHHU IHCMa 3a A€KAPCTBEHUTE
OpOoAyKTU OoT HOMeHKAaaTypu Ne 4, 23, 24, 25, 26, 27, 29,32, 35, 37,39, 41, 43, 48, 51,
52, 53, 54, 55, 57, 61, 62, 63, 64, 65, 66, 67, 68, 70, 71, 75, 76, 78, 79, 81, 82, 83, 85,
86, 87, 95, 97, 100 u 103. YyacTHUKET HE € IMPEACTAaBUA JOKYMEHT, H34a/leH Ha HErOBO
UMe, yOOCTOBepsiBalll IIpaBaTa My 3a IIPEeACTaBUTEACTBO Ha TEPUTOPHUSTA Ha IigAaTta
CTpaHa HAHW 3a KOHKpeTHaTa IIpolleaypa, 3a CpoKa Ha [O0roBopa, H3OaAeH OT
IpUTEXRATEAIT Ha paspelleHHeTo 3a yrnorpeba Ha AE€KapCTBEHUS MPOAYKT HAH OT
IpPEeACTaBUTEAL T10 YA. 26, aa. 1 ot SAIIXM, uAau OT mIpeacTaBUTEA HA AULIETO IO YA. 20,
aa. 1 mAM Ha TpuUTeRaTeAss Ha paspelieHueTo 3a yrnorpeba, chraacHo [JObAHUTEAHUTE
pasznopenbu, maparpad 1, T. S0 or 3AIIXM 3a aeKapCTBEHUTE IIPOAYKTU OT obocobeHa
no3uiusa Ne 1, HomeHkaatypu Ne 3, 6, 7, 8, 12, 17, 18, 19, 32, 35, 39, 41, 75, 76, 104,
105, 106, kakBOoTO € H3UCKBaHeTO Ha Bmb3aoxkureaas B pasgea 6 ,TEXHHUYECKO
I[TPEOAOXEHHWE", T.6.7, cTp.18 B yrBbpAEHaATA JOKYMEHTALIYS.

[Topagu omMcaHOTO IIO-TOpe W Ha ocHoBaHWe d4A. 107, 1. 2, 6. ,a“ ot 30II,
KOMHCHSATA IIpenaara Ha Bpb3aoxkutead ga OTCTpaHU OT ydacTHE B Ipoliegypara
yuyactHuKa ,PbOHUKC PAPMA“ EOO/] 3a obocobena mo3uitud Ne 1, HomeHKAaTypu No
3,6,7,8,12,17, 18, 19, 32, 35, 39, 41, 75, 76, 104, 105, 106.

3.2. B npenaokKeHHETO CH 3a U3I'bAHEHHE Ha IophukaTra 3a obocobeHa rmo3urusa No
2, ydacTHUKBT € mnpencrtaBuA [Ipuaoxkenme No 2 um 2A Ha XapTHEH U E€AEKTPOHEH
HOCHUTEA, TIOITbAHEHHU II0 oOpasel; Ha Bwb3aoxkureas; [IbaHomomniHo ot Hukoaaiti BuHeB
KoaeB u Beceann BeanukoB KyneB, YnpaBurean Ha ,PbOHUKC PAPMA“ EOO/], c kKoeTo
yireaHOMOMIaBatT Kpacumup HukoaaeB Hukoaaes, [lupekTop BoaHnyeH nasap, 3aegHO C
Hanueaa IlerpoBa HukoaoBa/Marucrep-apmaneBr Boanuden mnasap/, 3opHuia
HNBanoBa PomoBa /Menumxbp bBoanmnyen mnaszap/, Pocumia 3aaTkoBa BeaunkoBa
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/MeHUIKBp MEIUIIMHCKY M3IeAUs U KOHCYyMaTuBH,/ nau Muaena MopnanoBa MuaueBa
/Texuudyecku cbTpyAHUK BoaHmyHa anrteka/na npencrasasgBaT ,PbOHUKC PAPMAX
EOQO/ e npouenypu no 3011, na mombaBaT, IoAIUCBAT, II0AaBaT U IIoAy4daBaT OT UMETO
M 3a CMeTKa Ha ydyacTHHKa OodQepTH, 3adBA€HHUS, HCKaHUS, OeKAapalluu,
IPOTOKOAM,3KaAOM M [OPYyTH MOOKYMEHTH; [lekaapamud 3a CbrAacHe C KAay3uTe Ha
noroBopa; Komme Ha mnpoekTomoroBopa; [lekaapaliys 3a CpoKa Ha BaAMJHOCTTA Ha
odeprara; [dexkaaparusa 1o 4A.3, T.8 um 4Ya.4 oT 3akKoHa 3a HKOHOMHUYECKHUTE H
oUHAHCOBUTE OTHOIIEHUd C [OpyKecTBaTa, PETUCTPUPAHU B OPUCAUKIIUU C
npedepeHIInareH OaHbYeH PEeXXUM, CBBP3aHU C TAX AUIA U TEXHUTE OEUCTBUTEAHU
coocTBeHuIy; J[lekaapamus 3a clia3BaHe 3aIbAXKEHUATA, CBBP3aHU C OaHBIU U
OCUTYPOBKHU, OIla3BaHE Ha OKOAHATa Cpeaa, 3aKpHUAa Ha 3a€TOCTTa U YCAOBULATA HaA TPYL
mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot IIII3OIl; Komme Ha ceptudukar 3a CHCTEMa 3a
yIIpaBA€HHE Ha KadecTBoTo 1o craHmapT ISO 9001:2008, usmazeH Ha HMETO Ha
ydyacTHHUKa; 22/mnBazmecer u naBa/ Opos aktyasaHu PaspemieHus 3a yrnorpeba Ha
AEKapCTBEHU IIPOAYKTHU. YYAaCTHUKBHT He € IpeacTaBUA PaspelnreHue 3a ymorpeba 3a
odepupaHUTE ACKAPCTBEHU IIPOAYKTH OT obocobeHa rmo3uiuad Ne 2 HoMeHKAATypu No
126,132, 133 u 148. 3a HOoMeHKaarypa Ne 123 m 131 y4YacTHHKBT € IIPEACTaBHA
Paspemenue 3a mpoMsHa Ha PaspelneHue 3a yrorpeba, KoeTo € HepasleAHa dYacT OT
paspernieHueTo 3a ynorpebda.

Caen copaBka B HAA, pasmea ,AeKapCTBEHH IIPOAYKTH, IIpUTeXKaBallll
paspemnieHue 3a ymorpeda B Pernybamka Brbarapud', kKoMHcudTa YyCTAHOBH, Y€ CHIAACHO
IIOCOYEHUd PETUCTHP II0 THPrOBCKO HAWMEHOBaHHE Ha AEKApPCTBEHUTE HNPOAYKTU OT
IIOCOYEHHUTE IIO-TOp€ HOMEHKAAQTYpPH - Ca HAAUYHH B IIOCOYEHHd PETUCTHP KaTo
AEKapCTBEHU IIPOAYKTH, KOUTO UMAaT pa3pelleHure 3a ynorpeba B Pbwarapus.

B npenaoxkeHHeTO CU 3a H3I'BAHEHHE Ha IopbhbYKaTa 3a obocobeHa mo3uiud No 2,
VYaCTHUKDBT € IIpeACcTaBHA 6/miecT/ OTOPHU3AllMOHHH IIHCMa 33 AEKapCTBEHUTE
OponyKTU oT HoMeHKaaTypu NeNe 113, 115, 117, 118, 119, 123, 127, 140, 142, 144,
145. Y9acTHUKBT HE € OPEACTABUA JOKYMEHT, U34aJ€H Ha HETOBO UMeE, YAOCTOBEPSIBAIIL
npaBaTa My 3a IPEeACTAaBUTEACTBO Ha TEPUTOPHUATA Ha IgAaaTa CTpaHa HAU 3a
KOHKpEeTHaTa IIpolleaypa, 3a CpoKa Ha [O0ToBOopa, HU34aAeH OT IIPUTEXKATEAIT Ha
paspelnieHueTo 3a ynorpeba Ha ACKAPCTBEHUS ITPOAYKT HAU OT MPEACTABUTEAS IO YA.
26, aa. 1 or 3AIIXM, mam OT HOpPEACTAaBUTEA Ha AHLETO IO dYA. 26, aan. 1 mam Ha
IpUTERATEAs Ha pa3pelleHHeTo 3a ynorpeba, cbhraacHo [JOIMbAHUTEAHUTE pas3nopendu,
naparpad 1, T. S0 ot 3AIIXM 3a AeKapCTBEHHUTE ITPOAYKTU OT obocobeHa mo3uing Ne 2,
HoMmeHKAaaTypu Ne 109, 110, 111, 112, 114, 120, 122, 125, 126, 129, 130, 131, 132,
133, 134, 135, 136, 141, 148, 149, 151 m 152, KakBOTO € H3UCKBAHETO Ha
BBb3aroxkuread B pasmea 6 ,TEXHUYECKO IIPEAAOXEHUWE", T.6.7, cTp.18 B
yTBBbpAeHATa JOKyMEHTAIIUS.

[Topagm omucaHOTO IO-rOpe W Ha ocHoBaHue d4a. 107, 1. 2, 6. ,a“ ot 30II,
KOMUCHSITA IIpensara Ha Bb3aoxkuTead na OTCTpPaHHM OT ydacTHE B IIpollegypaTa
yaactHuKa ,®PbOHUKC PAPMA“ EOO/] 3a obocobena mo3uitud Ne 2, HOMeHKAATypHu_No
109, 110, 111, 112, 114, 120, 122, 125, 126, 129, 130, 131, 132, 133, 134, 135, 136,
141, 148, 149, 151 u 152.

3.3. B mpenaokeHHETO CHU 3a U3ITbAHEHHE Ha IMophyKaTa 3a obocobeHa mo3uriusd No
3, y9aCTHUKGBT € npenacTaBua [Ipusoxkenue No2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA,
IOIMbAHEHHU II0 oOpaser; Ha Brb3aoxkurtead; [IbaHOMOIIHO 0T Hukoaait BuneB KoaeB u
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Beceann BeaunukoB KynHeB, YnpaButreau Ha ,PbOHUKC SAPMA“ EOO/, c kKoeTo
yireaHOMOMIaBatT Kpacumup HukoaaeB Hukoaaes, [lupekTop BoaHndyeH nasap, 3a€gHO C
Hanueaa IlerpoBa HukoaoBa/Marucrep-dapmaneBr Boanuuen mnasap/, 3opHuia
NBanoBa PomoBa /Meunumxbsp bBoanmdyen mnazap/, Pocuma 3aarkoBa Beaukosa
/MeHumKbp MeIUITMHCKY U3IeAUs U KOHCyMaTuBHu/ uan Muaena MopmanoBa Muagesa
/Texuuyecku cbTpyAHUK BoaHmyna anrteka/na npeacrasasgBaT ,PbOHUKC PAPMAX
EOQO/ B nnpouenypu mo 30I1, na mombaBaT, HOANNCBAT, IoAAaBaT U IOAydaBaT OT UMETO
U 3a CMeTKa Ha ydacTHUKa odepTH, 3asIBA€HUs, HCKaHHUS, AeKAapallld, ITPOTOKOAH,
Kaabu U Opyru HOKYMEHTH; [leKaapaliyus 3a chraacue ¢ Kaays3uTe Ha goroBopa; Korue
Ha IIpoeKToAoroBopa; [lekaapalius 3a cpoka Ha BaAUAHOCTTa Ha odeprara; [Jekaapalius
mo 4YA.3, T.8 u 4A.4 or 3aKOHaA 3a UKOHOMHYECKUTE MU (PUHAHCOBUTE OTHOIIEHHUS C
[pyKecTBaTa, PETUCTPUPaAHU B IOPUCOAUKIIUHN C HOpedepeHIIMaAseH [OaHBUYEH PeKUM,
CBBP3aHU C TIX AHIIA U TEXHUTE NEUCTBUTEAHH COOCTBEeHUIH; [leKaapalus 3a cria3BaHe
3abAKEHUSITA, CBBP3aHU C MOaHBIIM M OCUTYPOBKHU, OlladBaHe Ha OKOAHATa Cpeaa,
3aKpHAa Ha 3aeTOCTTa U yCAOBHATA Ha TPyXH Ito 4A.39, aa.l, 1.1, O6ykBa ,a“ ot IIII30II;
Kommne Ha cepTuuKkaTr 3a cucremMa 3a yIIpaBA€HHE Ha KadecTBOTO IIo craHgapt [SO
9001:2008, m3mameH Ha HMETO Ha y4YacTHHKA; 13 /TpuHagecer/ Opos akKTyasHU
Paspemenusa 3a ymorpeba Ha A€KapCTBEHU MNPOAYKTH. YUYACTHUKBLT HE € ITPEeACTaBUA
Paspemenne 3a ymorpeba 3a odepupaHUTe AEKAPCTBEHHW IIPOAYKTH OT obOocobeHa
no3uiysa Ne 3 HomeHKaaTypu No 153 u 157

Caen copaBka B HWAA, paszen ,AeKapCTBEHU MNPOAYKTH, IIpUTERKaBaIlH
paspernenue 3a ynorpeba B Pernybamnka BbaArapusa’, KoMHcHATA yCTAaHOBH, Y€ CHIAACHO
IIOCOYEHUd PETHUCTHP II0 THPrOBCKO HAWMEHOBAaHHE Ha AEKPACTBEHUTE IIPOAYKTH OT
IIOCOYEHHUTE II0-TOp€ HOMEHKAAQTYpPH - Ca HAAWUYHH B IIOCOYEHHd PETUCTBHP KaTo
AEKapPCTBEHHU ITPOAYKTH, KOUTO UMAaT pa3pelleHure 3a ynorpeba B PBbarapus.

B mpenaoxkeHHETO CU 3a U3I’bAHEHHE Ha IophukaTra 3a obocobeHa mo3uius Ne 3,
YV4aCTHUKBT € mnpencraBua 4 /detupu/ OTOpHU3allMOHHU IIHCMa 3a AE€KapPCTBEHUTE
OPOAYKTU OT HOMeHKaaTypu No 153, 158, 162, 163. YYacTHUKBHT HE € MPEACTaBUA
OOKYMEHT, U3/1a/ieH Ha HEroBO MMe, YAOCTOBEpSBAlll IIpaBaTa My 3a NPeacTaBUTEACTBO
Ha TEpUTOpHATa Ha IigAaTa CTpaHa HAM 3a KOHKpETHaTa IIpolleaypa, 3a CpoKa Ha
JOrOBOpa, U3MANEH OT IIPUTEKATEAIT Ha pa3pelieHUeTo 3a ynoTrpeba Ha AeKapCTBEHUS
IPOAYKT HAU OT IPEACTABUTEAd II0 4A. 26, aa. 1 ot 3AIIXM, umau OT npeacraBUTEA Ha
AHIIETO IO YA. 26, aa. 1 MAM Ha IpUTERATEAs Ha pa3pelIeHHUeTo 3a yroTpeda, ChraacHo
HdombeaEuTEAHUTE pasnopendu, maparpadp 1, 1. 50 or 3AIIXM 3a aAeKapCTBEHUTE
OpoayKTH oT obocobeHa mo3uiud Ne 3, HomeHKAaTypu Nel56, 157, 165, 166, 167, 168,
169, 170, 171, 172, KakBOTO € H3UCKBaAaHETO Ha Bb3Ar0KUTEAd B pasgea 6
»TEXHUYECKO ITPEJAOXKEHHUWE", T. 6. 7, cTp. 18 B yrBbpAeHaATA HJOKYMEHTALINS.

[Topagu omMcaHOTO IO-TOpe W Ha ocHoBaHuWe d4A. 107, 1. 2, 6. ,a“ ot 30II,
KOMHCHSATA IIpenaara Ha Bpb3aoxkuTead ga OTCTpaHH OT ydacTHE B Ipoliegypara
yuyactHuKa ,PbOHUKC PAPMA“ EOO/] 3a obocobena mosurua Ne 3, HoMeHKAaTypu No
156, 157, 165, 166, 167, 168, 169, 170, 171, 172.

3.4. B mpenAoKeHHETO CHU 3a U3ITbAHEHHE Ha MophyKaTa 3a obocobeHa rmo3uriusa No
4, y9acCTHUKBT € npeacraBua [Ipuaoxkenue No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHUTEA,
IOIMbAHEHHU II0 oOpaser; Ha Bb3aoxkurteada; [IbaHOMOIIHO 0T Hukoaait BuneB KoaeB u
Beceaun BeaunukoB KynHeB, YnpaButreau Ha ,PbOHUKC SAPMA“ EOO/, c kKoeto
yireaHOMOMIaBatT Kpacumup HukoaaeB Hukoaaes, [lupekTop BoaHnyeH nasap, 3aegHO C
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Hanueaa IlerpoBa HukoaoBa/Marucrep-apmaneBr Boanuuen mnasap/, 3opHuia
NBanoBa PomoBa /Menumxbp bBoanmnyen mnazap/, Pocumia 3aatkoBa BeaunkoBa
/MeHumxsp MeIUIIMHCKY HU3/IeANs M KOHCyMaTuBH,/ uAn Muaena Mopmanosa Muagesa
/Texuuyecku cbTpyAHUK BoaHmyna anrteka/na npeacrasasgBaT ,PbOHUKC PAPMA“
EOQO/ e npouenypu o 3011, na momrbaBaT, HOANNCBAT, IOAaBaT U IIoAydYaBaT OT UMETO
U 3a CMeTKa Ha ydJacTHHKa Oo(QepTH, 3adBA€HHd, HCKaHHUS, AEKAapalllM, IIPOTOKOAH,
KaAbu U Apyru NOKyMeHTH; [lekaapaliusl 3a cbraacHe C Kaays3uTe Ha noroBopa; Korume
Ha IIpOEKTO-HoroBopa; Jlekaapamusa 3a CpoKa Ha BaAMAHOCTTa Ha odeprara;
Hexknaapanusa 1o 4a.3, T.8 um 4ya.4 oT 3akKoHa 3a HUKOHOMHYECKHTE U (PUHAHCOBUTE
OTHOIILIEHUS C APYy2KECTBaTa, PETUCTPUPAHU B IOPUCAUKIINU C IIpedepeHIINaAEH JaHBIYEH
PexKMM, CBBbP3aHU C TAX AHIA U TEXHUTE NEUCTBUTEAHH COOCTBEHHIH; [leKaapaliud 3a
Clla3dBaHE 3abAXKECHHUATA, CBBP3aHU C JAHBIU U OCHTYPOBKH, Olla3BaHE Ha OKOAHATAa
cpena, 3aKpHAa Ha 3a€TOCTTa U yCAOBUATA Ha Tpya mo 4a.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30II; Komnne Ha cepTUdUKAT 3a CUCTEMA 3a YIIPaBA€HHE Ha KadeCTBOTO II0 CTaHIApPT
ISO 9001:2008, uzmameH Ha MMeTO Ha ydyacTHHKA; 11 /emuHanecer/ Opos aKTyasHU
Paspenrenua 3a ymorpeba Ha A€KapCTBEHU IIPoayKTH; 3/Tpu/ OTOpHU3aIlMOHHU IHCMAa
3a A€KapCTBEHUTE HNPOAYyKTU OT HoMeHKAaTypu Ne 180, 181 um 183. YYacTHUKEBT HE €
OpeacTaBUA [OOKYMEHT, HU3[aJ€H Ha HEroBO HMe, yAOCTOBepdBalll IIpaBaTa My 3a
IIPEACTAaBUTEACTBO Ha TEPUTOPHATA Ha LidAaaTa CTpaHa HAM 3a KOHKpEeTHaTa IIpoleaypa,
3a CpoKa Ha OOoroBopa, HU3Aa/IeH OT IIPUTEXKATEAdT Ha paspelleHHeTo 3a yroTpeda Ha
A€KapCTBEHUA NPOAYKT HAHW OT NIPEACTaBUTEAd IO 4YA. 26, aa. 1 ot 3AIIXM, mau ot
IpenCcTaBUTEA Ha AUIIETO IO 4YA. 26, aa. 1 MAM Ha IpuUTeXKaTeAs Ha pa3pelieHHeTo 3a
ymotpeba, cbraacHo [JOombAHUTEAHUTE pasrnopendu, maparpadg 1, . 50 or 3AIIXM 3a
AEKapCTBEHUTE IIPOAYKTU OT obocobeHa mo3unusa Ne4, HomeHKaaTypu Ne 175, 176, 185
u 189, kakBOTO € H3UCKBaHETO Ha DBw3aoxureas B pazgea 6 ,TEXHHUYECKO
I[MPEOAOXEHHWE", T.6.7, cTp.18 B yrBbpAeHaTA JOKYMEHTAIIHS.

[lopagu ommcaHOTO MO-TOpe M Ha ocHoBauue 4a. 107, T. 2, 6. ,a“ ot 30II,
KOMUCHSITA IIpensara Ha Bb3aoxkuTead na OTCTpaHHM OT ydacTHE B IIpolieaypaTa
yaactHuKa ,PbOHUKC PAPMA“ EOO/] 3a obocobena mo3uitud Ne 4, HoMeHKAaTypu No
175, 176, 185 u 189.

Y4acTHHUKBT € HallpaBHA IPENAOKEHHE 3a H3I'bAHEHHE Ha IopbhYyKaTa H 3a
HOMeHKAaTypH Ne 182, 184, 186 u 187.

C Pemtenue Ne P/1-10-100/18.01.2019r. Ha M3nbaHuTEAHUS nupekTop Ha YMBAA
»Ipod. [I-p Cr. KupkoBuu“ A/l, Ha ocHoBaHuUe 4A. 110, aa.1, T. S5 ot 3O0II Hacrogiiata
obIIecTBeHA IOPHYKA € YaCTHYHO IIpeKpaTeHa 3a HoMeHKAaTypu 182, 184, 186 u 187.

[Topagu ropHOTO, KOMHCHATA HAMa Ja pasraefa IIPEeACTaBeHUTE AOKYMEHTH OT
yuyactHuka ,PbOHUKC PAPMA“ EOO/ 3a ob6ocobena mo3uiugd Ne 4, HOMeHKAATypu No
182, 184, 186 u 187.

3.5. B npenaokeHHeTo CU 3a U3I'bAHEHHE Ha ImopbyKarta 3a obocobeHa mo3uirysa No
S, y4acTHUK®BT € npencraBua [Ipusoxkenue No2 u 2A Ha XapTHUEH U €AEKTPOHEH HOCUTEA,
IOITbAHEHHU IO oOpasell Ha Brb3aoxkuread; [IbaHomorHo ot Hukoaaiti BuneB KoaeB u
Beceann BeanukoB KyneB, Ynpasutreaun Ha ,PBbOHUKC SAPMA“ EOO/, c koeto
yirbaHOMoMasatT Kpacumup HukoaaeB Hukoaaes, [lupekTop boaHNUYeH mnasap, 3a€QHO C
Hanuena IlerpoBa HukoaoBa/Marucrep-dapmaneBT bBoaHndyen mnaszap/, 3opHHIIA
BanoBa PomoBa /Menunxkbp bBoannyen mnazap/, Pocuna 3aatkoBa Beaukosa
/Menumkbsp MegUIIMHCKY U30€ANd U KOHCyMaTuBH/ HAu MuaeHa P'IopﬂaHOBa MuageBa
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/Texuuuyecku cpTpyAHUK BoaHmyHa anrteka/na npeacraBagBatr ,PBOHUKC PAPMA“
EOQO/ B npouenypu o 30II, na nmombpaBaT, DOANNCBAT, I0AAaBAT U IIoAydYaBaT OT UMETO
U 3a CMeTKa Ha yJyacCTHHKa oQepTH, 3adBA€HHsd, HCKaHUS, AEKAapalllM, IIPOTOKOAH,
KaAdu U Opyru NOKyMeHTH; [lekaapallyus 3a chbraacHe C Kaay3uTe Ha moroBopa; Kormwe
Ha IIpOEKTO-AoroBopa; JlekKaapamus 3a CpoKa Ha BaAUOHOCTTAa Ha odeprara;
Heraapaimusa 1o 4a. 3, T. 8 U 4ya. 4 or 3aKOHaA 3a UKOHOMHYECKUTEe U (PUHAHCOBUTE
OTHOIILIEHUS C APYyzKeCcTBaTa, PETUCTPUPAHU B IOPUCAUKIIUU C ITpedpepeHIIuaseH TaHbuYeH
PEXKUM, CBBP3aHHU C TIX AHIA U TEXHUTE OEUCTBUTEAHH coOCTBeHUIH; [leKaapamus 3a
Cclla3BaHE€ 3aaAbAXKEHHATA, CBBP3aHU C JAaHBIM U OCHTYPOBKH, Olla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa U yCAOBHATA Ha TPyA mo 4a.39, aa.l, 1.1, OykBa ,a“ ot
[ITI30I1; Kommue Ha cepTUdHUKAT 3a CHCTEMA 3a YIIPpaBA€HHE Ha KadyeCTBOTO II0 CTaHAApPT
ISO 9001:2008, m3mameH Ha HWMETO Ha y4YacTHHKA; Paspemenwe 3a ymorpeba Ha
AEKapCTBEHU MPOAYKTH 34 AE€KapCTBEHUTE IIPOAYKTU OT obocobeHa MO3UIUS S,
OTopHU3aITMOHHO ITHCMO 3a AEKAPCTBEHUTE ITPOAYKTHU OT 000COOeHa MO3UITHS S.

B oTmeaHa mamka Y9acTHUKBT € HpeactaBuA u 23 /aBageceT U Tpu/ [T'bAHOMOIITHHU.

4. ¥Y4yacTHUKGBT ,,COPAPMA TPEfI,ClI/IHl"“ Al e mogaA IpegAOKEHUS 3a U3II'bAHEHUE
Ha rIopbyKaTa 3a:
e 00ocobena mo3uitusa Ne 1, HomeHkaaTypu: 1, 2, 13, 51, 59, 78, 96 u 102

Ne na MeskayHApPOIHO Jlekaper KoanuectBo IIpuTe:xaTen Ha
@upma-npou3BoIUTE] U IbPKABA HA
Homenksn | ATC KOp HeNaTeHTHO BeHa AKTHBHO THProBcKo HAMMEHOBaHME HA MPOJYKTA pa3speuieHueTo
NMpPOU3BOACTBOTO
aTypa HaHMEHOBaHHe ¢opma BelIEeCTBO 3a ynorpeda
1 AO03BAO1 ATROPINE amp 1mg 1ml ATPOTMMUH CYN®YPUK amn. 1mr/1mn x 10 Codapma Al Codapma Afl, Bbarapus
2 AO05BA03 Silymarin caps 90mg KAPCW/T kanc. 90mr x 30 - Codapma Codapma Al Codapma AL, Bbarapus
13 VO07AB00 Water for injection amp 10ml CTEPUNU3NUPAHA BOJA amn. 10mn x 50 Codapma Al Codapma AL, Bbarapus
51 NO2AX02 TRAMADOL amp 50 mg/ml - 2 ml TPAMAJITUH amn. 50mr/mn 2mn x 10 Codapma Al Codapma Afl, Bbarapus
59 NO5AA01 CHLORPROMAZINE amp 25 mg/ml-2 ml XNOPMNPOMA3UH amn. 25mr/mn 2mn x 10 Codapma AL Codapma AL, Bbarapus
78 C01BB0O1 LIDOCAINE amp. 1% 10ml NIVAOKAUH amn. 100mr/10mn x 50 Codapma Al Codapma Afl, Bbarapus
Solution
96 NO5ADO1 Haloperidol for 5mg/ml - 1 ml XANIOMEPUAON amn. 5mr/1mn x 10 Codapma Al Codapma Afl, Bbarapus
injection
102 NO6DA04 GALANTAMINE amp 10mg 1ml HUBANUH amn. 1% 1mn x 10 Codapma Al Codapma A, Bbarapus
e o00ocobeHa mo3uiud 2, HoMeHKAaTypu 112, 132, 133 u 138:
Ne mo
MezkayHapoaHo KosinuecrBo Mpurexaresa Ha
pea Ha Tbpropcko HaMMeHOBaHUE HA Dupma-npou3BoIUTe] H IbpKaBa
ATC KOn HeNnaTeHTHO JlexkapcTBena (opma AKTHBHO paspeuieHuero 3a
HOMEHKJI MpoaAyKTa Ha NMPOU3BOJACTBOTO
HAHMeHOBaHHe BellecTBO ynorpeéa
arypa
METAMIZOLE AHAJII'MH kanku 500mr/min
112 N02BB02 SODIUM sol-20ml 500mg/ml 20801 Codapma A Codapma Afl, Bbarapus
Penicillin
Crystallisate TZF, Tarchomin . .
132 | JO1CEO1 | Benzylpenicillin | Powder for soluion | 5000 000, IU EHALIAIAH TZF 1. Pharmaceutical Works | 1 2chomin Pharmaceutical Works
I 5000000 1U Polfa SA, Monwa
for injection, 5 000 Polfa SA
000, IU, Pack: 1
Penicillin
Crystallisate TZF, Tarchomin . .
133 | JOICE02 | Benzylpenicillin | Powder for solution | 1000000, 1u, | EHAMWIMH kpuet TZE | o oo tical works | T2rehomin Pharmaceutical Works
I 1000000 1U Polfa SA, Monwa
for injection, 1 000 Polfa SA
000, IU, Pack: 1
500 mg/ml + 2
138 AO03DA02 PItOfenonPf and amp mg/mi + 0,02 CITABMAJIT'OH amm. 2mi x 5 Codapma A Codapma Afl, Bbarapua
analgesics mg/ml -2 ml, -,
Pack: 5
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obocobeHa mo3uiud 4, HoMeHKAaTypa 175, 177 u 180:

Ne mo
pea Ha
HOMEHKJI
aTypa

ATC KOn

Me:xayHapoaHO
HENMATEHTHO
HAHMEHOBaHUe

JlekapcTBena popma

Kosnnuecrso
AKTHBHO
BelEeCTBO

Tobproscko
HAaUMEHOBAaHHUE HA
NPOyKTa

IIpuTesxaren Ha
pa3penieHHeTo 3a
ynorpeéa

DupMa-npou3BOIUTE] H IbPKABA HA
NPOU3BOACTBOTO

175

LO1XC02

Rituximab

Concentrate for
solution for infusion

500 mg/50 ml

MABTEPA ¢n.
500mr/50mn x 1

Roche Registration
GmbH

Roche Pharma AG, l'epmaHus

177

LO1XC02

Rituximab

Solution for injection

1400 mg/11.7 ml

MABTEPA ¢dnakoH 1400
mr./11.7 mn. x1

Roche Registration
GmbH

Roche Pharma AG, l'epmaHusa

180

LO3AB04

Interferon alfa-
2a

solution for injection
pre-filled syringe +
needle

3 MIU

PO®EPOH A 31U/0.5mn
+ paste.x 1

Pow Bwvarapua EOO/,

Pow Bwvarapua EOO/,bbarapua

4.1. B 1mpemaoKE€HHETO CH 3a H3IIbAHEHHE Ha IIophYKaTta 3a obocobeHa
no3unudgd Nel, 3a HoMeHkaatypu Ne 1, 2, 13, 351, 39, 78, 96 u 102 y4acTHUKBT €
npencraBua [Ipuaoxxenue No2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA, IIOI'BAHEHU IIO
obpazerr Ha Bwb3aoxkwureas; IIbanomormHo ot Adumutsp [eoprueB [IuUMUTPOB,
N3nwaHuTEAEH aupekTop Ha ,Codapma TpenuHr‘All, ¢ KoeTo ymrbAHOMOIIaBa KBaH
XKeaeB HaueB, ,PermoHaseH MeHUIKBP HOponaxkbu BoanudeH naszap — /AeKapCTBEHH
IIPOAYKTH® fa MpeCcTaBAsdBa yJacCTHHUKA IIpe BCUYKH Bb3A0XKUTEAH Ha OO0IIeCTBEHU
OPBYKH 3a JOCTaBKa Ha AEKAPCTBEHU MPOAYKTH, OMONPOAYKTH, MEAUIIMHCKU U3IEAUS
U KOHCYMAaTHBH; [a IOII'bABA, IIOAIIMCBA, [IoJaBa M IIoAydaBa OT MMETO U 3a CMEeTKa Ha
y4acTHUKa; [lekaapanua 3a KAaay3uTe Ha gorosopa; Komme Ha
[IpoekTomoroBopa; [lekaapaluda 3a CpoKa Ha BaaAUAHOCTTA Ha odeprara; [lerkaapaliysg
mo 4a. 3, T. 8 ¥ 4Aa. 4 or 3aKoHa 3a MKOHOMHYECKHUTE W (PUHAHCOBUTE OTHOIIEHUS C
Apy2KecTBaTa, PETUCTPUPAHU B IOPUCOUKIINH C I[IpedepeHIIMareH OJaHbUYeH PeXKUM,
CBBP3aHU C TAX AWIIA U TEXHUTE AEHCTBUTEAHU COOCTBEHHIIH; [leKaapamus 3a clia3BaHe

CbraaCue cC

3abAKEHHUSITA, CBBP3aHU C OaHBIM M OCUTYPOBKHU, Olla3BaHE Ha OKOAHATa Cpeaa,
3aKpHAa Ha 3aeTOCTTa U yCAOBHATA Ha TPyXH Io 4A.39, aa.l, 1.1, 6ykBa ,a“ ot III130II;
OropuszanimonHo nucmo ot OrHaH HMBanHoB [loHeB — HM3mbaHuTeaeH [lUpekTop Ha
,Cohapma“A/l, c koero oropusupa ydactHuka ,Codapma Tperaunr“A/l na yacrtBa oT
CBOE MME€ U 3a CBOSI CMeTKa C AeKapcTBaTa OT ob6ocobeHa mmos3uiydg Nel, HOMEHKAATYPH
Nel, 2, 13, 51, 59, 78, 96 u 102 B Hacrosaiara npoueaypa no 3011, BenHO CbC CIUCHK
Ha A€KapcTBaTa OT IIOCOYEHUTE HOMEHKAATYpH U [lekaapaiua ot OrugaH MBanoB [loHEB
— UWsmbanuteaen [dupektop Ha ,Codapma“ All, dYe AEKapCTBEHUTE MIPOAYKTH,
npousBexaaHu ot ,Codapma“ A/l ca paspeleHH 3a yrorpebda mo pexa Ha 4a. 19, 1. 3 ot
3AIIXM; 8/ocem/ Oposa Paspemrenus 3a ymnoTpeba Ha A€KapCTBEHH IPOAYKTH, 34
A€KapCTBEHUTE NPOAYKTH OT HOMeHKAaTypu Ne 1, 2, 13, 51, 59, 78, 96 u 102.

4.2. B nipeiaoKeHHETO CH 3a U3I'bAHEHHE Ha IophuKaTa 3a 000cobeHa IT03UIINSI
No2, 3a HoMmeHKaaTypu Nell2, 132, 133 u 138 y4acTHUKBT € IIpencraBua lIpuaoxkeHue
Ne2 u 2A Ha XapTHEH U €AEKTPOHEH HOCHTEA, ITOI'bAHEHHU M0 oOpasel] Ha BBb3AokUTeAS;
[TbaHOMOIITHO OT Jumutsbp ['eoprueB AumurpoB, U3mbaHUTEAEH AUpeKTOP Ha ,,Codapma
Tpetimmur“Al, ¢ koeto ymbaHOMoMIaBa MBan 2KeaeB HaueB, ,PernoHasreH MeHUIKBP
nponaxk6bu BoaHmueH mazap — /AeKapCTBEHH IIPOAYKTHU® Oa IpeacTaBAdBa yYaCTHHKA
npen BCHYKU BB3A0KUTEAHM Ha OOIIEeCTBEHU IIOPBUYKHU 3a MOCTaBKa Ha A€KapCTBEHU
OPOAYKTH, OHONPOAYKTH, MEOWIIMHCKHU U3AeAWs W KOHCYMAaTHBH; [Ja IIOIIbABA,
IIOAMNNCBA, IIoJlaBa U IOAydYaBa OT MMETO U 3a CMeTKa Ha y4JacTHUKA; [lekaapanud 3a
ChrAaCHe C Kaay3uTe Ha gorosopa; Komme Ha mpoekra Ha Aorosopa; [lekaapanud 3a
CpOKa Ha BaAHUAHOCTTa Ha odeptara; [Jekaapaiusa mo 4a.3, T.8 u 4ya.4 ot 3akoHa 3a
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UKOHOMHUYECKHUTE U (PUHAHCOBUTE OTHOIIEHUS C [ApyzKecTBaTa, PErUCTPUPaHU B
IOPHUCAUKIIMN C IpedepeHIINaseH NaHBY€H PEeXHUM, CBbP3aHH C TAX AUIA U TEXHHUTE
AedcTBUTEAHN coOCTBeHUIM; [leKaapalus 3a cClia3dBaHe 3aIbAKEHUATa, CBBP3aHU C
JaHBL M OCHUI'YPOBKH, OIla3BaHE Ha OKOAHATa Cpena, 3aKpuaa Ha 3aeToCTTa |
ycAOBHATA Ha TPYA IIo 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot III[130I1; OTOopHU3ariioOHHO TUCMO
or Oruan HMBanoB [ouHeB — HWambpanureseH [Jupekrtop Ha ,Codapma“All, ¢ KoeTo
otopusupa ydactHuka ,Codapma Tpedigunr® A/l ga yacTBa OT CBOE€ HMeE€ U 3a CBO4
CMeTKa C AeKapcTBaTa oT obocobeHa mo3urud No2, HomeHKAaaTypu Nell2 u 138, BemgHO
CBhC CIIHCBK Ha A€KapcTBaTa OT IIOCOYEHHUTE HOMEHKAATypu U [lekaapaiusga oT OrHaH
NBanoB [loHeB - MHWambpanureaen [upektop Ha ,Codapma“All, 4Ue AeKapCTBEHUTE
OPOAYKTH, ITpousBexkaaHu ot ,Cocdapma“All ca paspelreHH 3a yrorpeba mo pema Ha
4A.19, 1.3 ot 3AIIXM; OtopusanmonHo nucMmo ot [aamnHa TI'eoprueBa MapuHOBa,
odunmaneH mnpencraButea Ha [loackus PapmaneBruden 3aBon ,Iloada Tapxomunu®“ Al
C KOETO OTOpHU3Hpa y4acTHHKA Ja ydacTBa 3a CpoKa Ha AEHCTBHE Ha JOroBOpa, OT CBOE
HMME C AEKapCTBEHUTE IMPOAYKTH OT HOMeHKaatypu Ne 132 m 133 ma yyacrBa B
Hacrodaiara mnpouenypu 1o 3O0Il; Komme Ha IIpaHOMOmIHO 0T ,TapXOoMHHCKU
dapmaneBTuueH 3aBon [loada“ Al, ¢ kKoero ymbaHOMoOIaBsa ,J/xxku Em EC koHCyAT*
EOQO/, npencraBagBaHa oT ['aanHa 'eoprueBa MaprHoBa [a IIpeacTaBASIBa UHTEPECUTE
Ha [loadpa Ha Obarapckudg mnazap; 4/derupu/ Opos Paspemrenus 3a ymorpeba Ha
AEKapCTBEHU IIPOAYKTH, 34 ACKapCTBEHUTE IIPOAYKTH OT HOMEHKAaaTypu Ne 112, 132,
133 u 138.

4.3 B mpensokeHUETO CU 3a U3IIbAHEHHE Ha IophyKara 3a o0ocoOeHa ITO3HIIHS
No4, 3a HOMeHKAaTypu No 175, 177 u 180 yyacTHUKBT € IpeacTaBUA [Ipraoxenue No2 u
2A Ha XapTHEH U EAEKTPOHEH HOCHUTEA, IOI'bAHEHHU II0 obpaser; Ha Bmb3rokuTeas;
[IeaHOMOUITHO OT AumuThp ['eoprueB AumutpoB, U3mbaHUTEAEH aupeKTOop Ha ,,Codapma
Tpetinuur® A, c koero ymbpaHoMolaBa MBan 2KeaeB Haues, ,PerroHaseH MeHUIKEBP
nponask6u BoaHndeH masap — AeKapCTBEHH MOPOAYKTHU® Oa IIpeAcTaBAgIBa YIacCTHHKA
npea BCHUYKHM BB3A0KHUTEAM Ha OOIIECTBEHM MOPBYKHM 3a [JOCTaBKa Ha AEKapCTBEHU
IPOAYKTH, OHOIPOAYKTH, MEOUIIMHCKU U3OEAHs U KOHCYMAaTHBH; [Oa IIOIIbABA,
IIOAIINCBA, IIoJaBa U IIoAydYaBa OT MMETO M 3a CMETKa Ha y4JacTHUKA; [lekaapaius 3a
cpraacue c Kaaysute Ha gorosopa; Komme Ha IIpoekTomoroBopa; [Jekaapalysa 3a CpokKa
Ha BaAuAgHOCTTa Ha odeprara; [dekaapamusa 1o 4a.3, T.8 u 4Ya.4 or 3akoHa 3a
HUKOHOMHUYECKHUTE U (PUHAHCOBUTE OTHOIIEHUS C [AgpyxKecTBaTa, PETUCTPHUPaHU B
IOPUCAUKIINN C IIpedepeHIINareH JaHBbUYE€H PEXHUM, CBBP3aHU C TIX AUIA U TEXHUTE
OEeHUCTBUTEAHH COOCTBeHUIIM; [lekaapallus 3a cla3BaHe 33IbAXKEHUSTA, CBBP3aHU C
JaHBIIM M OCHUIYPOBKH, OIa3BaHE Ha OKOAHATa Cpena, 3aKpuaa Ha 3aeTocTTa U
ycaoBHATA Ha TPYA 1o 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot III[I30I1; OTOopHU3aniiOHHO TUCMO
OT IpUTEXRKATUTE Ha pa3penieHueTo 3a yrorpeda Roche Registration GmbH, 'epmanusa u
Poim1 Bwarapus EOO/; [IeanomomntHo ot Roche Registration GmbH, 'epmanus, ¢ koeto
yireaHOMOMIaBa Pomr Bearapuma EOO/L ma gelictBa OT HErOBO MME Ha TEPUTOPHSTA Ha
PBrarapusa, Konne Ha YamocroBepeHHueTo 3a BnHcBaHe B TP nipu AB Ha Pomr Bearapua
EOO/; 3/Tpu/ Opos paspemieHus 3a ynorpeda Ha AEKAPCTBEHU IIPOAYKTH 3a
odpepUpaHUTE AEKAPCTBEHU NPOAYKTHU OT 0b6ocobeHa mmo3unus No 4.

Komucuara pgomycka IIO IIOCA€ABAILO0 ydYacTHE B IIpoleaypara ydacTHHKA
,CODAPMA TPEUIVHT“ ALl
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Ha ocnoBanmue 4a. 57, aa. 3 ot IIII30II, komucusaTa B3e pelleHNE OTBapsAHETO Ha
IIEHOBHTE IIPEAAOKEHHS Ha yJYaCTHHIHTEe zAa ce H3BBbpuIH Ha 03.04.2019 roa. ot
11:00 yaca B 3acemareaHara 3asna Ha YMBAA ,IIpod. O-p Croan KupkoBuu“All,
rp. Crapa 3aropa, ya.“I'enepaa CroaeToB 2.

[Ipernuc ot HacTOANINS IIPOTOKOA a ObAe IIyOAMKyBaH B IIpodriAa Ha KyllyBada, B
€AEKTPOHHOTO JIOCHE Ha IIpolieyparTa.

[TpencemaTeAsT Ha KOMHUCHATA Ia U3TOTBU U U3MNPATH CHOOIIEHHE 3a OTBApPaHE Ha
eH! OO0 BCHYKH YIaCTHHUIIH, KOETO Aa Obae IyOAMKyBaHO Ha mOpoduaa Ha KylyBada, B
€AEKTPOHHOTO JOCHE Ha IpolieaypaTa.

I[lopagm orcecTBHE Ha IIpencenatead Ha kKomucuara Maructep - PapmarieBt
Muaka 'erkoBa B niepuoga ot 22.03. go 27.03.2019r., komucusaTa paboTH B CbCTaB:

[Ipencenmarea:
AnB. Xpucrto [TaHaioTOB — BBHIIIEH €KCIIEPT
YaeHoBe:
Hon. Uausa Jumutpos Ilomos —
O-p Mapua [JunkoBa TomopoBa —
AnB. Tataua KekeBcka —
[uana IlerpoBa MaauHkoBa —

Komrucuara nprkaioyn cBosita pabora Ha 27.03.2019r. B caeiHus chCTaB!
Ilpencemarea: ,ﬂ

3anuueHo cbrnacHo un.2 ot 33714,

L. AHB' poCTO Hanatioros |B'bB BEpb3Ka € 4n.42, an.5 or 300

1Y) |
YaeHoBe: A ¥
’ 3annueHo cbrnacHo uyn.2 or 33714,

) IB'bB BpPb3Ka Cc un.d2, an.5 ot 300N

Nl p)

3anuueHo cbrnacHo un.2 ot 33714,

1. Hou. Manga JumutposB IToros

2. 1-p Mapua JdunkoBa TogopoBa

Nl

v 3. AILB- TaTaua KekeBcka - . Januueno cernacioun.2 ot 3314,
BEBE BEpPb3Ka Cc un.d2, an.5 or 30M

|B'bB Bpb3Ka € Un.42, an.5 ot 300N

NN

5. Iuana IlerpoBa Maauukosa -
3anuueHo cbrnacHo un.2 ot 33714,

|B'bB epb3ka c un.d2, an.5 or 300N
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