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JOKAALL

ITo ga. 103, aa. 3 ot 30II, BBB BpB3Ka c 4a. 60 ot [III30II

oT paboTaTa Ha KOMHCHATA, HazHadeHa cbC 3amoBem Ne P/1-10-104/22.12.2018 roa, Ha
u3nbAHUTEeAHUS aupekTop Ha YMBAA llpod. [A-p Crogn KupkoBuu” Al 3a pasraexkaaHe,
OlleHdBaHe U KAacHpaHe Ha IofazeHuTe oepTH B oTKputa Iponenypa mno 30I1: “TOCTABKA HA
AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHUM NOBABKUW U HA AEKAPCTBEHU ITPOAYKTU 3A
AEYEHHUE HA XEMATOAOI'MYHU 3ABOASYBAHNWA W HA IMTALIMEHTU C TEPMHWHAAHA
BBbBPEYHA HEJOCTATBYHOCT HA XEMOIUAAN3A 3A IEMHOCTTA HA YMBAA ,, [TPO®. [1-P
CTOSAH KMPKOBUY" A1, CTAPA 3AT'OPA*.

Komucugara B ¢bCTaB:

IIpencenmarea:
1. Mar. ®apmaneBT Muaka I'enkoBa — YrupaButea boanndna Anreka

YaeHOBE:

2. [Hoi. Maua JumutpoB ITormoB — BP.M./1. HagyaaHUK KAWMHUKA 0 HEPPOAOTHS C AEHHOCT
XeMOIHAaAH3a

3. [O-p Mapua [dumaroBa TomopoBa - BP.M.[l. HawyaanHuK otameaeHue 110 KamHngHa
XeMAaTOAOTHUS ¥ MEAHUITMHCKA OHKOAOTHS

4. AnB. Tarana KekeBcka — BBHIIIEH €KCIIEPT

5. [luana [lerpoBa MaauHkoBa — mom. @apMarieBT O0AHHUYHA arlTeKka

PeaepBHn YACHOBE!:

» Ang. Xpucto [TanatioroB
» Bamnga BormanoBa — PekoBoguTea OOILIECTBEHU MOPBIKU

IIPpOBEAE CBOETO ITBPBO 3aCEAaHHUE.

I. [Ipencemateaar Ha koMmucusaTa obaBu 3amoBen Ne P/1-10-104/22.01.2019 rom. Ha
N3mbeanureanus aupekrop Ha YMBAA Ilpod. n-p Croan KupkoBuu“ AZl, rpan Crapa 3aropa 3a
Ha3HaYaBaHE Ha KOMHUCHATA U ChCTaBa M, U JOKA3ABA, Y€ C IIPHUEMO-IIpeaaBaTeA€H ITPOTOKOA OT
22.01.2019 r., u3rorBeH Ha oOcCHOBaHHe YA. 48, aan. 6 or 30Il, e MOAyYHA OT AEAOBOOUTEAS B
JE€AOBOJICTBOTO Ha BB3AOKHUTEAS CIIMCHK C IIOCTBIIUANTE O(epTH, BeAHO C 4/4yeTHpU/ MAHKA C

JOKYMEHTH ChC CACTHUTE BXOSIIN HOMEPA:

“MOCTABKA HA AEKAPCTBEHU ITPOAYKTHU U XPAHUTEAHU JOBABKH U HA AEKAPCTBEHMU ITPOAYKTU 3A AEHEHUE HA XEMATOAOTUYHA
3ABOASIBAHUS U HA TIALIMEHTH C TEPMUHAAHA BBBPEYHA HEIOCTATBYHOCT HA XEMOZIMAAU3A 3A IEMHOCTTA 1
HA YMBAA ,, TIPO®. [I-P CTOSIH KUPKOBHWY" Al, CTAPA 3AT'OPA“ ﬂOKAaIL



1. ~EW EHI TH $APMA B'BATAPHUSI“ EAI — rp. Codus, kB.CTyZeHTCKHU I'pam,
ya. ,IIpod. Aaekcauabsp Poa“ 2, Bx.Ne I1/1-03-13/16.01.2019r, B 10:00 gaca;

2. »MEIEKC* OO0 - rp. Codug, ya.“CamoroBcko 1moce“ 1 A, THproBCcKH IIEHTHP
Bowmaa, Bx.Ne I1/1-03-17/18.01.2019r., B 10:554aca;

3. »PBOHHKC PAPMA“ EOO/, rp. Codud, ya.“OroroBphcTeH IHT“199 A, Bx.No
I11-03-18/ 21.01.2019r., B 09:204aca;

4. ~COPAPMA TPEHUIMHT“ A/, rp. Coduga, Pation Harpes, ya. ,Abuezap
CranueB“ 5, Codapma Busnec Taywp, crpama A, er. 12, Bx. Ne I1/1-03-21/21.01.2019r, 11:50
yaca.

1. [IpencemaTeAdT Ha KOMHCUSTA KOHCTATHpa, Ye Ha 3acelaHHeTO Ha KOMHCHATA He
IIPUCHCTBAT IIPEACTABUTEANM Ha Y4YacTHHUIIMTE B Ipollefypara HWAW TEXHU VII'bAHOMOIIEHH
IIPEeACTaBUTEAN, AU IIPEACTABUTEAHN Ha CPEACTBA 3a MacoBa MH(MOpMAaIIH.

2. Caen moayyaBaHe Ha CHHCBKa Ha IIOCTBIIMAUTE O(MEPTH, YACHOBETE Ha KOMHCHATA
noAmrcaxa gekaapanuu, cbraacHo 4a. 103, aa. 2 ot 30I1 u ua. 51, aa. 8 ot [III3OII.

YaeHOBeTE Ha KOMHCHATA YCTAHOBHXA, Y€ BCHYKH OIIAKOBKH, KOHTO ca IOCTBIIMAH B
[€AOBOJICTBOTO Ha Bb3A0XKUTEAsI, C IIOCOYEHUTE IIO-TOPe BXOALAINM HOMeEpa ca 3amnedaTaH!u U C
HeHapyllleHa IISAOCT, OTroBapsaT Ha m3uckBaHugara Ha 3O0I1 u [ITI30I1, u Ha H3UCKBaHUATaA Ha
Bb3arokuTeada 3a BUAa Ha 0pepTHUTE U HAaYWHA Ha [IPEACTABIHETO M.

3. Komucugara npHUcThIU KBM OTBapsdHe Ha o(pepTUTE Ha yIAaCTHUIIUTE II0 pefia Ha TAXHOTO
IIOCTBIIBAHE:

3.1. OTBOpPH ce omakoBKaTa Ha ,,Eﬁ EHO O APMA BBATAPHSI“ EAL. Tpuma ot
YAEHOBETE Ha KOMUCHATA MIOANINCaxXa 3alledaTaHUuTe HENIPO3padHU IIAHNKOBE 3a IIpefAaraHy IIeHOBHU
napaMeTpyu U BCSIKa CTpaHUIlAa Ha OCTaHaAWUTe [OKYMEHTH, CBhABbPKAIlId Ce B OIIaKOBKaTa.
YcTaHOBHY ce HaAWMYHETO Ha JUCKOBE C HAJIINC:

> “00536-2018-0013; eEE/OIl mo ob6ocobena mosumrmwms Ne 1, ,EM EH OU
D®APMA BEBATAPUA“ EALS;
> “00536-2018-0013; eEEOIl mo ob6ocobena mosumus Ne 2, ,EV EHI AU
DPAPMA BEBATAPUA“ EALL;
> “00536-2018-0013; eEE/IOIl mo o6ocobena mosummss Ne 3 ,EW EHI U
DPAPMA BEBATAPUA“ EALL
3.1.1. YaeHOBeTE Ha KOMHCHATA yCTAHOBHXa HAaAWYHETO Ha MNOKYMEHTH U S/mer/
3aneyaTaH{ HENIPO3padyHHU IIAMKA C HAAIIHC!
> yllperaraHu [eHOBH mapamMeTpu” 3a obocobena mo3unusga Ne 1, HOMEHKAATypa
¢ Ne 20 ¢ maumenoBanue ,ALBUMIN” {1.20% 50ml,
> SllpenaaraHu 1IeHOBH IapaMmeTpu”“ 3a obocobeHa mo3unusa Ne 1, HoOMeHKAaTypa
¢ Ne 21 ¢ maumenoanue ,ALBUMIN” {1.20% 100ml;
> yllpeIraraHu [eHOBH mapaMeTpu” 3a obocobeHa mo3unusa Ne 2, HOMEHKAATYPa
c Ne 111 c mammenoBanue “METAMIZOLE SODIUM” tabl.500mg.;
> SllpenaaraHu 1IeHOBH mapaMmeTpu”“ 3a obocobeHa mo3unusa Ne 3, HoMeHKAaTypa
c Ne 155 ¢ naumenoBanue ,PARACETAMOL sup.150mg;
> SllpenaaraHu 1IeHOBH ImapaMmeTpu”“ 3a obocobeHa mo3uiindg Ne 3, HOMeHKAaTypa
c Ne 171 c nanumenoBanue “PHENAZONE, LIDOCAINE Ear drops, 4 g/100g + 1g/100g — 15ml;

3.2. OtBopu ce onakoBkaTta Ha ,MEAEKC“ OOH. Tpuma OT 4YA€HOBETE HA KOMHCHUSTA
noanucaxa 3alledaTaHUuTe HEeNpo3padyHU IIAMKOBE 3a IIpeJAaraHi IIeHOBU IlapaMeTpu U BCsIKa
CTpaHHUIla Ha OCTaHaAWUTEe JOKYMEHTH, CHIBPKAIIM Ce B ONAaKOBKATa. YCTAHOBHU Ce€ HAAHMYHETO Ha
nuck c Hagnuc “EEOIT ,Menmerc®.

3.2.1. YaeHoBeTe Ha KOMHUCHSATA YCTAHOBHXa HAAUYHETO Ha JOKYMEHTU U 4 /detupu/
3arneyaTaH{ HENIPO3padyHHU IIAMKA C HAIINC:
> SJlpemsaraHu IIEHOBH ItlapamMeTpH” 3a obocobeHa mosumus Ne 1 SODIUM
CHOLORIDE, nomenkaatypa ¢ Ne 22 Coauym Xaopun Bakcrep 0,9%, nady3uoHeH pa3TBop, 9r/A —
S00mA x 1;
> Sllpeasarainu IIeHOBH IapaMeTpu” 3a obocobena mosurimsa Ne 1 LIDOCAINE,
HOMeHKAatypa ¢ Ne 78 Anpokann — Halikadapma, HHKEKIITHOHEH pas3TBop, 10mMmr/Ma — 10ma x 1;

“MOCTABKA HA AEKAPCTBEHU ITPOAYKTHU U XPAHUTEAHU JOBABKH U HA AEKAPCTBEHMU ITPOAYKTU 3A AEHEHUE HA XEMATOAOTUYHA
3ABOASIBAHUS U HA TIALIMEHTH C TEPMUHAAHA BBBPEYHA HEIOCTATBYHOCT HA XEMOIMAAU3A 3A IEMHOCTTA 2)
HA YMBAA ,, TIPO®. [I-P CTOSIH KUPKOBHWY" Al, CTAPA 3AT'OPA“ ,HOKAaI[



HOMeHKAaTypa ¢ No

HOMeHKAaTypa ¢ No

3.3. OTBOpu ce omakoBKata Ha ,,PBOHHKC PAPMA“ EOOL. Tpuma OT YAECHOBETE HAa
KOMUCHATA IIoAINcaxXa 3alledaTaHuTe HEIPo3padHU [IANKOBE 3a IIpeiaaraHU I1IEHOBHU IIapaMeTpUu U

BCdKa CTpaHHIla Ha OCTaHaAuT€ MOOKYMEHTH, CbAbpzKalllkd CE€ B OIlaKOBKarTa. YcranoBu ce

> SlpemsaraHy IIEHOBH HapaMeTpu“ 3a obocobena mosuimma Ne 4 Ritaximab,
175 PukcatoH, KOHIIEHTpPAT 3a HHQPY3HUOHEH pa3TBop, SO00mr/S0Mma x 1;
> SlpemsaraHy IIeHOBH HapaMeTpu“ 3a obocobena mo3uima Ne 4 Ritaximab,
176 PukcaToH, KOHIIEHTpAT 3a HH(QY3HUOHEeH pa3TBop, 100mr/10Ma x 2;

HaAUM4HeTO Ha AUcK ¢ Haauc “EEOIT.

3.3.1. YaeHOBeTe Ha KOMHCHATA yCTAHOBHUXaA HAAWYMUETO Ha OOKyMeHTH U 117/cTo m

cegeMHaieceT,/ 3aredyaTaly HEMIPO3PadHU IIAUKA C HAITHUC:

> Slpensaranu 1neHoBu rapaMeTpu” Ob6ocobenHa mosunusa Ne 1 - AekapcTBeHH

IIPOAYKTH BKAIOYECHH B IIPHUAOKECHHE 2B HAC, HOMEHKAAQTypPHa €AUHHUIIA:

CLOPIDOGREL

3 MACROGOL, COMBINATIONS 43 BETAMETHASONE
4 MULTIENZYMES (LIPASE, PROTEASE ETC.) 48 OSELTAMIVIR
6 INSULIN (HUMAN) 51 TRAMADOL
7 INSULIN (HUMAN) 52 CARBAMAZEPINE
8 INSULIN (HUMAN) 53 CARBAMAZEPINE
12 MAGNESIUM SULFATE 54 VALPROIC ACID
17 AMINOACIDS 55 VALPROIC ACID
18 FAT EMULSIONS 57 BIPERIDEN
19 COMBINATIONS 61 CLOZAPINE
23 ENOXAPARIN 62 OLANZAPINE
24 ENOXAPARIN 63 OLANZAPINE
25 AMIODARONE 64 QUETIAPINE
26 AMIODARONE 65 SERTRALINE
27 GLYCERYL TRINITRATE 66 FLUVOXAMINE
2
9 IVABRADINE 67 VINPOCETINE

32 DOBUTAMINE 68 TRAZODONE
35 ENALAPRIL 70 VENLAFAXINE
37 SPIRONOLACTONE

71 BROMHEXINE
39 TORASEMIDE

75 LEVOCETIRIZINE
41 NIMODIPINE
76 TOBRAMYCIN, DEXAMETHASONE 95 TOLPERISONE
78 LIDOCAINE 97 GABAPENTIN
79 SULFASALAZINE 100 VENLAFAXINE
81 GLICLAZIDE 103 NATURAL PHOSPHOLIPIDS
82 ACENOCOUMAROL 104 TOBRAMYCIN, DEXAMETHASONE

105

RIVAROXABAN

ISOSORBIDE DINITRATE

TRIMETAZIDINE

106

RIVAROXABAN

MOXONIDINE

> SllpeasaraHu I[EHOBH ITapaMeTpu’

O6ocobena mo3unusa  Ne 2 -

AeKapCTBCHI/I IIPOAYKTH BKAIOYE€HHU B PCI‘I/ICT’Bp Ha IIpeacAHHM LIEHHM Ha ACKapPCTBEHUTEC
IIPOAYKTH, OTIIyCHATH I10 ACKAPCKO IIpE€AIINCaHuE€, HOMEHKAAQTYPHa €AUHUIIA:

109 AZITHROMYCIN 114 DEXAMETHASONE

110 LIDOCAINE 115 | BENFOTIAMIN, PYRIDOXINE, CYANOCOBALAMIN
111 METAMIZOLE SODIUM 117 DOXYCYCLIN

112 METAMIZOLE SODIUM 118 CHLORAMPHENICOL

113 DIAZEPAM 119 NYSTATIN

“MOCTABKA HA AEKAPCTBEHU ITPOAYKTHU U XPAHUTEAHU JOBABKH U HA AEKAPCTBEHMU ITPOAYKTU 3A AEHEHUE HA XEMATOAOTUYHA
3ABOASIBAHUS U HA TIALIMEHTH C TEPMUHAAHA BBBPEYHA HEIOCTATBYHOCT HA XEMOIMAAU3A 3A IEMHOCTTA K]

HA YMBAA ,, TIPO®. [I-P CTOSIH KUPKOBHWY" Al, CTAPA 3AT'OPA“

Jloraam




120 METHYLDOPA 136 SALBUTAMOL
122 AMOXICILLINE 140 LOPERAMIDE
123 COLCHICINE 141 OXYMETAZOLINE
125 Chlorprotixene 142 ACICLOVIR
126 CITICOLINE 143 OSELTAMIVIR
127 ALPRAZOLAM 144 ALLOPURINOL
129 TIANEPTINE 145 CLONAZEPAM
130 DESLORATADIN 148 DESLORATADINE
131 CIPROFLOXACIN 149 DIMETINDENE
132 Benzylpenicillin SODIUM AMIDOTRIZOATE, MEGLUMINE
133 Benzylpenicillin 151 AMIDOTRIZOATE
134 TOBRAMY?IN - TUBERCULINI ;PZL(J)Q'I:—:EII\D/IEI\ITCL)JEEEIN DERIVATIVE
135 proxymetacalne
> Jllpenaaranu 1ieHoBu napameTpu“ Ob6ocobeHa mo3unmsa Ne 3 - [dpyru

ACKapCTBEHU IIPOAYKTHU U XPAaHUTCAHHU I[O6aBKI/I, HOMEHKAATYPHA €IUHHUIA:

153 DROTAVERINE 167 SNAKE VENOM ANTISERUM
156 LACTULOSE _
168 proxymetacaine
157 ACETYLSALICYLIC ACID Micronized and purified flavonoic fraction (containing
158 ORGANO-HEPARINOID Diosmin 90 % and flavonoids expressed as Hesperidin
169 10 %)
159 LORATADINE
170 Naftifine
162 PHYTOMENADION
MAGNESIUM ASPARTATE /POTASSIUM 171 PHENAZONE, LIDOCAINE
163 ASPARTATE 172 Acetylcysteine
165 Diosmectit 173 FRESUBIN ORIGINAL DRINK
166 MAGNESIUM ASPARTATE
> Jlpenaaranu  1eHoBU napamerpu” O6ocobeHa mosuiud Ne 4 -

AeKapCTBEHH TIPOAYKTU 34 A€YE€HHE Ha XEMaTOAOTHUYHU 3a00AgBaHUs, HOMEHKAATypHa
eIuHUIIA:

175 Rituximab 184 Mitoxantrone
176 Rituximab 185 Nilotinib
180 Interferon alfa-2a 186 Nilotinib
181 Zoledronic acid 187 Ruxolitinib
182 Azacitidine 189 Deferasirox
183 Etoposide
> JlpenaaraHnu 1neHoBU Imapamerpu“ O0ocobena mo3uima No 5 -

AeKapCTBCHI/I IIPOAYKTHU 3a ACYECHHE Ha IIallU€EHTHU C TEPMHHaAHa 6’b6peqHa HEOOCTATBhYIHOCT
Ha XeMoaguanusa:

190 Methoxy polyethylene glycol-epoetin beta
191 Methoxy polyethylene glycol-epoetin beta
192 Methoxy polyethylene glycol-epoetin beta

“MOCTABKA HA AEKAPCTBEHHU ITPOAYKTH 1 XPAHUTEAHU IOBABKU 1 HA AEKAPCTBEHHU IMTPOAYKTH 3A AEYEHWE HA XEMATOAOTMYHHU
3ABOASIBAHUNS U HA TIALHUMEHTH C TEPMWHAAHA BBbBPEYHA HEJOCTATBYHOCT HA XEMOIMAANSA 3A IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBUY" All, CTAPA 3ATOPA“




3.4. OtBOpu ce omnakoBkara Ha ,COPAPMA TPEUOHUHT“ AL Tpuma oT uaeHOBeTe Ha
KOMUCHSATA ToAIINcaxa 3arnedaTaHuTe HeIIpo3padHU IIAMKOBE 3a IIpe/iaaraHU 1IIeHOBHU IIapaMeTpH U
BCSIKa CTpPaHHIlAa Ha OCTaHaAWTe [OOKYMEHTH, CBhABbpKalllll Ce B OIIakKoBKaTa. YCTAaHOBU Ce
HAAMYMETO Ha AUCK ¢ Haamuc ,COPAPMA TPEVIVHI“ Al EEZIOII 00536-2018-0013 .

3.4.1. YareHoBeTe Ha KOMHCHATA YCTAHOBHUXA HAAWYHETO Ha OOKYMEHTH WU
15/neTHanecer/ 3aredyaTaHy HEITPO3payHU ITAMKA C HAIIUC:

> ,JIpenaaranu reHoBU napameTpu” Obocobena rmo3uiyd Ne 1 - AeKapCTBEHU ITPOAYKTH
BKAIOYEHU B Hpuaoxkenue 2 B [IAC, HOMeHKAQTypHA eIUHULIA:

25 mg/ml-
1 ATROPINE amp img 1ml 59 CHLORPROMAZINE amp 2ml
2 Silymarin caps 90mg 78 LIDOCAINE amp. 1% 10ml
L Solution for 5mg/ml -
13 Water for injection amp 10ml % Haloperidol injection Ll
50 mg/ml
51 TRAMADOL amp -2ml 102 GALANTAMINE amp 10mg 1ml
> yllpensaranu 1eHoBH IapaMmerpu” OOocobena mosurusa Ne 2 - AeKapCTBEHHU

IPOAYKTH BKAIOYEHM B PervcTsp Ha HpeneAHU LIEHH Ha ACKAPCTBEHUTE IIPOAYKTH, OTIIyCHATH IIO
AEKapCKO IpearnucaHyie, HOMeHKAQTYpHa eIUHUIA:

500
112 ME;’S%/IIISI\(ZLE sol-20ml 500mg/ml mg/ml I+ 2
Penicillin 138 Pitofenone and amp mg/g]z "
Crystallisate analgesics mg/}nl .2
TZF, Powder | Pack15 ml, Pack:
132 Benzylpenicillin for solution | 000 000, 5
for injection, U
5 000 000,
U,
Penicillin
Crystallisate
TZF, Powder | Pack 11
133 Benzylpenicillin for solution | 000 000,
for injection, U,
1 000 000,
U,
> [Ipenasaranu 1ieHOBH Iapamerpu“ O6ocobena mosuiuda Ne 4 - AekapcTBeHU

IIPOAYKTH 3a ACYECHHEC HAa XEMATOAOTHUYIHH 3a6OA$IBaHI/I$I, HOMEHKAAQTYPHA €AUHHUIIA:

Concentrate for

175 Rituximab

solution for infusion

500 mg/50 ml

177 Rituximab

Solution for injection

1400 mg/11.7 ml

Interferon alfa-

180 2a

solution for injection
pre-filled syringe +
needle

3 MIU

C Te3u mercTBHUS NPUKAIOYH IIyOAWYHATA 4acT OT paboTaTa Ha KOMUCHSTA.

4. KoMmucuara OpoabAKU cBodTa pabora B 3akputTo 3acemanue Ha 30.01.2019r. ot 11:00
Jyaca, KaTo pasraena mnocodeHute oT ydactHunutTe B eEEJ/IOIl maHHM OTHOCHO IIOCTaBEHUTE OT
BB3aoRUTEAT U3UCKBAHUSA KBM AUYHOTO UM CHCTOSHUE U KPUTEPHUHU 3a OA00D.

4.1. Komucugara yCcTaHOBH, Y€ YIaCTHUKBT ,,Ef/i EHO OU ©APMA BBATAPHUS“ EA €
npencraBua Tpu aucka c¢ eEEOIl 3a Bcaka ot obocobernure mosuimu - OII Ne 1, 2 u 3 Ha
€AEKTPOHHU HOCHUTEAH, BCEKHU IIOAIIMCAH C €A. IOAIMNC OT 4dYaeHoBeTe Ha ChbBeTa Ha AUPEKTOPUTE
Aaekcauaepp AaekcanapoB MapuHoB, Beceaun llaueB duakoB u Pocen PlopnaHOB ITaBaOB. Komucuara
HarnpaBu cripaBka B TP mpu AB u ycTaHoOBH, 4e eIHOAMYEH COOCTBEHHK Ha KalUTaAa € dyxXKIECTPaHHO
IOPUANYECKO AUIIE “EW EHO U ®APMA XOAIUHIC H.B“,Hunepaagmus.

Ceraacuo 4a. 40, aa. 1 ot IIII30I1, aumara mo 4a. 54, aa. 2 u 49a. 55, aa. 3 ot 30II ca:

“MOCTABKA HA AEKAPCTBEHU ITPOAYKTHU U XPAHUTEAHU JOBABKH U HA AEKAPCTBEHMU ITPOAYKTU 3A AEYHEHUE HA XEMATOAOTHUYHA
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHWY" Al, CTAPA 3AT'OPA“




1. auniaTa, KOUTO IIpeACcTaBAgBAaT y4acTHUKA UAW KaHAMIAaTa;

2. AunaTta, KOUTO Ca YAEHOBE Ha YIIPABHUTEAHH W HAA30PHU OPraHW Ha yYacTHUKA HWAH
KaHIUIaTa;

3. Opyrd AWIlA CBC CTATyT, KOHWTO UM II03BOAIBA [a BAULGAT IIPSIKO BBHPXY MOEHHOCTTA Ha
OpeaIpUdaTHEeTO M0 HAYWH, €KBHBAAEHTEH Ha TO3U, BaAHEH 3a IIPEACTaBAABAIIUTE IO AHIIA,
YAEHOBETE Ha YIIPaBUTEAHUTE UAU HAA30PHUTE OPTaHU.

Ha ocnoBanue 4a. 44, aa. 1 ot III130I1 yyacTHUKET LEV EH/ 11 ®APMA BBATAPUS“ EALL
CAEIBA B CPOK OT 5/mer/ paboTHH AHU OT IIOAYVYABAHE HA HACTOLINUYG IIPOTOKOA 4 IIPEACTABU HA
BBb3A0KHUTEAT COMCHK Ha BCUYKH 3aIBbAYKEHH AHIIA IO CMHCHAA HA YA. 54, aa. 2 ot 30I1.

YyacTHUKET € nperncraBua Onuc Ha IpeacTaBeHHUTe OOoKyMeHTH. BvpB Bceku eEEJIOII
YYaCTHHUKET € JIEKAaPUPAA:

B Yacm III: ,,OcHosaHusi 3a u3KawugaHe“ y4aCTHUKBLT € MapKHpaa C ,He“ OCHOBaHHULATA,
CBBP3aHU C HAKa3aTEeAHH IIPUCHAY; OCHOBAHUATA, CBBP3aHHU C MIAAIIAHETO HA JMAaHBIU HAH
COITMAAHOOCUTYPUTEAHH BHOCKH; OCHOBaHHUSATA, CBBP3aHU C HECBCTOATEAHOCT, KOH(MPAHKT Ha
HUHTEPECH HWAU [OPOPECHOHAAHO HapylleHHe U CIeNu(PUIHUTE HallMOHAAHH OCHOBaHHA 3a
U3KAIOYBaHE.

B Yacm IV: ,Kpumepuu 3a noobop, paszden A:I'oOHocm“ yIaCTHHKBT € IIOCOYHA, de
npuTexkaBa 0e3cpouHo PaspeleHue 3a THProBHUd Ha €4pO C AEKAPCTBEHU MNPOAYKTH, U3NAAEHO OT
HUAA - Ne IV-P-T-EU-S-042, uznaneso Ha 29.04.2013. 1 e BIUCaH B TbProOBCKHU PETUCTHP.

B paszden B: ,TexHuuecku U npogecuoHanHu cnocobHocmu“ y4acTHUKBT € [AeKAapHupas
CAETHUTE U3IIbAHEHHE TOCTABKH:

> "[locraBka Ha AeKapcTBeHH mpoaykTd, 604350.30 BGN ¢ Havaana nara
07-09-2016 - Kpattra gmara 06-09-2017, YMBAA "llapunia Hoanna - UCYA" EA, rp.
Codous;

> "[locTaBKa Ha A€KapcTBeHU IpoaykTu', 952492.80 BGN c Hauaana mara
23-08-2017 - Kpaitna gata 06-06-2018 CBEAAX3 EA/, rp. Codous;
> "[locTaBKa Ha A€KapCTBEeHU NpoaykTu, 94706.5 BGN, Hagaana mara 01-
10-2016 - Kpaitra mara 30-09-2017, MBAA "O-p UBan CeanmuHcku" A/, rp. CAauBeH;
B moae 3a nopvuku 3a oocmasku: Cepmugukamu om uHCMUMYUUU NO KOHMPOS HA

Kauecmgomo YYaCTHUKBT OeKaapupa, dYe mnpurexana Ceptudukar ISO 9001:2015 c¢ Ne
29034/13/AN c mara Ha ObpBO BbBexkmaHe 25.04.2013 r., mocaemna npomsgHa ot 10.05.2018 r. u
BaaugHOCT 10 17.04.2019 r. OOxBaT - THProBUd Ha €IpPO U AOCTaBKa Ha AEKAPCTBEHH MNPOAYKTH,
MEOUIIMHCKH HW30eAUs, XPaHUTEAHH [00aBKHM M KO3METHKa 3a XyMaHUTapHa yrnorpebda B
CPOTBETCTBHE C IIpaBHAaTa 3a nobpa muctpubyropcka npaktuka 2013/C434/01. MapkeTuHT Hu
perucTpalysa Ha AeKapCTBEHHU ITPOAYKTH, MEAUITMHCKH H3/IEAHS, XPaHUTEAHH JOOAaBKHU U KO3METHKA.

4.2. Komucugara yCTaHOBH, 4e YIacCTHHKET ,MEAEKC* OO e npeacraBua auck ¢ eEE/TOIT
Ha E€ACKTPOHEH HOCHUTEA, IIOANHCAH C €A. IIOANHCH OT YnpaBuTeauTe EMua AasekcannpoB [laHeB
Beausap AnTOHOB /[IparoeB. Komucusita HampaBu crnpaBska B TP mpu AB u ycraHoBu, ue
OPY2KECTBOTO MMa Ollle aBama cpaApyXKHUIU — Kpacumup BacuaeB KpbcreB u EMua AaekcaHapoB
[aneB. Komucusara ycTaHOBH, Y€ YUaCTHUKET, € npencraBua CIUCHK Ha BCHUYKHU 33bAXKEHU AHUIIA,
B KOUTO € IIOCOYEHO0, Ye:

1. aumaTta, KOUTO IpeAcTaBASBaT ydacTHHKa ca Emua AasekcaunapoB [laneB u Beawusap
AHTOHOB /[Iparoes;

2. au1iaTa, KOUTO ca YA€HOBE Ha YIIPaBUTEAHHM M HAA30PHH OPraHM Ha y4JacTHHKA U ca AHUILA,
KOHUTO HE BAHUSAT IIPIKO BBPXY ACHHOCTTA Ha NPEONPUSTHETO IO HAa4YWH, €KBUBAaA€HTEH Ha TO3H,
BaAUZIEH 3a IpeacTaBagBamnuTe ro auia ca Kpacumup BacuaeB KpbecreB m EMua AaekcaHapoB
[aHeB B KaUueCTBOTO UM Ha CHAPYKHUITU.

YyacTHUKBT € mnpeacraBua OIHMC Ha OOKYMEHTUTE, 3aBepeHo Komue c rpud ,BapHo c
opuruHaaa“ Ha Pa3peleHue 3a TBpProBUd Ha €IpO C AEKAPCTBEHU NpoayKTU ¢ HoMmep [V-P-T-EU-S-
110-1, BegHO C IIPHAOXKEHUE KBbM HETO; 3aBEPEHO KoIlHe C Ipud ,BapHo ¢ opurnHasa“ Ha AUIEH3UI

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




3a AeWHOCTH C HAapKOTHYHHU BEIIECTBA 3a MEOUIIMHCKHU IeaH; [lekaapaliysa 1o 4a. 68, aa.l, 1.2 ot
30Il; cnuchbK Ha U3BBPIIEHU [OOCTaBKH 3a nepuona saHyapu 2016 - pexkemBpu 2018r
YmocToBepeHHe 3a HU3BBPIIEHH MOOCTAaBKHU W m00po usmbaHeHue ot ,CBAAO XackoBo“ EOOQO/I,
YnoocToBepeHHe 3a HU3BBPINEHU [OCTAaBKH U O00po wu3mbaHenwe ot ,CBAAO“ EA, Codug;
YmocToBepeHre 3a U3BBPILIEHU OOCTaBKU U A006po m3mbaHeHue oT YMBAA /I-p I'.Crpancku“ EA/,
YmocToBepeHre 3a U3BBPIIEHH AOCTAaBKU U O00po usmrbaHeHHe oT MOBAA -p Ct. Yepke3oB“ Al —
Beanko TBpHOBO; YamocToBepeHHE 3a H3BBPILEHU OOCTAaBKH U O00po m3mbaHeHHe oT MBAA -p
Tora BeukoBa“A/l — rp.'abpoBo; YmocToBepeHHe 3a U3BBPIIEHU JOCTABKH U J0OPO HU3IIbAHEHUE OT
CBAAO3 - Codusa obaact EOO/I; YmocToBepeHHe 3a U3BBPIICHH JOCTABKH U H00PO HU3IIbAHEHUE OT
YMBAA - Pyce“All; YoocToBepeHHe 3a U3BBPIIEHU NOCTaBKU U no6po usmbaHeHue oT KOLL — Beauko
TBpHOBO; YmocToBepeHHE 3a H3BBPIIEHU A0CTaBKU U no6po msmbaHeHue oT KOL[ — Pyce“ EOO/;
YpocroBepeHre 3a U3BBPLIEHM MOOCTaBKU UM no0po usmbaHeHHe oT KOIL[ —Crapa 3aropa;
YmocToBepeHHe 3a HU3BBPLIEHH [OOCTAaBKU H 100po u3IrbaHeHHe OoT ,MBAA — XackoBo“A/l;
YmocToBepeHHe 3a HU3BBPLIEHH MOOCTAaBKU B 100po usmbaHeHue otT ,,CBAAO XackoBo® EOO/;
3aBepeHO Komue ¢ rpud ,BapHo c opurunHasa“ Ha Ceprudurar no cragaapt SO 9001:2015 c
006XBaT BHOC U TBPTOBHS Ha A€KAPCTBEHU IIPOAYKTH M MEAUIINHCKH H3/IEAUs, U3[a/IeH Ha UMEeTO Ha
y4acTHUKA,;

Komucugara pasraena npeacraBeHud ot yuactHuka eEE/IOIT u ycranoBH, ude:

B Yacm III: ,OcHoeaHus 3a usk/iougaHe“ y4aCTHUKBT € MapKHpaa C ,He“ OCHOBaHUATA,
CBBpP3aHU C HaKa3aTeAHM IIPUCHAY; OCHOBAHUSITA, CBBP3aHU C IIAAIIAHETO Ha MOaHBIN HAU
COLIMaAHOOCUTYPUTEAHH BHOCKH; OCHOBAHUSITA, CBBP3aHU C HECBCTOSTEAHOCT, KOH(AUKT Ha
HHTEPECH HAM INPOPECHOHAAHO HapylleHHe U CHenUuUYHUTE HaIlMOHAAHM OCHOBaHHUL 3a
HU3KAIOUBaHE.

B Yacm IV: ,Kpumepuu 3a noobop, paszden A:I'oOHocm“ yIaCTHHKBT € IIOCOYHA, dUe
npuTexkaBa 0e3cpoyHO PasperieHue 3a THPTOBUA Ha eOpo C AeKapcTBeHU mpoaykTu Ne [V-P-T-EUS-
110-1, uzmageno Ha 30.10.2017r.;

B paszden B: ,TexHuuecku u npogecuoHanrHu cnocobHocmu® y4acTHUKBT € [JeKAapupaas
CA€IHUTE U3II'bAHEHUE JOCTaBKU:

> "[locTraBKa Ha aeKapcTBeHHU npoaykTu“, 4417004 BGN c Hauaana marta 15-04-
2014- Kpaiina nara 14-04-2015, MBAA “Csera Mapuna” EAl — BapHa;

> "locTaBKa Ha A€KapCTBeHU HponykKTu‘, 1444756 BGN c Hawaana pmara 24-10-
2014, Kpaitna nata 23-10-2015, MBAA — Pyce AZ;

> "[locraBKa Ha AekapcTrBeHU npoaykTtu“, 303366 BGN c Hauaana mara 04-05-
2015, Kpaitna gara 03-05-2016, MBAA Cuauctpa AZ;

> "[locTaBKa Ha AeKapcTBeHHU IpoaykTu“, 3636176 BGN ¢ Hauaana gara 06-06-
2016, Kpaitaa nata 06-12-2017, YMBAA ,[I-p I'. Crpaucku“ EA/] - [1aeBeH;

> HocraBka Ha AekapcTBeHHU HponaykTu“, 1723554 BGN ¢ Hawaana gmara 02-07-

2015, Kpaitna nata 01-07-2016, MOBAA ,/1-p Ct.Yepke3os“ A/l — B.TspHOBO;

B moae 3a nopwvuku 3a docmasku: Cepmugpukamu om uHCMuUmMyyuu no KOHMposa Ha Kauecmaomo
VYacCTHUKET AeKAapupa, dye nputexana Ceprudukar o ISO 9001:2015, O6xBat — BHOC 1 ThproBus
Ha €Ipo C AEKapCTBEHHU HPOAYKTH U MEOHUIIMHCKU uzneaud [ara Ha muzgaBaHe — 01.12.2017r. Cpok
Ha BaaugHocT — 10 30.11.2020 r.; HamaaeHn(o) ot Aotiznc Peructsp EMEA KaOH.

Y4acTHUKBT € IIOCOYHA MOaHHU OTHOCHO AWYHOTO CBCTOSHUE W KPUTEPHHUTE 3a MOA00pP, KOUTO
OTroBapsT Ha H3UCKBaHUsATa Ha Bwb3aoxkureasa. Komucuara Aolycka OO0 MIOCA€ABAIIO0 ydacTHe B
npolenypata ydactHuka ,MEIEKC“ OO/I.

4.3. Komucugara ycTaHOBH, de YyIacTHUKET ,,PBOHHKC PAPMA“ EOO/ e npeacTaBUA AUCK C
eEE/IOIl Ha eAeKTPOHEH HOCHUTEA, IOAIIHCAH C €A. IOAMIMNCHU OT YmupaBureaute BeceanH BeandkoB
Kynes, IOanan AranacoB HeneaueB, Pamoctun 'eoprueB JumutpoB u Hukonait BuneB Koaes.

Komucugara pasraena npeacraBeHud oT ydactHuka eEE/IOII 1 ycraHoBH, de:

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




B Yacm III: ,OcHosaHusi 3a uskawousaHe“ ydacTHUKDBT € MapKHupaa C ,He“ OCHOBaHHUATA,
CBBpP3aHU C HaKa3aTeAHU I[IPHCHOU; OCHOBAHHUATA, CBBP3aHU C IIAAIIlAHETO Ha MOaHbBIU HAU
COILIMAaAHOOCUTYPUTEAHM BHOCKH; OCHOBaHUSITA, CBBP3aHU C HECBHCTOSTEAHOCT, KOH(AUKT Ha
UHTEPECH HAU TIIPOPECHOHAAHO HapylIeHHe U CHeIu(PUYHUTE HaIlMOHAAHM OCHOBaHUA 3a
U3KAIOYBaHE.

B Yacm IV: , Kpumepuu 3a noobop, paszden A:I'oOHocm“ y4aCTHUKET € IIOCOYHA, Y€ IIpUTeKaBa
O6e3cpouHo PaspereHre 3a THProBUs Ha €4po C AekapcTBeHH nponayktu Ne IV-P-T-EUS-022-
6/27.12.2016; AuneH3ud 3a AeMHOCTH ¢ HapKOTH4YHU BellectBa NeT-36/ 02.02.2016, usmazeHa ot
M3mbpaAHUTEAHA areHIUA 10 AeKapCcTBaTa;

B pasoden B: , TexHuuecKku u npogpecuoHaiHu cnocobHocmu“ yHaCTHUKET € feKAapHupas CAeTHUTE
U3II'bAHEHUE NOCTaBKH:

» "[ocraBKa Ha AeKapcTBeHU npoaykTu“, 2136799.20 BGN ¢ Hagyaauna mara 05-02-2017
- Kpattra pgara 05-002-2018, YHuBepcHTeTCKa CIIE[THAAHU3HPAHA MHOTOIIPO(PHUAHA OoAHUIIA 3a
aKTUBHO AedeHUe 110 oHKoaorusd EAJl — Codus;
» "[locTaBKa Ha AeKapcTBeHHU nponaykTu“, 374956.49 BGN c Hayaana nara 05-05-2017 -
Kpaiina gara 05-05-2018, Ilera mHOrompocguaHa 6oaHUIIA 32 aKTUBHO AedyeHue - Coua EALL
> "[locTaBKa Ha AEKapCTBEHU HPOoAyKTH, 269719.79 BGN ¢ Hauaana gata 05-05-2017 -
Kpatina nata 05-05-2018, [Teta mHOTOIIPOPHUAHA OOAHHIIA 38 aKTUBHO AedeHUe - Codusa EALL
B moae 3a nopwvuku 3a docmasku: Cepmugpukamu om UHCMuUmMyyuu no KOHMpOsL HA Kauecmsomo

YIaCTHUKET € OTOEASI3bA C 2%, 4e MOXKe [a MPeACTaBU U3UCKBAHUTE CEPTU(PUKATH. YYaCTHUKBT He
€ IOI'bAHUA JaHHU 3a BHOA Ha U3OaAcHHUS CepTH(HUKAT, oOXBaTa My, AaTa Ha HU3JaBaHe U opraHa
KOUTO I'o € mM37aA, KakKTo U CPOKa Ha HeroBaTa BaaumHocT. KoMmucuara yCcTaHOBH, Y€ YIACTHHUKET €
IPUAOKHUA, B TEXHUYECKOTO CHU MPEIAOKEHHUE, 3aBepeHo Komue Ha ceprudurkar [SO 9001:2015 c¢
O60xBaTt: BHOC 1 THProBUd Ha €IpPO C AEKAPCTBEHU IMPOAYKTU U MEAUIIMHCKU HU3IEAU.

Y4acTHUKBT € IIOCOYMA AaHHU OTHOCHO AWYHOTO CBCTOSHHE M KPUTEPHUUTE 3a IIoA00p, KOUTO
OTrOBapdaT Ha HU3UCKBaHUATA Ha Bb3aoxkureasa. Komucuara OoIycKa OO0 MOCAEABALIO ydacTHe B
npourenypara ydactaukra , PbOHUKC PAPMA“ EOO/I.

4.4. Komucusara yCTaHOBH, Y€ yIaCTHUKGET ,COPAPMA TPEfI,ClI/IHI‘“ Al e mpencraBUA OUCK
c eEE/IOIl Ha eAeKTpPOHEH HOCHUTEA, IIOAIINCAH C €A. IOAINCH OT dYAeHoBeTe Ha CbBeTa Ha
mupekTopute JuMutsp Neoprues JuMurpos, Oruaa MBanos [loues u AHrea Mopnanos MopnaHos u
NBan XKeaeB HaueB - ,PermoHaseH MaHH/IKBP IIponakObu BoaHwmueH mnazap — AeKapCTBEeHU
IPOAYKTH" U CBHUIUST pasliedyaTaH Ha XapTHeH HOCUTEA.

Komucugara pasraena npeacraBeHus ot yuactHuka eEE/IOIT u ycraHoBH, ye:

B Yacm II: ,,OcHosaHusi 3a u3KawugaHe“ yJ4aCTHUKEBT € MapKHupaa C ,He“ OCHOBaHHULATA,
CBBP3aHU C HAKa3aTEeAHH IIPUCHAU; OCHOBAHUSITA, CBBP3aHU C IIAAIIAHETO Ha MJAaHBIU HAH
COITMAAHOOCUTYPUTEAHH BHOCKH, OCHOBaHHUATA, CBBP3aHU C HECBCTOATEAHOCT, KOH(MPAHKT Ha
HHTEPECH HWAW NPOPECHUOHAAHO HAapyIIeHHe U CIeOU(PUIHUTE HaIlMOHAAHH OCHOBAaHHA 3a
U3KAIOYBAHE.

B Yacm IV: ,Kpumepuu 3a noobop, pazden A:I'oOHocm“ y4aCTHUKBT € IIOCOYHUA, Ue IIpUTeRaBa
O6e3cpouHo PaspereHue 3a THProBUL Ha €IPO C AEKAPCTBEHU ITPOAYKTH Pa3pelrieHue 3a TbproBUs HA
enpo c AekapctBeHH mnponyktu Ne BG/VDA/MP-0052-08.10.2018, nHa wumero Ha ,Codapma
Tpetimuur® A/l, Hara wa uzmaBane: 08.10.2018 Paszpemnrenuero e 6e3cpounHo Mamameno ot MAA -
AurieH3ud 3a AeMHOCTH ¢ HAPKOTHUYHH BeIleCTBa 3a MEAUIIMHCKU I1eAn oT [Ipuaoxkenus Ne 2 u 3 KM
ya. 3, 7. 2 u 3 or Hapembara 3a pema 3a KaacuduIlMpaHe Ha pacTeHUdATa U BellecTBaTa KaTo
HapkoTudHU Ne T-7/26.10.2018 r. [JaTta Ha uznaBane: 26.10.2018, Cpok Ha BaauaHoct: 01.06.2019
r. U3pmanena ot M3.

B pazden B: ,TexHuuecku U npoghecuoHanHu cnocobHocmu“ y4acTHUKBT € [AeKAapupas
CA€HUTE U3II'bAHEHUE JOCTaBKH:

> JlocTaBKa Ha AEKApPCTBEHH IPOAYKTH MO 15 000coOeHM MO3UIMM 3a HYyKAWUTE Ha
HMTB "Uap Bopwuc III", 64187 BGN c Hauaana mara 14-06-2016- Kpaiira mara 14-06-2018;

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




»  [locraBKa Ha A€KapCTBEHU IPOAYKTH 3a HYKIUTE Ha BB3AOKHUTEAd 110 252 o6ocobeHH
MIO3UIINH, TTIOAPOOHO OMMCAHU B "TEXHUYECKHU CreliuUuKanuu’ oT foKyMeHTanusra Ha OIl.", 132807
BGN ; Hawyaana mata 27-12-2016 - Kpatina gata 31-12-2017;

»  Horosop Ne 5 or 15.06.2016 r. [locTaBKa Ha A€KApCTBEHU IIPOAYKTU 3a A€YEHHE Ha
COAHUIHU 3AaKOoYecTBeHHU 3aboagBaHus. Homep Ha OIl B POIT - 00731-2016-0003; 9795874.08 BGN;
Hagaana nata 24-06-2016 - Kpaiina gara 23-06-2017

B moae 3a nopvuxku 3a docmasku: Cepmugukamu om uHCMUMYyUuu Nno KOHMPON HA

Kauecmgomo y4acCTHUKBT € 0TOeAd3bA C ,Ja“, ye MOXKe [a IIPeACTaBU H3NCKBAaHUTE CEPTU(MUKATH.
Y4yacTHUKBT HE € IMOI'bAHHA [JaHHU 3a BUAA Ha H3Na[eHUs cepTUdHUKaT, obxBarta My, AaTa Ha
U3naBaHe M opraHa KOWTO Io € Hu3Jaa, KakKTO U CpoKa Ha HeroBaTa BaAUIHOCT, KaKBOTO €
u3ncKBaHeTo Ha Bw3aoxutreag B yact IV. USMCKBAHUWY KBM YYACTHUIIMTE, CBBP3AHU C
KPUTEPUUTE 3A I[TIOABOP, 1. 3.2., ctp. 13 oT yrBBpAeHATA JOKyMEHTAIlUI.

Ha ocuoBanwme ua. 44, aa. 1 ot IITI30I1 yyactHuk®sT ,,COPAPMA TPEfIIlI/IHI‘“ Al caenBa
B CPOK OT 5/mer/ paboTHM OHHM OT IIOAyYABAHE Ha HACTOLIIHMG IIPOTOKOA [a IMPEeOCTaBH HA
Bu3soxkuread HoB eEEIOII, B KOWTO, cAeBa [a TOIMBAHH KOPEKTHO mHQopManuara B Yact IV:
Kpurepun 3a noabop, 3a HOpBYKU 3a nocTtaBKU: CepTHUdUKATH OT MHCTUTYIIMU [0 KOHTPOA Ha
Ka4ecTBOTO, a UMEHHO BH/A Ha U3[Aa/IeHUd cepTUdUKaT, oOxXBaTa My, [aTa Ha H3/7aBaHe U opraHa
KOHWTO I'o e u3/1aa, KaAKTO U CPOKa Ha HeroBaTa BaAWIHOCT.

Y49acTHUKEBT € IPeACTaBHUA 3aBepeHo Komue ¢ rpud ,BapHo c opurnHasa“ Ha Paspemienne
3a THProBHU4 Ha €IP0 C A€KapCTBeHU ITpoayKTu ¢ Homep BG/WDA/MP - 0052-08.02.2018r., BeaHo ¢
IIPUAOKEHHE KBbM HETO; 3aBepPeHO Komue ¢ rpud ,BapHo c opurnHasa“ Ha AWIleH3Ud 32 JEHHOCTH C
HaApPKOTHUYHU BelIeCTBa 3a MEAUIIMHCKHU IIEAH.

Komucusara npukarouu pabora Ha 13.02.2019.

KoMmucusara 1ie mpoabAKM CBosiTa paboTa cael M3THYaHE Ha CpoKa OT HeT paboTHU [OHU,
naneH Ha ygactHunure ,EWM EH/ U ®APMA BBbATAPUSA“ EAO u ,CODPAPMA TPEMAWHI“ Al 3a
IIpeoCTaBsgHe Ha OOITBAHUTEAHA HH(QOpMAIlMs 3a OOIIyCKaHe OO0 ydacThe B CAeBalll eTall Ha

npoureaypara.
II. Ha 22.02.2019 roa. B 11:00 yaca, KoMHCcHATa IIPOBEAE CBOETO BTOPO 3aceaHUeE.

1. [IpencenaTeasaT Ha KOMHCHATA OJOKAAQMIBA, Y€ B JEAOBOJICTBOTO Ha A€4eOHOTO 3aBeOeHHE ca
IIOCT'BITHAN:

» Bameuaran mauk or ,EW EHI AU PAPMA BBATAPUY“ EA, c¢ Bx.Ne AC/-16-
112/15.02.2019r; 3
» 3Baneyartad nAuK oT ,COPAPMA TPEUAWHT AIl, c Bx.Ne IT/1-03- 61/18.02.2019r.;

2. Komucugra ycTaHOBH, Y€ BCHYKHU IIOCTBIIMAU JAOKYMEHTH OT YYaCTHUIIMTE Cca B CpPOKA,
OIIpesleAeH OT KOMHCHATA C IIPEAX0IEH IIPOTOKOA — €T PabOTHHU AHU OT IIOAyYaBaHE OT YYaCTHHUIIUTE
Ha [Tpotokoa Ne 1/22.01.2019 r.

Komucugara pasraega OpeacTaBeHHUTE OT ydacTHUIUTe AoKymeHTH u CD, u ycraHoBu
CA€THOTO:

. ,,EIZ EHA AU ®PAPMA BBATAPUA® EA/l e mipeacTaBUA COUCHK Ha 33bAXKEHHUTE AWIIA,
IIOANMCaH OT VI'bAHOMOIIEHUd IipeacTaBuTeAa Mpena llanoBa — KBHOBa, B KOUTO AeKAapupaT, 4de
3aIBPAKEHH AHIIA TI0 CMHCBAA Ha YA. 54, aa. 2 u 4ya. 55, aa. 3 ot 30II ca:

1. O-p Arekacasabp AsekcarapoB MapuHoB — M3nmbaHuTEAEH nupekTop U YaeH Ha CrBeTa

Ha JUPEKTOPUTE

2. Beceaun llaueB ®uakoB - YaeH Ha CbBeTa HA AUPEKTOPUTE

3. Pocen Mopnanos [TaBaoB - YaeH Ha ChBeTa Ha JUPEKTOPHTE

Y49acTHUKBT € NpPEeACTaBHA U II'BAHOMOIIIHO, C KOETO AAEKCAaHABP AA€KCaHAPOB MapuHOB -

NanmbaHuTeaeH gupekTop U YaeH Ha CpBeTa Ha AUPEKTOPUTE yIrbAHOMOINaBa Hpena [anHdoBa

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




[HanoBa — KvHOBa a mpencraBasgBa ,EV EH/I 11 ®APMA BBATAPUSA“ EAJl, na mOAIHMCBA BCHYKH
NOKYMEHTU chcTaBAgBauy odgeprara cwraacHo 30II, na ckAmouYBa AOTOBOPH 3a Bb3AaraHe Ha
ob11lecTBEeHA MOPBYKA OT UMETO U 3a CMETKa Ha APY?KECTBOTO.

C oraenm ropHHTE KOHCTaTallUM KOMHUCHSTA MpHUEMa, 4Ye ydacCTHUKA ,,EI71 EHI A PAPMA
BBATAPUA“ EAl e u3mbAHUA yKa3zaHudTa Ha kKomucugara oT [Iporokoa Ne 1/22.01.2019 r. u ro
OOILyCKa [0 IIOCAEBAII0 y4YacTHe B mporueaypara o 30I1.

= ,,COPAPMA TPEf;IJIHHI“‘ A e npencraBua HOB eEE/IOIl Ha eAeKTPOHEH HOCHUTEA,
IIOIIMCAH C €A. IIOAMKCH OT YAeHOBeTe Ha ChbBeTa Ha aupekropute JuMutep I'eoprues [JuMHTPOB,
Orugn lBauoB [loneB u AnHrea UoppmanoB UHopmanoB um UBan XKeaeB HaueB - ,Perunonasen
MEHUKBP Iponaxk6bu BoaHnyeH nasap - AeKapCTBEHU NPOAYKTU" U CHIINA pasledaTaH Ha XapTHEH
HOCHTEA.

Komucugara ycranoBu, 4e B dacT IV, pazgea ,B“ eEEOII — noae ,3a moppyUKU 3a OJOCTABKU:
CeptudukaTi OT HHCTUTYIHH II0 KOHTPOA Ha Ka4deCTBOTO“ YYACTHUKEBT € [OeKAaapupaa, de
npuTexkaBa cepTudHUKaT o cranaapT ISO 9001:2015, usmanen ot SGS, 3a caengHUTE AEHHOCTH:
JucTpulylius Ha A€KapCTBEHHU NPOAYKTHU, MEAUIIMHCKU U3JIEANs, CAHUTAPHO-XUTHEHHN MaTepUuaAl,
XpaHUTEAHH MOO0aBKU M [ETCKU XpaHH, KO3METHUYHU IMIPOAYKTU, IMIPOAYKTHU 3a [Ae3UHQEKIIHd,
JE3WHCEeKINS U [epaTHu3alid B CHOTBETCTBHE C H3HCKBaHUSTA Ha gob6para aucTpubyTopcka
IIpakKTHUKa. YCAYTH [0 IIPeAOUCTPUOYIIMS, BKAIOYBAIIM AOTHCTHKA, (PUHAHCH, CBXpaHEHHE U
AUCTPUOYIINA Ha NPOAYKTH 3a KAMHUYHU H3IIUTBAaHUS B CHOTBETCTBHE C M3HUCKBaHUATA Ha mobpa
OUCTPUOYyTOpPCKa IIpakTHKA. TBHProBus C MeOUIIMHCKO obopyaBaHe. CepBH3HO oOCAy:KBaHe Ha
obopynBane. Puretin ycyru kpM anteku. Noe m mara Ha m3znaBane: BG16/871329 / 01.08.2016 r.
Baauznen no 31 roau 2019 1.

C oraeng TropHUTE KOHCTaTallMM KOMUCHATa IIpueMma, de ydacTHuka ,CODAPMA
TPEUUHI Al e W3I'bAHUA yKazaHusaTa Ha KoMmucusara otr IIporokoa Ne 1/22.01.2019 r. u ro
[OIIyCKa [0 IIOCAEABAIII0 yiacTHe B Ipolieaypata o 30I1.

3. B 3zakpuTo 3acemaHue KOMHCHUATA IPOLBAXKH CBodTa paboTa II0 pasraekiaHe Ha
TEXHUYECKUTE IIPEJAOKEHH Ha YIaCTHHUIUTE II0 pefia Ha IIOCThIIBaHe Ha odeprure M. Komucuara
YCTaHOBH CAETHOTO:

3.1. YYaCcTHUKET ,,Ef;I EHO AU PAPMA BBATAPHUSA“ EAIl e mnomaa IIPEIAOKEHUS 3a
H3ITbAHEHUE Ha TIophbuKaTa 3a:

e 00ocobena mo3urus Ne 1, Homenkaatypa Ne 20
e 00ocobena no3urusa Ne 1, HomeHKaaTypa Ne 21
e 00ocobena no3uriusa Ne 2, HomeHKaaTypa Ne 111
e o6ocobeHa mo3urnus Ne 3, HomeHKAaTypa No 157
e 00ocobena mo3urusa Ne 3, HomeHKaaTypa Ne 171

B 1mpenaokeHHeTo CH 3a H3IIbAHEHHE Ha MOppYKaTa 3a obocobena mo3umua No 1,
HOMeHKAaTypu Ne 20 m Ne 21, ygyacTHUKBT € npencraBua [Ipuaoxxkenua Ne 2 u 2A Ha XapTHEH U
€AEKTPOHEH HOCHUTEA, IIOITbAHEHHU 110 obpasell Ha Br3aoxkureas; HoraprasHo 3aBepeHO I’bAHOMOIIIHO,
Cc KoeTo AaekcaHOabpp AaekcaHapoB MapunHoB - UambaHuteaeH gupekTop W YaeH Ha CpBeTa Ha
OUPEKTOpPUTE yIrbaHOMoOIIaBa Mpena [landoBa llanoBa — KBHOBa na mnpencraBadBa ,,EI71 EH/I 11
®APMA BBATAPUA“ EAl, na moanmucBa BCHYKH AJOKYMEHTH, CBCTABAABAIM OodepTara CBrAacHO
30I1, ma ckaro4YBa AOTOBOPH 3a Bb3AaraHe Ha oOIIecTBeHa MOPHUYKaA OT MMETO M 3a CMeTKa Ha
apyxkectBoTo; Beacpouno Paspemienue 3a Yrorpeba Ha aeKapcTBeHH HpoayKTu 3a Albumin,c ATC
kon BOSAAO1; Oropu3saitmonso rmucMo ot ,,Cu Ec EaA Bepuuar® 'M6X, ¢ KOeTO OTOPHU3UpPAT YIACTHUK
[a ydacTBa B Hacrodiara npouenypa no 30II; Konune Ha crnpaBka oT TweproBcku peructbp b Ha
Paiionen cpn B MapOypr, ['epmaHus, B OpUTHHAA U IIpeBOJ Ha OBATAPCKU e3UK; [lekaaprud 3a
chraache C Kaay3uTe Ha [orosopa; [lekaapalld 3a CpokKa Ha BaAUJHOCTTa Ha odeprara;
Jekaapanydg 3a cria3BaHe 3abAXKEHUATA, CBBP3aHU C JaHBIM U OCUTYPOBKH, OIla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTa M YCAOBHSATa Ha TPyZA mo 4a. 39, aa. 1, . 1, 6ykBa ,a“ ot IIII30II;
Hexaaparuga 1o 49a. 3, T. 8 ¥ 9A. 4 oT 3akoHa 3a UKOHOMUYECKHUTE U (PUHAHCOBHUTE OTHOIIIEHUS C
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ApyKecTBaTa, PETUCTPUPAHU B IOPHUCAUKIINY C IIpedpepeHIINaAeH JaHbYeH PEXKUM, CBBbP3aHHU C TIX
AVIIA ¥ TEXHUTE AeUCTBUTEAHU COOCTBEHUIIH.

B mnpemaokeHmeTo CH 3a HU3I'BAHEHHE Ha IIOpBbYKaTa 3a obocobeHa mosumua No 2,
HOMeHKAaTypa Ne 111, ygacTHUKET € npeacrasua llpruaoxenua Ne 2 u 2A Ha XapTHEH U €ACKTPOHEH
HOCHTEA, IIOI'bAHEHH II0 obpaselrr Ha Bmb3aoxkwureas; HorapmasHO 3aBEepeHO ITbAHOMOIIIHO, C KOETO
AnexkcaHabp AaekcaHapoB MapuHoB -M3mbaHuTeAeH nupekTop M YaeH Ha ChBeTa Ha OUPEKTOPUTE
ypaHOMoOLIaBa Hpena [landoBa llanoBa — KvHOBa ga mnpeacraBasBa ,,EI71 EHO A PAPMA
BBATAPUA“ EAl, ma moamucBa BCUYKU JOKYMEHETH ChCTaBAgBalIu odeprara cweraacHo 30I1, na
CKAIOYBA JIOTOBOPH 3a Bb3AaraHe Ha OOIIecTBEHa IIOphYKa OT MMETO M 3a CMeTKa Ha APYKeCTBOTO;
Bescpouno Pazpemienne 3a YroTpeba Ha AeKapCTBEHH HpoayKTHU 3a Metamizol Sodium, ¢ ATC rox
NO2BB 02; Oropm3anuoHHO IHCMO OT Mapunana AnHreaoBa — KbHEBa, B Ka4eCTBOTO CH Ha
yrbaHOMoOIIleH mnpencraBurea Ha “EAAHTHUC PAPMA“C.P.A., mpurexkatea Ha paspelleHHeTo 3a
yrnorpeba Ha AeKapCTBEHUTE ITPOAYKTH OT HoMeHKAatypa Ne 111, ¢ KoeTo oTopu3upa ydacTHHUKA Ja
ydgacTBa B Hacrodinara npoueaypa no 3OII; IIsanomomrHo ot [daH Yura, agMUHUCTpATOpP Ha
EAAHTUC ®APMA C.P.A., ¢ koeTo ymrbaHOMoOIIaBa Mapuana AnHreaoBa — KbHeBa, MeHUIKEBP IO
peryaatopHu BeIpocH [IIbaHomormuuk/ e Ei enn [Jdu dapma Brwarapus mga ymrbaHoOMoOIIaBa M
Ha3HadaBa AMUIIEH3UMpaHU THPrOBIM Ha e€Apo Ha TepuropusaTta Ha PbBbobarapus; [lexkaaprusa 3a
chraache C Kaay3uTe Ha [orosopa; [lekaapaliyd 3a CpoKa Ha BaAWJHOCTTA Ha odeprara;
Hekaapanudg 3a criasBaHe 3abAXKEHHUATA, CBBP3aHU C JaHBIU U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTa U YCAOBHATA Ha TPyX 1o 4a. 39, aa. 1, T. 1, 6ykBa ,a“ ot IIII30TI,
Heraapamua 1o 9a. 3, T. 8 1 4a. 4 orT 3aKoHA 3a UKOHOMUYECKHUTE U (PUHAHCOBHUTE OTHOIIIEHUS C
[pyzKecTBaTa, PETUCTPUPAHU B IOPUCOUKIINU C IIpedepeHIINaseH JaHbYeH PEeXKUM, CBBP3aHHU C TIX
AUIIA U TeXHUTE NeHCTBUTEAHN COOCTBEHUIIY;

B mnpemaoxkeHHMEeTO CHU 3a H3IbAHEHHE Ha IopbYyKaTa 3a obocobeHa to3umms No 3,
HOMeHKAaTypu Ne 155 m 171, yyacTHUKBT € mnpenctaBuA [Ipuaoxkenus Ne 2 u 2A Ha XapTHEH U
€AEeKTPOHEH HOCHUTEA, IIOITBAHEHHU 110 oO6pasell Ha Br3aoxkureass; HorapuasHo 3aBepeHO I'bAHOMOIITHO,
c KoeTo AaekcaHObpp AaekcaHapoB MapuHoB - UambaHuteaeH gupekTop W YaeH Ha CpBeTa Ha
OUPEKTOPHUTE yII'baAHOMOIaBa Mpena [landoBa llaHoBa — KBHOBa na npencraBadBa ,,EfI EH/I 11
S®APMA BBATAPUA“ EAl, ma moammucBa BCHYKH JOKYMEHTH, CBCTABASBAIIU odepTaTra ChAAaCHO
30Il, ma ckaouyBa OOTOBOPHU 3a Bh3AaraHe Ha oOIIecTBeHaA IIOpPBhYKA OT HMMETO M 3a CMeTKa Ha
ApykecTBoTO; ABa Opos Bescpounm Paspemennsa 3a Ymorpeba Ha A€KapCTBEHH IIPOAYKTH 34
Paracetamol, ¢ ATC kong NO2BE 01 u OTIPAX, ¢ ATC xoxn SO02DA 30; OTopu3allMOHHO MHCMO OT
AnexkcaHabp AsekcaHapoB MapHHOB, B KAUeCTBOTO CH Ha YI'bAHOMOINEH IpencraButea Ha BRITOS—
MYERS SQUIBB Kft, mpurexkatea Ha paspelIeHHeTO 3a yrnoTpeda Ha A€KapCTBEHUTE IIPOAYKTH OT
HOMeHKAaTtypa Nel35, oropmsmpa ydYaCTHHK J[a ydacTBa B Hacrodmara npouenypa no 30II;
[TeanoMmoriHO ot Ockap dearamo ®eprHannec, YupaBurea Ha BRITOS-MYERS SQUIBB Kft, ¢ koeTo
yI'bAHOMOIIIABAa U Ha3dHauyaBa AreKcaHABLp AaeKcaHapoB MapHHOB aa yuactBa B npolenypu 1o 3011,
[a yI'bAHOMOIIIaBa U Ha3HadaBa AHIIEH3UpPAaHU THProBIIN Ha €4pOo Ha TepuTopusita Ha PBoarapus;
Oropu3aniioHHO IHUCMO OT MapuanHa AHreaoBa — KbHEBa, B KadeCTBOTO CH Ha YI'BAHOMOILEH
npencraButea Ha BIOCODEX, France, mpurexkaTeA Ha paspelleHHeTo 3a yIroTpeba Ha
AEKapCTBEHUTE MNPOAYKTH OT HOMeHKaaTypa Ne 171, ¢ KoeTo oTopu3upa yYacTHHK Ja ydacTBa B
Hacrosimata npouenypa 1o 30I1; [IeanomolHo ot 2Kua PEHO, BunenpesunenT Ha BIOCODEX, c
KOeTo yIr'bAHOMoOIIaBa Mapuana  AxHreaoBa — KwHeBa, Menugxsp ,PapmaneBTHYHHU
BeIIpocH“/[IbaHOMOITHUK,/ Bharapus ga ymrbAHOMOIIIaBa M Ha3Ha4daBa AWIEH3UPaAHH THPTOBIM Ha
enpo Ha TepuropuaTra Ha PBrarapus; [lekaapiuda 3a cbraacHe ¢ Kaay3uTe Ha JOoroBopa; [lerkaapaliys
3a CpoKa Ha BaAMAHOCTTa Ha odeprara; [ekaapalya 3a clasBaHe 3aIbAXKEHHATA, CBBbP3aHU C
[OaHbIIU U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa cpela, 3aKpHAa Ha 3a€TOCTTa U YCAOBUSITA Ha TPYL
mo 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot [II130II; [deraapamusa mo 4a. 3, T. 8 u 4a. 4 ot 3akoHa 3a
MKOHOMMYECKHUTE U (PHHAHCOBUTE OTHOIIEHUS C APYyKECTBaTa, PETUCTPHUPAHU B IOPUCAUKIIUU C
npedepeHIIHaseH JaHbYeH PEeKUM, CBBP3aHU C TIX AWUIIA U TEXHUTE AeHCTBUTEAHH COOCTBEHUIIH;

[IpenaokeHMEeTO 3a U3ITBAHEHHE Ha yJacTHHKA 3a obocobeHa mo3unusd Ne 1 - HOMEHKAaTypa

Ne 20, Homenkaatypa Ne 21; 3a obocobena mosurusa No 2 - HOMeHKAaTtypa Ne 111; 3a obocobeHa
no3urud Ne 3 - HOMeHKAaTypa Ne 157 u obocobena mosuing Ne 3, HoMmeHKAaTypa Ne 171 orroBapsa
Ha U3UCKBaHHUsATA Ha BB3aoxkuress. Komucuara AoIycKa IO OCA€ABAIIO y4acTHe B IIpolleayparta
yuyacruuka ,EM EHI U $APMA B'bATAPHUSI“ EAL.
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3.2. YuactHukbT ,MEOEKC* OO e momaa IIPEIAOKEHHd 3a U3I'PAHEHHE Ha IIophyuKaTa

3a:
e ob6ocobena nosurug Ne 1, HomeHKAATypa No 22
e o00ocobena mo3urud Ne 1, HomeHKaaTypa Ne 78
e 00ocobena mo3urug Ne 2, HomeHKaaTypa No 175
e 00ocobena mo3urusa Ne 2, HomeHnkaatypa Ne 176

B mnpenmaoxkeHHMeTO CH 3a H3I’bAHEHHE Ha MHOphYKara 3a obocobeHa tmo3umms No 1,
HOMeHKAaTypu Ne 22 m 78 y4acTHUKBT € IpeacTaBHA Ilpuaoxkenma Ne 2 um 2A Ha XapTHEH U
€AEKTPOHEH HOCHUTEA, IIOIIbAHEHH I10 oOpa3zerr Ha Br3aoxkureas; [lekaapalivs 3a Cbraacue ¢ KAay3UTe
Ha noroBopa; Komue Ha IIpoekTo- moroBopa; [lekaapalius 3a CpokKa Ha BaAUIHOCTTa Ha odeprara;
[exaaparusa mo 4a. 3, T. 8 U 4a. 4 oT 3akKoHa 3a MKOHOMUYECKHUTE U (PMHAHCOBUTE OTHOLIEHUS C
ApyzKecTBaTa, PETUCTPUPAHU B IOPUCAUKIINU C IIpedepeHIINaseH JaHbYEeH PEKUM, CBBP3aHU C TIX
AVIIIA U TEXHUTE AeHCTBHTEAHH COOCTBEHHIIH, IIOAIIHMCAHA OT ABaMaTa yIIpaBUTeAH; [lerkaaparus 3a
Ccria3BaHe 3aabAXKEHHATA, CBBP3aHU C JaHBIM U OCHTYPOBKM, OIla3BaHE Ha OKOAHATa Cpena,
3aKpHAa Ha 3aeTOCTTa U YCAOBULATA HaA TPy o 4YA. 39, aa. 1, 1. 1, OykBa ,,a“ ot IITI30I1, moamucana
ot yupaButeasa A-p Emua [laneB; OTopH3allMOHHO IHCMO OT HIpuUTexkaTead Ha Paspemienmero 3a
ynorpeba Ha aekapcTBeHus mpoaykT Comuym Xaopua Bakcrep 0.9%, uHpy3noHeH pas3TBop, 9r/A —
S00ma x 1, ,Bakcrep bBwarapua“ EOO/; OTopH3allMOHHO IIHCMO OT IIPOU3BOOUTEAS Ha
AekapcrBeHuda nponykT LIDOCAINE - ,Yaiikadapma BucokokauyecrBenute AekapcrBa“ All; Komue
Ha Oe3cpouHo Paspemnienue 3a ymnorpeba Ha aekapcTBeH InponykKT Comuym Xaopua, Komme Ha
Pa3pemienne 3a ymorpeba Ha A€KapCTBEH IMPOAYKT AwpokamH, wusgazeHo Ha 24.01.2017r;
[exkaaparnyga B CbOTBETCTBHE C YA. 55, aa. 6 ot SAIIXM.

B mpenaozkeHHETO CH 3a U3I'BPAHEHHE Ha IIophUyKaTa 3a obocobeHa ro3uryg No2, HOMEHKAATYPH
Ne 175 u 176, yaacTHUKBT € IpeacTaBua [Ipuaoxkenue No2 u 2A Ha XapTHEH U eAeKTPOHEH HOCHTEA,
IIOITbAHEHU II0 oOpa3zell Ha Braaoxkureas; [lekaapalyd 3a chraacue ¢ Kaay3uTe Ha gorosopa; Komwme
Ha [IpoekTo moroBopa; [lekaapalyd 3a CpoKa Ha BaAHMAHOCTTa Ha odeprara; [Jekaapaiyd I1o 4a. 3,
T. 8 ¥ 4a. 4 or 3akKOHaA 3a HUKOHOMUYECKHTE U (PUHAHCOBUTE OTHOIIEHHUdA C [APYKECTBATa,
PETUCTPUPAHU B IOPHUCAUKIINHN C IpedhepeHIINaA€H JaHbYEH PEKHUM, CBbP3aHU C TIX AUIA U TEXHHUTE
OeHACTBUTEAHU COOCTBEHUIIM, IIOAIIMCAaHa OT [ABaMaTa yIpaBuUTeAd; [lekaapanus 3a Cclia3BaHe
3abAXKEHUATA, CBBbP3aHU C JaHBIU U OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa cpela, 3aKpHia Ha
3aeTOCTTa U ycAoBHUATA Ha Tpyn Io 4a. 39, aa. 1, t. 1, 6yksBa ,na“ ot IIII30II, noanmucaHa ot
yuraButreas nO-p Emua [auen; [lncmo 3a noTBbpxKAeHHE OT [ledH AaAKOBCKH, II'BAHOMOIIIHHUK Ha
»,Canmo3 I'M0X”, mpom3BooUTEA U IIPUTEXATEA Ha Pa3pellnTeAHO 3a yrnoTpeba Ha AeKapCTBEHUTE
OPOAYKTH OT HOMEHKKAATypu Nel75 m 176; PemeHme 3a ImycKkaHe Ha [a3apa Ha A€KapCTBEHHA
npoaykrt ,Rihathon — Purtykcuma6®; [lekaapamnus B CbOTBETCTBHE C YA. 55, aa. 6 o 3AIIXM.

Komucuara normycka 1o ImocaeBalllo y4acTHe B IIpoleaypaTta ydacTHHKa ,MEAEKC* OO/.

3.3. YyactHuksT ,,PBOHHKC PAPMA" EOO/ e momas IpenAOKEHHUsI 3a HU3I'bAHEHHE Ha
noppYKaTa 3a:
e 00ocobeHa nmo3urusa Nel, HOMEHKAQTYPH:

e MexoyHapooHo Kon. Ipumesxxamen Ha
HoMme Aexk. axmueH | Tbpeoscko HaumeHosaHUE HA Dupma-npouzgooumen u 0bprKasa Ha
ATC KOo HenameHmHo paspeweHuemo 3a
HIKA gopma 0 ge- npodykma npouszeoocmaomo
HaumeHoeaHue ynompe6a
mypa wecmeso
3 AOBADE5 MACROGOL, ulv 64 @OPTPAHC MPAX 64IP X Ipsen Pharma, Beaufour Ipsen Industries, Rue Ethe Virton, 28100
COMBINATIONS pulv. 9 4/OIAKOBKA/ ®panyus Dreux, France
MULTIENZYMES
(LIPASE, Mylan Healthcare Abbott Laboratories GmbH, Site Neustadt, Justus-
4 AQ9AAD2 PROTEASE caps. 300mg KPEOH 25000 IU KATC. X 20 GmbH, Mepmanus von-Liebig Strasse 33 31535 Neustadt, lepmaHus
ETC)
Lilly France S.A.S., rue du Colonel Lilly, 67640,
6 AL0ABOL INSULIN i 100iu/ml | XYMYJH R AMI. 1001U/MN Eli Lilly Nederland Fegersheim, ®panuus; Eli Lilly Italia S.p.A, Via A.
(HUMAN) -3ml 3MN X5 B.V, Hugepnanauns Gramsci, 731-733, 50019 Sesto Fiorentino,
Utanus
Lilly France S.A.S., rue du Colonel Lilly, 67640,
7 AL0ACO1 INSULIN i 100iu/ml | XYMYJIUH N AMM. 1001U/MN Eli Lilly Nederland Fegersheim, ®panuus; Eli Lilly Italia S.p.A, Via A.
(HUMAN) -3ml 3MN X5 B.V, Hugepnanauns Gramsci, 731-733, 50019 Sesto Fiorentino,
Utanus
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Lilly France S.A.S., rue du Colonel Lilly, 67640,

8 A10ADO1L INSULIN fl 100iu/ml | XYMYNH M3 AMI. 1001U/MN |  Eli Lilly Nederland Fegersheim, ®paHuus; Eli Lilly Italia S.p.A, Via A.
(HUMAN) -3ml 3MNT X5 B.V, Huaepnanaus Gramsci, 731-733, 50019 Sesto Fiorentino,
Wtanus
Woerwag Pharma ) .
MAGNESIUM 400 mg / KOPMAIHE3WH 400 AMI. Solupharm Pharmazeutische Erzeugnisse GmbH
12| Al2CC02 SULFATE amp 5 ml 4095MI/10MIT X 5/KYTUSY/ GmbH & Co.KG, FepmaHusi
epmaHusa
Fresenius Kabi . . .
17 BOSBAOL | AMINOACIDS sol.inf. 10% | AMMHOBEH COM.10% 500MN | Deutschland GmbH, | FTeSenius Kabi Austria GmbH, Hafnerstrasse 36
500ml r A-8055 Graz, Austria
epmaHus
. 20% WHTPANUNNG CON 20% Fresenius Kabi AB, Fresenius Kabi Austria GmbH - ABcTpus;
18 BO5BA02 FAT EMULSIONS inf. 500ml 500MN LBeuuns Fresenius Kabi AB-LUseuuns
. . Fresenius Kabi AB, SE — 751 74 Uppsala, Sweden
19 BO5BA10 COMBINATIONS emul.inf. 1440ml KABMBEH MEPVIOEPAN Fresenius Kabi AB, Frsenius Kabi Austria GmbH, Hafnerstrasse 36,
COJ.1440MN Weeuusn :
8055 Graz, Austria
Sanofi Winthrop Industrie -Maison Alfort, ®paHuus;
»s Bo1aB0s | ENoxapagin | Prefiled | 6omg KNEKCAH WMPULL AMM. | CaHodout Bbrrapust Sanofi Wintrop '“dgﬁit:;r';e Trait, ®panuus;
Syr. 0.6ml 60MI70.6MJ1 X 6 /KYTUA/ EOO[, Bbnirapus . . .
Pharmaceuticaland Chemical Private,
Csanyikvolgy, YHrapus
Sanofi Winthrop Industrie, Maison Alfort, ®paHuus;
pre-filled 80mg KNEKCAH LWWMPUL AMM. CaHotum 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 CO1BDOL AMIODARONE tabl. 200mg KOPJOAPOH TABJ1. 200MI" X CaHodum Bbnrapuss | Chinoin Private Co Ltd_ - YHrapwusi; 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], Bbarapus Winthrop Industrie, Quetigny ®panuius
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 TAB. 20Mr X 20 M”?S":j:;’; Sfﬂ' Dxn U dapmacioTukbnc OO[
SPIRONOLACTO CMUPOHONAKTOH AP. 25MI AxTasuc EAL,
37 CO3DA01 NE tabl. 25mg X 30 AK Bunrapws BankaHdapma- JynHuua AL
39 CO03CA04 TORASEMIDE tabl. 10mg | TOPCUT SR TABJI. 10Mr" X 30 y”“g“:ﬁr“;;zoﬂ' 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/KYTUSA/
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, Mepmaris Hemopharm GmbH, epmanus
CARBAMAZEPIN HEYPOTONM TABJ1. 200MI" X G. L. Pharma
52 NO3AF01 E tabl 200mg 50 GmbH, Ascrpus G.L. Pharma GmbH., AscTpusi
CARBAMAZEPIN HEYPOTOM PET. TAB/. G. L. Pharma
53 NO3AF01 E tabl 300mg 300MI" X 50 GmbH, Ascrpust G.L.Pharma GmbH, Asctpus
54 | NO3AGOL | VALPROICACID | tabl 500mg | KOHBYJIEKC KATC.500MIX | G.L. Pharma G.L.Pharma GmbH., AecTpus
100 GmbH, AscTpus
. 400mg/4 CaHodum bbnrapus )
55 NO3AGO1 VALPROIC ACID inj mi OEMAKUH ©J1.400MI 4MNT X 4 EOO[, Bunrapus Sanofi S.p.A., Utanus
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 KpancTeo;
9 100Mr X 50 e A Wessling Hungary Kft., YHrapus
pancTeo
Accord Healthcare . "
62 NOSAHO3 OLANZAPINE tabl 5mg ONAH3AMWH AKOP[ TABI. Limited, OBeauHeHo Accord Healthcare Ltd,_BgnmxoﬁpmaHMﬂ, Wessling
S5MI" X 28 K Hungary Limited, YHrapus
pancTeo
Accord Healthcare . )
63 NOSAHO3 OLANZAPINE tabl 10mg OJ‘IAH3AI1'IVIH AKOP[ TABJI. Limited, OBeauHeHo Accord Healthcare Ltd,_BgnmxoﬁpmaHMﬂ, Wessling
OMI™ X 28 Hungary Limited, YHrapus
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Accord Healthcare . .
64 NOSAHO4 QUETIAPINE tabl 100 mg KBETUAMNWH AKOP[ TABJ. Limited, OBeauHeHo Accord Healthcare Limited, UK; Cemelog BRS Ltd
100MI" X 60 Hungary
Kpancteo
Accord Healthcare -
CEPTPAIMNH AKOPO TABIN. L Accord Healthcare Limited, O6eanHeHo KpancTeo;
65 NO6ABO6 SERTRALINE tabl 50 mg 50MF X 30 L|m|teKd, O6enunHeHo WESSLING Hungary Kft., Yrapus
pancteo
Maiinan EOO[ Mylan Laboratories SAS, Route de Belleville, Lieu
66 NO6ABO8 FLUVOXAMINE tabl 100mg PEBAPWH TABJ1. 100MI" X 30 ELnraomns: ’ dit Maillard, 01400 Chatillon sur-Chalaronne,
p DpaHums
KABUHTOH ®OPTE TABI. Gedeon Richter .
67 NO06BX18 VINPOCETINE tabl. 10mg 10MF X 90 Plc., Yrrapws Gedeon Richter Plc, Hungary
AHpxenuHn ®apma . . .
68 NOGAXO5 TRAZODONE tabl 150 mg TPUTUKO AC2'I(')AEJ'I. 150MI" X Bwnrapus EOO, Instituto de Angeli S.r.lltélltély’ A.C.RAFSpA,
Bvnrapusa Y,
Dragenopharm Apotheker Puschl GmbH&Co. KG,
NTAHBEKCWH KATrC. 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 BPOMXEKCYH AIP. 8MI" X 20 Axrasnc EALL, BankaHdapma OynHuua Al, Benrapus
AK Bvnrapusa
75 Ro6AEQ9 | -EVOCETIRIZIN fl Sma/mk- | 3 15TEK CON. 10Mr 20MA UCB Pharma AESICA Pharmaceuticals GmbH, Fepmarus:
E 20ml GmbH, M'epmanus
TOBRAMYCIN, . . .
76 SO1CAOL DEXAMETHASO collyr 5ml TOBPALEKC KOMMP 5MI1 (;\lovartls Pharma S.A Alcon Couvreur N.V., B_elglum/AIcon Cusi S.A.
NE mbH, lepmaHus - Spain
78 018801 LIDOCAINE am 1% 10mi | TVIOKAMH AKOPR o1, LiAnﬁithgd gg‘;"”;fgfo Accord Healthcare Limited, OBeauHeHo KpancTso:
p- o 10MI/MIT 10MJT X 10 e H Wessling Hungary Kft., YHrapus
pancteo
CYN®ACAIIA3MH EN KRKA, d.d., .
79 AO7ECO01 SULFASALAZINE tabl. 500mg TABN.500Mr" X 50 Chosenns KRKA, d.d. Novo Mesto, Slovenia
HOPMOJAMAB MR KATC. Actavis Group PTC Actavis ehf, Ucnanpus; Bankandapma-[ynHuua
81 A10BB09 GLICLAZIDE tabl. 60 mg 60MI X 30 ehf.. VicnaHans Al Bbrrapust
Merus Labs Luxco Il
82 BOLAAQ7 ACENOSLOUMAR tabl. 4mg | CWHTPOM TABM. 4MF X 20 saRr.L, Merus Labs Netherlands B.V., Huaepnanaus
JTiokcembypr
Accord Healthcare
83 BO1AC04 CLOPIDOGREL film tabl. 75 mg KNOMAOrPEN AKOPAL Limited, O6eanHeHo Accord Healthcare Limited, UK
TABI. 75MI" X 30 K
pancTeo
1.25
ISOSORBIDE mg/dose W3O0KET CMPEM 15MI1 300 UCB Pharma .
85 CO01DA08 DINITRATE spray 300 03V GmbH, Fepmanust AESICA Pharmaceuticals GmbH, Mepmanus
doses
BACKOTAS3WMH TABJ. 35MI" X | Actavis Group PTC
86 COl1lEB15 TRIMETAZIDINE tabl. 35mg 60 ehf., Vicnarans Bankandapma OdynHuua ALl Benrapus
Chanelle Medical, pnanaus; Rottendorf Pharma
87 CO02AC05 MOXONIDINE film tabl. 0.4mg MOKCOTEHC TABIT.0.4MI" X Axrasvc EAY, GmbH, M'epmatusi; Actavis Group PTC ehf.,
30 AK Bwnrapus
Wcnangus
MWOOKANM ®OPTE OP. Gedeon Richter .
95 MO03BX04 TOLPERISONE tabl 150mg 150MT" X 30 Plc., YHrapusi Gedeon Richter Plc., Hungary
) Pfizer Manufacturing Deutschland GmbH
97 NO3AX12 GABAPENTIN caps 300mg | HEYPOHTMH KAMC. 300MP" X | Pfizer Europe MA Betriebsstatte Freiburg Mooswaldallee 1 79090
100 EEIG, benrus .
Freiburg, l'epmanus
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, AscTtpusi
NATURAL . - - - .
103 RO7AAO2 PHOSPHOLIPID amp. 1.5 80 KYPOCBP® ®J1.80MI/MN Chiesi Farmaceutici Chiesi Farmaceutici S.p.A., Via Palermo 26/A,
s ml mg/ml 1.5MN X 2 SpA, Utanns 43100 Parma - Italy
TOBRAMYCIN, . . .
104 S01CAO1L DEXAMETHASO | drops eye 5ml TOBPALEKC KOMMP 5M1 Novartis Pharma S.A Alcon Couvreur N.V., B‘_elglum/AIcon Cusi S.A.
NE GmbH, Mepmanus - Spain
Film
105 BO1AFO1 RIVAROXABAN coated 15mg KCAPENTO ®UINM.TABI. Bayer AG, Bayer AG, Germany, Bayer HealthCare
tablet 15MI" X 28 lepmaHus Manufacturing Srl., Italy
Film
KCAPENTO ®UNM.TABIN. Bayer AG, Bayer AG, Germany; Bayer HealthCare
106 | BOIAFO1 | RIVAROXABAN igﬁ}g? 20 mg 20Mr X 28 Fepmanust Manufacturing Srl. Italy
e obocobeHa no3uiug No2, HOMEHKAATYPH:
Ne Koun.
Me»oyHrapooHo Ipumesxamen Ha
HoME Aex. axmueH | Tbp2oecko HaumeHo8aHUE HA dupma-npouszgooumesn u 0vprasa Ha
ATC KOo HenameHmHo paspeweHuemo 3a
HKAA gopma o ge- npooykma npouszeoocmaomo
HaumeHogaHue ynompeba
mypa wecmeo
200mg/5 | A3ATPWIT CYCI. 200MI/5MN1 Aktasuc EAL], _
109 JO1FA10 AZITHROMYCIN syrup. mi 20MI Bwnrapus BankaHdapma — Pasrpag A}
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NWOOKAMH CMNPEN 10%

EGIS

110 NO01BB02 LIDOCAINE spray 38g 38rP Pharmaceuticals EGIS Pharmaceuticals PLC, YHTAPUA
PLC, YHrapus
111 | NozBo2 | METAMIZOLE tabl 500mg | AHFETOM TABM. 500Mr X 20 | ViHGotex OO, WHBMOTEX 00/
SODIUM Bwnrapus
METAMIZOLE 500mg/ | AVANTVH KAMKK 500MI/MIN
112 N02BB02 SODIUM sol-20ml mi 20 MA - Xumakc ®apma EOO[, Bvnrapus
113 | NO5BAO1 DIAZEPAM tabl 5mg | AWASEMAM TABJI. 5MF X 20 Akgii”r‘gpi’;ﬂ' Bankarbapma - QynHuua Afl, Ebnrapus
1 : o .
114 SO1BAOL DEXAMETHASO | eye drops mg/1ml MAKCUWIEKC KOMMUP 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, Asctpus
MIN
JOKCULWVKITMH KAIC. 100MI Aktasuc EA[,
117 JO1AA02 DOXYCYCLIN caps. 100mg X 6 AK Bunrapus BankaHdapma Pasrpag AL, Bvnrapusa
CHLORAMPHENI XNOPHUTPOMULIMH KAMC. Aktasuc EA[],
118 JO1BAO1 coL caps. 250mg 250MI" X 20 Bunrapus BankaHdapma Pasrpag ALl, Benrapus
500000i | HNCTATWH TABJ. 500 000 Ul AxTasuc EAL,
119 AO07AA02 NYSTATIN tabl. u X 20 Bbarapua BankaHdapma Pasrpag AL, Bvnrapusa
EGIS
120 C02AB02 METHYLDOPA tabl. 250mg OOMErAT TAB. 250MI" X 30 Pharmaceuticals EGIS Pharmaceuticals PLC, YHrapusi
PLC, YHrapusa
122 JOICAO4 | AMOXICILLINE tabl. 1000mg | OCTAMOKC TABJI. 1000MP X | Sandoz GmbH, Sandoz GmbH Austria
12 AscTpus
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 NO06BX06 CITICOLINE sol 100mg/ | COMASVHA CON. 100MI/MI | Ferrer International Ferrer International S.A., Vicnanus
mi30ml 30Mn S.A.,, cnaHus
Pfizer Europe MA ) . . .
Pfizer Italia S.r.l., Localita Marino del Tronto,
127 NO5BA12 ALPRAZOLAM tabl 0.5mg KCAHAKC TAB/1. 0,5MI" X 100 EEIGK, O6enuHeHo Ascoli, 63100 Piceno (AP), ltaly
pancTeo
129 NOBAX14 TIANEPTINE tabl 12,5mg | KOAKCWI TABA. 12,5Mr X 30 | L€S Laboratoires Les Laboratoires Servier Industrie, France
Servier, ®paHuusa
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 CUITOKCAH KONWP 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 JO1CEO02 Benzylpenicillin solution for | 000, IU, MEHUWIH 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 05% | AfIKAWIH KOMMP 0.5% 15Mp |  ATKOH Brnrapus S.AAlcon-Couvreur N.V., Benrs
15ml . EOO[A, bvnrapus o U
o Glaxo Operations UK Ltd., T/A Glaxo Wellcome
136 RO3AC02 SALBUTAMOL fl 52?4\ T' BEHTON M;Oﬁgn.smr/ M rgggcﬁcg:;f;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
21;/% Tarchomin
141 DO7CAO1L OXYMETAZOLIN Spray +3.10 OKCUKOPT CIMPEM 32.25MP Pharr‘ljaceu"tlcal Tarchomin Pharmaceutical Works 'Polfa’ S.A.
E mglg - Works "Polfa" S.A., Poland
32.25 g Monwa
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ALIVKINTOBWP TABN.400 X 35 Aliud Pharma
142 JO5AB01 ACICLOVIR tabl. 400mg ANVYL GmbH, Mepmanus Hemopharm GmbH, l'epmaHus
143 | JO5AH02 | OSELTAMIVIR | suspension er,]g)lrr_]ggg TAMM®INY CHPON 30Mr/sMn | Roche Registration | Roche Pharma AG Emil-Barrell-Str. 1, D-79639
P mi GmbH, M epmaHus Grenzach-Wyhlen Germany
TEVA Pharmaceutical Works Private Limited
144 | M04AAOL | ALLOPURINOL tabl 100mg | ANOJATPA TABS. 100Mr X 50 TevaB.v., Company, Yurapus; TEVA UK Lid.,
Huoepnanaus Benukobputanusi; Pharmachemie BV,
Xonanaus; Galien LPS, ®paHuus
Rex
145 | NO3AEO1 | CLONAZEPAM tabl 0.5mg | [TOHAPEKC TABI.05MPX | Pharmaceuticals Remedica Ltd, Kumsp
30 Ltd., O6eauHeHo
Kpancteso
0,5 .
148 RO6AX27 DESLORATADIN syrup mg/ml PIVHUS CMPOT 0,5MI7M1 Actavis Group PTC Specifar S.A., Mbpuusi; Famar Orleans, ®paHuusa
E 120 ml 120MN ehf., Ucnanama
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 lepmaHusa
SODIUM
AMIDOTRIZOAT o o
151 | VO03AA0O | E, MEGLUMINE amp 278’ i yporPA‘DMHXA%”' 76% 20MN Bayel_’epzzmi AG, BerliMed S.A., Spain
AMIDOTRIZOAT P
E
TUBERCULINI
PURIFIED
PROTEIN 5TU/0,1 TYBEPKYNWH NNA 1. BYN BUO-HL3MB
152 | VO4CFO1 DERIVATIVE amp ot ml 5TU/0, 1M 1MJT X 10 EQOL, Bunrapuss | P71 BVO -HUIMNB EOOA, Codus, Brnrapys
FOR HUMAN
USE
e o6ocobeHa no3unyg Ne3, HOMEHKAATYPH:
Ne ma Mexaynapomo | Aekapers Koa. TBHProBCKO HAaNMEHOBaHHE [purexarea na PupMa-IIpou3BOAUTEA U AbPKaBa Ha
HOMeHK | ATC KOpn HeIaTeHTHO eHa aKTUBH pas3pelIeHueTo 3a
Ha IIpoayKra IIPOU3BOACTBOTO
AaTypa HauMEHOBAaHHE dopma 0 B-BO yrorpeba
Chinoin Pharmaceutical & Chemical Works
CaHodm Bbnrapus - A
153 AO03ADO02 DROTAVERINE tabl 40mg HO-LWNA TABJ1. 40MI" X 24 Private Co. Ltd., 2112 Veresegyhaz Levai u.5,
EOOL, bvnrapus
YHrapus
659/100 Chephazaar .
156 AOBAD11 LACTULOSE syr ml -200 JIAKTYNO3A-MUN CHNPOIM ChemPharm Fabrik Chephasaar Chem.-pharm. Fabrik GmbH -
200MN Germany
ml GmbH,, N'epmanus
ACETYLSALICYL ALIETU3AN KAPOVO TABI. Actavis Group PTC -
157 BO1ACO06 IC ACID tabl. 100mg 100MF X 100 ehf., Vicnaraust Actavis Limited Malta
ORGANO- CaHodum Bbnrapus Zentiva k.s. U Kabelovny 130, Dolni Mecholupy
158 CO5BA0L HEPARINOID ung. 309 XEMAPOVIAL YHIB. 30TP EOO[, bvnrapus 102 37 Prague 10, Yewuka penybnvka
159 RO6AX13 | LORATADINE tabl 10mg | POMETPA TABJI. 10MI X 10 E"oq’sif’n“’;arx’: AL, Exochapm EOO[
Medphano
162 B02BA01 PHYTO'\'/\IJENADIO drops 20?%?' KA-BAT COJ1. 5MN Arzneimittel GmbH, Medphano Arzneimittel GmbH, Germany
lepmaHus
MAGNESIUM 175
ASPARTATE Akrtasuc EA[, Bankandapma- AynHuua Al, Bbnrapus;
163 A12BA30 /POTASSIUM tabl m%166 MAMATOH TABI. X 50 Bwnrapus BankaHdapma-Pasrpag ALl, Bvnrapus
ASPARTATE 9
165 | AO7BCO5 Diosmectit pulv. 3g CMEKTA MPAX 3 X 60 'psgg;mr:‘a' Beaufour Ipsen, ®paHuys!
Woerwag Pharma Mauermann Arzneimittel KG, Heinrich-Knote-Str.
MAGNESIUM MATHEPOT TABJ1. 500 MI"' X 2, D-82343 Pocking, Mepmanus;; Worwag Pharma
166 | AI2CCOS | ASpARTATE abl 500 mg 100 GmbH & Co.KG, GmbH & C0.KG, Calwer Strasse 7, 71034
lepmaHus o
Bdblingen, NepmaHus
SNAKE VENOM MPOTUBO3MWWCKN CEPYM | BYN BMO-HL3MB u
167 JO6AA03 ANTISERUM amp 100AE AMM.100AE EQOL, Bbnrapus ,BYIN BUO-HU3MB* EOOL, Codus, Bbnrapus
. 0.5% - o AnkoH bbnrapus
168 S01HA04 proxymetacaine eye drops 15 ml ANKANH KONWP 0.5% 15MN EOO[], Bunrapus S.A.Alcon-Couvreur N.V., Benrus
Micronized and
purified flavonoic
fraction
169 CO5CA53 ’ (co_ntalnlng tabl. 500mg AETPATEKC TABII. 500MT" X Les ]_aborat0|res Les Laboratoires Servier Industrie, France
Diosmin 90 % and 60 Servier, PpaHuus
flavonoids
expressed as
Hesperidin 10 %)
170 | DO1AE22 Naftifine crem 159 | EK3OMEPUN 1% KPEM 15rp | Sandoz GmbH, Sandoz GmbH, Austria

AscTpusa
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4 g/100
PHENAZONE, g+l . Biocodex, 1 avenue Blaise Pascal-6000
171 S02DA30 LIDOCAINE Ear drops g/100 g - OTUMAKC COn. 15MNn Biocodex, ®paHuus Beauvias, ©paHLus
15 ml,
. AULL 200 MPAXYETA 200MI" X Hexal AG, Salutas Pharma GmbH, Oto- von- Guericke- Alle
172 R0O5CBO1 Acetylcysteine sachets 200mg 20 Fepmaris 1 D- 39179 Barleben, Germany
FRESUBIN SPE3YBVH BAHUITUA 200MN
173 ORIGINAL DRINK 6p. 200 ml X 4 FRESENIUS KABI FRESENIUS KABI
e 00ocobena mo3urusd No4,HOMEHKAQTYPH:
Ne Konuue
- MexayHapogHo | JlekapcTB CcTBO Mputexarten Ha
HOMe TbproBcko HAMMEHOBaHWe ®dupma-npomsBoauTen U AbpxkaBa Ha
ATC KOO HenaTteHTHO eHa aKTUBHO paspelueHuneTo 3a
HKnaT Ha npoAaykTa NPOU3BOACTBOTO
ypa HaumMeHoBaHue 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 LO1XCO2 Rituximab e‘for 100mg/1 TPYKCUMA &1 100MF X 2 Hungary Kft., Biotec Services International Ltd., O6eanHeHo
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,;/rr(ier;gl(l-:‘ef MU 1/KYTUA/ EOOQ, Bunrapus 79639 Grenzach-Wyhlen, lepmanus
needle
Concentrat
Accord Healthcare
. . e for 4mg/5 | 30NEQPOHUK AUMA AKOP[ i -
181 MO5BA08 Zoledronic acid solution for ml 1. 4MI/5MA X4 Limited, O6eaunHeHo | Accord Healthcare Limited, O6eanHeHo kpanctso
- X KpanctBo
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
’ Solution for ETOMO31A AKOPA ®J1. i -
183 L01CBO1 Etoposide infusion mg/ml - 20MI/MA 5MIT Limited, O6egnHeHo | Accord Healthcare Limited, O6eamHeHo Kpancteo
5ml KpancTeo
Colcf%r:trat 2 mg/ml MUTOKCAHTPOH &/l Ebewe Pharma
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
S Capsule, Novartis Europharm .
186 LO1XEO8 Nilotinib hard 200mg TACUIHA KAMC. 200MI" X 28 Limited, Mpnaraus Novartis Pharma GmbH, Germany
. Novartis Europharm .
187 LO1XE18 Ruxolitinib Tablet 5mg DKAKABW 5MI” TABI. X 56 Limited, Mpnaraus Novartis Pharma GmbH, Mepmanus
Film - .
189 VO3AC03 Deferasirox coated 180mg EKCIPKEVA EQE’”' 180MI" X T.O"?‘“'ds I;uropharm Novartis Pharma GmbH, M'epmanus
tablet imited, ipnanguns
e obocobeHna no3uriug Ne 5, HOMEHKAQTYPHU:
Ne
MexayHapoaHo Nekapct | KonuuecTtBO TbproBcko ®dupma-npoussoguTen u
Home MpuTtexarten Ha paspelleHneTo 3a
HKnaT ATC KOp HenaTteHTHO BeHa aKTUBHO HaMMeHoBaHue Ha notoe6a AbpXKaBa Ha
ypa HaumeHoBaHue copma BeLecTBO npoaykra ynotp NPOn3BOACTBOTO
Methoxy polyethylene | S°lution MUPLIEPA AM. 75MKI™ Roche Registration GmbH
190 B0O3XA03 X for 75 ug/0,3 ml . ! Roche Pharma AG, Germany
glycol-epoetin beta L 0.3M1 X 1 Fepmanus
injection
191 BO3XA03 Methoxy polyethylene SOIfgtrion 100 ua/0.3 ml MWPLIEPA Roche Registration GmbH, Roche Pharma AG. German
glycol-epoetin beta injection Ha/O, AMIM.100MKT™ 0.3M11 X 1 Fepmarms * y
192 BO3XA03 Methoxy polyethylene So:(l;trion 150 ug/0.3 ml MWPLIEPA Roche Registration GmbH, Roche Pharma AG. German
glycol-epoetin beta injection HOE, AM.150MKT™ 0.3MJT X 1 TepmaHus : Y

B mpenaokeHMeTO CH 32 U3I'BPAHEHUE Ha IIopbhyYKaTa 3a 06ocobeHa mo3uiiys No 1, yYaCTHUKET €
npencraBua [Ipuaoxkenue No 2 u 2A Ha XapTHEH U €AEKTPOHEH HOCUTEA, IIOI'bAHEHH I10 oOpasel] Ha
Be3noxureas; [IbaHoMmoIHO oT Hukoaatt BuneB KoaeB u Beceann BeanukoB KyHeB, YnpaButean HaA
»<PBOHUKC DPAPMA“ EOO/, c koero ymbaHoMoIlaBaT Kpacumup HukoaaeB Hukoaaes, [JdupekTop
Boannuen nasap, 3aeaHo c [lauueaa [lerpoBa HukoaoBa/Marucrep-dapmalieBT Boannyen nasap/,

Bopuunia HMBanoBa PomoBa /Menumxbp Boannyen mnazap/,

Pocunta 3aaTtkoBa Beaukona

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU

3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA

HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




/MeHMmxEp MeIMIMHCKH HM3MeAHsS M KOHCyMaTwBM/ uaM MwuaeHa HopmanoBa MmuagueBa
/Texunyecku cbTpyAHUK bBoanuuyna anreka/na npexacraBagBar ,PbOHUKC PAPMA“ EOO/ e
npouenypu no 30II, ga mombaBaT, IOAIIMCBAT, IIoAAaBaT U IIOAydaBaT OT MMETO M 3a CMeTKa Ha
ydacTHHUKa OoepTH, 3asdBAEHUS, HUCKaHUd, OeKAapalllH, IIPOTOKOAH, Xaabu W APYTH OOKYMEHTH;
Jlekaapamusa 3a cbhraacue C Kaays3uTe Ha goroBopa; Komme Ha mpoekTo-zmorosopa; [lekaapamus 3a
Cpoka Ha BaaugHocTTa Ha odgeprara; [dekaapanmg no 4a.3, T.8 u 4a.4 ot 3akoHa 3a
MKOHOMUYECKUTE M (PHHAHCOBUTE OTHOIIEHUS C APYyKEeCTBaTa, PETUCTPHUPAHU B IOPUCAUKIIUU C
npedepeHIIareH JaHbUYeH PeXXUM, CBbP3aHU C TIX AWUIlA U TEeXHUTE AEHUCTBUTEAHU COOCTBEHUIIY;
Jlekaapalnuga 3a cria3BaHe 3abAXKEHHATA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa U YCAOBHUSITA Ha TPYyZQ 1o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot III130I1; Komme
Ha cepTH(@UKAT 3a CUCTeMa 3a yIIpaBA€HHE Ha KadecTBOTO IIo ctaHaaptT ISO 9001:2008, usnanen
Ha MMeTO Ha ydacTHUKa; 48 /yeTupnecer u oceM/ Opos Paspermrenue 3a yrnorpebda Ha A€KapCTBEHU
IPOAYKTH. YUAaCTHUKELT He € IpejacTaBua PaspenieHue 3a yrnorpeba 3a opepUpaHUTE A€KApPCTBEHU
OPOoayKTHU OT obocobeHa mo3uinda Ne 1 Homenkaatypu Ne 26, 29, 39, 68, 76, 100 u 104.

Caen cmpaBka B HAA, pazmea ,AeKapCTBEHH IIPOAYKTH, MpPUTEKABAIIMU pal3pelleHue 3a
ynorpeba B Pemybamka Broarapus"’, KOMHUCHSTA YCTAHOBH, Y€ CBLAACHO IIOCOYEHHUS PETUCTHP IIO
THPrOBCKO HAHNMEHOBAHMNE Ha A€KPACTBEHHUTE IIPOAYKTH OT IIOCOUYEHHTE II0-TOPEe HOMEHKAATYPH - ca
HaAWYHH B IIOCOYEHHS PETUCTHP KaTo AEKapCTBEHH IIPOAYKTH, KOWUTO HMAaT pas3pelleHHe 3a
ynorpeba B PEBarapus.

B mpenaozkeHHeTO CU 3a U3I'bAHEHHE Ha IopbhbUKaTa 3a obocobeHa mo3uiud No 1, yY9JacCTHUKET €
npencraBua 15/merHamecer/ OToOpH3allMOHHU ITHMCMa 334 A€KAPCTBEHUTE MPOAYKTH  OT
HOoMeHKAaTypu 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.
Y4acTHUKBT HE € OPEeACTaBUA JOKYMEHT, U3[a/eH Ha HEroBO HMMe, YIOCTOBepsBalll IpaBaTa My 3a
IIPEeCTaBUTEACTBO Ha TEPUTOPUATA Ha IgAaTa CTpaHa HMAM 3a KOHKpeTHaTa IIpolleaypa, 3a CpokKa Ha
J[OTOBOPA, U3AaeH OT IIPUTEKATEAIT Ha pa3pelleHHeTo 3a yrorpeda Ha AeKapCTBEHUSI IPOAYKT UAU
OT HIpPEeNACTaBUTEAS TI0 YA, 26, aa. 1 ot 3AIIXM, HAM OT IIpeCTaBUTEA HA AMIIETO IO YA. 26, aa. 1 uau
Ha IIpUTekRaTeAs Ha pa3pelleHueTo 3a yrnorpeda, cbraacHo JomrbAHUTEAHUTE pasIiopenadu, raparpad
1, . S0 ot 3AIIXM 3a A€eKapCTBEHHUTE IIPOAYKTH OT 060cobeHa mo3uirud Ne 1, HomeHkaaTypu Ne 3, 6,
7,8,12,17, 18, 19, 32, 35, 39, 41, 75, 76, 104, 105, 106, KaKBOTO € U3UCKBAaHETO Ha BB3A0KUTEAS
B pazzaea 6 ,TEXHUYECKO IMTPEAAOXKEHUE", 1.6.7, cTp.18 B yrBBpAEHATA JOKYMEHTAIIU.

[Topagu omucaHOTO IIO-TOPe W Ha ocHoBauue 4A. 107, T. 2, 0. ,a“ ot 3O0II, KomucusaTra
npenaara Ha Bb3aoKHTeAsd fa OTCTPaHM OT ydacTHe B Ipolieaypara ydactHuka ,PbOHHKC $APMA“
EOO/I 3a obocobena moauitud Ne 1, HomeHKAaTYypu Ne 3, 6, 7, 8, 12, 17, 18, 19, 32, 35, 39, 41, 75,
76, 104, 105, 106.

3.2. B mpenaokeHHETO CH 3a H3I’bAHEHHE Ha IopbhbyKaTa 3a obocobeHa mo3uiusa No 2,
Y4aCTHUKET e IpeacraBua [Ipuaoxkenue Ne 2 u 2A Ha XapTHEH U €A€KTPOHEH HOCHTEA, IIOITbAHEHU
1o obpasel] Ha Buaaoxuread; [I'eaHomomtHo o Hukosait BuneB KoaeB u Beceann BeanukoB KyHes,
YonpaBureaun Ha ,,PBOHUKC PAPMA“ EOOQO/, ¢ Koero ymrbaHOMoHIaBatr Kpacumup Hwukoasaes
HukonaeB, [upektop BoanmdeH mnaszap, 3aemHo c¢ [danwmeaa IlerpoBa HwuroaoBa/Marucrep-
dapmarieBT Boannyen nazap/, 3opauna UBanoBa PomoBa /Mennmxsp Boanwdyen mazap/, Pocuiia
3aaTkoBa BeaunkoBa /MeHUmKBp MeaUIIMHCKN H3ZIeANd U KOHCyMaTuBH,/ uau MmuaeHa Hopnanosa
MuaueBa /TexHumuecku CHTPyOHUK BoaHmuHa amnreka/na npexacraBagBaTr ,PbOHUKC PAPMA“
EOO/ e nmpouexypu o 3011, na momrpaBaT, HOAMINUCBAT, IOAABAT U IIOAy4YaBaT OT UMETO U 3a CMeETKa
Ha y4JacTHHKa Oo(epTH, 3asBACHUS, NCKAHUS, AeKAapallUH, IPOTOKOAH,’KaAOH U APYTH OOKYMEHTH;
[lekaapamusa 3a cbhraache C KaaysuTe Ha moroBopa; Komme Ha mpoekTomoroBopa; [lekaapalud 3a
Cpoka Ha BaauaHocTTa Ha odeprara; J[lexkaapamuma mo 49a.3, 7.8 u 4a.4 or 3akoHa 3a
UKOHOMHYECKUTE M (PUHAHCOBHUTE OTHOIIEHHS C APYKECTBATa, PETUCTPUPAHU B IOPUCAUKIIUU C
npedepeHIIHaseH JaHBYeH PEXKHUM, CBBP3aHH C TIX AHIA U TEXHHUTE AEHCTBUTEAHH COOCTBEHHIY;
[lekaapaliusa 3a cliadBaHe 3abAXKEHHUATA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTa U YCAOBHSITA Ha TPy Mo 4A.39, aa.l, 1.1, 6ykBa ,a“ ot III130I1; Korrre
Ha cepTU(dHUKAT 3a CHCTeMa 3a yIIpaBA€HHE Ha KadecTBOTO Io ctaHaapt ISO 9001:2008, uznanen
Ha HMeTO Ha y4YacTHHKa; 22/aBagecer u aBa/ Opos akTyaaHH PasperreHud 3a ymorpeba Ha
AEKapCTBEHH IIPOAYKTH. YUYACTHHUKBT He € IpencTaBUA PaspemeHue 3a ynorpeba 3a ogepupaHute
AEKapCTBEHHU IIPOAYKTU OT obocobeHa mo3uiua Ne 2 HOMeHKAaTypu Ne 126,132, 133 u 148. 3a

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




HOoMeHKAaTypa Ne 123 u 131 y9acTHHUKEBT € npeacraBra PaspemnieHne 3a npoMaHa Ha Paspeinenue 3a
yrnorpeba, KOeTO € Hepa3ZeAHa JacT OT pa3pelIeHueTo 3a yrorpeba.
Caen cmnpaBka B HAA, paszzmea ,/AeKapCTBEHHU IIPOAYKTH, IIpUTEXKaBallll pas3pelleHHe 3a

yrnorpeba B Pemybauka Brbarapusa’, KOMHCHATA YCTAHOBH, Y€ CBHIAACHO IIOCOYEHHSI PETUCTHP IIO
THPrOBCKO HAaMMEHOBAHHE Ha ACKAPCTBEHUTE IIPOAYKTH OT IIOCOYEHUTE II0-TOPE€ HOMEHKAATYPH - ca
HaAW4YHH B IIOCOYE€HHS PETUCTHP KaTO A€KApCTBEHH IIPOAYKTH, KOHWTO HMAaT pas3pelleHHe 3a
ynorpeba B PEbarapus.

B npenaozkeHHeTo CH 3a U3I'bAHEHHE Ha IIOphYKaTa 3a 06ocobeHa mo3uiiusa No 2, y9aCTHHKET €
npencraBua 6/mrect/ OTOpU3aIlMOHHU ITHMCMa 3a AEKAPCTBEHUTE IPOAYKTU OT HOMeHKAaTypu NoNo
113, 115, 117, 118, 119, 123, 127, 140, 142, 144, 145. Y4acTHUKLT HE € MPEACTABUA JTOKYMEHT,
u3aeH Ha HEroBO HMMeE, yIOCTOBEpSBAlll IIpaBaTa My 3a IIPEACTaBHTEACTBO Ha TEpPUTOPHSTA Ha
IgAaTa CTpaHa HMAW 3a KOHKpPeTHaTa IIpoleaypa, 3a CpoKa Ha J0ToBOpa, U3Aa[EH OT IPUTEXKATEAAT
Ha paspelleHueTo 3a yrnoTpeba Ha AeKapCTBEHHS IIPOAYKT MAM OT IIPEACTaBUTEAS IIO YA. 26, aa. 1 ot
3AIIXM, ¥AH OT HPEACTABHUTEA HA AHLIETO IO YA. 20, aa. 1 MAM Ha IIpUTeKaTeAd Ha pPa3pelIeHHUEeTOo 3a
ynotpeba, ckraacHo JomrbAHUTEAHUTE pasrniopendu, nmaparpad 1, T. S0 ot 3AIIXM 3a AeKapCTBEHHUTE
OPOAYKTHU OT 0obocobeHa mo3uiud Ne 2, HomeHRAaTypu Ne 109, 110, 111, 112, 114, 120, 122, 125,
126, 129, 130, 131, 132, 133, 134, 135, 136, 141, 148, 149, 151 u 152, KakKBOTO € U3UCKBAHETO Ha
Bu3soxureaas B pasgea 6 ,TEXHHNYECKO IIPEJAOXKEHHWE", T.6.7, cTp.18 B yTBBpAEHaTa
JOOKyMeHTaIlUs.

[Topagu oOmMCaHOTO MO-TOpe M Ha OcCHoBaHue dYA. 107, T. 2, 0. ,a or 30II, komucusaTa
npenaara Ha Be3aoxkuTeas aa OTCTPaHH OT ydacTue B npolenypara ydactauka ,PbOHUKC ®APMA
EOO/l 3a o6ocobena mo3umus Ne 2, HomeHKkAaTypu Ne 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 1mpenaoxkeHHETO CH 3a H3II'BAHEHHE Ha Mopbukara 3a obocobeHa mnosuiug No 3,
Y4acCTHUKGET e npencraBua [Ipuaoxkenue No2 1 2A Ha XapTHEH U €A€KTPOHEH HOCHUTEA, IIOI'BAHEHHU II0
obpaserr Ha Bw3aoxureada; [I'eaHomomtHo or Hukosaii BuneB KoaeB u Beceann BeanukoB KyHes,
YopaButean Ha ,PBOHUKC SAPMA“ EOO/, c koero ymrbaHOMoIIaBar Kpacumup HwukoasaeB
HukonaeB, [dupektop BoanmdeH mnaszap, 3aemHo c¢ [anwmeaa IlerpoBa HwukoaoBa/Marucrep-
dapmaneBT Boannyen nazap/, 3opauna WUBanosa PomoBa /Menunmxsp Boanndyen mazap/, Pocuia
3aarkoBa BeankoBa /MeHHIKEP MeOUIIMHCKU H3OEAHd M KOHCyMaTuBU,/ mau MwuaeHa ﬁopﬂaHOBa
MuageBa /TexHW4YecKH CHTPYOAHUK BoaHmyHa anrteka/ma npexacraBagBaTr ,PbOHUKC PAPMA
EOO/] B npoueaypu 1o 3011, na nompaBaT, IIOANNCBAT, [TIoAaBaT U IIoAydaBaT OT UMETO M 3a CMETKa
Ha y4acTHHKa Oo(pepTH, 3asdBAEHUS, UCKAaHUd, JeKAapalluy, IPOTOKOAH, KAaAOU U APYTU JOKYMEHTH;
lekaapanug 3a chraacue C Kaay3uTe Ha noroBopa; Komme Ha mpoekTomoroBopa; [lekaapamnudg 3a
Cpoka Ha BaaugHocTTa Ha odeprara; [dekaapamuma no 49a.3, 1.8 m 4a.4 or 3akoHa 3a
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MKOHOMMYECKHUTE U (PHHAHCOBUTE OTHOIIEHUS C APYyKECTBaTa, PETUCTPHPAHU B IOPUCAUKIIUU C
npedepeHIInaseH JaHbYeH PEXKHUM, CBBP3aHH C TIX AHIA U TEXHHUTE ACHCTBUTEAHH COOCTBEHHIIH;
[lekaapaliuga 3a clia3dBaHe 33 bAXKEHHUATA, CBbP3aHHU C JaHBIIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa U yCAOBUSTA Ha TPYyXA ITo 4A.39, aa.1l, 1.1, OykBa ,a“ ot [II130I1; Kontue
Ha cepTU(UKAT 3a CHCTeMa 3a yIIpaBA€HHE Ha KadecTBOTO Io ctaHaapT ISO 9001:2008, uznanen
Ha HMeTO Ha ydacTHuKa; 13 /TpuHagecer/ Opos akTyasHu Paspemenus 3a ymnorpeba Ha
AEKapCTBEHU NPOAYKTH. YYACTHUKELT HE € mpeacTaBuA PasperreHue 3a yroTpeba 3a opepUpaHUTe
AEKapCTBEHH NPOAYKTH 0T obocobena mosurug Ne 3 HomeHkaatypu Ne 153 u 157 ;

Caen cmpaBka B HAA, paszzmea ,A€eKapCTBEHHU IIPOAYKTH, IIpPUTEXKAaBallll pa3pelleHHEe 3a
yrnorpeba B Pemybanka Brparapusa’, KOMHCHATA YCTAHOBH, Y€ CBIAACHO IIOCOYEHHSI PETUCTBP IIO

TBPrOBCKO HAaHUMEHOBAHHE Ha AEKPACTBEHUTE NPOAYKTH OT IIOCOYEHHUTE II0-TOPEe HOMEHKAATYPH - ca
HAAMYHH B IIOCOYEHUSI PETUCTHP KaTo AEKapCTBEHHM IIPOAYKTH, KOHWTO HMAaT paspellleHHe 3a
yrnorpeba B PBrvarapus.

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




B npenaozkeHHeTO CH 3a U3I'bAHEHHE Ha ITIophyKaTa 3a o0ocobeHa mo3uiys No 3, y4aCTHUKET €
npencraBua 4 /4gerupy/ OTOpPH3AIIMOHHU ITHMCMa 3a A€KapCTBEHHUTE IIPOAYKTH OT HOMeHKAaTypu No
153, 158, 162, 163. YYaCTHUKBET HE € TIPEJACTaBHUA JOKYMEHT, H3aJlecH Ha HEroBO HMEe,
yOOCTOBEpPABAIll IIpaBaTa My 3a IIPEACTABUTEACTBO Ha TEepUTOPHATA Ha IgaaTa CTpaHa HAM 3a
KOHKpeTHaTa IIPoleAypa, 3a CpoKa Ha OOroBOpa, U3AaZEH OT IIPUTEKATEAdT Ha pa3pellIeHHeTO 3a
yrnorpeba Ha A€KapCTBEHHUH ITPOAYKT HAW OT IIPEACTaBHTeAd II0 4YA. 26, aa. 1 ot 3AIIXM, mam ot
IIpeACTaBUTEA Ha AWIIETO II0 YA. 26, aa. 1 nAM Ha IpuTexkaTeAd Ha pas3pelleHHeTo 3a yroTpeoda,
CBhraacHo [JomrbAHUTEAHUTE pasnopendu, maparpad 1, T. SO ot 3AIIXM 3a AeKapCTBEHUTE ITPOAYKTH
oT obocobena mo3umusa Ne 3, HOMeHKAaTypu Nel56, 157, 165, 166, 167, 168, 169, 170, 171, 172,
KakKBOTO € H3UCKBaHeTO Ha Bw3aoxkuteaa B pasges 6 ,TEXHUYECKO ITPEAAOXKEHUE", T. 6. 7,
cTp. 18 B yTBBpAcHaTA JOKyMEHTALIHS.

[Topagu omucaHOTO IIO-TOPe W Ha ocHoBauue 4a. 107, T. 2, 0. ,a“ ot 3O0II, xomucusaTa
npenaara Ha Be3aokuTeas oa OTCTpaHH OT ydacTue B Ipollenypara ydactHuka ,PbOHUKC ®APMA
EOO/l 3a o6ocobena mo3unus Ne 3, Homenkaatypu Ne 156, 157, 165, 166, 167, 168, 169, 170, 171,
172.

3.4. B mpemaoKeHHETO CH 3a HU3IIbAHEHHE Ha IopbhbukaTa 3a obocobeHa mno3uiud No 4,
Y4acCTHUKGET € npencraBua [Ipuaoxkenne No2 1 2A Ha XapTUEH U €A€KTPOHEH HOCHUTEA, IIOI'BAHEHH I10
obpaserr Ha Bw3aoxkureada; [I'eaHomomtHo ot Hukosaii BuneB KoaeB u Beceann BeanukoB KyHes,
Yopasureaun Ha ,PBOHHKC ®SAPMA“ EOO/, c koero ymbaHoMolmiaBaT Kpacumup Hukoaaesn
HukonaaeB, [dupektop bBoaHuueH mnasap, 3aenHo c J[lanueaa IlerpoBa HukoaoBa/Maructbp-
dapmaneBT Boannyen nazap/, 3opauna WUBanoBa PomoBa /Menunmxsp Boanndyen mazap/, Pocuia
3aarkoBa BeankoBa /MeHHKEP MeOUIIMHCKU HU3EAVUd U KOHCyMaTUBH,/ uAu MuaeHa ﬁopnaHOBa
MuagyeBa /TexHmdecku ChpTPYOHUK BoaHnwmyna anrteka/na npexacraBagBat ,PBOHUKC DAPMA“
EOO/ e nmpouenypu no 3011, ga momrpaBaT, HOAINCBAT, HOAABAT U IIOAydYaBaT OT UMETO U 3a CMeETKa
Ha y4acTHHKa o(pepTH, 3asdBA€HUS, UCKAHUd, AeKAapalluy, IIPOTOKOAH, KaAOH U APYTU NOKYMEHTH;
Iexkaapanyga 3a cbraacue C¢ Kaay3uTe Ha norosopa; Komme Ha mpoekTo-moroBopa; lekaapalius 3a
CpoKa Ha BaAHAHOCTTA Ha odeprara; [dekaaparmg 1o d4a.3, T.8 u uYa.4 or 3akoHa 3a
UKOHOMUYECKUTE M (PUHAHCOBUTE OTHOIIEHHS C ApPYyKecTBaTa, PErHCTPUPAHU B IOPUCIUKIIHUU C
npedepeHIInaseH JaHbYeH PEKHUM, CBBP3aHH C TIX AHIA U TEXHHUTE AEHCTBUTEAHH COOCTBEHHIY;
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[lekaapaliusa 3a cliadBaHe 33 bAXKEHHUATA, CBbP3aHHU C JaHBIIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTa U YCAOBHSTA Ha TPYA 1o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot III130I1; Komue
Ha cepTHU(UKAT 3a CUCTeMa 3a yIIpaBA€HHe Ha KadecTBOTO ITo ctaHzaapt ISO 9001:2008, usznanen
Ha HMeTO Ha ydacTHHKa; 11 /emmHanmecer/ Opos aktTyaaHu Paspemenus 3a ynorpebda Ha
AeKapcTBeHM IponykKTH; 3/Tpu/ OTOPHU3AIIMOHHHU [HUCMa 3a AEKApPCTBEHUTE MPOAYKTH OT
HoMeHKAaTypd Ne 180, 181 m 183. YYacTHUKBT HE € NPEACTAaBHA AOKYMEHT, HM3[aJcH Ha HETrOBO
uMe, yAOoCTOBepsBalll [IpaBaTa My 3a IpeNCcTaBUTEACTBO Ha TEPUTOpUsITa Ha IlgaaTa cTpaHa HAU 3a
KOHKpETHaTa IIpolle/lypa, 3a CpoKa Ha JOroBopa, U3AaAeH OT IIPUTEKATEAdT Ha pas3pelleHHeTo 3a

yrnorpeba Ha A€KapCTBEHUS ITPOAYKT HWAW OT IPEACTaBHTEAd II0 4A. 26, aa. 1 ot 3AIIXM, wmam ot
IIpeaCTaBUTEA Ha AWIIETO II0 YA. 26, aa. 1 mMAM Ha mpuUTeXRaTeAd Ha pas3pelleHHeTo 3a yrnoTpeoda,
cBhraacHo [IomrbAHUTEAHUTE pasnopendu, maparpad 1, T. SO ot 3AIIXM 3a AeKapcTBEHUTE IMPOAYKTU
oT obocobeHa moauina Ne4, HomeHkaaTypu Ne 175, 176, 185 u 189, KakBOTO € H3UCKBAaHETO Ha
Br3noxkureas B pazmea 6 L,TEXHUYECKO IIPEAAOXKEHHWE", T.6.7, ctp.18 B yrBBpHeHaTa
[OOKyMeHTallUs.

[Topamgu oImMcCaHOTO IO-TOpe M Ha ocHoBaHWe d4A. 107, 1. 2, 6. ,a“ ot 30Il, Komucuara
npensara Ha Bb3aokuTead na OTCTpaHU OT ydacTHe B IIpolieaypara ydactHuka ,PbOHUKC PAPMA“
EOO/I 3a obocobena mo3urius Ne 4, Homeukaatypu Ne 175, 176, 185 u 189.

Y4acTHUKBT € HallpaBHA IIPENAOXKEHHE 3a U3II'PAHEHHE Ha IIOphUYKaTa U 3a HOMeHKAaTypu No
182, 184, 186 u 187.

«©

“NOCTABKA HA AEKAPCTBEHU IMTPOAYKTU U XPAHUTEAHU IOBABKU U HA AEKAPCTBEHU IMPOAYKTU 3A AEHEHUE HA XEMATOAOTHYHU
3ABOASIBAHMS U HA TTALIMEHTU C TEPMUHAAHA BBBPEYHA HE[TOCTATBYHOCT HA XEMOIUAAUBA 3A [IEMHOCTTA
HA YMBAA ,, TIPO®. [1-P CTOSIH KUPKOBHY" Al, CTAPA 3AT'OPA“




C Pemenne Ne P/1-10-100/18.01.2019r. Ha Usnmbauuteanus aupekrop Ha YMBAA ,IIpod. I-p
Cr. KupkoBuu“ A, Ha ocHOBaHue 4a. 110, aa.1, T. 5 ot 30II Hacrogiara oblecTBeHA TOPHIYKA €
4acTUYHO IIpeKpaTeHa 3a HoMeHKAaaTypu 182, 184, 186 u 187.

[lopagu ropHOTO, KOMHCHLATA HAMAa [a pas3raefa IIPeACcTaBEHUTE NOKYMEHTH OT ydacTHHKa
»2PBOHUKC ®APMA“ EOQ/] 3a obocobena mo3urtud Ne 4, HoMmeHKAaTypu No 182, 184, 186 u 187.

3.5. B mpenaoxkeHuHeTo cH 3a H3IIBAHEHHE Ha IIOpbhYKaTta 3a obocobeHa mo3umus No 5,
Y4aCTHHUKET € npeacraBua [Ipuaoxenne No2 u 2A Ha XapTHEH U €ACKTPOHEH HOCHUTEA, IIOI'TBAHEHH I10
obpaszenr Ha Bwaaoxwuread; [I'eaHomorHo ot Hukoaait BuneB KoaeB m Beceann BeanuykoB Kynes,
YonpaBureaun Ha ,PBOHUKC ®PAPMA“ EOO/, c¢ koero ymrbaHOMoIIaBaT Kpacumup Hukoasaesn
HukonaeB, [dupektop bBoaHuuen mnasap, 3aenHo c [lanueaa IlerpoBa HukoaoBa/Marucrbp-
dapmarieBT Boannyen mazap/, 3opHuna MBanoBa PomoBa /Meuumxsp Boanudyen mazap/, Pocuiia
3aaTrOBa Beankosa /MeHUMIKEP MEIUIIMHCKH H3[EAUS M KOHCyMaTuBH,/ uMAM Muaena Mopnamosa
MuageBa /TexHuduecku cpTPyAHUK Boanuuyna anrteka/na npexacraBasgBar ,PbOHUKC DAPMAX
EOO/ B npouienypu 1o 30II, na nmomeaBaT, IOANNCBAT, IOAABAT U II0AyYaBaT OT UMETO U 3a CMETKAa
Ha y4JacTHHKa Oo(epTH, 3agBACHU, NCKAHUs, NEeKAapalluy, IIPOTOKOAH, KaAbK M APYyTH NOKYMEHTH;
Hekaapanya 3a cbraacue C Kaays3uTe Ha norosopa; Komme Ha mpoekTo-morosopa; [dexkaapaius 3a
CpOKa Ha BaAMAHOCTTa Ha odeprara; [lerkaapamus 1mo 4a. 3, T. 8 um 4a. 4 or 3akoHa 3a
UKOHOMUYECKUTE M (PUHAHCOBHUTE OTHOIIEHUS C APYKECTBaTa, PETUCTPUPAHU B IOPUCAUKIINU C
npedepeHIIareH JaHbUYeH PeXKHM, CBBP3aHU C TIX AWIlA U TEeXHUTE AEeHUCTBUTEAHU COOCTBEHUIIY;
exkaapariyg 3a cria3BaHe 3abAXKEHUATA, CBbP3aHU C JaHBIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHAaTa
cpena, 3aKpHAa Ha 3aeTOCTTa U YCAOBHSTA Ha TPYyZA 1o 4A.39, aa.l, 1.1, 6ykBa ,a“ ot ITI130II; Korre
Ha cepTHU(@UKAT 3a CUCTeMa 3a yIpaBA€HHe Ha KadecTBOTO ITo ctaHzaapt ISO 9001:2008, usnaneH
Ha MMETO Ha yJacTHHKA; PaspelreHme 3a ymorpeba Ha AEKapCTBEHU ITPOAYKTH 33 A€KApPCTBEHHUTE
IPOAYKTH OT obocobeHa mo3unudg S5, OTOPHU3AIIMOHHO IIHCMO 3a A€KAPCTBEHHUTE IIPOAYKTH OT
obocobeHa o3UIysd S.

B otmeana mamnka Y4acTHUKGET € IIpenctaBua U 23 /aBageceT u Tpu/ [I'bAHOMOILITHH.

4. YvyactHUuksT ,COPAPMA TPEﬁI[HHl"“ Al € momaa IHPENAOKEHHS 3a H3II'bAHEHHE Ha
noppYKaTa 3a:

e o6ocobeHa mo3unus Ne 1, HomeHKkAaTypu: 1, 2, 13, 51, 59, 78, 96 u 102

Ne na MexaynapoaHo Jlekaper Konuyecro Ipurexartes Ha
®upmMa-npou3BoaUTE U IbPKABA HA
nomenka | ATC KOx HeNaTeHTHO BeHA AKTHBHO THProBcko HAMMEHOBAHHE HA MPOAYKTA pa3pemieHueTo
NPOM3BOACTBOTO
aTypa HAHMeHOBaHHe dhopma BELIECTBO 3a ynorpeda
1 AO03BAO1 ATROPINE amp 1mg 1ml ATPOTMUH 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, Bvarapus
13 VO07AB00 Water for injection amp 10ml CTEPUNN3UPAHA BOJA amn. 10mn x 50 Codapma Al Codapma A, 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 XANOMEPUAON amn. 5mr/1mn x 10 Codapma Al Codapma Afl, Bbarapus
injection
102 NO6DA04 GALANTAMINE amp 10mg 1ml HUBAJIMH amn. 1% 1mn x 10 Codapma Al Codapma ALl, Bvarapusa

e 00ocobeHna mo3urud 2, HomeHkAaTypu 112, 132, 133 u 138:

o
Ne o MezkayHapoaHo KosinuecrBo Mpurexaresa Ha
pea Ha Tbpropcko HaMMeHOBaAHUE HA Dupma-npou3BoIUTe] H IbpKaBa
ATC KOn HeNnaTeHTHO JlexkapcTBena (opma AKTHBHO paspeuieHuero 3a
HOMEHKJI MpoaAyKTa Ha NMPOU3BOJACTBOTO
HAaMMEHOBaHUe BELIECTBO ynorpeéa
arypa
METAMIZOLE AHAJII'MH kanku 500mr/mn
112 N02BB02 sol-20ml 500mg/ml Codapma A, Codapma Afl, Bbarapua
SODIUM g 20w bapma AL apma AL, Benrap
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Penicillin
Crystallisate TZF, Tarchomin ) .
132 | JO1CEO1 | Benzylpenicillin | Powder for soluion | 5000 000, IU e . Pharmaceutical Works Ta’°h°m'P” ;hasz“an“e”“ca'w"'ks
for injection, 5 000 Polfa SA olfa SA, Monwa
000, 1U, Pack: 1
Penicillin
Crystallisate TZF, Tarchomin ) .
133 | JO1CE02 | Benzylpenicillin | Powder for soluion | 1000 000, IU, HEHHHHSI&%(’)%’TBT TZE 1. | o armaceutical Works Ta'°h°m;,” rfhasr/;“;ce”““' Works
for injection, 1 000 Polfa SA olfa SA, Monwa
000, IU, Pack: 1
500 mg/ml + 2
Pitofenone and mg/ml + 0,02
138 AO03DA02 analgesics amp mg/ml -2 ml, -, CITABMAJII'OH amm. 2mi x 5 Codapma Al Codapma ALl, bbarapus
Pack: 5
e o00ocobena mo3urud 4, HoMeHKAaTypa 175, 177 u 180:
Ne mo Me:xayHapoaHO Kosnnuecrso Tbproscko IIpuTesxaren Ha
pei na ATC KOn HEeNaTeHTHO JlekapcrBena popma AKTHBHO HAHMMEHOBAHHE HA pa3speunIeHHeTo 3a PupMA-POH3BOANTE H ILpikana Ha
HOMEHKJI NPOU3BOACTBOTO
HaMMEHOBaHHE BelecTso MpPoOAyKTa ym)Tpeﬁa
aTypa
- Concentrate for MABTEPA ¢n. Roche Registration
175 LO1XC02 Rituximab solution for infusion 500 mg/50 ml 500Mmr/50M1 X 1 GmbH Roche Pharma AG, FepmaHus
177 LO1XC02 Rituximab Solution for injection | 1400 mg/11.7 ml MAEJE;?;‘;”:/\;OLMOO Rocheg;gbuiltratlon Roche Pharma AG, FepmaHua
solution for injection
180 LO3AB04 Interfe;c;n alfa- pre-filled syringe + 3 MIU PO¢EI10pI;IaAT:IxU1/O.5mn Pow Bbvarapua EOOL Pow Bbarapus EOOA,Bbarapus
needle )

4.1. B npenaozkeHHETO CH 3a U3I'bAHEHUHE Ha Iopbukara 3a obocobeHa mosuing Nel, 3a
HoMeHKAaTypu Ne 1, 2, 13, 51, 59, 78, 96 u 102 yyacTHUKBT € npeacTaBua [Ipraoxkenne No2 u 2A
Ha XapTHEH W EeAEKTPOHEH HOCHUTEA, IIOI'bAHEHH IO oOpasell Ha Bwb3aoxkuressa; [TbAHOMOIIHO OT
Jumurep TeoprueB AumutrpoB, MameanureseH pupekrop Ha ,Codapma Tperimmur A, ¢ Koeto
ybaHOMoOIIaBa lVBan 2KeaeB HaueB, ,PermroHaseH MeHUIKBP Oponaxkbu bBoanuuyen mnaszap —
AeKapCTBEHU IIPOAYKTH [a IpeAcTaBASBa yYacTHHKA ITpel BCUYKH Bb3aoKHUTEeAH Ha OOLIECTBEHU
HOPBHYKHU 3a [JOCTaBKa Ha AEKapPCTBEHU IIPOAYKTH, OHONPOAYKTH, MEOUIIMHCKH U3OAEAUS U
KOHCYMAaTHBH; [a IIOI'bABA, IIOAIMCBA, II0JaBa U IOAydYaBa OT MMETO M 3a CMeTKa Ha yJ4aCTHHKA,
Leraapaliiysg 3a chraacue ¢ Kaay3ute Ha noroBopa; Komme Ha IlpoekTomoroBopa; [lerkaaparus 3a
Ccpoka Ha BaauaHocTTa Ha odeeptata; [lekaaparuda 1mo 4a. 3, T. 8 m 4a. 4 ot 3akoHa 3a
UKOHOMHYECKUTE M (PUHAHCOBHUTE OTHOIIEHHS C APYyKECTBaTa, PETHCTPUPAHH B IOPUCAUKIIUU C
npedepeHIIMareH JaHbUYEeH PEXXHUM, CBBP3aHU C TIX AWIIA U TEXHUTE NECHCTBUTEAHU COOCTBEHUIIY,
[erkaapaiya 3a criazBaHe 3abAXKEHUATA, CBhP3aHU C JaHBIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATA
cpena, 3aKpHAa Ha 3a€TOCTTa M yCAOBHATA Ha Tpyn mo 4A.39, aa.l, 1.1, 6ykBa ,n“ ot IIII3O0II,
OtopusanmonHo nucmo ot OraaH MBanoB [loHeB — H3mbpanuTeseH [lupektop Ha ,Codapma“All, c
KOeTo oTopusupa ydacTHuka ,Codapma TpelinuHr A/l na yacTBa OT CBO€ UME M 3a CBOS CMETKAa C
AeKapcTBaTa OoT obocobena mosumms Nel, HomeHKAarypu Nel, 2, 13, 51, 59, 78, 96 u 102 B
Hacrogmara nponeaypa no 30I1, BegHO ChC CIIUCHK HA AEKAPCTBaTa OT ITOCOYEHUTE HOMEHKAATYPH
n [eraapaimuga ot OrugH HMBaunoB [doHeB - HMameaHmTeseH [Jupertop Ha ,Codapma“ A, de
AEKapCTBEHUTE MIPOAYKTH, IPou3BexkaaHU oT ,Coapma“ Al ca paspeleHu 3a yrorpeba 1o pena Ha
4a. 19, 1. 3 ot 3AIIXM; 8/ocem/ Oposa PaszpemreHus 3a ymorpeba Ha AeKapCTBEHU MIPOAYKTH, 3a
AEKapCTBEHUTE ITPOAYKTH OT HOMeHKAaTypu Neo 1, 2, 13, 51, 59, 78, 96 u 102.

4.2. B mpensoXeHHETO CHU 3a U3IIbAHEHHE Ha HophyuKaTa 3a obocobeHa mo3umus No2, 3a

HOMeHKAaTypu Nell2, 132, 133 u 138 ygyacTHHKET € npeactaBia lIpuaoxkenue No2 u 2A Ha XapTHEH
U EAEKTPOHEH HOCHUTEA, IOI'bAHEHU 10 obpasel; Ha Bwaaoxkureasd; [I'paHOMOUTHO OT [AUMUTEHEDP
FeoprueB JumurpoB, M3nbanuteseH nupekTop Ha ,Codapma Tpedauur“A/l, ¢ KOeTo yI'bAHOMOIIIaBa
VBau 2KeaeB HaueB, ,PernoHaseH MeHHIKBP nponazkOm BoaHndeH nazap — AeKapCTBEeHU IPOLYKTH
[a IpeAcTaBASBa y9aCTHUKA IIpell BCUYKH BB3A0KHTEAN Ha OOIIECTBEHU MOPHYKHU 3a JOCTAaBKa Ha
AEKapCTBEHU IIPOAYKTH, OHOIPOAYKTH, MEOUIIMHCKHU UW3IEAHs W KOHCYMaTHBH; [a IIOIIbABA,
IIOAIIMCBA, IIofaBa U IIoAy4YaBa OT MMETO M 3a CMEeTKa Ha y4JacTHHKA; [lekaapallys 3a Chraacue C
KAay3uTe Ha gorosopa; Komme Ha mpoekTa Ha moroBopa; [lekaapaiiusa 3a CpokKa Ha BaAHOHOCTTa Ha
odeprara; Jekaapamymg mo 4a.3, T.8 U ua.4 or 3aKoHa 3a HKOHOMHYECKHTE U (PUHAHCOBHUTE
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OTHOIIEHHH C ApPYyzKEeCcTBaTa, PETUCTPUPAHU B IOPUCOUKIINU C IIpedepeHIINareH MaHBbUYEH PEXKUM,
CBBpP3aHU C TIX AUIA U TEXHUTE [AeHUCTBUTEAHH coOCTBeHUIY; J[lekaapaliyd 3a Cclia3BaHe
3abAXKEHUATA, CBBbP3aHU C JaHBIM M OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa cpela, 3aKpHaa Ha
3aeTOCTTa U YCAOBHATA Ha TPYA 1o 4A. 39, aa. 1, 1. 1, 6ykBa ,a“ ot III130I1; OTOopHU3aIlMOHHO ITHCMO
or Oruan HBauoB [oneB - WsmbanuteaeH [Jupekrop Ha ,Codapma“All, ¢ KoeTo oTopH3Hpa
ydyacTtHUKa ,,Codapma Tpeiguur® A/l ma yacTBa OT CBOE UMe€ U 3a CBOsSI CMETKa C AeKapcTBaTa OT
obocobena mosuiua No2, HoMeHKaaTypu Nell2 m 138, BeaHO CBC CIHMCBHK Ha AeKapcTBaTa OT
IIOCOYeHUTE HOMEHKAATypHU U [erkaapanud or OraaH BanoB [loHeB — U3nbaHUTEAEH [IUpPEKTOP HA
,<Codapma“All, ue AeKapCTBEHHUTE IIPOAYKTH, Ipomu3BexkaaHu oT ,Codapma“All ca paspelieHU 3a
ynorpeba mo pema Ha 4a.19, 1.3 or 3AIIXM; OropusammoHHo nucmo ot [aamna I'eopruesa
MapunoBa, odulaseH IpencraBures Ha [Toackua dapmaneBtuden 3aBopn ,Iloada Tapxomuu“ A,
C KOETO OTOpH3Upa ydacTHHKAa [a ydacTBa 3a CpoKa Ha OeMCTBHE Ha O0roBopa, OT CBOE HME C
AEKapCTBEHHUTE HNPOAYKTH OT HOMEHKAATypH Ne 132 u 133 ma ydacTBa B HacTosllaTa HPOLEAyPH 10
30I1; Komme Ha IIpaHOMOIIHO OT ,TapxoMuHCKH apMmaneBTudeH 3aBon [loada“ AL, ¢ Koeto
ymrbaHOMOIAaBa ,,/Ibku EM EC korcyaT EOQO/I, npencraBasgBaHa oT ['aamnHa 'eoprueBa MapuHoBa na
npencraBagBa uHTepecuTe Ha [loada Ha Obarapckusa nasap; 4/derupu/ Oposa PaspemieHus 3a
ynorpeba Ha AeKapCTBEHU IIPOAYKTH, 32 A€KapCTBEHUTE IPOAYKTU OT HOoMeHKaaTypu Ne 112, 132,
133 u 138.

4.3 B mpenroXeHUETO CH 3a H3ITbAHEHHE Ha MopbhbYyKaTa 3a obocobeHa mosuriua Ned, 3a
HOMeHKAaTypu Ne 175, 177 u 180 yuyacTHUKET € HpeacTaBua [Ipuaoxkenue No2 u 2A Ha xXapTUeH U
€AeKTPOHEH HOCHUTEA, IIOITbAHEHHU 10 obpasel] Ha Bb3aoxkuread; [I'baHoMoOIIHO oT JumMuthp ['eopruen
dumurpoB, UsmbaruTeseH nupekTop Ha ,Codapma Tpetimuur Al, ¢ KoeTo yIrbAHOMoOIIaBa MBan
XKeneB Haues, ,PermoHaseH MEHHIKBP ITpomazkOou BoaHmdeH masap — AeKapCTBEHH HPOAYKTH® ma
IIpeCcTaBAgBa YYaCTHHUKA IIpPel BCUYKHU BB3A0KHUTEeAM Ha OOIIeCTBEHH MOPBYKH 3a JOCTaBKa Ha
AEKapCTBEHU IIPOAYKTH, OUOIIPOAYKTH, MEOUIIMHCKU U3IEeAHs W KOHCYMaTHUBH; [a IIOIIbABA,
IIOAIIMCBA, IIoflaBa U IIoAydaBa OT MMETO M 3a CMeTKa Ha ydacTHHUKa; [lekaapaliysl 3a ChbrAacHe C
Kaay3uTe Ha goroBopa; Komme Ha IlpoexktTomoroBopa; [lerkaapallyis 3a CpoKa Ha BaAWOHOCTTA Ha
odeprara; [deraaparusa 1o 4a.3, T.8 B 4a.4 oT 3aKoHA 3a HUKOHOMHYECKUTE U (PUHAHCOBUTE
OTHOIIIEHHH C ApPYy2KEeCcTBaTa, PErHCTPUpPaHU B IOPHUCAUKIINH C IIpedepeHIINaseH JaHBUYEH PEKUM,
CBBpP3aHH C TAX AHWIIA W TEXHUTEe [OeHUCTBUTEAHU cobcTBeHHUIH; J[lekaapaiyusa 3a CIla3BaHe
3aIbAKEHUSATA, CBBP3aHHU C AJaHBIU MU OCHUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpela, 3akKpHaa Ha
32€eTOCTTa U YCAOBHsTA Ha TPyA 1o 4YA. 39, aa. 1, 1. 1, 6ykBa ,a“ ot III130IT; OTOPHU3aIIMOHHO ITHCMO
OT TIpUTEXXaTHUTe Ha paspenreHuero 3a ynorpeda Roche Registration GmbH, Fepmanua u Por
Brvarapus EOO/I; IIwbanomontHo ot Roche Registration GmbH, 'epmanus, ¢ KoeTo yIrbAHOMOIIIABA
Pom1 Bwarapus EOO/l ma meiictBa oT HeroBo uMe Ha Tepuropusatra Ha PBrwarapus, Komme Ha
YnmocroBepeHuero 3a BrucBaHe B TP ipu AB Ha Pomr Brarapusa EOO/I; 3/Tpu/ 6pos paspelieHus 3a
yrnorpeba Ha AEKApCTBEHM NPOAYKTH 3a OQEepHUpPaHUTE AEKAPCTBEHU IIPOAYKTH OT obocobeHa
rmo3uruga No 4.

Komucugara pmomycka 1o IIocAegBall0 ydacTHe B HOpoleaypara ydactHuka ,COPAPMA
TPEWIVIHT AZT.

Ha ocuoBanwue 4a. 57, aa. 3 ot I[I[130II, komucusaTa B3e pellleHUe OTBAPAHETO Ha IIEHOBHTE
IpPEeaAOKEeHHS Ha yYacCTHHIHTE Aa ce H3BbpmH Ha 03.04.2019 rozx. or 11:00 uyaca B
3acemaTeaHaTra 3asa Ha YMBAA ,IIpod. OA-p Croan KupxoBuu“AJll, rp. Crapa 3aropa,
ya.“Tenepaa CroaeToB“ 2.

[Ipermnc oT HacTOAIIMSA IIPOTOKOA Oa Obpae myOAMKyBaH B IIpodraa Ha KylyBada, B
€AEKTPOHHOTO [IOCHE Ha IIpolleaypara.
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[IpencemaTeAsaT Ha KOMHUCHATA Oa U3TOTBH U U3IIPATH CHOOIIIEHHE 3a OTBSIpaHe Ha IEHU 10
BCUYKHU YIACTHHUIIH, KOETO Oa ObAe MyOAMKYBaHO Ha Ipoduaa Ha KyllyBada, B EAEKTPOHHOTO JOCHE
Ha mIpoleaypara.

[lopagu orchecTBHE Ha mpeacenaTeAss Ha KomucusaTa Maructep - PapmaneBt Muaka 'eHkoBa
B niepuoga ot 22.03. mo 27.03.2019r., komucuaTra paboTu B ChCTaB:

[Ipencenarea:
Ans. Xpucto [TanaioToB — BBHIIIEH €KCIIEPT
YaeHoBe:
Hon. Uana Jumutrpos Ilonos —
-p Mapus [dunkoBa TogopoBa —
AnB. Tarana KekeBcka —
Huana IlerpoBa MaanuHKOBaA —

Komucusara nmpukaiodu cBosta pabdbora Ha 27.03.2019r.

Ha 02.04.2019r., koMucugaTa yBeJOMH y4JacCTHHIIUTE Ha e-mail aagpecute UM, IIOCOYEHH B
odepTHUTE U Upe3 MyOANKYBaHO CHOOIIeHMe Ha ITpodHAa Ha KyIlyBada, B €AEKTPOHHOTO JO0CHE Ha
mopbyKaTa, 4e oTAara oTBapsHETO Ha IIEHOBUTe IpenaoxkeHuss obsBeHo 3a 03.04.2019 rox. or_11.00
yaca, B 3acenareanara 3asa Ha YMBAA Tlpod. a-p Cr. KupkoBud', Ha aapec rpaa Crapa 3aropa,
ya. ,Jenepaa CtoaeToB" No 2, mopanm moAydeHO CHOOIIlEHME 3a OTBapsgHe Ha ILEHH OT €AWUH OT
yuyactHuinTe Ha 01.04.2019r. 1 HecriazBaHe Ha CpoKa OT ABa PabOTHU AHHU, CYHUTAHO OT JAaTaTa Ha
IIoAy4daBaHe Ha CHOOIleHHeTO, KOHUTO TpdAbBa na HpeaxoxkKaa maTaTa Ha OTBapsHe Ha IeHOBHUTE
IIPEeAOKEHHs, KaTO KOMHCHUSTA IIe KBbM OTBSIpaHe Ha IIEHOBHUTE IIPEIAOXKEHHS Ha y4acTHHUIMTE Ha
08.04.2019 roa. or 11.00 uaca, B 3acenareanara 3asa Ha YMBAA IIpod. a-p Cr. KupkoBuu", Ha
agpec rpag Crapa 3aropa, ya. ,J'erepaa CroaeTos" Ne 2.

III. Ha 08.04.2019 rox., B 11:00 waca, KoMHCHATaA IIPOABAXKH CBodATa paboTa B CAETHUSA

ChCTAaB:
IIpencenmarea:
1. Mar. ®apmaneBT Muaka I'enkoBa — YnpaButea boarnyHa AniTteka
YaeHOBE:
2. Hou. Nana OdumurpoB IlonmoB — BP.U.[. HauaaHUK KAWHUKA IO He(POAOTHUS C AEHHOCT
XeMOAHuaAu3a
3. I-p Mapua [HAuukoBa TomopoBa - BP.M.[JA. Hauaanwk otneacHue 1o KawmHngHa

XEeMAaTOAOTHS U MEIUIIMHCKA OHKOAOTHS
4. AnB. Tarsana KekeBcka — BBHIIIEH €KCIIEPT
S. duana [lerpoBa MaaunkoBa — oM. PapmaiieBT 60AHUYHA alITeKa
Pe3epBHH YA€HOBE:

» AnB. Xpucrto [TanatioroB
» Bamnga BormanoBa — PokoBoauTea OO0IIECTBEHU MTOPHYKH, IPOIBAXKU CBOATA padoTa.

Ha 3acemannero Ha KoMmucuara npuchbcrBa HaTtasna BasepueBa Puanmona, yII'’bAHOMOIIIEH
npencraButTea Ha Hukoaait bunes KoaeB u Beceaun BeanuykoB KyHeB, ynpasButean Ha ,PbOHHUKC
dPapma“ EOO/. Ipemnuc oT mbAHOMOIIIHOTO Oe ITpeacTaBeHo Ha [Ipencenateas Ha KOMUCHATA.

IV. Komucugara IpUCTBIIM KBM OTBapdHE Ha LIEHOBUTE IIPENAOKEHHUA Ha y4aCTHHKA ~EW EHIT
AU PAPMA B'BATAPHSA" EALI.
Komucugara oTBOpH 3amedaTaHUTE HEMPO3padHH IIAMKOBE B odeprara Ha yJacTHHKaA 3a

HOoMeHKAaTypu Ne No 20, 21, 111, 155 u 171.
BBB BCEKHM IIAMK C€ yCTAHOBU HAaAWYHUETO Ha MOOKYMEHTH Ha XapTHEH HOCHUTEA U [IHCK.
TpuMa OT YAEHOBETE Ha KOMHCHUSITA U IIPEACTABUTEAIT Ha ydacTHHKaA ,PboHHKC Papma“ EOOI]
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ImoAricaxa HaMHupalluTeE CE B ITAMKOBETE OAOKYMEHTH Ha XapTHEH HOCUTEA 3a IIpeasaraHu II€HOBU
IIapaMeTpu OT y4aCTHHKaA 3a IIoCco4YeHara obocobeHa IIO3UIIHA.

HpCILCCILaTCAHT Ha KOMHCHLATA OIIOBECTH IIECHOBUTE IIPEAAOKEHHA HA YI4aCTHHKA!

Mpemeamm Ipenasaran | [Ipeaaar Mpesn
K-Bo pen a aHa Ilena Ha Hnen P
en.lleHH B -mIaBa
3a €AHHHYHA o6ma Cba | omakoB- Pupma THOH
Mexayn | Aex AB. Ge3 o Ipurexar npexne
6p.en. IeHa B AB. | CTOHHOC | Bp- Ka IPOH3BO- KaTo
apoaHo apc K-BO oacC za €A Ha A-HaTa
Ne Aekap Ipeneana | THProscko 6e3 OOC T Ges xaH | cpoGpas OHTEA H p Ha
ATC HemaTeH | TBe | aKTHB eauHHuIA paspemen oGma
Ha cT- obura HaHMeH. Ha 3a A0C 3a He B €eHa Cc A'bpIKaBa Aexap -
Ko THO Ha HO B- Aex.dopma - He- CTOHH
HOM BeHa CTOHHOCT npoaykTa eaHHHIA IOCOYeH | oma | mpezaa- Ha cTBe-
HaumeHo | ¢op BO B KOAOHa 4 TO 3a ocT Ha
dopma Ge3 OC AeKapcTBe oTo KOB- | TaHHTe MPOH3BOAC HHS
pamme ma 3a 1 wBM Ha opma | KoaHUeC Ka en.neHHn ymoTpe-Ga T-BOTO mpoxa Braso
02.11.201 P : P ®-
rox. or TBO YET
8roa. TeAst
YYacTHHKA
oatnop 20
o . .
g0 | BOSAA | ALBUML | - | 20% 120 | 48,0917 | 5771,00 | undbysus 46,0000 |5628,00| 1 | 460000 | Cehring Behring | 55,5 He
01 N 50ml GmbH, GmbH,
200r/4 50 T'epmanusa Tepmanusa
MA*1 P P
A};‘:Z:::; 3230 csL cSsL
BOSAA | ALBUMI 20% 27 27 Behring Behring
21 o1 N fl. 100ml 300 92,5583 767,49 uHpy3Hua 91,7000 510,00 1 91,7000 GmbH, GmbH, 3543 He
200r/a 100
. Tepmanusa Tepmanusa
MA*1
NO2BB METAMI Aaroso, ];:Tlaa::: Anudapma,
111 ZOLE tabl 10000 0,0646 646,00 Taba. 500 0,0500 500,00 20 1,0000 A PM& 1 10103 He
02 500mg S.R.L., Brarapus
SODIUM Mmr.*20
PymbHHuA
Edpepanran BRISTOL- BRISTOL-
NO2BE | PARACE | sup MYERS MYERS
155 o1 TAMOL p 150mg | 2500 0,4325 1 081,25 150 mr. 0,2850 712,50 10 2,8500 SQUIBB Kft | SQUIBB,Kft 11221 He
cymo3.*10
, YHrapus , YHrapusa
4
PHENAZ Ear g/100
S02DA ONE, g+l OTtunakc BIOCODEX | BIOCODEX
171 30 LIDOCAI drop /100 20 5,8250 116,50 ramu 15ma 4,9500 99,00 1 4,9500 , dpanuus | , dpanmus 11204 He
NE S | g-15
ml,

2. Komucuara NpUCTBIN KBM OTBapsHe Ha IIEHOBUTE IIPENAOKEeHHd Ha ydacTHuUka ,MEIJEKC

oona.
Komucuara OTBOpH 3alledaTaHHUTe HENpo3padyHM IIAMKOBe B odepTara Ha ydacTHHKA 3a
HoMeHKAaTypu Ne Ne 22, 78, 175 u 176.
B1B BCcekH IMAHK Ce yCTAHOBH HAAWYHETO Ha JOKYMEHTH Ha XapTHEH HOCHTEA U OUCK. TpuMma ot

YAEHOBETE Ha KOMUCHUATA U HPEACTaBUTEASIT Ha ydacTHHKaA ,ProHmkc Papma“ EOO/ mommucaxa

HaMHUpAaIIUTe Ce B IIAMKOBETE JOKYMEHTH Ha XapTHEH HOCHUTEA 3a IIPeAaraHy IIeHOBHU IapaMeTpH OT
y4acTHHKAa 3a IlocoyeHaTa obocobeHa ITO3UIH.

Hpe]lceﬂaTCAHT Ha KOMHCHATA OIIOBECTU IIEHOBUTE IIPEAAOKECHUA HA YIaCTHHUKA:

Ko-Bo | Ilpemeannu
Ilpensaran
3a en. IeHH B Ilena Ha Hnent
. Ipensarana a obma
6poit AB.Ge3 . Cba | omakoBk udu-
Mexay- | Aex €AHMHHYHA CTOHHOCT PupMa
Ne eaHHH AOC 3a IIpenean Bp- a IIpurexaT KaTop
HapoAHO | apc K-Bo TBProBcKoO IIeHa B AB. 6e3 IIC TIPOH3BO-
no ua eaMHHIA a obma x®aH | chobpa3s eA Ha Ha
ATC Hema- TBE | aKTHB o HaHMEH. 6e3 AOC 3a 3a AOHTEA H
pen Aexap | AeKapcTBe cTol- He B eHa c paspelren Aexap
Koo TEHTHO Ha HO Ha eaHHHIA IOCOYEHOT A’BpIKaBa Ha
Ha cr- Ha dopma HOCT oma | mpezaar HeTo 3a cTBe-
Haume- | dop B-BO NPOAYKTAa | AeKapCTBeHa o IIPOH3BOACT-
HOM BeHa B KoAoHa 4 | Ges AC KOB- a-HHTe ynorpeba HHS
HOBaHHe | Ma dopma ot KOAHYECTB BOTO
dopma KBM acTHHRA ° Ka en.leHH npony
sal | 02.11.201 v KT
roa. 8rox.
Coxunym
Xaopun
Baxcrep
Bakcrep
SODIUM 0,9%
BO5SXA CTh | 0.9% . Brarapus | Bieffe Medital
22 CHLORI 6000 1,3500 8 100,00 1,3500 8 100,00 1 1,3500 1526
03 KAO | 500ml ’ ’ ungysuoxn ’ ’ ’ EOO/I, S.p.A, Italia
DE eH
Brarapus
pasTBoOp,
or/a -
500ma x 1
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Annoxann
- Yatikadap
Yaiikadap Ma Yaitkadapma
o Mma, Bucokokay | Bucokokauect
78 C001 lB B LIDI\?ECAI amp 11);:11 4800 0,8960 4 300,80 | HHKEKIHO 0,8800 4 224,00 1 0,8800 €CT-BeHHTE -BEHUTE 15643
HEH AEKapcTBa A€KapcTBa
pasTBOp, AL, AIl, Brarapus
10Mr/ma - Brarapus
10x1
Con PuKCaTOH,
cent KOHIepTpa
rate T 3a
. for 500 HHpy3HOH Sandoz Sandoz
175 LOOI;(C th“;“ma solu | mg/50 | 150 | 1408,8417 53612 . en 1300,0000 0(:3;0 1 130%’000 GmbH, GmbH, 16315
tion ml pasTBOp, ABcTpua ABcTpus
for 500
infu Mmr/50maA x
sion 1
Con PuKCaTOH,
cent KOHIepTpa
rate T 3a
S for HH)Y3HOH Sandoz Sandoz
176 | WOIXC | Rituxima | | | 100mg | o 280,7667 H Q)Zn 260,0000 15600,00 | 2 | 520,0000| GmbH, GmbH, 16316
02 b . /10 ml 846,00
tion pasTBoOp, ABcrpus ABctpus
for 100
infu Mmr/10ma x
sion 2

3. Komucuara ODpHUCTBIN KbM OTBapsiHE Ha IIeHOBUTE IIPEIAOXKEHMHd Ha ydacTHHKa ,PBOHHKC
PAPMA“ EOO.
Komucusara oTrBopu 3amedyaTaHHTe HEIIPO3padyHH IIAUKOBE B odepTara Ha ydacTHHKaA 3a
HoMeHKAaTypu Ne Ne 4, 23, 24, 25, 26, 27, 29, 37, 43, 48, 51, 52, 53, 54, 55, 57, 61,62, 63, 64, 65,
66, 67, 68, 70, 71, 78, 79, 81, 82, 83, 85, 86, 87, 95, 97, 100, 103, 113, 115, 117, 118, 119, 123,
127, 140, 142, 143, 144, 145, 153, 158, 159, 162, 163, 173, 180, 181,183, 190, 191, 192.
BBB BCeKU AWK Ce YCTAHOBU HaAWYHETO Ha AJOKYMEHTU Ha XapTHEH HOCUTeA U OUuCK. TpuMma
OT YAEHOBETE Ha KOMMCHLTa IoAIHCaxa HaMHUpPAIHUTE Ce€ B IIAHNKOBETE MNOKYMEHTH Ha XapTHEH
HOCHTEA 3a IIpeJiaaTaHU 1IeHOBU ITapaMeTpH OT yYacTHHKA 3a IlocodeHaTa o6ocobeHa IT03UITHA.
IIpeacenareadaT HA KOMHCHSATA OIIOBECTU IIEHOBUTE IIPEOAOKEHUSI Ha y4aCTHHKA:

Koanu

IIpeneann

Ilena Ha
.3a en.lleHH B omaKoBK
6poit AB. IIpensarana
Ipensarana | Cea a Pdupma HaenTn
Mexkayn | Aex | Koanu | exHHH 6e3 OOC eAHHHYHA
Ne o6ma bp- | cpobpas | IlpuTexar TIPOH3BO- bu-
apoaHo | apc | ecTBoO ma 3a Ilpenean | T'bproscko | IeHa B AB. o
mo CTOHHOCT KaH €Ha C €A Ha AHTEA H KaTop
ATC HemaTeH | TBe | aKTHB | Aerap eaMHHIA a obma HaHMMeEH. 6e3 OMC 3a
pen - Ge3 [IIC 3a | me B | mpexaar | paspemeH ABpxKaBa Ha
Koo THO Ha HO cT- AeKapcTBe | CTOHHOC Ha eAHHHIIA
Ha MOCOYEeHOTO | oma | a-HHTe HeTo 3a Ha AekapcT
HauMmeH | ¢op | Bemec | BeHa Ha popma T NpOoAyKTa | A€KapCTBEHa
HOM KOAHYECTBO | KOB | eA.IleHH | ymoTpeGa | mpou3Boac | Be-HHSA
oBaHHe ma TBO ¢opma | B korona 4 | Ges OAC ¢dopma ot
(x. 6*k.10) -Ka ot T-BOTO NPOAYKT
3al KBM y4YacTHHKA KoAOHa
roaun | 02.11.201
10
a 8roa.
MULTIEN
A09AA ZYMES caps KPEOH Hexfliac;lre Lagsfaotztrie
4 (LIPASE, P 300mg [ 1000 0,5179 517,90 25000 IU 0,5050 505,00 20 10,1000 ’ 458
02 GmbH, s,
PROTEA Kanc x20 FepMars FenpMars
SE ETC.) P P
Sanofi
KAEKCAH Winthrop,®
pre- IIITPHIL Carodn paHILus;
o3 | BOIAB | ENOXAP | o0 | 60me | 560 4,8194 | 2 409,70 AMIL 4,7583 2 379,15 6 | 28,5500 | Brarapus Chinoin 15894
05 ARIN or. | 0-6ml 60MI EOOI Pharmaceut
T /0,6MA X ical and
6/KYTHS/ Chemical,yY
Hrapus
Sanofi
KAEKCAH Winthrop,®
pre IIITPHIL Carodn paHLus;
g4 | BOIAB | ENOXAP | o)) | 80me | 549 64264 |3213,20| AMI 6,3583 3179,15 6 | 38,1500 | Bwarapus Chinoin 15914
05 ARIN syr 0.8ml 8oMI* EOO Pharmaceut
T /0,8MA X ical and
6/KYTHS/ Chemical,yY
Hrapus
Chinoin
KOPIOAPO Canod Private Co
H! 158
CO01BD | AMIODA H Taba. Ltd -
25 tabl. | 200mg 1800 0,1422 255,96 rana 0,1400 252,00 30 4,2000 Brearapusa 2372
01 RONE 200 MI' x EOOI Yurapus;
30 Sanofi -
Winthrop
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Industrie -

PpaHnUa
KOPIOAPO
H AMII. Canocpu Sanofi
26 0001;3 b A}I;A(I)%EI;A amp lz(r):llg 3600 | 0,6000 |2160,00 | 150 Mr. 0,5667 2040,12 | 6 | 3,4000 | Bwarapms | Aventis Zrt. | 2035
3MAXx 6 EOO Budapest
/KYTHS/
G.Pohl - G.Pohl -
CO1DA GL?{,(EER soli HHUTPOHA Boskamp Boskamp
27 02 TRINITR nf’ 50ml 500 11,2417 5 620,85 | A HH®. P- 11,1500 5 575,00 1 11,1500 GmbH & GmbH & 794
ATE : P 50MA Co. KG, Co. KG,
Tepmanusa Tepmanus
Baakaudap
Ma -
Mynauna
HMHEBHKA Actavis B’sAﬁi’mﬂ'
29 00117EB IVAI?::AD tabl. | 5mg 1400 0,3322 465,08 | TABA. 5MT' 0,1650 231,00 60 9,9000 Gr OEEfPTC Merckle 15834
X 60 ’ GmbH,
Hcaaugusa
Tepmanus;
Teva
Operations,
Tloama;
Basakaudap
CO3DA SPIRONO C:AI:{];%}:{O AkpaBuc Ma
37 o1 LACTON | tabl. | 25mg 7200 0,0800 576,00 IIP. 25MT" 0,0650 468,00 30 1,9500 EAL, MynHnuna 235
E X 30 AK Brarapusa AL,
Brarapusa
$AOCTEP
HO2AB BETAME am 2+5 OH AMII. KRKA, KREIZ"]:'CL
43 THASON P mg 1 600 1,9917 1 195,02 | /2MT+5MTI’ 1,8820 1 129,20 5 9,4100 | d.d.,CaoBak 304
01 Mesto,CaoB
E ml / IMAXS5 us axus
/KYTHS/
Roche Roche
TAMHSPAY
AH ELTA Regi i Regi i
48 | IO os tabl | 75mg | 1000 | 2,5158 |2515,80 | KAIC. 2,3900 2390,00 | 10 | 23,0000 | Registration | Registration | = 5454
02 MIVIR GmbH, GmbH,
75Mr X 10
T'epmanua T'epmanua
TPAMAIO
Stada
51 A AMII. . Hemophar
NO2AX | TRAMAD A; 1
51 | NO2 amp | mg/ml | 3000 | 0,8133 |2439,90 | 100MT 0,7300 2190,00 | 5 | 36500 |ATZREmitell o GmbH, | 2610
03 oL , AG, .
-2ml 2MA X5 Lepmanms Germaniq
/RYTHSL/ P
HEYPOTO
II PET. G.L.Pharma | G.L.Pharma
NO3AF ARBAM
52 0031 fC\ZEPINE tabl | 200mg | 2400 0,0697 167,28 TABA. 0,0688 165,12 50 3,4400 GmbH, GmbH, 1836
200MT X ABcTpus ABcTpus
49
HEYPOTO
II PET. G.L.Pharma | G.L.Pharma
53 N0031AF fC\;ERF]?IANI\é tabl | 300mg | 2400 0,1045 250,80 TABA. 0,1038 249,12 50 5,1900 GmbH, GmbH, 679
300MTI" X ABcTpus ABcTpus
50
KOHBYAE
G.L.Pharma | G.L.Pharma
NO3AG | VALPROI KC KAIIC.
54 o1 C ACID tabl | 500mg | 7200 0,1099 791,28 S00MT X 0,1081 778,32 100 | 10,8100 GmbH, GmbH, 2425
ABcTpusa ABcTpusa
100
Cuocu
JOEINAKHH Sanofi
55 | NOSAG | VALPROL | .| 400me | 140 5,6958 | 2 278,32 | ®A. 400MT 5,6425 2 257,00 4 | 22,5700 | Brerapua Sp.A., 3789
01 C ACID /4ml EOOA,
4MAX4 Hrasua
Brearapusa
AKHHETO Desma Desma
57 NO;QAA BIPS\?ID tabl 2mg 9000 0,1123 1 010,70 H TABA. 0,0590 531,00 50 2,9500 GmbH, GmbH, 3921
2MT X 50 Tepmanus Tepmanus
OAAHSAI H:\;:}?Z:re H:aiiﬁ(i:re
NOSAH | OLANZA HH AKOP[ ..
62 03 PINE tabl 5 mg 3000 0,0857 257,10 TABA. SMI" 0,0679 203,70 28 1,9000 | Limited,O6e Ltd, 3877
JHUHEHO Beankobpu
x 28
KPaACTBO TaHUA
Accord
OAAH3AT Heatthoare | Limited,
NOSAH LANZA HH AKOP, ’
63 05 o tabl | 10mg 3600 0,1717 618,12 OFZL 0,1464 527,04 28 4,1000 Limited, OGennHEHO 1984
03 PINE TABA. 06 CTBO:
10MT x 28 €EAUHEHO KpaA« ‘BO,
KPaACTBO Wessling,
Yurapus
Accord
CEPTPAAK Hentthease | | Limited,
65 N0066AB SE};:IF}I;AL tabl 50 mg 2800 0,1094 306,32 H,:AKB(:\PH 0,0817 228,76 30 2,4500 Limited, O6enuHEHO 16241
SOMT X 30 Ob6enuHeH0 KpaAcTBo;
KPaACTBO Wessling,
Yurapusa
$PEBAPHH Maiiaam Mylan
NO6AB | FLUVOX TABA. Laboratorie
66 08 AMINE tabl | 100mg | 1500 0,3378 506,70 100MT X 0,3337 500,55 30 10,0100 EOO, s SAS, 2928
Brarapua
30 DpaHnua
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Koauu | Ipemeann Iena sa
.3a en.lleHH B
Gpoit AB Ipenaarana OnaKoBK
MexayHa Koanu | emmmn Ge3 AIC eqUHUYHA e e=a]| Crx a Pupma Wnentud
No Aek o6ma Bbp- | crobpase | [Npurekare TIPOU3BO-
o poxHO aper | €CTEO ua 3a Ipenean | THProecko IIeHa B AB. crofimoer | wan Ha c A Ha Ten i H-KaTop
ATC HeIaTeHT p aKTUB Aegap eoHHHIA a obma HaHMEH. 6e3 [I/IC 3a A HaA
pen KO BEeHA o Ge3 IC 3a | ue B | mpemaara | paspelieHd JUbpKaBa
a Ji§ HO op HO cT- A€KapCcTBe | CTOHHOC Ha eIMHULIA rocosenoTo | ona e eTo 33 aa AEKapCTB
HaNMEeHO BeIec BeHa Ha popma T NpoOAyKTa | AGKapCTBeHA e-HHua
HOM saHue Ma 150 dopma | = Kosona 4 | Ges [LAC — KOAHYECTBO | KOB- | eI.IeHH yroTrpeba | IPOM3BOACT HpoyKT
(. 6*k.10) Ka oT -BOTO Ay
3al KBM y4acTHHKa KOAOHA
roaun | 02.11.201 10
a 8roa.
TPUTHKO AHIKEAUHH :’1nsgtlet1L11tS0 rdle
s | NOOAX | TRAZOD | ) | 150 | 5460 | o,3733 895,92 | ACTABA. 0,3675 882,00 20 | 7,3500 Papua Italy 3944
05 ONE mg 150MTI X Brarapus
20 EOOZ A.CRAF.S
.p-A., Italy
BPOMXEK AKpaBHC BaAKI\:: e
71 ROSCB | BROMHE tabl 8 mg 3000 0,1325 397,50 CHH AIP. 0,0905 271,50 20 1,8100 EAL, Mymauna 7106
02 XINE 8MTI' X Boara, ALl
20AK ATApHH ’
Brarapusa
Accord
Healthcare
AHnoOKaHH Accord Ltd,
o axkopa da. Healthcare | Beanko6pu
78 C001;3B LIDI\?ECAI amp 11)1/:11 4800 0,8960 4 300,80 | 10mr/1ma 0,7250 3 480,00 10 7,2500 | Limited,O6e TaHUS; 4199
-10MaA x JUHEHO Wessling
10 KPaACTBO Hungary
Kft,
YHurapus
CYAPACA
KRKA
AA3HH EH KRKA, i
79 AO7EC | SULFASA tabl. | 500mg | 1500 0,1797 269,55 Taba. 0,1722 258,30 50 8,6100 | d.d.,CaoBak d.d-Novo 290
01 LAZINE Mesto,
500Mmr x us Crobaxus
50
Actavis
ehf,
HOPMAIOH Actavis Ucaangus;
g1 | ALOBB | GLICLAZ | 11 | 60mg | 1200 | o0,1472 176,64 AB MR 0,0987 118,44 30 2,96 Group PTC | Baakaudap | 40,4,
09 IDE Karmc. ehf, Ma -
60mg x30 Ucaaugus Mymauna
ALl
Brarapus
Merus Labs | Merus Labs
BO1AA ACENOC CHHTPOM Luxco II Nitherlands
82 07 OUMARO | tabl. 4mg 1000 0,1042 104,20 | TABA. 4MI' 0,1015 101,50 20 2,0300 S.a.R.L., B.V,, 2199
L X 20 Atoxcembyp | Humepaamm
T us
KAHUIIHOO Accord Accord
TPEA Healthcare Healthcare
BO1A LOPID fil
83 004 ¢ CGORELO t;;l 75mg | 2880 0,1414 407,23 AKOPI 0,1337 385,06 30 4,0100 | Limited,O6e | Limited,O6e 2011
| TABA. JMHEHO JMHEHO
75MK X 30 KPaACTBO KPaACTBO
BACKOTA3 Actavis B“Kj:‘pap
CO1EB | TRIMETA HH TABA. Group PTC
86 15 ZIDINE tabl. | 35mg 2400 0,1117 268,08 35 MI X 0,0452 108,48 60 2,7100 ehf, Jynuuna 2970
AL,
60 Ucaangus
Brarapusa
Chanelle
Medical,
Hpnrangus;
MOKCOTE AkpaBuc R;E:Ei:rf
CO2AC | MOXONI | film HC TABA.
87 05 DINE tabl. 0.4mg 420 0,2372 99,62 0,4MT X 0,0870 36,54 30 2,6100 EAL, GmbH, 1947
Brearapusa T'epmanmus;
30 AK .
Actavis
Group PTC
ehf,
Vcaangus
Pfizer
HEYPOHT Pfizer Manufactur
NO3AX | GABAPE HH KAIIC. Europe MA ing
97 19 NTIN caps | 300mg | 2000 0,1362 272,40 300MT X 0,1345 269,00 100 | 13,4500 EEIG, Deutschlan 2379
100 Bearus d GmbH,
Tepmanusa
Dragenophar
m Apotheker
Puschl
GmbH&Co.KG
AAHBEKC G.L.Phar , Tepmanus;
NO6AX | VENLAF | caps HH KAIIC. ma Generis
100 16 AXINE 150mg | 1500 0,3768 565,20 150MT X 0,3742 561,30 60 22,4500 GmbH, Farmaceutica 15624
60 ABcTpus S.A.,
Tlopryrasus;
G.L. Pharma
GmbH,ABcTpu
g
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Koauu | Ipemeann Iena sa
.3a en.lleHH B OHAKOBK
Gpoit AB-  ane Ipensarana | Cs a Pupma
MexayHa Koanu | emmmn Ge3 AIC eqUHUYHA penaa A P Wnentud
No Aek o6ma Bbp- | crobpase | [Npurekare TIPOU3BO-
poaHO €CTBO ua 3a Ilpenean | T'BproBcko LIeHA B AB. - H-KaTop
o aper CTOMHOCT | KaH Ha C A Ha JHUTEA U
ATC HeIaTeHT aKTUB Aegap eoHHHIA a obma HaHMEH. 6e3 [I/IC 3a HaA
pen BeHa - Ge3 IC 3a | ue B | mpemaara | paspelieHd JUbpKaBa
Koo HO HO cT- A€KapcTBe | cTOHHOC Ha eIUHUIA AEKapCTB
Ha dop OCOYEHOTO | oma -HHTE ero 3a Ha
HaHUMEHO Belec BeHa Ha dopma T NPOAYKTa | A€KapCTBEHA e-HHUs
HOM Ma KOAHYEeCTBO | KOB- | e.IleHH yrmorpeba | IPOH3BOACT
BaHUE TBO ¢dopma | B KoaoHa 4 | Ges AC cdopma ot (. 6*%.10) xa or BOTO TPOAYKT
3al KBM y4acTHUKA : ) conoma
roaun | 02.11.201 10
a 8roa.
Byadapma
JHA3EIIA AKpaBHC
113 NOOSIBA DIAf/[EPA tabl | 5mg | 4800 0,1283 615,84 | M TABA. 0,1255 602,40 20 | 2,5100 EAL, My ‘;;H“a 1915
SMTI" X20 Brarapus >
Brarapus
BENFOTI
AMIN,
A11DB PYRIDOX BEBHT G.L.Pharma | G.L.Pharma
115 00 IN, tabl. | 40 mg 1000 0,3536 353,60 $OPTE 0,2070 207,00 20 4,1400 GmbH, GmbH, 15258
CYANOC TABA. X20 ABcrpus ABcrpus
OBALAM
IN
ZLOKCHIIH Baakaudap
KAHH AkpaBuc
117 JoolgAA Dgﬁ\fY €aPS | 100mg | 2700 0,2611 704,97 KAIIC. 0,1983 535,41 6 1,1900 EAT, Ma ];a;[rpaﬂ 1798
100MTI X 6 Brarapus ?
AK Brarapusa
XAOPHHUT Baakanidba,
JoiBa | CHLORA | POMMIIMH Axpasme | 2TCS ap
118 o1 MPHENI P 250mg | 1200 0,2679 321,48 KAIIC. 0,1115 133,80 20 2,2300 EAL, AL pax 15653
COoL 250MTI" X Brarapus ?
20 Brearapusa
HHCTATH Axpasic Baakaudap
AO7AA | NYSTATI 50000 H TABA. Ma Pasrpan
11 1. 1 1 187 1 7 E 1 4
9 02 N tab. oiu 500 0,1892 283,80 500 000 UI 0,1875 281,25 20 3,7500 . AL, AL 550:
BATAPHS
x 20 Brarapus
Pharmasele | Pharmasele
MO4A COLCHI KOAXHIH ct ct
123 tabl | 0.5mg 750 0,4563 342,23 H TABA. X 0,4500 337,50 25 11,2500 . . 8305
Co1 CINE 25 Internation | Internation
al,ABctpusa | al, ABcTpusa
Pfizer
KCAHAKC Europe MA | Pfizer Italia
NOSBA | ALPRAZ
127 0152 OLAM tabl 0.5mg 4000 0,1128 451,20 TABA. 0,5 0,0440 176,00 100 4,4000 EEIG, S.r.l, 2891
MI" X 100 ObenuHeHo Urasusa
KPaACTBO
AITHKAOB Aliud Aliud
JOSAB | ACICLOV HP TABA. Pharma Pharma
142 o1 R tabl. | 400mg | 2600 0,7633 1 984,58 400 X 35 0,5500 1 430,00 35 19,2500 GmbH, GmbH, 1625
AAUYO Tepmanusa Tepmanusa
Roche
susp | 30mg/ TAMHSPAY Roche
143 JOOSZAH OSE“ITRA ensi | 5ml- | 60 18,1417 | 1088,50 | CHPON 18,0500 1 083,00 1 | 18,0500 | Registration Ph:éma 8174
on 60 ml 30MI'/5MA GmbH i
Tepmanusa
Teva,
Yurapus;
Teva UK,
AAOJATPA Teva B.V Beankobpu
MO4AA | ALLOPU TABA. e TaHHUS;
144 o1 RINOL tabl | 100mg | 2100 0,0978 205,38 100ME X 0,0362 76,02 50 1,8100 Hunepaauzn Pharmachi 8273
50 ua mie BV,
Xonrauaus;
Galien LPS,
Dpannua
KAOHAPE Rex
Pharmaceutic 5
145 | NOSAE | CLONAZ |1 | 0.5mg | 14400 | 0,2444 | 3519,36 | KC TABA- 0,2350 3384,00 | 30 | 7,0500 als Ltd, Remedica 9026
01 EPAM 0,5 MI' X o6 Ltd, Kumrsp
€JUHEHO
30 KpaaCTBO
Chinoin
Pharmaceut
HO-IIIIA Canocpu ical &
153 AO(?ZAD D;_\,OI;%\/ tabl | 40mg 2880 0,1367 393,70 TABA. 0,0942 271,30 24 2,2600 Brarapust Chemical 11401
40MT X 24 EOOL Works
Private,
Yurapusa
Zentiva k.s.
CO5BA ORGANO XEIIAPOH Canodu U
158 o1 HEPARIN | “0& 30g 200 14,5417 2 908,34 O YHT'B 8,4100 1 682,00 1 8,4100 Brarapus Kabelovny 11396
oD 30rp EOO 130, Yemka
peryGarKa
POAETPA Exocapma
RO6AX | LORATA E
159 0163 ?)INE tabl 10mg 1800 0,5017 903,06 TABA. 0,3750 675,00 10 3,7500 Tpym AZl, ;?SHPM 10649
10MI X 10 Brarapusa
Medophano | Medophano
PHYTOM 20mg/ - -
B02BA drop KA-BHT Arzneimittel | Arzneimittel
162 o1 ENll\\IDIO s mI:/I—LS 70 9,8500 689,50 COA. 5MA 7,7600 543,20 1 7,7600 GmbH, GmbH, 10652
T'epmanusa T'epmanusa
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Koauu | Ipemeann
Llena Ha
.3a en.lleHH B OHAKOBK
Gpoit AB-  ane Ipensarana | Cs a Pupma
MexayHa Koanu | emmmn Ge3 AIC eqUHUYHA penaa A P Wnentud
No Aek o6ma Bbp- | crobpase | [Npurekare TIPOU3BO-
poaHO €CTBO ua 3a Ilpenean | T'BproBcko LIeHA B AB. - H-KaTop
o aper CTOMHOCT | KaH Ha C A Ha JHUTEA U
ATC HeIaTeHT aKTUB Aegap eoHHHIA a obma HaHMEH. 6e3 [I/IC 3a HaA
pen BeHa - Ge3 IC 3a | ue B | mpemaara | paspelieHd JUbpKaBa
Koo HO HO cT- A€KapcTBe | cTOHHOC Ha eIUHUIA AEKapCTB
Ha dop OCOYEHOTO | oma -HHTE ero 3a Ha
HaHUMEHO Belec BeHa Ha dopma T NPOAYKTa | A€KapCTBEHA e-HHUs
HOM e Ma 150 dopma | B Koaoma 4 | Ges [IC PN KOAHYEeCTBO | KOB- | e.IleHH yrmorpeba | IPOH3BOACT DOIVET
B P P (k. 6*k.10) Ka oT -BOTO POLY
3al KBM y4acTHHKa KOAOHA
roaun | 02.11.201
10
a 8roa.
FRESUBI $PE3YBH
N H FRESENIU FRESENIU
173 ORIGINA 6p. 200 ml 2000 3,1500 6 300,00 BAHHAHMSI 2,6900 5 380,00 4 10,7600 S KABI S KABI
L DRINK 200MA X4
solu
tion
for
injec
tion PO$EPOH Pou Roche
180 | LOSAB | Interfero | pre-| iy | 480 | 10,8583 |9531,08 | A aM™ 19,4500 9 336,00 1 | 19,4500 | Boarapua | Prma 3362
05 n alfa-2a | filled 3MUx 1 EOOI AG,
syri /xyTua/ Tepmanusa
nge
+
need
le
Con
cent
AEIP
rate 30}“5[{ o Accord Accord
. for 4 Healthcare Healthcare
181 | MOSB | Zoledroni | (| mgs5 | 200 19,0917 |3 818,34 | ALHA 13,6000 2 720,00 1 | 13,6000 | Limited, Limited, 2866
A8 ¢ acid tion ml AKOPZ O6enuneno | ObexuHeHO
- ®A.4MT/5 PPN o
fo MAX1 PAACTBO PAACTBO
infu
sion
S_olu ETOIO3H Accord Accord
. tion 20 Healthcare Healthcare
LO1CB | Etoposid I AKOPI - -
183 for | mg/ml 300 10,5333 3 159,99 9,9300 2 979,00 1 9,9300 Limited, Limited, 16266
01 e . PA. 20
infu -5ml Ob6enuneno | O6emuHEHO
R Mr/Ma S5ma
sion KPaACTBO KPaACTBO
Methoxy
Solu
BO3XA pdzzihyl tion 75 N[I\I;\I/IPI_II_[ E;PSA Roche Roche
190 for | pg/0,3 12 203,0667 | 2 436,80 : 192,6000 2 311,20 1 192,6000 | Registration | Registration 2719
03 glycol- . MKT 0.3
. injec ml GmbH GmbH
epoetin A MAX1
tion
beta
Methoxy
Solu
BO3XA p olzzzhyl tion 100 I\:I\I;II;H];:EOA Roche Roche
191 for | ug/0,3 12 270,7583 | 3 249,10 . 256,8000 3 081,60 1 256,8000 | Registration | Registration 2720
03 glycol- injec ml MKT 0.3 GmbH GmbH
epoetin AJ MAXO
tion
beta
Methoxy
Solu
lyethyl MUPLIEPA
BO3XA po zzi Y| tion 150 AMHH150 Roche Roche
192 for | pg/0,3 12 406,1417 | 4 873,70 § 391,5000 4 698,00 1 391,5000 | Registration | Registration 2721
03 glycol- .. MKT 0.3
. injec ml GmbH GmbH
epoetin A MAX1
tion
beta

Ha TEXHHUYECKO IIPEOAOKEHUE.

KomMmucusara He 0OTBOPEHO LIEHOBOTO NPEAAOKEHHE Ha YIACTHHKA 3a HOMeHKAaTypu Ne 3, 6, 7, 8,
12, 17, 18, 19, 32, 35, 39, 41, 75, 76, 104, 105, 106, 109, 110, 111, 112, 114, 120, 122, 125,
126, 129, 130, 131, 132, 133, 134, 135, 136, 141, 148, 149, 151 u 152, 156, 157, 165, 166, 167,
168, 169, 170, 171, 172, 175, 176, 185 u 189 Tbif KaTo, Ha ocHoBaHue 4a. 107, 1.2, 6. ,a“ ot 30II,
Y4acCTHUKET € OTCTPaHEeH OT ydacTue B IIpolieaypaTa 3a Te3H HOMEHKAATYpPU Ha eTall pasrAekgaHe

KoMmucudgra He OTBOpPH LIEHOBUTE IIPEAAOXKEHHUA Ha yIaCTHHKA 3a HOMeHKAaTypu Ne 182, 184,
186 u 187, Tt KaTo Ha ocHoBaHue 4YA. 110, aa. 1, T. 5 ot 30II, c Bag3ao B cuaa Pemenne Ne PII—
10-100/18.01.2019r. Ha Usmbanuteanuda aupekrop Ha YMBAA ,Ilpod. A-p Cr. KupkoBuu“ All,
HacTosmaTa o0ILIecTBeHA ITOPBYKA € YaCTHYHO IIpeKpaTeHa 3a II0COYeHUTe HOMEHKAATYPH.

4. KomucudaTa IIpHUCTBIIM KBM OTBapsgHe Ha IIEHOBUTE IIPEOAOXKEHUS Ha yJYaCTHHUKA
,COPAPMA TPEUIHHI* ALl
Komucugara oTBOpH 3amedaTaHUTE HENPO3padHHW IIAMKOBE B odepTara Ha ydJacTHUKA 3a
HOMeHKAaTypu Ne 1,2, 13, 51, 59, 78,96, 102, 112, 132, 133, 138,175, 177 u 180.
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BBB BCEKH IAMK C€ YCTAHOBH HAAMYHETO Ha AOKYMEHTH Ha XapTHEH HOCHUTEA U AMCK. Tpuma

OT YA€HOBETE Ha KOMUCHATA U MIPEACTAaBUTEAAT Ha ydacTHHKA ,ProHukc Papma“ EOO/] nmoamnmcaxa
HaMUpallUTe Ce B IAMKOBETE JOKYMEHTH Ha XapTHEH HOCHUTEA 3a IIpefAaaraHy 1IeHOBH IIapaMeTpH OT
y4JacTHHKA 3a ITocodeHaTa 000co0eHa IIO3HUIIHS.

[IpencenareAsaT Ha KOMHUCHUSITA OIIOBECTU II€HOBUTE IIPEIAOKEHHN Ha YIaCTHUKA:

Ko- Ilpeneann Cs
BO.3a Ilena Ha Haenr
o €eX.IleHH B IIpeasarana B
6poit ONaKOBK uohu-
Mexayn | Aek | Koanu AB. Ge3s €AHHHYHA Ipensarana | p-
Ne €aHHH a IIpuTexkaT KaTop
apoaHo apc | ecTBO AOOC 3a IIpenean IleHa B AB. o6ma Ka PHpMa IPOH3BO-
no na T6bProBCKO - cpoGpas eA Ha Ha
ATC HeIaTeH TBe aKTHB eoHHHIA a obma 6e3 OMC 3a CTOHHOCT HH AHTEA H A'bpKaBa
pea Aekap o HaHMeH. Ha eHa ¢ paspemreHn Aekap
KOO THO Ha HO AeKapcTBe | CTOHHOC eoHHHIA 6e3 OMC 3a eB Ha NPOH3BOACT-
Ha cT- NpoAyKTa npexnaar HeTo 3a cTBe-
HauMeHo | ¢op | Bemec Ha dopma T AeKapCTBeHa | IOCOYEHOTO | oma BOTO
HOM BeHa a-HHTe ynorpeba HHSA
BaHHe Ma TBO B KoaoHa 4 | Ge3 OIC dopma ot KOAHYECTBO | KO
dopma en.ueHH npony
sa 1 xpm02.11. y4acTHHKA B- KT
2018rox. Ka
ron
ATPOITHH
1 |AOSBA| ATROPIN | | 1™8 | 4000 | o,7817 |3 126,80 | CYAPYPHK 0,7750 3100,00 | 10 | 7,7500 | COPAPMA Cocpapma ALL, 184
01 E 1ml amn. 1lmr/ ALl Brarapus
1ma x 10
KAPCHA
AO5BA . . Kamc. 90 mr CODPAPMA Codpapma All,
2 03 Silymarin | caps | 90mg | 21600 0,2033 4 391,28 %30 - 0,2028 4 380,48 30 6,0840 ALl Brarapms 161
Codapma
CTEPHAH3H
VO7A | W fi PAHA BOJA DAPMA
13 0 water for | | 1oml | 6000 | 0,2071 |1 242,60 OXL, 0,6500 3900,00 | 50 | 32,5000 | © Codapma ALL, 7923
BOO injection amn. 10ma x ALl Brarapust
50
50 TPAMAATHH
NO2A | TRAMAD amim. Codapma Codpapma All,
51 X02 oL amp ing/nril 3000 0,8133 2 439,90 50mr/Ma 0,6833 2 049,90 10 6,8330 ALl Brarapis 148
2ma x 10
NOSAA CHLORP 25 XAI/(I’:I,I:ﬁl:Aa Codhapma Codapma Al
59 ROMAZI | amp | mg/ml | 1200 0,6692 803,04 : 0,6667 800,04 10 6,6670 ig P ’ 166
01 25Mr/ ma 2 ALl Brarapus
NE -2 ml
Mma x10
AHOORaHH
CO1B | LIDOCAI | amp 1% amim. Codapma Codpapma All,
78 B02 NE 10ml 4800 0,8960 4 300,80 100mr/10Ma 0,8333 3 999,84 50 | 41,6655 ALl Brarapis 3196
-10x 50
Solu XHMAOIEPHL
NOSA | Haloperid tion Sme/ OA Codapma
96 DO1 ol .f(.)r ml- 1 1200 0,8158 978,96 amm.5mr/1m 0,8083 969,96 10 8,0830 ALl Codpapma Al 169
injec ml
A Aax 10
tion
HHBAAHH
102 | NOOD | GALANTA | | 10mg | 554, 2,4342 | 7302,60 | amm. 1% 1 2,4333 7290,00 | 10 | 24,3333 | Codapva Cocpapma ALL, 2005
A04 MINE 1ml Al Brarapus
MaA x 10
METAMI sol- AHAATHH
112 Nggf ZOLE | 20m 5%1“1““; 180 10,4583 | 1882,49 | xamku 500 3,8333 689,99 1| 38333 CO%’\E’ME" cog)i‘;ra u’;ﬂ 11247
SODIUM | 1 mr/ma 20 ma P
Peni
cillin
Crys
tallis
ate
TZF,
Pow
der
for 5000 NNEHHITUAH Tarchomin Tarchomin
JO1CE | Benzylpe | solu 32 H xpucr. TZF Pharmaceu Pharmaceutical
132 01 nicillin tion Oﬁ?’ 6000 24800 700,00 ¢éba 5000000 S BB 540 1 54333 tical Works Works Polfa SA, 16301
for 1) Polfa SA TToama
injec
tion,
5
000
000,
U,
Pack
01
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Koauu | Ipemneann

Llena Ha
.3a en.leHH B
- Cob OIIAaKOBK Wnent
Gpoit AB. IIpenaarana Opezaarana | o a by
MexayHa Koany | emunn Ge3 AOC eUHUYHA P ABP
Ne Aek o6ma - crobpase | IIpurexkare KaTop
POIHO €CTBO ua 3a Ipenean 1eHa B AB. 6e3 - dupma pou3Bo-
o aper TBProBcKo CTOHHOCT xa Ha C A Ha Ha
ATC HeIlaTeHT aKTUB Aegap eoHHHIA a obma O0C 3a JUTEA U IbpKaBa
pen BeHa - HaHMEH. HA Ge3 IC 3a | Hue | mpemaara | paspelleHH AeKapc
Koo HO HO cr- AeKapcTBe | CTOHHOC [Sisiiciziity Ha IIPOU3BOCT-
Ha dop NpoAyKTa MOCOYEeHOTO | B -HUTE ero 3a TBe-
HaHUMEHO Belllec | BeHa Ha dopma T AeKapCTBeHa BOTO
HOM Ma KOAHYEeCTBO | oIla | e.IeHH yrorpeba HHS
BaHUE TBO ¢dopma | B KoaoHa 4 | Ges AC cdopma ot
(k. 6*k.10) | KoB oT npony
3al KBM y4acTHHKA xa KosoHa KT
roagun | 02.11.201
10
a 8roax.
500
mg/ml
+2
Pitofenon mg/ml
CIIABMAATO
+
138 | AOSD | eand 1 *0.0210 g6 0,8533 | 4 095,84 | H amm. 2ma x 0,8500 4 080,00 5 | a2s00 | Cobapma Cocpapma AZl, 7961
A02 analgesic mg/ml 5 ALl Brarapus
s -2 ml,
Pack:
5
Con
cent
rate
for 501 MABTEPA Roche
LO1XC | Rituxi 10 1406,917 Roche Ph AG
175 wxima | 10 | mg/s0 | 150 | 14038417 | _2 dbaaxon 500 | 1406,9167 | 211037,51 | 1 ’ Registration | oo DamaAAY, g5,
03 b . 576,26 0 TepmaHus
tion ml mr/ 50 ma x1 GmbH
for
infu
sion
S? fu MABTEPA
LOIXC | Rituxima | Hom | 1400 258 | daaxon 1400 2837,667 Roche Roche Pharma AG:
177 for | mg/11 100 2583,4470 2837,6667 283 766,67 1 ‘ Registration > | 3835
02 b . 344,70 mr/ 11.7 ma 0 TepmaHus
injec | .7 ml x1 GmbH
tion
solu
tion
for
injec
tion
POPEPOH A Pomr
LO3AB | Interfe - P B
180 nteriero | Pre | sy | 480 19,8583 | 9 531,98 | 3IU/0,5ma + 19,8333 9 519,98 1 | 19,8333 | Brarapus Ol BhATapHi 3362
04 n alfa-2a | filled EOO/, Brarapus
X pasTB. X 1 EOOA
syri
nge
+
need
le

C ToBa ITPHUKAIOYIHU HY6AI/I‘IHaTa qacT 0T 3aCeJaHHETO HA KOMHCHATA.

V. Komucusara mHOpoabAXXU cBodTa paboTa, KaTo U3BBPIIN CHIIOCTABSIHE HA IIEHOBUTE
IIpeSAOKEeHHUS Ha YYaCTHHUIIUTE C U3UCKBaHUATA Ha BB3A0XKUTEAd OT YTBBpJAeHaTa JOKyMeHTAallHus U’
TeXHUYeCcKaTa CIIEIU(UKAIIUL, IIPEACTABAIBAIIA HEPa3aeAHa JYacT OT Hed:

1. lleHoBUTE HpENAOKEHUS Ha ydacTHHUKA ,,Ef;l EHO OHUA SAPMA BBATAPHUA" EAN 3a
HOMeHKAaTypu Ne 20, 21, 111, 155 u 171 He HagBUIIaBaT HOpeAeAHATa CTOWHOCT, Aa/ieHa OT
Bop3nroxkuTeas 3a Te3W HOMEHKAATypHU. [IpemaokeHHTEe OT ydacTHHUKA IIEHH Ha HOMEHKAATYpH ca
nocodeHU U B [Ipuaoxkenue Ne 1, KoeTo e Hepa3geAHa YacT OT HACTOSIIHS IIPOTOKOA.

2. lleHoBUTE IIpenAOKEHUSI Ha ydyacTHUKA ,,MEAJEKC* OO 3a HoMeHKAaTypu Ne 22, 78, 175
u 176 He HaxBUIIaBaT HIpeAeAHaATa CTOMHOCT, HaleHa OT BB3aoxkuteas 3a Te3d HOMEHKAATYPHU.
[IpenaozKeHUTE OT ydaCTHHKAa LIEHH Ha HOMEHKAAQTYPH ca 1ocodeHH U B [Ipuaoxxkenue Ne 1, KkoeTo e
HepasaeAHa YacT OT HACTOLAIIUS IIPOTOKOA.

3. lleHOBUTE TIpenAOKEHUd Ha ydacTHUKA ,,PBOHHKC PAPMA“ EOOJ 3a HoMeHKAaTypH No
4, 23, 24, 25, 26, 27, 29, 37, 43, 48, 51, 52, 53, 54, 55, 57, 61, 62, 63, 64, 65, 66, 67, 68, 70, 71,
78,79, 81, 82, 83, 85, 86, 87, 95, 97, 100, 103, 113, 115, 117, 118, 119, 123, 127, 140, 142, 143,
144, 145, 153, 158, 159, 162, 163, 173, 180, 181, 183, 190, 191, 192 He HagBUINIaBaT HpeaeAHaATA
cTofHOCT, nazeHa oT Bb3aoxkuTeas 3a Te3UM HOMEHKAATypH. IIpeqaokeHHUTEe OT ydacTHUKA IIeHU Ha
HOMEHKAAQTypHU ca IocodeHu B B llpumaoxkenme Nel, KoeTo € HepaszmeaHa dYacT OT HACTOLIIUSA
TIPOTOKOA.
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4. lleHoBUTE IIpPENAOKEHUS Ha ydacTHUKA ,,COPAPMA TPEUAHUHT ALl 3a HOMEHKAATyPHU
Ne 1, 2, 51, 359, 78, 96, 102, 112, 132, 133, 138 u 180 He HamBUNIABAT IpeIeAHATA CTOMHOCT,
naneHa oT DBwba3aoxkuread 3a Te3W HOMEHKAaTypu. llpemaokeHUTE OT ydYacTHHKa IIeHU Ha
HOMEHKAATypU ca mocodeHM M B llpuaoxkenme Nel, KoeTo e HepaszaeaHa dYacT OT HACTOLAIIUS
TIPOTOKOA.

IleHOBUTE TIPEIAOKEHHA Ha ydacTHuKa ,CODPAPMA TPEUIMHI“ Al 3a HoMeHKAaaTypu No 13,
175 u 177 HagBUINaBa OpefeAHATa CTOMHOCT, IIOCOYeHA OT BB3AOXKHUTEAd 34 Te3W HOMEHKAATYPHU B
TexXHU4YecKaTa cIenu@uKalig, Iopag KoeTo KOMHCHSTA IIpHeMa, dUe IIEHOBUTE IIPEeIAOKEeHHUS Ha
y4acTHHKAa 3a II0OCOYE€HUTE TPU HOMEHKAATYPU HE OTroBaps Ha YCAOBUSTA Ha BB3AOKUTEAS,
mocodyeHHu Ha ctp. 11 paszmea III: ,OcHoBanHudg 3a orTcTpaHaBaHe®, T. 8.8 oT yTBBpAEHATA
OOKYMEHTAallUsTa 3a IIpoBeXAaHe Ha IMpolleayparta: ,BBb3A0KHUTEAdT yKa3Ba, Y€ Ha OCHOBAHUE YA.
107, T. 2, 6ykBa ,a" 30Il yyacTHUK, YHATO II€eHOBa odepTa HaABHUINIABa II0ocoYeHaTa OTAeAHa
MaKCHMaAHa IIpeaeAHa IieHa Ha KOSITO U Ja € HOMEHKAATypa Iie Obae OTCTpaHEeH OT IIpoleayparta’,
mopagu KOeTO IIpefJaara Ha BB3AOXKHUTEAS Oa OCTpaHM OT ydacTue B npoueaypara ,COPAPMA
TPEVVHT Al 3a HoMenkaaTypu No 13, 175 u 177.

Hpe].'[AO}KeHI/ITe OT y4JaCTHHKA II€CHU Ha HOMCHKAAQTYpPH Ca IIOCOYCHU U B HpI/IAO}KeHI/Ie NQl, KOETO
€ HEpa3aeAHa 94acCT OT HAaCTOAIIHUA ITPOTOKOA.

HoMeHKAaTypa. No 78

Hav-Hucka ueHa  CTOMHOCT Ha cpegHa 20% no- Y4yacTHuK CTONHOCT
Ha odepTnTE Ha CTOMHOCT Ha ©naronpuATHO Ha 06.
LIDOCAINE HOMeHKnatypata YyJacTHULMTE npeasioXeHuata npeanoxeHue nosuuums
,Mepnekc*
7 479,84 3739,92 2991,94 oofn 4 224,00
3 480,00 »Codapma
20% 7 704,00 3 852,00 3 081,60 Tpenaunure 3 999,84
Al
,»®bOHUKC
8 223,84 4119,92 3 295,93 ®apma“EO 3480,00
on

VI. Komucuara HU3BBEPIIN NOPEABAPHTEAHO KAaCHpaHE Ha y4YaCTHHUIIUTE, OOILyCHATH MO0 IIO-
HaTaThIIHO ydacTUe B IIpolieiypaTa U CpaBHEHHE Ha IIEHUTE 3a HaAWYHe Ha IeHOBU IIpeIAOKEeHUS
10 HOMEHKAQTypH C noBede oT 20% mo-0AaronpUsSTHU OT CpeaHaTa CTOMHOCT Ha MPEeIAOKEeHHdITa Ha
OCTaHaAWUTe YYaCTHHIIN 3a ChOTBETHA HOMEHKAATypa, cbraacHo 4da. 72 ot 30II u ycraHoBu, 4e 3a
HoMeHKAaTypa No 78 ca ycTaHOBEHH IIEHOBH IIPEIAOKEHUS C IIU(PPOBO U3PaAKEHUE, KOUTO ITOJAEKAT
Ha OIeHsSBaHe O odepupaHaTa oOIia CTOMHOCT Ha HOMEHKAartypara U _He ca c¢ 20% mo-
0AQrOIIPUATHH OT CpefHaTa CTOMHOCT Ha IPENAOKEHHSTa Ha OCTAaHAAUTE YYaCTHHUIH, JAAEeHH KaTo
o6111a CTOMHOCT 3a ChOTBETHATa 000CO0€HAa ITO3UIIHS.

VII. KoMmHucusaTa HU3roTBHM OKOHYATEAHOTO KAaCHpaHE€ Ha Yy4YaCTHHIIUTE, KOETO IIpEACTaBAdBa
HpI/IAO}KeHI/IC Ne 1 xBM HaCTOSIIUA IIPOTOKOA, B KOE€TO IIPHAOXKEHHE Ca IIOCOYEHH KW BCHYKHU
IIPEOAOKEHHU OT YHACTHHUIIUTE LICHU. Komucusara HU3BBPIIN CACAHOTO KAACHPAHE:

Hom. MexayHapoOAHO HEMATEHTHO VuacTHHK
Ne HaHMeHOBaHHe Kaacupane
1 ATROPINE CO®APMA TPEHIMHT ALl 1-Bo MsCTO
Silymarin CO®PAPMA TPEfIZlI/IHl" ALl 1-BO MAcCTO
4 MULTIENZYMES (LIPASE, PROTEASE ETC.) "®bOHHUKC PAPMA" EOOL 1-Bo MsCTO
20 ALBUMIN »EM EHl TA $APMA BBATAPUSI" EALL 1-BO MfCTO
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21 ALBUMIN »EH EHJ U $APMA BBATAPUS" EALL 1-BO MfCTO
22 SODIUM CHLORIDE »MEIOEKC" 004 1-BO MfCTO
23 ENOXAPARIN "ébOHHKC APMA" EOOL 1-BO MSICTO
24 ENOXAPARIN "ébOHHKC $APMA" EOO] 1-Bo MACTO
25 AMIODARONE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
26 AMIODARONE "ébOHHKC $APMA" EOO 1-Bo MACTO
29 IVABRADINE "ébOHHKC $APMA" EOO] 1-Bo MACTO
37 SPIRONOLACTONE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
43 BETAMETHASONE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
48 OSELTAMIVIR "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
51 TRAMADOL CO®APMA TPEUIUHT AL 1-Bo msacTo
51 TRAMADOL "ébOHHKC ¢APMA" EOOL 2-po msicTo
52 CARBAMAZEPINE "ébOHHKC $APMA" EOO 1-Bo MACTO
53 CARBAMAZEPINE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
54 VALPROIC ACID "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
55 VALPROIC ACID "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
57 BIPERIDEN "ébOHHKC ¢APMA" EOO 1-BO MSICTO
59 CHLORPROMAZINE CO®APMA TPEMIHUHT AL 1-BO MSICTO
61 CLOZAPINE "ébOHHKC ¢APMA" EOO 1-BO MSICTO
62 OLANZAPINE "ébOHHKC ¢APMA" EOO 1-BO MSICTO
63 OLANZAPINE "ébOHHKC $APMA" EOO 1-Bo MACTO
64 QUETIAPINE "ébOHHKC $APMA" EOO 1-Bo MACTO
65 SERTRALINE "ébOHHKC $APMA" EOO 1-Bo MACTO
66 FLUVOXAMINE "ébOHHKC $APMA" EOO 1-Bo MACTO
67 VINPOCETINE "ébOHHKC $APMA" EOOI 1-Bo MACTO
68 TRAZODONE "ébOHHKC ¢APMA" EOO 1-BO MSICTO
70 VENLAFAXINE "ébOHHKC $APMA" EOOI 1-Bo MACTO
71 BROMHEXINE "ébOHHKC ¢APMA" EOO 1-BO MSICTO
78 LIDOCAINE "ébOHHKC $APMA" EOO 1-Bo msacTo
78 LIDOCAINE CO®APMA TPEMIHUHT AL 2-po msacTo
78 LIDOCAINE >MEIOEKC* 3-To macTO
79 SULFASALAZINE "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
81 GLICLAZIDE "ébOHHKC $APMA" EOO 1-Bo MfaCTO
82 ACENOCOUMAROL "ébOHHKC APMA" EOOJI 1-Bo MsICTO
83 CLOPIDOGREL "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
85 ISOSORBIDE DINITRATE "ébOHHKC $APMA" EOO] 1-Bo MfaCTO
86 TRIMETAZIDINE "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
87 MOXONIDINE "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
95 TOLPERISONE "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
96 Haloperidol CO®PAPMA TPEHIHHT ALl 1-Bo MsacTO
97 GABAPENTIN "ébOHHKC $APMA" EOO] 1-Bo MACTO
100 VENLAFAXINE "ébOHHKC ¢APMA" EOO 1-Bo MsICTO
102 GALANTAMINE CO®APMA TPEMIHUHT ALl 1-Bo MsICTO
103 NATURAL PHOSPHOLIPIDS "ébOHHKC APMA" EOOL 1-Bo mdacTo

111

METAMIZOLE SODIUM

»EH EHJ IH $APMA BBATAPUST" EALL

1-Bo MsacTO

112

METAMIZOLE SODIUM

CO®PAPMA TPEHUIUHT ALl

1-BO MsCTO

113

DIAZEPAM

"®bOHHKC APMA" EOO

1-BO MsCTO

115

BENFOTIAMIN, PYRIDOXINE,

"®&bOHHKC APMA" EOO

1-BO MsCTO

CYANOCOBALAMIN
117 DOXYCYCLIN "®@bOHHKC ®APMA" EOO 1-Bo mdacTo
118 CHLORAMPHENICOL "®@bOHHKC ®APMA" EOO 1-Bo mdacTo
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119 NYSTATIN "ébOHHKC ¢APMA" EOOL 1-Bo MsICTO
123 COLCHICINE "ébOHHKC APMA" EOOL 1-Bo MACTO
127 ALPRAZOLAM "ébOHHKC APMA" EOOL 1-Bo MACTO
133 Benzylpenicillin COPAPMA TPEfI,Z[IfIHI‘ ALl 1-Bo MsaCTO
138 Pitofenone and analgesics CO®PAPMA TPEﬁﬂHHF AL 1-BO MACTO
140 LOPERAMIDE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
143 OSELTAMIVIR "ébOHHKC $APMA" EOO] 1-Bo MfaCTO
144 ALLOPURINOL "ébOHHKC $APMA" EOO/] 1-Bo MfaCTO
145 CLONAZEPAM "ébOHHKC $APMA" EOO 1-Bo MACTO
153 DROTAVERINE "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
155 PARACETAMOL »EH EHJ IH $APMA BBATAPUS" EALL 1-BO MSICTO
158 ORGANO-HEPARINOID "ébOHHKC ¢APMA" EOOL 1-BO MSICTO
159 LORATADINE "ébOHHKC $APMA" EOO/] 1-Bo MfaCTO
162 PHYTOMENADION "ébOHHKC $APMA" EOO] 1-Bo MACTO
163 MAGNESIUM 22%2%?:{,}; /POTASSIUM "ébOHHKC $APMA" EOO] 1-Bo MfaCTO
171 PHENAZONE, LIDOCAINE »EH EHJI IH $APMA BBATAPUST" EALL 1-BO MSICTO
173 FRESUBIN ORIGINAL DRINK "ébOHHKC APMA" EOO 1-BO MSICTO
175 Rituximab »MEIOEKC" 000 1-BO MacTO
176 Rituximab »MEIOEKC" 000 1-BO MACTO
180 Interferon alfa-2a "ébOHHKC ®APMA" EOO 1-Bo msacTO
180 Interferon alfa-2a CO®PAPMA TPEfI,C[HHl" A 2-po msicTo
181 Zoledronic acid "ébOHHKC ®APMA" EOO 1-Bo MsaCTO
183 Etoposide "®dbOHHUKC APMA" EOO 1-BO MACTO
190 Methoxy polyethylene glycol-epoetin beta "ébOHHKC $APMA" EOOL 1-Bo MACTO
191 Methoxy polyethylene glycol-epoetin beta "$ébOHHKC APMA" EOO/L 1-Bo MsCTO
192 Methoxy polyethylene glycol-epoetin beta "$bOHHKC APMA" EOO 1-Bo mMsCTO

VIII. Komucuara mpensara Ha Be3aoxkuteas ga usdepe 3a U3IIbAHHUTEA CACTHUTE YIACTHUIIH:

— ,CODPAPMA TPEVIUHI“ A/l 3a HOMeHKAaTypu Ne 1, 2, 51, 59, 96, 102, 112, 132,
133, 138;

— “@bOHUKC PAPMA" EOO/ 3a momeHraatypu Ne 4, 23, 24, 25, 26, 27, 29, 37,
43, 48, 52, 53, 54, 55, 57, 61, 62, 63, 64, 65, 66, 67, 68, 70, 71, 78, 79, 81, 82, 83, 85, 86, 87,
95, 97, 100, 103, 113, 115, 117, 118, 119, 123, 127, 140, 142, 143, 144, 145, 153, 158, 1359,
162, 163, 173, 180, 181, 183, 190, 191, 192;

— L,EU EHI U ®APMA BBATAPUA" EAJ 3a HomeHraaTypu Ne 20, 21, 111, 155 u
171;

- L,MEIEKC“ OO/ 3a HomeHKaaTypu Ne 22, 175 u 176;

IX. Komucusara npeasara Ha Bu3aroxkuTeAsa ga DpeKpaTH npolleaypaTta Ha ocHoBaHue 4A. 110,
aa. 1, . 1 or 30I1 3a HOMEeHKAATYpHu Ne 5, 9, 10, 11, 14, 15, 16, 28, 30, 31, 33, 34, 36, 38, 40, 42,
44, 45, 46, 47, 49, 50, 56, 58, 60, 69, 72, 73, 74, 77, 80, 84, 88, 89, 90, 91, 92, 93, 94, 98, 99,
101, 108, 116, 121, 124, 128, 137, 139, 146, 147, 150, 154, 160, 161, 164, 174, 178, 179 u 188 —
He e IoJazieHa HUTO egHa odepTa 3a Te3W HOMEHKAATYPH.

X. Kowmmucusara npegasara Ha Be3aoxkureas ga nmpekpaTy Ipoleaypara Ha oCHOoBaHHE 4a. 110,
aa. 1, 1. 2, mpena. mocaegao ot 30I1 3a HOMeHKAaTypu Ne 3, 6, 7, 8, 12, 17, 18, 19, 32, 35, 39, 41,
75, 76, 104, 105, 106, 109, 110, 114, 120, 122, 125, 126, 129, 130, 131, 134, 135, 136, 141, 148,
149, 151, 152, 156, 157, 165, 166, 167, 168, 169, 170, 172, 185, 189, 13 u 177.
KomMmucusara npukaroydu cBosgta pabdora Ha 23.04.2019 r.
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Hacrosanius A0KAad, BCHUYKHU IIPOTOKOAU OT pa60TaTa Ha KOMHUCHATA, IIPHUAOXKEHHUATA KbM

TAX, 3a€THO C OPEPTUTE HA YIACTHHUIHUTE, YTBBPJACHATA NOKYMEHTAIIHUS U MPUAOKEHHUATA KBM Hed
ca mpegaaeHUu Ha BB3A0KUTeAsd Ha 25.04.2019r.

Bb3aroxkuTeaqar e IIOAYIHUA BCHYKH ITPOTOKOAH OT pa60TaTa Ha KOMHCHATA, IPUAOKECHHUATA KbM

TAX, 3aeAHO C 0PepTUTE Ha YIACTHHUIIUTE, YITBBPAEHATA NOKYMEHTAIIUS U IIPHUAOKEHUATA KbM Hes
Ha 25.04.2019r.
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