NPOTOKOA N01/22.01.2019r.
no 4A. 54, aa. 7 o MIII30I
3a KOHCTATAIIMH HAa KOMHCHSATA

Onec, #a 22.01.2019roxa. B 11:00 waca, KOMUCHATA 32 IPOBEXAAHE HA OTKPUTA
npoueaypa 1o 3011 3a Bb3saraHe Ha obmecrBeHa nopwuka ¢ npeamer: “ITOCTABKA
HA AEKAPCTBEHMU ITPOAYKTH U XPAHUTEAHU TOBEABKW WM HA AEKAPCTBEHHM
MMPOOYKTH 3A AEYEHHUE HA XEMATOAOIHMYHK 3ABOAABAHKHA 1M HA
[MAIMEHTH C TEPMUHAAHA BbEPEYHA HEAOCTATEYHOCT HA XEMOAWAAN3A
3A IEMHOCTTA HA YMBAA , [TPO®. [1-P CTOSH KUPKOBUY" Al, HazHaueHa ChC
3amorea Ne P/1-10-104/22.12.2018 roa., B CAEIHNA ChCTAB:

IIpencenarea:
1.Mar. papMmaneBT Muaka [enkoba — YopaBurea Boaunyuta Amrreka

YaeHORE:
2. Jo11. Uana [JumuTpoB [lonoB — BP.HM./l. HauarHUK KAMHEKA 110 HEQPOACOTHS C
JCHHOCT XeMOAHAAM3A
3.[1-p Mapusa Juukosa Tonoposa - BP.U. /1. Hawaanuk orneaenue no Kaunuakua
XEMATOAOIHA ¥ MEHIITHHCKA OHKOAOTHHA
4. Ane. Tarana KekeBcka —~ BBHIIIEH €KCITEPT
S5./Tmana [letpoBa MaanHKoBA — oM. (hapMarieBT ODOAHHYTHA anTeka

Pe3epBHH YA€HOBE!
» Anp. Xpucro [Tarpaitoros
» Bamnsg Bormanosa — PoroBoauTea ODOIECTBCHH HOPBYKY

OpPOBEAE CBOCTO ITEPBO 3aC€aHMe.

I. MlpencenateanT Ha komucuaTa obaBu 3anosexn Ne P/1-10-104/22.01.2019 roga.
Ha HampasvTesnna gupektop Ha YMBAA lpod. a-p Croan KupkoBug“ A, rpan
Crapa 3aropa 3a HasHAYUABAHE HA KOMUCHSITA ¥ CBCTABA M, M JOKAAABA, Y€ C IPHEMO-
npegasaTeAcH Iporoxkos oT 22.01.2019 r., u3roTBeH Ha OCHOBaHHE 4HA. 48, aa. 6 oT
30I1, e HOAYYHA OT IEAOBOAUTEAd B JCACBO/ICTBOTC HA BB3AOKHTCAX CHHCBK C
IIOCTBRIIHMAHTE OhepTH, BeAHO ¢ 4/4eTHpH/ [AMKa ¢ JOKYMCHTH CBLC CAGIHHTE
BXOIAIIH HOMEPA!

1. ,EH EHJO OIH ®APMA BBAFAPHS“ EAN - rp. Cocdust, kB.CTYAEHTCKH I'PaZ,
yaA. ,2Ipod. Asckcanabp Poa” 2, Bx.Ne I1/1-03-13/16.01.2019r., 8 10:00 gaca,

2. . MEIEKC“ 004 - rp. Codua, ya.“CamoxoBcko moce“l A, Teprosckm
1teHTEp Bouaa, Bx.Ne [1/1-03-17/18.01.2019r., B 10:55 qaca;

3. ,2PBOHHKC PAPMA“ EOOH, rp. Codhua, yA.“OKoAOBPBECTECH IBT 199 A
Bx.No I/1-03-18/ 21.01.2019r., 8B 09:20 yaca,



4. ,,COPAPMA TPEHIHHI“AMN, rp. Codwga, Paiion Harpes, ya. ,Andesap
Cranuer®d, Codapma Busnec Taysp, crpaga A, er.12,Bx.Ne I1/1-03-21/21.01.201%r.,
11:50 gaca.

II. TlpencenareaaT Ha KOMHCHATA KOHCTATHpA, 4Ye HAa 3acejalueTo Ha
KOMHCHSATA He IIPHCBCTBAT HPEACTABHTEAM HA YYACTHUIIHMTE B UPOIEAYPATA HAKU
TEXHH YIIBAHOMOIIEHY DPEACTABHUTEAH, HAH TIPEACTABUTCAM HaA CPeACTBa 34 MacoBa
TH@OPMAITHS.

III.Cac HoAydaBaHe HA CHUCHKA Ha NOCTHLOHMANTE O0QepTH, 4JYAeHOBeTe Ha
KOMUCHSITA IMMOANNCaXa AcKAApaAllH, cbraacHo da. 103, aa. 2 ot 301 1 9a. 51, aa. 8
ot IITI30I1.

YaeHoBeTe Ha KOMUCHSTA YCTAHOBHUXA, Y€ BCUYKU OIAKOBKH, KOHTO Ca
OCTLIMAN B JEAOBOJICTBOTO HA DBB3A0KUTEAS, C MIOCOYEHHTE II0-TOPE BXOAAITH
HOMeEpa ca 3anedaTaHH ¥ ¢ HeHapyLIEHA ISAOCT, OTTOBAPST Ha H3HCKBAHHATA Ha
3011 u TIII30I1, 1 Ha U3KUCKBaAHUATa Ha Br3sromuTead 3a BHAa Ha oepTHUTE H HAYMHA
Ha IIPEACTABAHETO HM.

IV. KoMmucuaTta OpuCTBEON KBM OTBapsiHe Ha odepTHTe HA VIACTHHIIUTE IO peaa
Ha TAXHOTO IOCThIIBAHE:

1. OTBOpPH ce OMaKOBRKATA Ha,,Eﬁ EHAO OH ®APMA B'BATAPHAA EAN. Tpuma
OT YACHOBETC HA KOMHCHATZ IIOAIIHCAXa 3alledaTaHUTC HEMpO3padyH¥ [AHMKOBE 3a
IpefAaraHu [IEHOBH MNApPAMETPH M BCHKA CTPAHUNA Ha ocTaHaswTe JOKYMEHTH,
CBIBPXKAIIM CE B OIIAKOBKATA. YCTAHOBH CE& HAAHYTHUETO HA AVMCKOBE C HALITHC:

»  “00536-2018-0013; eEEJOII 110 0bocobeHa o3y Ne 1, ,,EPI EHI U

DAPMA BBATAPHAC EAIS, '

¥ “00536-2018-0013; eEETOTII o ofocobena mosmust Ne 2, ,EW EHI AU
DAPMA BBATIAPHAY EALL

»  “00536-2018-0013; eEENOII mo ofocobena mozuuus Ne 3 ,EV EHA U
DAPMA BEBATAPUA" EAT]

1.1. YHAcHOBETE Ha KOMHCHSTA YCTAHOBHXA HAAHYIHETO HA JOKYMEHTH H
5/mneT/ 3amedaTaHy HEIIPO3PatiHM [MAHKA C HAAIIHC!

» JJlpenaarapm ewoBd napaMmerpu” 3a obocobeHa mozuriun  Nel,
HOMeHEKaaTypa cNe20 ¢ maumernoBauue ,ALBUMIN” {1.20% 50m]; '

» Jlpemaaramm 1eHoBH mapaMerTpu”  3a  obocobena mosumma  Nel,
HOMeHKAaTypa ¢ Ne 21 ¢ vammeHopanue, ALBUMIN” f1.20% 1001mnl;

» llpemaaraHu 1eHoBH mnapameTpH® 3a obocobena nosuitng No2,
moMmeHgAaTypa ¢ No 111 ¢ HaumenoBauue “METAMIZOLE SODIUM” tabl.500mg.;

» Jllpemsaranu uUeHOBH uapamerpu® 3a obocobena mosmmma  No3,
HOMeHKAaTypa ¢ Nel55 ¢ naumenosarnne ,PARACETAMOL” sup.150mg;

» llpemaarapm 1IeHOBM mnapamerpur“ 3a obocobena mosumug  Ne3,

HOMeHRAaTypa ¢ Nel71 ¢ mauMenoarme “PHENAZONE, LIDOCAINE Ear drops, 4
g/100g + 1g/100g ~ 15ml;
' 2.0TBopu ce onakoBkarta Ha L,MEIOEKC* O00. Tpuma oOT uaeHOBETE Ha
KOMHWCHITA TIOANMKACAXa 3aleYaTaHHTe HENPO3padHy [IAHKOBE 3a IIPEJAaTaHH I{CHOBH
mapaMeTpH M BCSIKA CTPAaHWIlA HAa OCTAHAAUTE JOKYMEHTH, CBABPNKALIHM CE B
OIIAKOBKaTa. YCTAHOBM CE€ HAAHYHETO Ha Auck c Haamuc “EEJOIT ,Menmerc.



YaeHOBETE Ha KOMUCHATA YCTAHOBHXA HAAUYHETO HA JOKYMeHTH H 4/dgetupu/
3anedaTaHy HeTPO3IPAYHU [IANKA ¢ HAATINC:

» Jpenaaranu ueHoBH napamerpr” 3a obocobema mozummsa NelSODIUM
CHOLORIDE, momengaatypa ¢ Ne22 Comuym Xaopuzm Bakcrep 0,9%, wH(Qpy3HOHEH
pa3Teop, 9r/a — 500MA X 1;

» Jlpenaarasw 1ieHoBm  mapameTpu® 3a  obocofema  mosmima  Nel
LIDOCAINE, =Homenraatrypa ¢ No78 Awmmokaun - YaliradapMma, HHIKEKITUOHEH
pasTBop, 10Mr/ma — 10Ma x 1; :

» JIpensaranu 1eHoBH IapaMeTpH® 3a oBocobena mosumusa Nod4 Ritaximab,

HoMeHKaaTypa ¢ Nel75 Pukcaron, KoHUEHTpaT 3a HH(py3uoHeH pazrsop, S00Mr/50Ma
x1;
» llpensaraHu 1IeHOBH napaMeTpH” 3a 0bocobeHa mosHiua Ne4 Ritaximab,

HOMCHEAQTYpa ¢ Nel76 PuxcaTon, KoHuecHTpar 3a nHQy3uoHeH pa3TBop, 100mMr/10MA
X 2;

3.0TBOpH ce onakoBkaTa Ha ,hbOHHKC #APMA“ EQO/. TpumMa OT YACHOBETE
Ha KOMHCHATA IMIOAIIMCAXA 3aleYaTaHHTE HEMPO3PAYHH TAHKOBE 3a IIPEIAAraHi
LIEHOBH NApPaMETPHU ¥ BCSIKA CTPAHHIIA HA OCTAHAAMTE JIOKYMEHTH, CB/IBPKALE CE B
OIIAKOBKATA. YCTAHOBH Ce HAAH'TIHMETO Ha AUCK c Hagmuc “EEJOITY.
YaeHOBETE Ha KOMHCHSTA YCTAHOBHXA HAAMYHETO Ha AOKYMeHTH u 117/cto M
celleMHaieceT/ 3amevyaTady HelIPO3padHH TAKHKA ¢ HaJIIuC!
» Jlpensarasn  1eHoBH  napameTpu”  (Obocobena mosurua  Nel -

AeKapCTBCHH IIPOAYETH BEAIYCHM B IpHAoXKecHHe 2 B IIAC, HOMeHKaaTypHA
eIHHUIIIA:

3 MACROGOL, COMBINATIONS 3 BETAMETHASONE
4 MULTIENZYMES (LIPASE, PROTEASE ETC.) p OSELTAMIVIR

6 INSULIN (HUMAN) 51 TRAMADOL

7 INSULIN (HUMAN) 52 CARBAMAZEPINE
g INSULIN (HUMAN) o3 CARBAMAZEPINE
12 MAGNESIUM SULFATE 5a VALPROIC AGID
17 AMINOACIDS <5 VALPROIC ACID
18 FAT EMULSIONS 7 BIPERIDEN

19 COMBINATIONS 61 GLOZAPINE

23 ENOXAPARIN 62 OLANZAPINE
52 ENOXAPARIN - OLANZAPINE
25 AMIODARONE 64 QUETIAPINE

2 AMIODARONE es SERTRALINE
27 GLYCERYL TRINITRATE o6 FLUVOXAMINE
29 IVABRADINE 57 VINPOCETINE
32 DOBUTAMINE o8 TRAZODONE
35 ENALAPRIL 20 VENLAFAXINE
37 SPIRONOLAGTONE

71 BROMHEXINE

39 TORASEMIDE .
: 75 LEVOCETIRIZINE
41 NIMODIPINE -

76 TOBRAMYCIN, DEXAMETHASONE 82 ACENOCOUMAROL
78 LIDOCAINE 83 CLOPIDOGREL
79 SULFASALAZINE 85 ISOSORBIDE DINITRATE
g1 GLICLAZIDE 86 TRIMETAZIDINE




R7

MOXONIDINE

104

TOBRAMYCIN, DEXAMETHASONE

95 TOLPERISONE 105 RIVAROXABAN
97 GABAPENTIN 106 RIVAROXABAN
100 VENLAFAXINE
103 NATURAL PHOSPHOLIPIDS
> Ilpensaranmn uwemoeu napamerpu” OGocobena moaumrmug Ne2 -

AeKapcTBEHH IIPOAYKTH BKAIOYEHH B PETHCTHD HA MPE/ICAHH LEHHM HA ACKAPCTBEHUTE
NAPOJIYKTH, OTIIyCHATH 10 ACKAPCKO NpeAnHcaiue, HOMEHKAATYPHA €JUHUIIA:

109 AZITHROMYCIN 131 CIPROFLOXACIN

110 LIDOGCAINE 132 Benzylpenicillin

111 METAMIZCLE SODIUM 133 Benzylpenicillin

112 METAMIZOLE SOBIUM 134 TOBRAMYCIN

113 DIAZEPAM 135 proxymetacaine

114 DEXAMETHASONE 136 SALBUTAMOL

115 BENFOTIAMIN, PYRIDOXINE, CYANOCOBALAMIN 140 L OPERAMIDE

117 DOXYCYCLIN 141 OXYMETAZOLINE

118 CHLORAMPHENICOL 142 ACICLOVIR

119 NYSTATIN 143 QSELTAMIVIR

120 METHYLDOPA 144 ALLOPURINQL.

122 AMOXICILLINE 145 CLONAZEPAM

123 COLCHICINE 148 DESLORATADINE

125 Chlorprotixene 149 DIMETINDENE

126 CITICOLINE ' SODIUM AMIDOTRIZOATE, MEGLUMINE

127 ALPRAZOLAM 151 AMIDOTRIZOATE

129 | TIANEPTINE o TUBERCULINI PURIFIED PROTEIN DERIVATIVE
T 152 FOR HUMAN USE

130 DESLORATADIN

» llpenaarany LieHOBH nDapaMeTrpu®
ACKapPCTBEHH IIPOAYKTH B XPaHHTEAHH NOOARKH, HOMEHKAATYpPHA €IHHHIIA:

Obocobena nozuimss Ne3- [pyrm

153

DROTAVERINE

156

LACTULOSE

167

SNAKE VENOM ANTISERUM

157

ACETYLSALICYLIC ACID

168

proxymetacaine

- 158

ORGANQ-HEPARINOID

Micronized and purified flavonoic fraction (containing
Drasmin 90 % and flavongids expressed as Hesperidin

169 10 %)

159 LORATADINE
170 Naftifine

162 PHYTOMENADION

MAGNESIUM ASPARTATE /POTASSIUM 71 PHENAZONE, LIDOCAINE

163 ASPARTATE 172 Acetylcysteine

165 Diosmectit 173 FRESUBIN CRIGINAL DRINK

166 MAGNESIUM ASPARTATE '

» llpemaaramst rnenoBu napamerpu” Obocobena mosunpa Ned -

AeKapCTBeHI/I IOPOOYKTH 38 ACHCHHC Ha XCMaTOAOTHYHH 38.60AHB&1HHH., HOMCHEKAATYPHZ
- EAHHHIIA!

| s |

Rituximab

176

.

Rituximab

180

Interferon alfa-2a




181 Zoledronic acid ' 186 Nilotinib
182 Azacitiding 187 Ruxalitinib
183 Etoposide 189 Deferasirox
184 Mitoxanirone

185 Nilotinik

» Jlpenaaraun 11eHOBH mnapametrpu“ O6ocobena mnosuima Nod -
AekapCTBeHH TIPOAYKTU 34 AE€YeHHWEe Ha MalueHTH ¢ TepMHHaAHA OBOpeYHa
HCAOCTATHYHOCT Ha XCMOIHMAAN3a!

190 Methoxy polyeihylene glycol-epoetin beta

151 192 Methoxy polyethylene glycol-epostin beta

Methoxy palyethylene glycol-epoetin beta

4.0TROPH ce oItlakoBKara Ha ,COPAPMA TPEU/THAT AL, TpuMaoT WAEHORBETE
Ha KOMHCUYTa IIO[Iycaxa 3alledaTaHuTe HENPo3padHH T[IAMKOBe 3a IIpeaaTaHH
IICHOBH TAPaMETPH U BCSKA CTPAHHIA HA OCTAHAAHMTE AOKYMEHTH, ChIBPIKAIIHU Ce B
OIIAKOBKATA. YCTAHOBH CE HAAHYHMETO HA AUCK ¢ Hammuc,COPAPMA TPEWIWHI
AIEEOQOTI 00536-2018-0013 “.
YaeHopere Ha& KOMHCHATA YCTAaHOBHXA HAAHYHETO HAa JOKYMEHTH H
15/meTHaAeceT/ 3amedaTaHK HEIIPO3PATHH IAMKA C HAITHC:
» JIpejaaranu neunosu mnapaMmerpu” OBocobena mogmima  Nel -

‘AekapCcTBeHY NPOAYKTH BKAIOYEHHU B HOpHaoxkeHHe 2 B I[JAC, HOMEHRAaTypHa
eAHHULIA:

25 mgéml-
1 ATROPINE amp Img 1mi 59 | _CHLORPROMAZINE amp 2ml
2 Silymarin caps 90mg 78 LIDOCAINE amp. 1% 10ml
R Selution for s5mg/mi -
13 Water for injection amp 10ml 96 Haloperidof injection 1 mi
50 mg/mi
51 TRAMADQOL amp -2ml 102 GALANTAMINE amp 10mg 1ml

» llpensarass  medoBm uapamerpu“ ObocobeHa mosmumsa  Noe2 -
AeKapCTBEHH NPOAYKTH BRAIOYEHU B PErncTHP HA HpEASAHU LEHH HA ACKApPCTBEHHTE
MIPOAYKTH, OTIIYCHATH TI0 AEKaPCKO TIPEJITHCaHHe, HOMEHKAAQTYPHA ¢IHHHANA:

) METAMIZOLE \ Penicillin
112 SODIUM sol-20ml 500mg/mi Crystallis
ate TZF,
Powder
Penicillin for
Crystallis 133 Benzylpenicillin solution | ! DGI?JOUO‘
ate TZF, for .
Powder injectian,
for 1000
132 Benzylpeniciliin sclution 5 O(JllEJOOO. 000, 1U,
for Pack 1
injection,
5000
000, 1U, 500 mg/ml +
FPack 1 Pitofenone and 2 mg/ml +
138 analgesics amp 0,02 mg/ml -
2ml, Pack 5




» llpensaranm 1neHoBu napamerpu” O6Gocobena mosmims Ned -

AerapcTBEHU MTPOAYKTH 3a ACUCHHE Ha XCMAaTOAOTHYHY 3a00adBaHus, HOMEHKAATYPIA
eNMHANA:

B |
500 mg/50 ml

177 Rituximab Solution for injection | 1400 mg/11.7 mt

Concentrate for

solution for injection
solution for infusion

pre-filled syringe + 3 MIU
needle

175 Rituximab interferon alfa-

i80 23

C Te3u AeficTBHA ITPUKAIOYIHN IIyDAHYRATA 9aCcT OT paboTara Ha KOMHCHATA.

V.KoMucuarta DpoabaXKH cBosgTa padora B 3akpuTo 3acedanue ua 30.01.2019r. or
11:00 gaca, karo pasraena nocodeHwutTe oT yuactHuimmTe B eEEJOII nanaM oTHOCHO

MOCTABEHUTE 0T BBh3A0KHTEAd M3UCKBAHMA KBM AHWYHOTO HM CLCTOSHHC H KPHTCPHH 3a
nonbop.

1. KomucusiTa yCTAHOBH, Y€ YIACTHHUKET ,,Eﬁ EHO TH PAPMA BBATAPHI EAL
e mpeacraBua Tpu gucka c cEEJOIT 3a Bcgka ot obocobenute mosumum - OII No 1, 2 1 3
Ha E€AEKTPOHHH HOCHTEAH, BCEKH IIOAMNMCAH C €A. OOANNC OT YaeHOBeTe Ha (CbBeTa HA
AUpeKTOopuTe AseKcarAbp AaexcaHapoB MapwuHoB, Beceann lladyes duakos H Pocen
ﬁopﬂaHOB IlaBaoB. KoMucugara Hanpasy ciipaBka B TP npu AB U yCTaHOBH,HI€ €AHOAWYECH
CODCTBEHHK Ha KanHTasa € YyXAeCTPAHHO IOPHAHMYECKO AMIIe “EM EHI AW PAPMA
XOAOVHI'C H.B*  Hupepaanans.

Ceraacuo 1a. 40, aa. 1 or IIT13011, avara o 4a. 54, aa. 2 1 49a. 55, aa. 3 ot 3011
cal

1. aMIIaTA, KOUTO IPENCTABAYBAT YIACTHUKA HAU KaHIHIATAa;

2. aunaTa, KOWTQ Ca YIACHOBE Ha YIPABUTCAHW HW HAA30PHH OPraHH Ha
YVUACTHUKA HAH KaHAWAATA;

3. mpyra AuMIAa CbC CTATyT, KOHTO WM [O3BOAABA Ja BAHLAT [OPIKO BBPXY
AeHHOCTTa Ha OpeAUpUSTHETO TI0 HA4YWH, E€KBHBAAGHTEH Ha TO3H, BAAHJICH 3a
TIpeaCTaBAABAINTE TO AHIIA, TACHOBETE HA YIIPABHTEAHUTE HAH HRA30PHHUTE OPraHu.

Ha ocumoBarme 4. 44, aa. 1 or TI[I30I1 ywactauxsr ,EV EHA U $APMA
EEBATAPUA“ EA/l caeaBa B CcpoK oOT o/uetr/ paboTHH AHW OT HOAVIABALE HA HACTOANTHI
OPOTOKOA 1A IPEACTARY Ha BB3A0KNATEAST COUCHK Ha BCHYKH 3aIBLANKEHH AWIIA [0 CMHCBAA
Ha 9a. 54, aa. 2 ot 3011

YuacTHUKBT € nOpeactaBua OnuUc HA IIPEJACTABCHHTE [OKYMEHTH. BBB BCeKH
eEE/IOTI y4acTHHKSET € ACKAAPUPAA:

B Yacm III: ,OcHosaHua 3@ uzk/wpousaHe” y9aCcTHHKBT € MAapKHpaa ¢ ,He"
' OCHOBAHHSITA, CBBP3aHHU ¢ HAKA3ATCAHH TIPUCHIN;, OCHOBAHHATA, CRBP3aHU C IAAILIAHETO
H4 JAaHBIP HAM COLMAAHO-OCHIVPMTCAHH BHOCKY; OCHOBAHHATA, CBBP3aHU C
HECBCTOSTEAHOCT, KOH(AWKT HA HHTepecH WAl npodeCcuoHaAHO HapylleHHe §
CIICLIPI(I)I/I‘-IHHT‘G HAITMOHAAHHM OCHOBAaHWSA 34 M3KAYBAHE.

B HYacm IV: ,Kpumepuu 3a nodbop, pazden A:l'odHocm® yIacTHHKDLT € IIOCOYHA, HU€
npuTexapa 0Oescpoyno PaspenieHue 3a TBPrOBHS Ha €4pP0 C ACKAPCTBEHU IPOIAYKTH,



usnagero ot HMAA - Ne IV-P-T-EU-S-042, usmageno Ha 29.04.2013. H e BHOHcaH B
TBPrOBCKH PETHCTHP.

B pasden B: ,TexHuuecku u npogecuoHanHu cnocobHocmu“ y4acTHHKBT €
ACKAAPHUPAA CACTHUTE H3ITBAHCHYC JOCTABKH:

» "HocraBka Ha aeKapcrBeHH NpoaykTe, 604350.30 BGN ¢ Havaana narta 07-
09-2016 - Kpaitaa pata 06-09-2017, YMBAA "lapuna Hoamua - UCYA" EA, rp. Codmug;

» "[ocTaBKa HA ACKAPCTBEHH IPOAYKTH', 952492.80 BGN c¢ Hawaana gata
23-08-2017 - Kpaiina gata 06-06-2018CEBAAX3 EA/, rp. Coduga;

» "ocraska Ha sekapcTBeHu npoaykta, 94706.5 BGN, Hagaana pmata 01-10-
2016 - Kpatina pata 30-09-2017, MBAA "[J-p UBau CeaumMuucku” A/l, rp. CAUBEH;

B noae 3a nopwuru 3a docrmaexku: Cepmudpukamu om UHCMUMmMyyull no KoOHmpoa Ha
Kauecmeomo YHacTHHKBT AeKaapupa, 4ue npurexkara Ceprudpuxar [SO9001:2015 ¢
No26034/13/AN ¢ pmara Ha nbpBo BbBexnaHe 25.04.2013 r.,mocaeaHa UIpoMsHA OT
10.05.2018 r. u BaaugsOocT o 17.04.2019 r. ObxBaT- THPrOBHA HA €/Ip0 W JA0OCTABKA HA
ACKAPCTBCHU TPOAYKTH, MCOHITHHCKH M3ACAMA, XPAHHUTCAHH MA00aBKH W KO3METHKA 3a
XyMaHHTapHa yrnorpedba B ChOTBCTCTBHE C MPABHAATA 34 A00pa AHCTPHOYTOPCKA TPaKTHKA
2013/C434/01.MapkeTHHI H PETHCTPAIME HA AKAPCTBEHH NIPOAYKTH, MeTHUITHIICKHA
H3EeAVs, XPAHHTEAHH J00aBKH ¥ KO3METUKA.

2. Koumucusara yCTAHOBH, Ye yIacTHHKBT ,MENEKC* OQM e npe/cTaBHA JIMCK C
eEE/IOIT Ha eAeKTpOHEH HOCHTEA, MOANHCAH C €A. MOAIMCH OT YIpaBHTeAHuTe EmnA
AaekcaHapos [laHeB 1 Beansap AutoHoB [paroes.KoMucuara Hanpaeu cupaska B TP npH
AB u ycTraHOBH,Ue¢ APYXKCCTBOTO HMa OIlle JiBaMa CBAPYXRHHIU — Kpacumup Bacwaes
KpbeteB ¥ EMua  Aaekcauapos J[laweB. KoMmHcHATA YCTadoBH, Ye VYaCTHHKGBT, €
npencrasua CIIHCBK Ha BCHYKHY 33/IbAXKEHH AHI@, B KOHTO € TIOCOYEHO, 4e:

1. AnIaTa, KOHTO TIPEACTABASIBAT VHACTHHKA ca EMHUA AAeKcaHApor [laHEB H
Beanzap AHNTOHOB [Iparoes;
2. AMIIATA, KOHTO Cca YA€HOBE HA YIIPaBUTEAHH U HaJ30pHH OPraHH Ha y4acTHHKA
H €38 AWNEA, KOHTO HE BAHAAT TIPAKO BBPXY ASHHOCTTA HA TIPEANPHATHETO IO HAYHH,
€KBUBAACHTEH Ha TO3H, BAaAHAECH 3a IpelcTaBasgBallgTe ro amua ca Kpacumup Bacuaesn
KpncreB u EMua AaekcaHapoR [laHeB B KAYCCTBOTO UM HA CBHAPYKHHITH.
. YuacTHHURDBT e npepcrasua Onuc Ha JOKYMEHTHUTE, 3aBepeHo Komue ¢ rpudy ,Bapmo
C opHuruHaAA“ Ha PaszpelicHHe 3a THPTOBHSA Ha ¢IP0 C ACKAPCTBCHHU IPOAYKTH ¢ HoMep 1V-
P-T-EU-S-110-1, BeaHo ¢ OpHAOKCHHE KBM Hero; 3aBepeHo Komue ¢ rpudgp ,Bapuo c¢
OpHTHHaAQ" Ha AWIEH3WA 3a JeHHOCTH ¢ HAPKOTHYHH BEIIeCTBa 34 MEIUIHHCKH IIeAH;
Heraapaups o 9a4.68, aa.1l, 1.2 or 301[; cnuchbk Ha H3BBPILUEHU JOCTABKH 3a TlEepHOIA
suyapu 2016 - nmexemepm 2018r; YnocToBepeHHe 3a W3BBPIIEHH AOCTABKH K 100po
nameaHenne or ,CBAAO Xackoso“ EQO, YmocroBepeHHEe 3a H3BBLPIICHH AJOCTABKH H
n106po manwearenne ot ,CLAAO® EAJ], Codusa; YaocToOBEpEHHE 38 H3BBLPIIEHH AOCTABKH U
mobpo msneaHeHue ot YMBAA [I-p I'. Crpaucku“ EAJl, YoocToBepeHHE 32 M3BBPIICHU
JOCTaBKH U A0bpo usmbaHenue or MOBAA J-p Cr. YepxesoB“ Al — Beauro TepHOEO;
YOoCcToOBepeHie 34 HIBBPLIEHH A0CTAaBKuH ¥ 100po usmbaHcHHe oT MBAA ,,Jl—p Tora
Benukopa“ A/l — rp.I'abpoBo; YnocroBepeiie 3a U3BLPHICHH I0CTABKH ¥ A00P0 HIITBAHEHHE
or CBAAO3 - Codus obaact EOOL; YoocroBepeHue 3a H3BLPIIEHH AOCTAaBKH M A00pO
nsmpaHeHHe oT YMBAA - Pyce“All; YmocToBepeHUe 3a H3BBPIIEHH JOCTABKH H 1006po
uareanenne ot KOIL — Beanko TepHOBO; YaocToBepeHne 3a U3BBPIICHH AOCTABKUA H n06po
usmbaHenre ot KOOIl — Pyce* EOOQ/I; YmocroBepeHHe 3a H3BBPIIEHH JOCTABKH H I00pO
usnnaHeHue or KOLI —Crapa 3Baropa; YoocroBepeHHE 3a H3BBLPIICHH AOCTABKU H 06po



uslreaHenue ot ,MBAA - XackoBo“A/l; YnocToBepeHue 3a H3BBPIIEHH IOCTABKH H A00po
usnreaenne oT ,CBAAO Xackoro“ EOO/; zaBepeno Komme ¢ rpud ,BapHo ¢ opuruHasa®
Ha Ceprudmrat no cranaapt SO 9001:2015 ¢ 00xBaT BHOC M THProBHA Ha ACKAPCTBEHH
IPOAYKTH ¥ MEHITMHCKY M3CAUS, U3IaACH HA UMETO Ha YIACTHHKA;

Komucuara pasracga npeacrasenus ot ydactauka eEE/IOIL u ycraHosH, de:

B Yacm HOI. ,OcunogaHust 3a UIKAUeaHe“ YYACTHHKBT € MAapKHpas ¢ ,He"
OCHOBAHHSATA, CBHP3aHH C HaKa3aTeAHH IIPHCHIH; OCHOBAHHUSATA, CBBP3aHU C MAALIEAHETO
Ha JIQHBIM HAH COIIMAAHO-OCHTYPUTEAHM BHOCKH;, OCHOBaHHATA, CBBP3aHH C
HECBCTOATECAHOCT, KOHMAWKT Ha HHTepecH HAHM HpoeCHOHAAHO HapylleHHe H
CIIEH\I/I(bK‘-IHH’I’e HAIHMOHAAHK OCHOBAHHA 34 U3KAIOYBAHE,

B Yacm IV: ,Kpumepuu 3a nodbop, pasden A:lodHocm® yIaCTHHKET ¢ TIOCOUHA, Y€
nmpuTexkapa 06e3cpouno PaspelnieHue 3a TEPrOBUS Ha eAP0 € AEKapCTBECHH OpoAykKTH Ne IV-
P-T-EUS-110-1, usgageno ga 30.10.2017r;

B pasoen B: , TexHuuecku W.NpogecuoHaIHU cnocobHocmu® yI1aCTHUKEBT € JIEKAapHUpas
CA€JHHUTE U3ITBAHCHYE JOCTABKU!

» “"[ocTaBka Ha aexapcrpeHn unpoAyrTa®, 4417004 BGN ¢ Hagaana
parta 13-04-2014- Kpaiina pata 14-04-2015, MEAA “Cepera Mapuna” EAl — Bapaa;

» "[ocraBKa Ha A€KapcTBeHH npoayktu , 1444756 BGN ¢ Havaama
aata 24-10-2014, Kpaitna nara 23-10-2015, MBAA — Pyce All;

‘ » "JlocraBKa Ha AcKapcTBeHH nponykTr‘, 303366 BGN ¢ HawaaHa mara

04-05-2015, Kpaiiua gara 03-05-2016, MBAA Cuauctpa All;

» "[JocTaBRa Ha AeKapcTBeHH npoaykru“, 3636176 BGN c¢ Hawgaana
marta 06-06-2016, Kpaiina gara 06-12-2017, YMEAA JI-p T. Crpancku® EA/] - IlaeBcH;

» [HocraBKa Ha AeKapcTBend npoaykTH®, 17235534 BGN ¢ Hauvaama gara
02-07-2015, Kpatiza gata 01-07-2016, MOBAA J-p Cr.Hepkesos® Al — B.T'spHOBO;

B noae 3a nopvuru 3a docmasku: Cepmuchuxamu om UHCMUMYYUL no KOHMPOoL HA
Kauecmeomo V4aCTHHKET AeKaapupa, de nputexasa Ceptuduxar no [SO 9001:2015,
Ob6xBarT — BHOC H TLProsuda HA CAPO C AEKApPCTBCHH MPOAYKTH H MCOUITHHCKH HW3/ICAHS
Hata Ha uzmaBaue — 01.12.2017r. Cpok #a Baaupasoct ~ o 30.11.2020 r.; U3nanpew(o) ot
Aotinc Perzctep EMEA KRAOH. '

YYacTHHKBT € [OCOYHMA HOAHHE OTHOCHO AHYBOTO CBCTOSHHE U KPHTEPHMHTE 34
noabop, KOUTO OTIOBApYT HAa H3WUCKBaAHMATA Ha DBe3aoxuTeas. KoMHcHATa AOMycKa o0
IOCAEABAaIle YYACTHE B IIpoleAypaTa ydacTauka, MEJEKCY OO0,

3.Komucugra ycragoBuy, de y4acTHUKLT ,PBOHHKC ®APMA“ EQO/ ¢ npeacrasua
muck ¢ eEEIOII Ha cAeKTpoHEH HOCHTEeA, MOAIIHCAH C €A, HOAIIMCH OT YIIPaBHUTEAWTE
Beceann Beanuros Kynen, 10auan Atanacor Heneauen, Pagoctun [eoprues [JUMUTPOB 1
Hukoaa#t Bures Koaes.

Komucuara pasracaa upeacrascHus oT yracTHuka eEE/TOIT 1 ycranosu, ge:

B Yacm III: ,OcHosaHust 3a USKMIOUEdHE“ YJACTHHKBT € MapkKrpaa ¢ ,He"
OCHOBaHHSITA, CEBP3AHH C HAKA3ATEAHH OPHCHIH; OCHOBAHUATA, CBBP3AHH C IAAIIIAHETO

'Ha JAaHBIH HMAH COLHAAHO-OCHIYPHTEAHY BHOCKH; OCHOBaHHUSATA, CBBP3aHU C
HECBHCTOATEAHOCT, KOH(AUMKT Ha HHTEPECH HKAH IPOQPECHOHAARO HAPYIIEHWE |
creuhUHHUTE HAITHOHAAHHY OCHOBAHHYA 33 H3KAIYBAHE.

B Yacm IV: ,Kpumepuu 3a nodbop, pasden A:l'odHocn® y4acTHUKDBT € HOCOYHA, de
npuTexaBa bezcpouHo PaspemeHne 3a THhpProBHA HA €4PO C AEKapPCTBEHH NPoAyKTH No [V-
P-T-EUS-022-6/27.12.2016; AunueH3usa 3a IeHHOCTH C HApPKOTHYHHM BeillecTBa NoT-
36/02.02.2016, n3gancHa oT M3bAHUTEAHA areHITUA 110 AEKAPCTBATA;



B pasden B: , Texunuuecku U npoghecuoHarHu cnocobHocmu“ yHacTHUKEBT € AeKaapHupaa
CAeHUTE H3'bAHCHHE OCTABKH!

» "[ocraBra Ha AeKApPCTBEeHH OpoaykKTH®, 2136799.20 BGN ¢ Hayaaua marta 05-
02-2017- Kpaiina mara 05-002-2018, YHUBepCcUTETCKA CIIellMaAu3UpaHa MHOTONPodHAHA
6oAHMIIA 33 AKTHBHO aAedeHHe 1o oukoaorusa EAJ] ~ Cocus,

» "[locTaBKa Ha AeKapcTBeHM NpoaykTtu“,374956.49 BGN ¢ Hauaana mara 05-
05-2017- Kpatina nara 05-05-2018, ITera muoronpodnana GoAHHIIA 38 AKTUBHO ACIEHHE -

Codusa EAL ‘

» ‘"HocraBKa Ha AEKAPCTBEHH NPoAyKTH®,269719.79 BGN ¢ Hawaana mara 03-
05-2017- Kpa#ina nara 05-05-2018, ITera MHoronpothaHa DoAHHIA 38 aKTHBHO A€UEHHE -
Codua EAL

B moae 3a nopvuku 3a docmasgru: Cepmuduramu om UHCMUMyyul no KOHMpPOaA HA
Kauecmsomo y4acTHUKBT € orbeasdsasn ¢ ,ma“, de MoXe [a MNOPEACTABH H3UCKBAHUTE
cepTudHUKaTH. YYACTHHKLT HE € IIOIFhAHHMA JAHHH 3a BH/A Ha H3laJieHHs cepTudHKAaT,
obxBaTa My, AaTa Ha H37laBaHe M opraHa KoOHTO ro € M3fas, KAKTO ¥ CPOKa Ha HETOBaTa
BAAMIHOCT. KoMHCHATA yCTAHOBH, Y€ YJACTHHUKBT € IIPHAOKHA, B TEXHHIECKOTO CH
NPENAOKEHHE, 3aBEpPeHO kKomue Ha cepruguxkar ISO 9001:2015 ¢ Obxeat: Buoc u
TBProBUsA Ha €p0 C AEKAPCTBEHH NPOAYKTH H MEAHUIMHCKH H3JICAHS.

YYaCTHHKET € ITIOCOYHA JaHHH OTHOCHO AMYHOTO CLCTOSHHME W KPHTEPHUHTE 3a noadtop,
KOHTO OTTCBApAT HAa H3UCKBABUATA Ha BE3aoxuTessa. KoMmucudara pomycka 1o HocAeBALIIO
ydactue B npoueaypara ydacrauka ,bbOHUKC PAPMA“ EOOL.

4.KoMmucHaTa yCTAHOBH, Y€ YIACTHHKET ,COPAPMA TPEHOAHHI* ALl e IpeacTaBuA
auck ¢ ¢eEEIOIl Ha eAeKTPOHEH HOCHTEA, TOANHCAH C €A. INOAMHCH OT YACHOBETE HA
CoBera Ha aupekropuTe JuMuThp leoprues Jumurtpos, Orasa Meamos [domee u AHrea
Hopnanos HMopmamoB u MeaH Xeser Hauer - ,PerHonasen MEHH/DKBP Npoaaxkon
BoannyeH nasap - AeKapcTBEHH NPOAYKTH B ChIUUAT pa3liedyaTaH HA XapTHEH HOCHTEA.

KoMmucuara pasraesa npeacraBeHHda oT yaacTtHuka eEEJOI] u ycraHoBH, 4e:

B Yacm II: ,OcHosaHus 3a usKLoueane” YY4aCTHUKBT € MapKupaa ¢ ,He“
OCHOBaHHATA, CBbP3aHH C HAKa3aT€AHW NIPUCHAM;, OCHOBAHHUATA, CEBP3AHH C HAALIAHETO
Ha JaHBUH WAH  COLIM3AHO-OCHIYPHTEAHM BHOCKH; OCHOBAHHSATA, CBBP3aHH C
HECBhCTOATEAHOCT, KOH(MAHKT HA HMHTEPECH HAH NOpOPeCHOHAAHO HapymeHHe H
cnelnMUIHHTE HAIIMOHAAHH OCHOBAHMS 34 U3KAIOYBAHE.

B Hacm 1V: ,Kpumepuu 3a nodbdop, pasden A:l'odnocm® y4acTHHUKBT € ITOCOYHA, e
nputexasa 0OescpoyHo PaszpemeHne 3a TBHProBHS Ha €4p0 C A€KAPCTBEHH IIPOAYKTH
Paspellenne 3a THProBUst Ha eapo ¢ AeKapcrBeHH mnpoayktu Ne BG/VDA/MP-0052-
08.10.2018, ua uwmeroc na ,Codapma Tpedgunr® Al, HJara na uznaeane:08.10.2018
Paspemennero e 6escpouyno HMspaneno ot MAA - Aunensmnda 3a AeMHOCTH ¢ HAPKOTHYHH
BEILICCTBA 3a MEOUUMHCKH Leau oT [Ipuackenus Ne 2 u3 KeM 1A, 3, T. 2 1 3 or Hapenbara
3a peJa 3a KaacuHIIHpaHe HA PACTEHHATA W BeUIecTBaTa KATOo HapKoTHYHH Ne T-
7/26.10.2018 r. Jata Ha u3nasane:26.10.2018, Cpok ma BaauzaHocT: (01.06.2019 r.
HUznanena ot M3.

B pazden B: , TexHuuecku u npoheCUOHANHU cnOcoOHoCcmU“ YIaCTHUKDT € ACKAAPHPaA
CACTHUTE H3ITbAHEHUE MOCTABKU:
» [locraBKa Ha ACKApPCTBEHH NPOAYKTH 0 15 obocobeHM mo3vuMu 3a HYXAWUTE

Ha HMTBE "ap Bopuc HI", 64187 BGN ¢ Havaana gara 14-06-2016- Kpatina AaTa 14- 06—
2018;



# JoCTABKA Hi ACKHPCTHEHH TRYJIVETH 38 HYHIHTE RE RRIAKRTEAT To 352
obucobeHr  mozmEE, OofpofEc omHears N rexomueckw  cuempdpnicanpu”  or
DoEymenTaieasrz e O1R", 132807 BGN ; Hasaaus para 27-12-2016 - Kpaiiza nama3l-
1:2-2017;

 davopop Mo 3 or 15062016 r. locTaEXa HA AEKAPCTEEHH MPOAVETH 38
ASUSHHE HE COAWTHH 3ADRAYMECTREHH 3afmanravmis, uowcp ma O n POIL - 00¥Y31-2016-
0003; 9795874.08 BGN; Havasna pata 24 062016 - Kpafiza nata 23-06-2017

B noae Jo nopturi 2c docmaanit Cepmurhukamy om UWHOTLERLIWULL 1 KOHTO0N. 1
KOUeCeoms YH4ACTHUERT & OTDeassan ¢ ,A3%, '8 MOKe JA TPeAcTARW WRMCRBAHHTC
CePTHMEATH. YHACTHHELT HE £ HOTBAHWA MANHM 33 BMAE HA d3lancHus cepradmear,
0OXRATA MY, /TATA HA ASTARAHC W DRTATA KOHTO 10 € Wiian, KAKID € CPOoXd HA HEFOBATA
BAAMJHOCT, HAKROTO B HIMCKUALE!0 118 Brsassairead B gacT [V, MSHCKEAHMHA Kbl
YHACTHHINWTE, CBBPF3AHM C KPHTEPMHTE 3A TIOAGOE, 1. 3.2., crp. 13 ot
VTEBPIEHATE HOKVMOHTATIAGS,

Ha ocuopsarime s, 44, an 1ot TTIT300 ygacTauRET COGAPMA TPEH/THHT* Al
cagnnd B cpox oOT S/uer/ pabnTHH JIHW 0T TOAVIARAIS Fla I14CTO NPOTOKDA 4

DT HHCTHTYIMHE 110 KOHTPOA HE KAYECTEOTD, 8 IMEHEHO BHAL HI HINAOCHEH cepridhHEST,

pEXBaTA MY, IoT8 Ha M3TABAHE W ODTAHA KoiTo T € AL, KAKIO M CDOKA HA HCIOBATH
GAAHOIGCT, '

YSACTHHKET & NPEeJCTARIA 2ARCHOHG ROTHC ¢ Tpudgy FPapie o opamArasaa” 1a
PaspClucHMC 38 TLTHDHME [IEL 41N C ASKIADCTEEHE IPONyKLrd ¢ Homep BOG/WDAMP -
QD52-08.02,20148r., BegEO © TPHACEEHNC KEM HONNREECREHO KOMEc o rpwip  Bapae ¢
OPHTHHAAL" HA AFIIEH3NA 33 JeAH0CTH U HAPECUMY HEE BCLUCCTEE S84 MOLHITMHCKH LSAH,

KoMHCAY A HpHEAOYK padords Ha 13.02.2019.

7 KoMHCHSTA INE NPATBEAXRH CROITA PAGOTA €A HETHVAIC Ha CPORA OT TICT HabloTHH
OHH, 08IeH Ha yiacrauowre LEH EHI M GAPMA BLATAPHA EAT u ,CD@EPM
TPERAMHL® A a3 LUPEUOCTABAHE HA JOODBPAHHTEAHA HEQODMALNA 38 SOOVCKARS g0
YIACTHE D CAEJPAIT £TAIl Ha IpoleTypaTa.

llpenine or HECTOHIBHE LPOTOKOA A ORULE HIUPATEH HY BUHHKH YYACTHHMI M g3 pae
IVDAMKYRAH B MOHPHAR B3 KVTVRATE, B SACKTRUHHOTO JIOCHE HA TIOPRTKATA B JICHS Ha
HROPATIANISTO 1A VIACTIHIATE, o,

-

{_,f’

3anuM4eHo cernacHo 4n.2 ot 334110
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