A1

3

Uenrwep 33 cnetina wo »
Q. l'IOMOQ.u
WyYyMEeEH <

MUHHCTEPCTBO HA 3[IPABEOIIASBAHETO L A
I(EHTBP 3A CIIEIIHA MEIMIMHCKA IIOMONI - 1Ty 044, |

9700 rp. Wiymen, yi.”B. Anpunos” M 63, Mupeicrop 054/800327
Ted. ri1. cueroBoauTen 054/800328, dakc 054/800327, e-mail csmp@ro-ni

LY

VreupxaaBam: [ ds =20 o7 2940
| Mupexrdp g ST vity ¥ piymen

A-p Wiinge

Jata 32:..%.
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Juec, 27.03.2020 rox., B 14:00 4aca, 8 a/pMAHACTPAaTHBHATA Crpaja Ha LICMII - lymeHX,
-Haxozsma ce B rpax Illymen, yi. ,Bacmn Anpunos” Ne63, er.12 /xupypruaecky, 610K/, komucusta,
HasHaueHa che 3amosex Ne PJI-01-28 or 27.03.2020r. Ha mupexTopa Ha Jmpexropa -sa LICMII —
11Tymen, n3nanena Ha ocHoBanue w191, an. 1, 1. 1 ot 3011 u w1.97, an.1 or [TII30I, ce tx6pa Ha:
CBOE. IbPBO PSLOBHO 3aceNaHHE, 38 ha IIpoBeAe IpOLEAypa 3a ONpefiefiHe Ha HIITBIIHHTEN KA
Bh3TAraHe H3IBIHEHMEeTO Ha 06mIeCTBERa TOPHYKA Ypes ,,TIOKaHa JI0 ONMpPENENeHO uile” ¢ MpeaMeT
‘HA mifrenEenne:; ,,JlocTaBKa Ha JIEKapcTBeHH NpoAykKTH 3a Hyxaute Ba [ICMII — Illymer 3a cpox oT
IBaHdmeceT Mecela’.
) 'KOMMCHSITA e B IBJeH K pefIoBeH ChCTaB, KaKTO ClICBA:
Npexcenaren: Mén.cectpa Tana Manesa — ynpasaTesI Ha anTedeH CKIal B HCMII -
Mymen

YneRrose:
1. Boraana Heuesa — cuerosognren B IICMII-Ilymen
2. Tonop Mnmen — ansokat or AK-Illymen

KoMucusta KpHCTaTHpa, Y€ B IPONCAYPaTa ¢ IOKAHEH CAMH YYaCTHHMK KdTO JQ M3THYaHC Ha
-QIIpeleIEHEAT CPOK CHIUAT € MpeACTaBIIl odepTa 3a yIacThe B IpOLEeAypaTa .

Ilokarata ¢ myGIMKyBaHa B NpOdHIA Ha KymyBada HA BH3TIOXHTENLT, Karo <10 H3THUaHE Ha
ONpeAeICHHT CPOX APYT¥ JHMUAa M OpraHWsallid, He Ca HMSABMIM SkefigAMe Ja ydacrsat B
uponexypara.

TIpencenaTe/IaT Ha KOMHCHATA OTKDH 3aCCIaHHCTO, 06ABH, U IPOEAYpaTa e cf IpoBene
CPIIAcHO MpaBHMTE IpeAmpcarys Ha 3axoHa 3a obmecTrenmte nopsuke (30I1) u ytiosusTa,
HOCOUEeHH B IIOKaHATa 3a yJacTHe.

HaétogmoTo nspBO 3ace/ialue Ha KOMHCHATA € NONUIHO M Ha Hero.Morar Jia NpHEECTBAT
OpeACTABUTCNN Ha KAaHOUOATHTE II0 THProBCKA PETHCTPAllMA MWIH TEXHM -YITBIHOMOIUCHH
IpeACTaBHTENH,KAKTO M IPEACTABATENH Ha Cpe/IcTBaTa 38 MaCOBO OCBE/IOMABAHE.

KoMrcusTa KORCTATHD], 9€ Ha 3aCeAaHHETO Ha KOMUCHUSTA He IPHCHCTBAT TAKKBA JIHIA.

OT perucThpa 3a MONAACHH 0dEPTH Ce YCTaHOBX 9e NOMg/cHaTa Oepra ¢ Ha yHaCTHHKA
~DAPKOJI“ AZT” EHK 102227154 c Bx. Ne 26-01-5 ot 19.03.2020 .

Beruky WieHOBe Ha KOMHCHSTA, ClIE[ XaTO ¢ 3allo3HaXa ChC CIHCHKAa Ha IOJafeHHTe
qébeprn, mommicaxa pexrapauyy no wi.103, a2 ot 30I1.

KomuEcHsaTa KOHCTaTHpa we odepraTa HA YIacTHHUKA € ITojlafeHa B Helrpo3paueH, HaNMUCcaH |
saneqarTan IfilK, ChABPKAM anpec Ha YYaCTHHKA, TeaedoH, GaKc ¥ eexTpoHeH afpec, NOCOYCH ¢
npemveTa Ha TIOPBYKETA, 33 KOATO ce OTHacs — ,,JlocTaBka Ha JiekapcTseHH mpoxykTd 3a LICMII
Illymen 38, CPOK OT ABaHaNECET Mecena’.

Ha ocmoBanue wri. 97, ar. 3 or III30I1, koMHCHATa NPHUCTHOH KBM OINOBCECTIABAHEC H
IOAUPCEaKe Ha NEHOBOTO M TEXHUYECKOTO NPE/UIONCHIE HA YIaCTHHKA, KAKTO CIIe/Ba:

OtpopH ce Mk ¢ Raxmec "Tipefaratu HeHOBH napameTpa”



OnosecTH ce UEHOBOTO IIDEJIOKCHHE Ha YIaCTHHUKaA, KaKTO CIc/Ba.

B n c . egnHnya cpea | cpea
Ne MnmefiA PCTBEH MPORYKT IATC; | o\ oncraenmsr MsIpKa MO | MO | .n e | epue
ne | no YHapPOQHO HENATEHTHO npoayKT 8 16p. mece [roam | oo | Lae
pea HaumeHoBaHue (INN); nek.d-ma; BRAIOYEH B o naxoéxa 4YHE | WHa anc | aac
KOMMYECTBO HAa aKT.BewecTso! wm ap./ AocT | pocr
aBka | aBka
Salicilic acid,Benzoic acid,Malic
10| 10]acid(ATC-D03AX) oinment Per.maxc.fipo/.ueH | EPOR 0 1] 8,2700 ] 9,9240
Salicilic acid,Benzoic acid,Malic
acid(ATC-D03AX) cutaneous solution 11,076
11{ 11}80ml Per.Maxc.npon. tesu | EPOHN 0 1]9,2300 0
AMLODIPINE(ATC-C08CAO1) tabl.
14 14[10mg [punox.2 TIJIC OITAKOBKA 0 1]1,13001 1,3560
221 22| Glycerolum 85% 50gr Per.Makc.pof.leHH | ®JIAKOH 0 30,7800 0,9360
23| 23| Hydrogeni peroxidatum 3% 1000 Mn Per.maxc.poft. lieHy | JUTHP 10| 120]3,8000! 4,5600
26| 26| Glucose 10% 500 Ml ATC-BOSBAO3 Tpun.2 IJIC BAHKA 4 50}1,5100(1,8120
Povidone-iodine sol. 100m] ATC-
47| 45| DOSAGO2 Tpwi.2 TJIC OJIAKOH 1 121 1,0700] 1,2840
POTASSIUM CHLORIDE 1.5 gr. 10
48| 46| m] (ATC-BO5SXAD]) TIpwn.2 TUIC AMITYJIA 0 1}0,4500] 0,5400
Carbo activatus 0.25rp 20 16
49| 47|(ACTBAOL) Per.maxc.npoz.ttexy | OAKOBKA 4| 50]2,9000] 3,4800
so| $7|Lidocain 2% 2m! (ATC-C01BB01) TTpun.2 IJIC AMITVIJIA 2| 24]0,5990/0,7188
SODIUM CHLORIDE 0.9% 1000 ml
33| 79| (ATC-B05SBB03) TMpun.2 [UIC BAHKA 0 111,8900 | 2,2680
Peaop6upyeMa,CTepHITHE, XEMOCTATHYHA
rv6a ot xenaruu70*50*10Mm
101] 96 crannapren(ATC-B02BC) ) 330)’| 0 1{85,28001 6,3360
113| 108 | Spiritus aethylicus 70% 1000 mi Per.Maxkc.IIpoA. ey | IMTHP 8| 1001 3,8000]|4,5600
114| 109 | Spiritus aethylicus 95% 1000 ml Per.MaKc.mpoAa. LenH | JIMTHP 0 1] 4,1000] 4,9200
Ethacridine lactate monohydrate 0.1%
116 1111000 Ml Per.Makc.TpofL. LeHY | JIUTHP 3| 36/ 3,6000] 4,3200
19| 114 | Paraffinum light liquid 80 gr. Per.Makc.nmpoz.11eHn | GJAKOH 1 6] 0,6600} 0,7920
13,550 | 16,260
120] 115| Sol. lodi spirituosa 5 % 900gr. Per.Maxc.mpoj.neHs | BPOR 1 6 0 0
SODIUM CHLORIDE,SODIUM
LACTATEsol.,POTASSIUM
CHLORIDE,CALCIUM CHLORIDE
133| 128 | DIHYDRATE 1000ml-ATC-B0SBBO! | ITpun.2 TUIC BAHKA 0 11,7800} 2,1360
HEPARIN 50001U/ml-5 ml (ATC-
135] 130/ BO1ABO1) Tpun.2 IUIC ®JIAKOH 0 16,5000} 7,8000

KoMmucuara noarnuca 11€H0BOTO JIIPENIOKERHE HA YIaCTHHRKA.

KoMHcHSTAa NPUCTHNY KBM OIIOBECTABAHE HA TEXHMYECKOTO IIPEJUIOKCHHE Ha Y4acCTHHKa, KaKTo
cnensa:
VuacTHHKA € ONHCAl IPOAYKTHTE 0T HOMEHKIATYpHHTE eANHAIM, KOUTO € MPEABHANII 1a 10CTaBs,
KaTo € nocouMi Texungecko 1IpeJIoKeRe: TBHProBCcko HAHNMCHOBAHHE Ha IpCIUIOXCHUAAT
JIeKapCTBEH IIPOAYKT M IIPOU3BOJAKTEIL
IIpencraBeHOTO OT CTpAHA HA YYaCTHHKAZ TEXHMUECKO INpPEVIOKECHHE B CBOTBCTCTBHE C
pasnopexabara Ha wi. 97, an. 4 ot III130I1 ce moamuca OT WICHOBETS HA KOMHCHATA .
KoMucusra OOBECTH B OCTAaHAIHTE OT CTPaHa Ha yYacTHHKA JOKYMEHTH Ha YJaCTHHKA.

C u3BBLpIIBaHE HA NOCOYEHHTE IO rope ACHCTBHA NMPHKIOUM MyOIMIHOTO 3acelaHHe Ha
KOMHCHATA.
[opanu ciTy>keGHA aHMKHPAHOCT Ha WICHOBETC Ha KOMHCHSATA 3aCelaHHETO Ha chmara Ge
3aKpHUTO.
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Jmec 30.03.2020 r. B 10:00 9. B aMuH}CTPATHBHATA Crpaja HA IICMII-Illymen; HaXOAAIIA
ce B.rpax lilymes, yi. ,,Bacun Anpumnos” Ne63, er.12 /xupypruvecku 610K/, ce ch0pa KoMHcHATa,
HasmageHa cbe samosex Ne PJI-01-28 or 27.03.2020 r. ma Hupexropa Ha LCMII-ILlymen, ce
YIpOBE/IE BTOPOTO 3aCeIaHue Ha KOMHCHITA, KaTo KOMHCHSTa 3ace/laBa B IThJICH THTYIAPEH ChCTaB.

KoMHCHATa TPHCTHIM KBM NpOBEpKa 33 CHOTBETCTBHETO Ha OdEpTaTa Ha, yilacTHHKa C
IpeABUACHUTE M3UCKBAHHA KbM JIMTHOTO CHCTOSHHC M KPHTCPHHTC 34 nonépp‘,. npeABHACHH B
npKaHaTa 33 yJacTHE.

KoMucyATa KOHCTaTHpa CIeHaTa HehIHOTA B HHbopMaliiTa Ha yIacTHHKA!

Cobrnaceo ILIL, OT OKAHATA 33 YUACTHE BL3JIOKHTENAT € TIPSABUAI KBM ydactHHIHTE 38
IORa3BaHe Ha TEXHAYMECKATe BB3MOXHOCTH M KBaiM(UKALEATa, CHIIMTE 18 IpENCiaBAT KbM
.Oeprara cu CIAHUTE HOKYMEHTH:

VuaacTBampTe 33 HOCTABKA HA JIEKAPCTBEHH NPOIYKTH Clle[Ba Jia UPHTEKaBaT Jpaspemerhe
33 -IPOM3BOJICTBO, W3janeHo no pexa Ha 3JIIIXM wumm 3a THProBus HAa €O G JICKapCTBEHH
IPOJIYKTH HIA YAOCTOBEPEHHE 33 PErHCTPAITNS 38 THPIOBKSA Ha €/IpO C JICKapCTBa Wil paspemenne
33 BHOC — #3xajgeno no peaa Ha 3JIIIXM wm CBIA. PErNaMeHT Ha EBponeiickus IapnaMeHT H
CrBeTa I JpYr HOKYMEHT, YAOCTOBEPABAIl IPABOTO KM Jia TBPIYBaT Ha TEPHTOpUSTA Ha LIAIaTa
-CTpaHa C JeKapCTBEHH OPOAYKTH. ]

PaspemenusTta Tpa6Ba fa ca ChC CPOK Ha AeHCTBHe, HOKPHBANMM CPOKa Ha HIMBIHCHUE Ha.
JoroBopa 3a 06IecTBEHa NOPBYKA.

VuacTHHIUMTe A2 NPHTEXABAT BANMMIHA JHLUCH3US 33 THPrOBHA .C JIEKAPCTBEHH
HpOAYKTH, CHIbPXKAIIH HAPKOTHIHH BEMISCTRY 33 MECAUIMHCKH LEIH, cwriacHo 3JIITXM u 3KHBII.
JlmhensusTa Tp6BA Xa € CHC CPOK Ha fieliCTBHe, IOKPUBAIIA CPOKa Ha M3NBIHERHE Ha JOTOBQDa 3a
.ofmecTBeHa NIOPHYKa.
Benaxy eKapcTBEHM MPOZYKTH ClIe/Ba Jia IPATEKABAT BATMAHO paspeleHne 3a ynotpeba
5 P.Bairapus, na3zaneso 1o peaa Ha 3JIIXM i Pernament (EQ) Ne 726/2004-r. na Enponiefickus
mapnavenT ¥ CuBera (cHoOpasHO W23 W ClEABAIKTE OT 3JIIXM) u cepraduxar 3a
ocBOGOK/aBaHe Ha BCAKA NApTHAA, H3NafeH OT KBaTHGHUHMPAHO JHOE IO 3VIIXM,
YAOCTOBEpABaml, Y€ NapTHXaTa JICKapCTBEH INPOAYKT € IPOM3BCACHA .M KOHTPOIHpaHa B
CBOTBETCTBHE C M3MCKBAHMATA Ha paspellleHHeTo 3a yrotpeGa mo peng Ha 3JIIIXM. B cnyqa#t Ha
@iTMgaHe HA pa3spelleHMeTo 3a ynoTpeGa Ha JIEKAapCTBEH INPOXYKT Ipe3 CHOTBETHaTa
PomuHa/foNUMHE, 33 KOMTO ce IpoBexaa oOMIEeCTBEHAaTd MOPHYKA, YMACTHHKBT JCKIapHpa, B
CBOTBETCTBHE ¢ WI. 55, an. 6 ot 3JIIIXM, we xonrgecTsara Ha JICKAPCTBERUA NPOAYKT ca HAIHIHH
32 CPOKa Ha J(ef{CTBHE Ha XOrOBOPA WK APYTH CKBHBAICHTHH CTAHAAPTH, B NPUIOKHUMHUTE CIIyHal.

34 yHQCTOBEpABAHE HA TOPENOCOYEHHTe OOCTOATENCTBA, YYACTHHIHTE IREACTABAT
CHOTBETHHTE PA3pEIICHHS HIIX JTHUEH3UY, )

B ciayyast xpM odepraTa Ha y9acTHHKA He ca NPENCTABEHH .H3NCKBAIIMTE Ce CBIIAacHO
[I0KaHAaTa pa3peIleHNUs HIIH JIKICH3HH. )

C oriex Ha TaKka KOHCTATHpAaHATA HEILIHOTA M Ha ocHoBaHue wi. 97, an. 5 ot IM30I],
KOMHCHSTA B3€ CICAHHTE PEMICHHUS:

1. VuacTHHKET B Cpok oT 3 /Tpw/ paGOTHH JAHM, CYHTARHO OT JA&TaTa Ha IojyyaBaHe Ha
yBEIOMIIEHHE, 8 TIPEAICTaBH JOIBIHHTENHO, CIICHHTE JOKYMEHTH 32 JOKa3sBaHEe HA TCXHHYECKH
npo)eCHROHAIHU CIIOCOOHOCTH, 2 HMEHHO:

Paspenenne 3a NpOM3BOACTBO H3ZaxeHo no pexa. Ha 3JIIIXM wnu 3a TBProBUs Ha AP0 ©
JICKAPCTBEHH NPOXYKTH HIIN YAOCTOBEPEHHE 33 PErHCTPAIIMA 38 THProBUS Ha eIpO ¢ JIEKapCTBa I
paspelenne 3a BHOC — M3fiafieRo mo pexa Ha 3JIIIXM mnu ChIL pernameHT Ha Erponeitckus
napnmaMeHT B CbBeTa WIM APYr HOKYMCHT, YROCTOBEpABANl IIPaBOTO' MM Ja TBPryBaT HAa
TEpUTOPHATA Ha 1AIaTa CTpaHa ¢ JICKapCTBEHH MPOAYKTH.

Paspemenusara TpaGBa fa ca ChC CPOK Ha JeHCTBHE, MOKPUBAIM CPOXa HA H3ITKIHEHKHE HA
ZOroBOpa 3a 00ImMEeCTBEHa IIOPHUKa.

BauaHa NMUEHsHA 3a THPrOBHA C JIEKAapCTBEHH HPOAYKTH, CHAB[PKAINA HapKOTHYHH
BEIecTBa 33 MEIUIHMHECKH ey, chrnacko 3JIITXM u 3KHBII. Jlunensnara Tpa6sa fa € ChC CPOK
_Ba AeHiCTBHe, TOKPHBAIIA CPOKA Ha U3NMBIHEHHKE Ha OTOBOpa 38 obmecTBeHa NOpEUKa:
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Banunuo paspemeHue 3a ynorpeba B P.Bbirapus 3a BCHYKH JICKAPCTBEHH IPOAYKTH
u3mazgeHo no pexa ga 3JIITXM unu Pernament (EO) Ne 726/2004 r. na EBponefickus napiaMent &
Csaera (cpobpasHo w23 u cieasamure or 3JIIIXM) n ceprudnkar 3a ocBobGoKRaBaHe HA BCAKA
napTHna, usgameH or ksanubummpamo smme no 3JIIIXM, ynrocrosepssam, €€ napTHAaTa
JIeKAPCTBEH HpOAYKT € IPOHM3BENEHA M KOHTPONMHpaHa B CHOTBETCTBHE C H3UCKBAHHMATA HA
paspemieHKeTo 3a ymotpeba o pesta Ha 3JIITXM.

B cnyyalf Ha M3THYaHE Ha paspelICHHETO 3a YnoTpeba Ha 1eKapcTBEH HPOAYKT Ipes
CHOTBETHATA TOAMHA/TOIMHHM, 3a KOMTO Ce MpoBexza oOIMecTBeHaTa HOPBYKA, YIACTHHMKET
IeKIapupa, B COTBETCTBHE ¢ TL. 55, an. 6 o1 3J/IIIXM, ge xouyecTBaTa Ha JICKapPCTBEHUS IIPOXYKT
ca HUIMYHH 33 CpOXa Ha HelicTBHe Ha JOTOBOpa MM JPYIH CKBHBAJCHTHM CTaHAapTH, B
IIPUIIOXKUMUTE CITydai.

2. C ornen aHraxupaHocTra Ha IIpesicenaTeniT Ha KOMHCHATa BB3jnara Ha ams. Tonmop
WiMes na IOArOTBH M M3NpAaTH YBENOMIEHHe mo w1 97, ail 5 or IIM30Il po yvacTHHKAa B
nponeaypata. _

3. Ilopaau Hy>HaTa OT H3HCKBAHE Ha JIONBIHUTENHN JOKYMCHTH OT CTpaHa Ha yIacTHHKA B
IpOIEAYPaTa, KOMUCHATA Bb3/ara Ha NpeCeNaTelAT a IOArOTBH IPEIONKEHHe IO BEIJIOKHTEILAT
3a yaBJ/DKaBaHe Ha CpoKsT ¢ 40 nuu.

ITopany HyxzaTa OT M3UCKBAHE HA AONBLITHUTENHN NOKYMEHTH 3aCE[IaHHETO Ha KOMHUCHATA

Be 3aKpHTO.

Juec, 28.04.2020 r. 3 14:00 9. B anMMHACTpaTHBHATa Crpaja Ha IICMII — Mlymes,
naxonsma ce B rpan Llymes, yi. ,Bacmr Anpunos” Ne63, er.12 /xupypraveckn Gnox/, ce cx6pa
KOMHCHATA, HasHaueHa chc 3amomen Ne PJ[-01-28 or 27.03.2020 r. Ha J{upexropa a IICMII-
I1lymen, KaTO KOMHCHATA 3acejaBa B IBJICH TUTYLIPCH CBCTaB.

IIpencenaTenst Ha KOMHCHATA JIOK/Ia/BA IPel KOMHCHATA, Y€ OT YIaCTHHKA oAl odepra B
npoleaypara ca M3UCKAHK JONBIHATEIHM JOKYMEHTH.

JloxagBa ce e € OTHPABEHO MNpEJIOKEHUe IO BB3NOXKUTEILAT, KaTo € Pe3Oionus
[OCTIEHUSAT € YIBIDKIII CPOKBT 32 oiaBaHe Ha OpepTHTE CIUTAHO A0 10.05.2020 r.

KoMucnaTa, NPHCTHIE KbM DasTyiex/aHe Ha AONBIHMTENHO IPECTABEHUTE OT CTpaHa
YYaCTHHKA JOITBJIHATENIHY JOKYMCHTH.

KoMucusaTa KOHCTaTHpPa, Ye YYaCTHHKBT B HAPOYHH JICK/IApaluu € IOCOHI, nyOnu4HuTe
PETHCTPH B KOMTO NpoliecHaTa Hudopmals e Mmy6ImIHo J0CTBIHA.

KoMHCHATA KOHCTATHPA, 4e B CHOTBETCTBHE C pasnopendara Ha w1 67, all. 8 o1 30IT 1 112,
an. 9, T. 2 or 30I1 e NOMYCTHMO HAJNMIHETO HA PA3pEIINTC/IHH 32 ymoTpeba Ha JIeKapcTBara
ojepupany# OT CTpaHa Ha YYaCTHHKA Ja Ce HOKake, Ypes Iperjien Ha IyOIIAYHMAT PETHCTEHP,
JOCTBII IO KOHTO ce IpefocTaBs 6e3IuIaTHoO.

KomucusTa M3BbpIIM IpPOBEPKa Ha MOCOYEHHTE OT CTpaHA HA YHacTHHKA PErHCIPH X
KOHCTATHpA, Y€ YYACTHHKA IIPHTE)XaBa C M3UCKBAIIOTO CE IO 3aKOH PaspemIeHue 3a THProsud Ha
epo C NEKapCTBEHH NPOMYKTH — H3/]aicHO IO pejia Ha 3JIIXM.

PaspeleHHeTo € ChC CPOK Ha JACHCTBHUE, IIOKPHBAINKE CPOKA HA H3IBIHEHHE Ha OroBopa 3a
of1iecTBEHA IIOPHUKA.

KoHCTaTHpa ce HANMYHETO Ha BAMAHA JHUCH3WI 33 THProBHA C JIEKAPCTBEHH ITPOXYKTH,
CHABPXAIE HAPKOTHYHH BENICCTBA 3a MEJHIMHCKH UENH, CBINIACHO 3JIXM u 3KHBIL
JIunensusgra € ChC CPOK Ha ZelicTBHe, NOKpHMBAlla CpoKa HA H3IIBJIHEHHE Ha JOrosopa 3a

ob1mecTeeHa HOPHUKA,
KoHcTaTHpa ct HaIMYHUCTO Ha BAIHJHH PaspCIICHHA 3a ynorpeba B P.Brarapus 3a BCHIKH

JIeKapCTBEHH TIPOXYKTH, U3aeno mo pena Ha 3JIIIXM.

C orjies Ha TAKA HANPABEHHTE KOHCTATAIIMM KOMMCHSTA MIPHEMa, Ye odiepTara Ha YIaCTHUKA
CHOTBEICTBA HA NpEBAPHTENHO 0OSBEHHTE YCIOBHU, IOCOYCHH B IOKAHATA 3a yIaCTHe.

C orjex Ha TOBa KOMHCHATA B3€ pEIleHHe 1a IPHCTBIIK KbM pasriiex/iaHe Ha TEXHHIECKOTO
IpeIoxKeHNe Ha yIaCTHHAKA.

KOMHCHSTa KOHCTATHPA, Y€ TEXHHYECKOTO NpPEUIOKEHHEe Ha Y9JaCTHHKA € H3TOTBEHO B
CBOTBETCTBHE C 00pasena, YIBbPACH OT BB3JIOKHTCHAT.
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IIpencTaBena e HeKJIapallis 3a CPOKBT Ha BATMJHOCT HA MPEVIOKEHHETO HA YIaCTHHKA,
KAKTO H JIeKIapays 3a IpueMaga Ha KIay3HTe Ha IPOSKTO-10roBopa.
C ornen Ha Taka HpPEICTAaBEHHTE MOKYMEHTH KOMMCHSITA CYATa; e TEXHAIECKOTO
nipefuioxkeHHe Ha yIaCTHHKA ChOTBETCTB3 Ha NPE/(BAPHTEIHO 00STBEeHHTE YCIHOBH:
TIpAcTeIA Ce KBM IPOBEPKA Ha CHOTBETCTBHETO HA ICHOBOTO npejvioxeHue B4 yaacTHUKA ¢

TIPEIBAPHTENHO OGABEHATE YCIOBHA.
KoHcraTmpa ce, 4e ICHOBOTO NPEUIOKEHHE € HITOTBCHO CBIJIACHO pOpasena Ha

Bb3TOKHUTEIIAT,
[TocoueH e BHABT JEKApeTBEH NpPOXYKT, MpeACTaBeHa € HHGOpMalus 710 OTHONICHHE HA
BRITIOIBAHETO Ha JIEKAPCTBEHHAT NPOAYKT B MOSHTHBHHUA JIEKAPCTBEH CIMCBHK, pacdacoBkaTa.Ha
JIGKAPCTBOTO, CPEMHO MECEWHa AOCTABKA, CPS/IHO TONMINHA fioTaBKa, leHa:Og3 ¥ ¢ JUIC, KakTo'

cresh:
. < epvnuua | °PeA |cPeA :
ne | BVAJIEKAPCTBEH NPOAYKT IATC; | Lo apcraenusT ﬂapx‘a‘ HO [ WO. | onud | ea.ue
e | no MEXAYHRPOAHO HENATEHTHO (PORYKT © 16p., Mepej.rpﬂu wa€es| Hac
pea HaumeHosahue (INN); nex.cp-ma; EXITIONOH 8 onaxopka | Ura. |uxa mnc | anc
KOnu4ecTao Ha aKkr.seuwecTso/ wnn 2pd ROCY ['AORT
. | aBxa pdBKa . I
Salicilic acid,Benzoic acid,Malic e i
10! 10}acid(ATC-D03AX) oinment Per.Maxc.Ipox.ueHy | POl 0 1] 8,2700 | 9,9240 |
’ | Salicilic acid,Benzoic acid,Malic "1
’ acid(ATC-D03 AX) cutaneous solution 5 , 11,076
11]. 11{80ml Per.maxc.npoa.uesu | BPOR 0 '119,2300] .
AMLODIPINE(ATC-CO8CAQ)) tabl. .
14] 14| 10mg TTpwiox.2 I1JIC OITAKOBKA of, 1/{1,1300] 1,3560
221 27| Glycerolum 85% 50gr Per.mMaxc.nposi.LeHH | ®JIAKOH 0 310,7800] 0,9360
23| 23| Hydrogeni peroxidatum 3% 1000 ma Per.maxc.TpofL. USHH | IUTHP 0| 120(3;8000] 4,5600
36| 26| Glucose 10% 500:m1 ATC-BOSBAQ3 | ITpwn.2 IUIC BAHKA 4] 50/1,5100] 1,8120
Povidone-iodine sol. 100m! ATC- ’ i .
" 47| 45{D08AG02 pun.2 TUIC OJIAKOH 1i 12]1,07007 1,2840
¥ POTASSIUM CHLORIDE 1.5 gr. 10 )
48} 46| ml(ATC-BOSXAO1) Ipun.2 IUIC AMITYJIA 0| 1/0,4500]0,5300
Carbo activatus 0.25rp 20 76 ’ I )
49| 47| (A07BAO1) Per.Maxc.npoi. ey | OTTAKOBKA 45 -502,9000 | 3,4800
594 57| Lidocain 2% 2ml (ATC-CO1BB0I) Npwn.2 IVIC AMOVIIA 2| <24{0,5990]0,7188
. SODIUM CHLORIDE 0.9% 1000 ml | | N
83| .79| (ATC-BOSBB03) Hpwn.2 TUIC BAHKA 0 11.1,8900(2,2680
Pe3opOHpyeMa,CTEPIITHA, XGMOCTATHYHA N
TH6a 0T XeNATHRT0*S)* 10MM ) ] .
101] 96 .mmamH(ATC-BOZBC? : BPOH .0 1]5,2800] 6,3360
113.1 108 | Spiritus aethylicus 70% 1000 ml Per.Maxc.poL.eHH | JIKThP 8! 1001 3,8000 {*4:5600
114" 109 | Spiritus aethylicus 95% 1000 ml Per.mMakc.npoLlUeHH | JINTBP 0 1[4,1000 | 4,9200
Ethacridine lactate monohydrate-0.1% R
1161 111{1000 Ml Per.Makc.npoA.LeHH | JTIUTHP 3| 36]3,60004,3200
119 | 114 | Paraffinum light liquid 80 gr. Per.mMakc.IpoI.LeHH | GITAKOH 1 .6} 0,6600 0,79i0
113,550 16,260
1201 115] Sol. Iodi spirituosa 5§ % 900gr. Per.Maxc.npof.IeHH | BPOY 1{. 6 0 0
SODIUM CHLORIDE,SODIUM N
LACTATESsol,,POTASSIUM
CHLORIDE,CALCIUM CHLORIDE
133 128 | DIHYDRATE 1000ml-ATC-B0SBB01 | [Tpun.2 ILVIC BAHKA 0 111,78001 2,1360
HEPARIN 5000IU/ml-5 ml (ATC- :
135.) . 1307 BO1ABQ1) Ilpun.2 IUIC GIIAKOH 0 1] 6,5000 | 7,8000

4
[y

KoMucHATa U3BLPIIM NPOBEpKE, II0 OTHOMICHHE HA JMICATa Ha IpeBHapade HA NEHHTE Ha
LJICKAPCTBATa C LERHTE, oxtpesiciicHn B [TO3UTHBHIA JICKAPCTBEH CITUCEK.
He ca xoHCTaTHpa HpEBHIIABaHEe Ha IEHH Ha JIEKapCTBa ¢ LIeHHTe onpefenetin B ¢finthKa.
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ChINIACHO YTBBPJICHATA OT CTpaHa Ha BB3TOXHTENAT METOINKA 3a OLICHKA.

B Tasm BpB3Ka KOMHCHATA CUMTa Taka NPEJCTABEHOTO LEHOBO IPENJIOKEHHE 32
CBOTBETCTBAIO C NpPEJBAPUTEIHO OOSBEHHTE YCIOBHS, IOpalH KOETO KOMMCHSTa JOIyCKa HO
OlleHABAHE M KiIacupaHe Ha odepTaTa Ha YJacTHHKA.
KomucHaTa IPHCTHIM KBM OLleHKa Ha NEHOBOTO NpeUIOKEHHe Ha ROMYCHATHAT YHaCTHHK

Onenxara Ha oITycHaraTa odepTa ce H3BLPIIBA 33 BCEKH ¢UH JICKapPCTBEH IPOAYKT, KAKTO

crenBa.
cpen | cpe
\a | BWANEKAPCTBEH NPOAYKT IATC; °ﬁ‘;‘;"‘(:a bo | o onue | eaus
% | o MEXAQYHAPOA/HO HENATEHTHO KNACUPAHE 16p.s mece | roau | oo, a ¢
pea HaumeHosaHue (INN); nex.d-ma; onaKoBxXa yHa | wHa mac | anc
KONUYECTBO HAa akT.BemecTso/ " Aoct | poer
aBka | aBka
Salicilic acid,Benzoic acid,Malic
10| 10jacid(ATC-D03AX) oinment IIxpBo MaCTO BPOH 0 18,2700 | 9,9240
Salicilic acid,Benzoic acid,Malic
acid(ATC-D03AX) cutaneous solution 11,076
11 11[80ml TTspBO MACTO BPOY 0 1]9,2300 0
AMLODIPINE(ATC-C08CA01) tabl.
14] 14} 10mg TIspBO MACTO OIAKOBKA 0 111,1300] 1,3560
2| 22| Glycerolum 85% 50gr ITLpBO MACTO ®JIAKOH 0 3| 0,7800| 0,9360
23| 23| Hydrogeni peroxidatum 3% 1000 mx ITupBo MaCTO JIUTHP 10| 1201 3,8000 | 4,5600
26| 26| Glucose 10% 500 Ml ATC-BOSBAO3 TI1pBO MACTO BAHKA 4 50]1,5100] 1,8120
Povidone-iodine sol. 100ml ATC-
47| 45| DOSAGO2 [TspBo MACTO DJAKOH 1 12] 1,0700 | 1,2840
POTASSIUM CHLORIDE 1.5 gr. 10
48| 46| m} (ATC-BO5SXAQI) [TbpBO MACTO AMIVJIA 0 10,4500 | 0,5400
Carbo activatus 0.25rp 20 6
49| 47]|(A07BAOI) TIBpBO MSICTO OINAKOBKA 4 501 2,9000 | 3,4800
s9| s7|Lidocain 2% 2ml (ATC-CO1BBO1) [TbpBO MACTO AMITYTIA 2| 2410,599070,7188
SODIUM CHLORIDE 0.9% 1000 ml
83| 79|(ATC-BOSBBO03) IIspBO MACTO BAHKA 0 1]1,89001 2,2680
Pezop6upyema,CTepuiIHa,XeMOCTaTHIHE
ru6a ot xenaTur70*50* | OMM
101] 96| crannapren(ATC-B02BC) [TspBO MACTO BEPOH 0 15,2800 6,3360
13| 108 | Spiritus aethylicus 70% 1000 ml [IspBo MACTO JIKTBHP 8| 100]3,8000] 4,5600
114| 109 | Spiritus aethylicus 95% 1000 ml ITspBO MACTO JIUTHP 0 14,1000 { 4,9200
Ethacridine lactate monohydrate 0.1%
16f 111]1000 ml [Tspeo MscTO JIATHP 3| 36}3,6000]|4,3200
19| 114 Paraffinum light liquid 80 gr. spBo MACTO ®JIAKOH 1 6 | 0,6600 | 0,7920
13,550 16,260
120 115/ Sol. lodi spirituosa 5 % 900gr. ITspBO MSCTO BPOIt 1 6 0 0
SODIUM CHLORIDE,SODIUM ’
LACTATESol.,POTASSIUM
CHLORIDE,CALCIUM CHLORIDE
133| 128 | DIHYDRATE 1000ml-ATC-B0SBBO1 TspBo MACTO BAHKA 0 11,7800 | 2,1360
HEPARIN 5000IU/ml-5 ml (ATC-
135 | 130{BO1ABOI) TIspBo MsCTO OJIAKOH 0 16,5000 | 7,8000

Ha ocHoBaHHMEe H3BBEPIIEHOTO KJIacHpaHe

KOMHCHSTA IIpenjara Ha BBIJIOXKHTEIE —

Ilupexropa ma I[CMII-IllymMmen na yTBEDAM NpPOTOKONZ H 2 BBMOXKH [OCTABKATa HA
JIEKAPCTBEHM ITPOAYKTH 3a IICMII IllyMen 3a CpoK OT IBRHANECET MECENa, ¢ yIaCTHHKA
~DAPKOJI“ AIT” EHK 102227154 .
Ha ocnosanve wi.192 ard or 30I1, xoMHCHATA CHCTABH TO3H IPOTOKOJ B ICpHOAA OT
27.03.2020r. no 30.04.2020r. BKIIOYATENHO, KOUTO Cllef IPOYUTAHETO MY, B MOTBBRPKACHHE HA
BEPHOCTTA Ha OTPa3eHOTO B HEro M (e3 BB3P@OKEHHd, Ce NMOJIHCA OT BCUUKH Hef{HH WIEHOBE H Ce
npesazie Ha BH3IOKHTENS BEAHO ¢ TOKYMEHTAIHATA, KaKTO CIIeABa:
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RIS
oT 2)3)/\%

ITpencexares: Q} RO,
Men.cecrpa Tausg MaHeBa — yOpaBHTe/l HR anTeqeH CKIaX B IICM Ilymen

YnenoBe: fii8 549Y55’1’®

1. Bornqana Heuesa — caerosogures B IICMII ~ Illymen .-.snw T
b /M Up-ctr 59 573349
. Tomop Wines — apsokar ot AK - Illymen -
29.04.2020 r. IIpeaan mpoTOKOJIA H noxymetrrannm'am 3 %’p
Tpencenaten: ¢ 24 59 05/— 3342
/ Tadsy Mam:uu /
29.04.2020 r. Ilpuest NPOTOKOJIA H JOKYMEATANMMATA S

BrnijtomuTen: 0 s b9 319
/Rupexcrop 1a LICMIT -IIlyReé A



