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Or paBoTara Ha KOMACHATa, HA3HAYEHA CBC Jaroe Ne3-209/24.08:2021 T ma- Pzt HHPERTOP Ha
VMBAJL “Anekcannposcka” EAJ[ B mporeaypa 3a BBIpPELICH KOHKYPEHTICH u30op Mo pena Ha
482, an4 3011 3a onpefensHe Ha W3MBIHHIC BBB BPB3KA C H3TIPATECHH Tokanu ¢ usx. Ne 02-1436;
Ne02-1438; Ne(2-1439; Ne(2-1441; Ne(2-1445; No02-1449; Ne02-1451 ot 11.08.2021r. ¢ mpemmer
,,J0CTaBKA HA JICKAPCTBCHM MPOAYKTH [0 PAMKOBO CITOpPAsyMEHHE Ne P1-11-102 ot 25.02.2021 1. 32
ny:xaure Ha YMBAJI " Anexcangposeka’ EAJL u nybnukysana B mpoduia Ha KyllyBada Ha calita Ha

JIedeOHOTO 3aBeISHHE,

Ha 24.08.2021r.- 14:00 gaca, KOMHCHA B ChCTAB:

IIpeacenaren: mon. A-p. Ceerna I'eopruesa,iM — yIpaBric] ,,DONHKNYHA anTeka”
Unenose:

1.Janvena Liekosa — IIIOPHCKOHCYIT

2 Kocramiaka Marnopa — crenuanuct & oraen ,,011”

Pezeppen npejiceaaTen:

IIpod. n-p EBrennit Brienos, aMH — Hadamaux KAJI

PezepBHH 3aeHORBE:

Jeanna TopopoBa — KOPHCKOHCYNT B OTACH ITHO

Acs Bejgmuxosa — crienmanuct B orjgen ,,0I17

ce cu0pa 12 OTBOPH ¥ Pasriie/a HOCThIMINTE OhepTH O HACTOAMATA HPOLCTypa.

Kommcuara me paboTH B ChOTBEICTIBHE ¢ rpaduka, NOCOYCH B EsnexTpoHHaTa CHCTEMa, 3a
3aKyIyBaHe Ha POTHBOTYMOPHH JIEKapPCTBEHM TPOLYKTH 33 HYXCIUTE Ha VYMBAJI "AnexcasaposcKa’
EAJL, ¢ llokanu ¢ m3x. Ne 02-1436; No02-1438; Ne02-1439; No02-1441; Ne02-1445; Ne(02-1449; Nol(2-
1451 ot 11.08.20217., CBIIACHO KOKTO KOMHCHATA TII¢ M3BEPINN ACHCTBHS IO OTBAPSHE Ha otepruTe Ha
yuyactHHIETe Ha 24.08.2021r. B 14.00 waca M OTBApsHE M OLEHKA Ha [EHORUTE TPEIIOKCHHA Ha
JIOTTYCHATHTE [0 TO3H STAIl yHACTHHITH M KTACHPAaHETO UM Ha 01.09.2021 8 13:004aca .

EnexTponHo — nofageHure  odepTd  ca  HadudHH B MEHIOTO ~oPepdt”  Ha
obrlecTREHATa [OpHYKA H CraBaT BuJMMHM 332 KOMHUCHATA CIe[ H3THHane Ha Cpoka 3a
MOJYIABAHE Ha odepTH. Cucremara ™ MOJIpExaa o jara H qac Ha

nocThOBade. B OmpeneneHns CPOK ¢a IOCTHINIH 0QePTH, KaKTo cle/sa:

. "CO®APMA TPEWIMHI" AJT ¢ x.Ne 019391 or 12-08-2021 5 09:36 uaca
,,JIpo papmanus” EQOOJ ¢ x.Ne 019411 ot 12-08-2021 B 09:56 3aca
"COJOMEI" EQOJI ¢ Bx.Ne 019444 o7 12-08-2021 8 10:35 gaca
~Megexe” 00/ ¢ x.Ne 019479 ot 12-08-2021 8 12:41 gaca

"HAPKOI" AJl ¢ Bx.Ne 019541 o1 13-08-2021 B 11:57 uaca

"5.EPAYH MEJIAKAJI" EOOJ ¢ Bx.Ne 019688 ot 18-08-2021 B 11:19 gaca

O D

UjegoBeTe HA KOMFCHITA TIOMITHCAXA ICKIApalliA 32 TUICca Ha 00CTOATENncTBarTa Mo L. 103, an.2
ot 30I1 - :

IMpescenaTens HA KOMUCHSTA CE YBEPH, Y€ BCHYKH LICHOBE HA KOMHCHATA HMAT OTIHICH JIOCTRI
H BATAMOCT KbM €ICKTPOHHATA CHCTEMA.

KOMUCHATA IPeMHEA KBM PasIIekTaHe MO CBINECTEO Ha CBOBPXKAHHCTO HA TPELOCTABCHATA
nHGOpManys W NpeJcTaBeHWTe HOKYMCHTH OT YUaCTHUIMATE. ITo OTHOIICHHE HA INpeJCTaBEHHTE OT
VUACTHHITATE JOKYMEHTH M HMH(OPManua 32 CHOTBCTCTBHETO KBM JIMYHOTO CHCTOAHHE, KOMHCHATA
YCTAHOBH CIIEHHOTO!

1. Odeprara Ha "COPAPMA TPEAAAHL™ AJl ¢ Bx.Ne 019391 or 12-08-2021 B 09:36 waca e
I1BIHA B ChIbPIKa BCHUKY HEOOXOAUME TOKYMEHTH H HHGOPMALI.

C ornen Ha TopedsnoxeHoTo Komumcusara pomycka "CO®APMA TPEUIUHT" AN 10
PAsrICKIaHe Ha TEXHHIECKOTO TIPSIIOKCHHE.

Ilo OTHOLUCHHG Ha NpencTaseHata HHGOPMAIM B TEXHHUYECKOTO UPCINOKEHUE HA YIACTHHKET,
xomrcHaTa koncrarupa, ue "COMAPMA TPEHJIIHI AJl 3a OTI Ne 1 e xeKmaprpai H C¢ € CHIIACH
¢ YCIOBHSTA HA BH3TOXKHTEIA B TEXHUYECKOTO TPEIONEHAC B EneKTpoHHATA CUCTEME, 324 3aKylyBaHe
Ha IPOTHBOTYMOPHH JIEKAPCTBEHH MIPOIYKTH 38 HYX/IUTC HA VYMBAIJI "Anekcanaporcka” EAJ:

p————_— T

T



HO2AB04 Methylpredniscione

HO2AB04 Methylprednisolone
H0O2ABO4 Methylprednisolone
HO2ABO4 Methylprednisolone
HO2AB04 Methylprednisolone
HO2ABO4 Methylprednisolone
HOSBX01 Cinacalcet

HOSBX02 Paricalcitol

B pe3yqTaT KOMMCHSTA AOTCHA JO CIICABAN €Tall HA OTBAPSHC HA HCHOBHTE IPE/UIOKEHHS Ha
"CO®APMA TPEWIUHI™ AL

2. Odpeprata ma ,,Ilpo papmanua” EOOI ¢ x.Ne 019411 ot 12-08-2021 g (9:56 uaca e THIHA

¥ CHABPKA BCHUKY HEOOXOIMMY JOKYMEHTH B HHGOPMAIL.

C ornen Ha rOPCHTOKCHOTO KOMHCHATA JOIMYCKa ,IIpo papmanmaa” EOQO/ o pasriexiaHe Ha
TEXHHYECKOTO MPENIOKEHHE.

[lo OTHOWICHWE HA IpeAcTaBeHata HHPOPMAIMs B TCXHHYECKOTO MPE/UIONKCHHE HA YHIaCTHUKET,
KOMHCHATA KOHCTATHpa, 9e yIIpo dpapmanus” EOOJ 3a Ol Ne 1 e mexnapupan u ¢e € Chriacut ¢
YCIOBHSATA Ha BB3JIOKMTEN B TCXHHYECKOTO NPE/UIOKCHHS B EneKTpoHHATA CHCTEMA, 32 3aKYIyBaHE HA
ypOTHBOTyopHH JIEKAPCTBEHH ITPOJYKTH 38 HYXKIMTE HA YMBAJI "Anekcanpoecka” EAJL:

e o
DOSAGO2 Povidone- iodine
DO8AGO2 Povidone- iodine
HO1BAD4 Terlipressin

B pe3yITaT KOMHCHSTA JOTIYCHA JIO CNE[BAL( €TAll HA OTBAPAHE HA HEHOBHTC IpemoXKeHNs Ha
,1po papmamus” EQO.

3. Odpeprata ma "COJIOMEN" EOOJ ¢ Bx.No 019444 or 12-08-2021 s 10:35 uaca ¢ TBJIHA H

CHABPIKA BCHUKY HEOOXOIMMHE JOKYMEHTH # HH(OPMAITS.

C ornen ga ropedsIoKeHOTO KOMHCHSTA TOTYCKa "COJJOMER" EOOQ/E no pasrnexjnane Ha
TEXHUYECKOTO ITPCATOXEHHE.

[lo oTHomeHWe Ha IpefacTaBeHaTa HEGOPMAIMS B TEXHHICCKOTO IPEANIOKCHHC Ha YYaCTHHKGT,
xoMmcusTa KoHcTatpa, e "COJIOMEN" EOOJI 3a OIT Ne 1 ¢ nexnapupan u ce ¢ ChLIAca ¢
VCTIOBHATA HA BB3NOKHTENL B TEXHUIECKOTO TIPSLIOKCHHEC B EnexTpoHHATA CHCTEMA, 38 3aKYIIYRAHE Ha
NPOTHBOTYMOPHE JICKAPCTBEHH IIPOJIYKTH 3a HYKIUTE Ha YMBAJI "Anekcanaposcka” EAJL:
A
DOBAGO2 Povidone- iodine
DOSAGO2 Povidone- iodine

B pe3yiTar KOMHCHSATA JOIYCHA JIO CICBAIl eTall Ha OTBAPAHC HA IICHOBUTE HPENIMKCHHUA Ha
"COJIOMEX" EOOI.

4, Odeprara ma ,,Meaexe” OO/ ¢ Bx.Ne 019479 ot 12-08-2021 B 12:41 waca ¢ ObaHA H

CLABDIKA BCHIKH HEOOXOMMME JOKYMEHTH B HH(pOpMALLsL.

C orjel HAa TOPEMIIOKEHOTO KOMEHCHATA JOMycKa ,Memexe” OO/l no pasriexjamne Ha
TEXHAYECKOTO IPEOTIOKEHHE.

Tlo OTHOMICHHE Ha MpecTaBeHaTa MHQOPMAIMS B TEXHAYCCKOTO HPEMIONEHHC HA YJAaCTHHKET,
KOMHCHSATa KOHCTaTupa, d¢ ,,Menexe” OO/ 3a OTI Ne 1 ¢ nexknapupai ¥ c€ € ChIVIACHI € YCIOBHATA Ha
BRITOKMTE)SI B TEXHHUYECKOTO Ipe/noxenue B EICKTpoHHaTa CHCTEMa, 34 3aKymyBane Ha
IPOTHBOTYMOPHH NEKapCTBEHH IIPOAYKTH 33 H a YMBAJI "Anekcanyposcka” EAJL:

HO5BX01 Cinacalcet
HO5BX02 Paricalcitol



B pesyirar KOMHCHATA JONYyCHA HO CIIEN

Memexc” OO/

5. Odeprara Ha
CBABLPIKA BCHUKH HEOOXOIMMH TOKYMEHTH 1 undop
C ormen HA TCOPEHITOKCHOT

TEXHHYUESCKOTO NPCANOXCHHC,
[To orHolleHHC HAa NPEACTABEHATA HH(bOpMﬂHHﬂ B TEXHHAUECKOTO HPEJIOMKCHUC HA YYaCTHHKET,

KOMHCHATA KOHCTaTHpa, ue "PAPKOJI" ANl 33 OI1 Ne
BLIJIOKHUTENS B TEXHHYCCKOT
YMOPHE JIeKapCTBEHH NDOIYKTH 32

IIPOTHROT
s

it

DOSAGO2
HOSBX02

B pesyiarar KOMHCHATa JOIyCHa 10 ClIC

DOSAGO2

Povidone- iodine
Povidone- iodine

Paricalcitol

"OAPKOJ" AJl.

6. Ogeprara HA
€ ITBITHA M CHABPKA BCHUKHA HEOOXOMMH FOKYM:

C ormej Ha TOPEH3NOKEHOTO KOMHCHATA JIOIYCKa
PasTTIeKA@He HA TEXHUHYCCKOTO TIPETOKCHHE.
[lo OTHOIIEHHE Ha OpeicTaBeHaTa HH(MOPMAIMA B TEXHHICCK
koMucHsTa komcratupa, ve "B.BPAYH MEJUKAJ" EOOJ 3a OIT Ne 1 e gexnapupan u ce €

CHITIACH C YCIOBHAT
3aKyTyBaie Ha TPOTHBOTYMODHA [CKAPCTBEHH MPOLYKTH 33 HYXIHTC Ha

EAQL

DOSAGO2

Pavidone- iodine
DO8AGO2 Povidone- iodine
B pesyar

"5.BPAYH MEJUKAJ" EOOA.

0 mpejIoKeHne B EICKTpOHHATA CHCICMA,
a VMBAJI "Anexcangposcka” EAJL:

Bany eran Ha OTBApAHE Ha TIeROBHTE IPEIOKEHUS] Ha

"MAPKOJ" A ¢ Bx.Ne 019541 ot 13-08-2021 B 11:57 uyaca ¢ TWbIHA U
Marls.
o xomucusara gomycka "®APKOJI" AJl jpo pasriexnase Ha

1 ¢ meknapupail H ce € CHTIIACHIL ¢ YCIOBUATA Ha
33 3aKYILYBaHE Ha

NBAIT eTall Ha OTBapiHe Ha IEHOBUTE IPEJIOKCHUAS 1A

"B.BPAVH MEJUKAJ" EOOJ ¢ Bx.Ne 019688 o1 18-08-2021 B 11:19 4aca
eHTH | HHbOopMal.
"B.BPAYH MEIUKAJI" EOOJA 1o

OTO TIPEANOAKCHHE HAa Y4aCTHHKET,

4 HA BH3OKUTENS B TEXHHMUYECKOTO Npeinoxenne B EnekTpomHara CHCTCMa, 33
VMBAIJI "AnekcaHzpoBcka”

AT KOMBCHLTA JONYCHA 0 <ieapall eTan Ha OTBapAiC HA TEHOBHTC IpCAIOWKEIHA Ha

B CROTBEICTBHE ¢ NPEIBAPHTEITHO 00ABeHNA Tpaduk, ocoueH B ENeKTPOHHATA CHCTEMA, CHITACHO

KOUTO KOMHCHATA
JOTyCHATHTE 0 TO3H €Tall YJaCTHHIA 1 KIACHPaHe Ha 01
13:00 uaca, KoraTo cTaHaxa BHAUMH B MEHIO ,,0TBApSHC HA

HA NEHOBUTE IIPEIJIOKCHHA Ha YUaCTHHIIATE.

CucreMara

aBTOMAaTHIHO

HO3UIHOHHDpA

[EHH ¥ HaMEPH CIE/THUTE TIPS TOKEHLL
3a obocobena mozuuusa Ne 1:

HO2ABO4
HO2AB04
HO2ABO4
HO2ABO4
HO2AB04

HO2ABO4

HO5BX01

Methylprednisolcne
Methylprednisolone
Methylprednisolone
Methylprednisolone
Methylprednisolone

Methylprednisolone

Cinacalcet

1 Co@gpMa Tpeiigaar” A

napeHTepanHa
napexTepanHa
napeHTepanHa
napeHTepanHa
napexTepanHa
nepopanHa
TBbPAA
nepopanta
TELPAR

YYACTHHIIHTC

15,78 mg
40 mg
125 mg
250mg
6,31 mg

mg
mg
mg
mg
mg

mg

mg

IIPeIIOKCHUTE

BanuaeH
BanupeH
BannaeH
BanupaeH
BannaeH

BaanaeH

BanvaeH

0,137727

0,077083
0,051587
0,046173
0,268753

0,017584

0,154365

oT

llle M3EBPIIE JCHCTBMS [O OTBApSHE ¥ ONCHKA Ha LEHOBHTC MNPEIIOIKCHHI Ha
092021 B 13:00 yaca, KOMHCHATA H3YaKa 1 B
1IEHOBHTE O(epTH", TPUCTELIN KbM OTBAPHHE

TaX

0,165272
0,092500
0,061804
0,055408
0,322504

0,021101

0,185238



nepopanHa
HO5BX02  Paricalcitol TBBLPAA mcg BanmaeH  3,455058 4,146070

APMALINA" EOO]

: Povidone- hepmanHa . _

DO8AGO2 iodine AOAYTBBPAR g BaamaeH 0,050333 0,060400
Povidone-

DOBAGO2 iodine AepmanHa TedHa mi Banuaen 0,010691 0,012829

HO1BAO4 Terlipressin  napedTepantHa meg BannpeH 31,216666 37,458999

3.,,COJIOMET” EOOJ

Povidone- Aepmanta

DOSAGO2  iodine noAyTebPAA g BanmaeH  0,050333  0,060400
Povidone-

DOBAGO2 iodine AepmanHa TeqHa ml Banmpen  0,010691 0,012829

4, "MEJIEKC" 00

e

HOSBX01 Cinacalcet nepopanHa TBbpAa mg BannaeH 0,154365 0,185238

HOSBX02 Paricalcitol nepopanHa Teepad mcg BannaeH 3,455058 4,146070
5.,,@apxon” A

D
Povidone- DEepmanHa
DOBAGO2 iodine noAyTBLpAa B Banupes  0,050330 0,060396
Povidone-
DOBAGOZ2 iodine AEpManHa TevHa mi BanuaeH  0,010690 0,012828
HO5BX02  Paricalcitol nepopanHa TebpAa mcg Banmger  3,455050  4,146060

6."B.BPAVH MEJJMKAJI" EOOJ}

Povidone- AepmanHa

DOBAGO2 iodine noayTebpaa g BanugpeH 0,050333 0,060400
Povidone-

DOBAGO2 iodine AepManHa TeuHa ml Bannger  0,010692 0,012830

Karo KiacHpaHeTo [0 TPOIeAypara ¢ OTYHTAHE HA LCHHUTE, TOCTUIHATH TIPW OTBApsHE Ha
LEHOBATE PENTOKEHHS HA IMOKAHEHWTC YYACTHUIM € ONHMCAHO B npuiokeHue Nel KbM HACTOAIIHA
IIPOTOKOJL

7. Cien Karo M3BBLPIIH OMMCAHHTE HO-TOpe ASHCTBHS KOMHCHSTA U3NPATH €THOBPEMCHHO Hpe3

enekTpoRHaTa cucrema unokamm go ""CODAPMA TPEWUJIUHI";, lIpo dapmamua” EOO/I
{"COJIOMEJ" EOOJX ;,Memexc” OOX ;"®APKOJI" AJ ;"B.BPAYH MEJIHKAJ"
EQO/,uuvto odepTH AOMyCHa 3a YYacTHE B €NEKTPOHEH ThHPr. EJeKTPOHHMSA TBPI 3alo4Ba Criel
IEPBOHAYAHATA LEIOCTHA OLEHKA Ha o(epTuTe U MOo3B0J1ABA /Ia ObAAT KNaCHpaHU Ype3 eNeKTPOHHAT
cECTEMA Upe3 METOIH 334 ABTOMATAYHO OLEHABAHE Ha IIPEICTABCHHTE B O(CPTHIE LEHH.
Komucuara chobpasu pasmopendara nHa 9m90, an.8 or 301l m mocounm Hawanna JaTta H 1ac Ha
enexrponnus Thpr 3a OTINel, a mMenno: 2.9.2021 1. B 9:00 4aca u kpaiina Jara M 4acC Ha eNEKTPOHHS
Topr 3a OIINel, a umenno: 8.9.2021 r. 8:00 yaca. KoMucusTa 10CO4H B IOKaHATA CTRIKA 34 TIPOMAIHA Ha
nenara - 0.05%, onpelenena OT MEHKHCTBPA Ha 30PABe0Ta3BaneTo, B KAYECTBOTO My Ha LICHTPANCH Oprad
3a MIOKYIIKH B IIPOBEACHATA OTKPHTA IpoHeaypa.



C Tora Ha 02.09.2021r. KOMECHSTA IPUKIXOYM CBOATA paboTa M HACpPOYH CIEABAIIOTO 3aCEHaHUE
Ha 08.09.2021r. B 08:00 uaca 3a KiacupaHe Ha H3NBIHUTE/IHTE, YIACTBAIH B eJIEKTPOHHHS THPT.

Ha 08.09.2021r. xOMHCHITE HPOJBIKH CBOSTAa paboTa Ha eran €AeKTPOHEH THPF, HAcpoyed B
IpeaxonHo 2acefanue, nposededo Ha 02.09.2021r. ¢ nokany, aBTOMAaTHYHO IEHEPHPAHH B €IEKTPOHHATA
cucrema 3a OTT Ne 1 u mocodeHa cThIKa 3a MpoMgHa Ha nenara - 0.05 %, onperenena 0T MEHHCTEDA Ha
3pABEOMA3BAHETO, B KAYCCTBOTO MY HA LIEHTpaJeH OpraH 38 MOKYIKH B IPOBEJCHATA OTKPHTA
IPONEAYPA, C KOATO H3IBIHHTEIUTE 0 PAMKOBOTO CIIOPa3yMEHHUE ¢ HAMANIBAT MPEIIOKCHATE OT THX
I[CHH HAa €Tall eNEKTPOHEH TLPT.

Knacupasero ce U3BLPINEA B SACKTPOHHATA CHCTEMAa dpe3 METOIM 3& aBTOMAaTHYHO OLCHABAHE, B
pe3yITaT Ha KOETO C¢ TMONYUH KIaCHpaHe ¢ OTpa3dBaHe Ha IEHH, CIE[ NPOBEXKIAHETO HA €ACKTPOHEH
TBPr — nprioxkenne No2 KBM HaCTOAMIHA HPOTOKON, CBIIIACHO IIOCOYEHMs B TIOKAHMTE KPHTEPHH 3a
OlIeHKa ,,HaH-HuCcKa ueHa’.

Br3 ocHoBa Ha ropHoTo W Ha ocHoBaHue w82 30I1 xomucHaTa npeanara Ha BL3IOXKHTENA Ja
OIpefeiy 3a M3MBIAHUTENW HA JIOTOBOPH C IpeAMET HAa NOPhYKATa: ,,/locTaBKa Ha JEKaAPCTBEHH
NpOAYKTH M0 paMKoBo coopasymenne Ne PHI-11-102 ot 25.02.2021 r. 3a my:xaure Ha YMDBAJI
"Agnexcauaporcka’ EAJL, 3a ny:xnute Ha YMBAJI "Anexcanyposcka” EAJ], y9aCTHHUMTE, KIACHPAHK
Ha OIBpBO MACTO 3a O Ne 1. '

C omucanuTe 10 - TOpe ASHCTBHS MPUKIIFOY™ SR -
Komucusa B eneTaB:

Tpeacesares: jomn. 1-p. C/B7Tnzl7FeopmeBE un. 37 ﬂT 30N

YaeHoBE:
1. Hanunena Iexosa -

2 Kocrammaxa Mae¢ Y J1. 37 OT 30N
-/


K.Manova
Stamp

K.Manova
Stamp
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