KOMIIVIEKCEH OHKOJIOTMYEH HEHTBHP - PYCE EOO/J

I'p. Pyce 7002 ten. 082/819 911, 082/819 950, daxc 082/834 339
yin.”He3aBucumoct” Ne 2 www.kocruse.com
PEIIEHUE

Ne PJ1-204/29.09.2021 r.

Ha ocnoBanme un. 22, an. 1, 1. 6 u wn. 108, 1. 1 ot 3akona 3a obmecTBeHuTe nMopwruku (30I1),
BbB Bpb3ka ¢ § 137 ot IIpexomHute W 3aKIIOYUTEIHH pasnopeadu Ha 3akoHa 3a M3MEHEHHUE M
nonbiaaenre Ha 3011 u BbB Bpb3ka ¢ PamkoBo crniopazymenune Ne PJ1-11-163/29.03.2021 r., ckito4yeHo
OT MHUHHCTBHPA Ha 3/paBEOINa3BAaHETO, B KA4eCTBOTO MY Ha IEHTpPAJeH OpPraH 3a MOKYIKH B CEKTOP
"3npaBeona3Bane” u Ilokana, u3zx. Ne 377/04.06.2021 r. na qrmxHOCTHO Jniie 1o wi.7, air.1 ot 30II,
cerinacHo 3amoBen Ne PJI-82/13.05.2021 r. ma VYmpasurens Ha KOILl-Pyce EOO/, ¢ mpeamer: '
Jlocmaska na nekapcmeenu npodykmu om Anamomo-mepaneemuyna cpyna A "Xpanocmunamenna
cucmema u memaodorusvm' 3a uymcoume na KOI[-Pyce EOO/, no Pamkoeéo cnopazymenue
Ne P/[-11-163/29.03.20212."", xaTo B3eX TpEIBUI MPOTOKOIA OT paboTara HA KOMHCHSATA, B KOUTO €
MIPEIJIOKEHO KIIACHPAHETO Ha YYaCTHUIIUTE B MPOIIeIypaTa

PE LI A X:

I. OBSIBABAM knacupaHeTo Ha yYaCTHUIIMTE B MpoLieypaTa 10 BbTPEIIEH KOHKYPEHTEH U300p C
npeamer:  [ocmaeka na Jnekapcmeenu npooykmu om Anamomo-mepaneeémuyna 2pyna A
"Xpanocmunamenna cucmema u memaboauzvm” 3a uyscoume na KOL[-Pyce EOOJ], no Pamxoso
cnopaszymenue Ne P/[-11-163/29.03.20212.", 10 HOMEHKJIaTypH, ChIJIACHO Ta0IHIIA, HEPA3ECIIHA YaCT OT
PELIEHUETO.

I1. ONIIPEAEJISIM yuacTHHMKa, KJIacHpaH Ha IbPBO MSCTO 10 HOMEHKJIATypa, 3a M3IBJIHUTEN Ha
o01IecTBeHaTa MOpPbUYKa, C U3KIIOUEHHE Ha CIyyauTe, B KOMTO MMa JAEWCTBAIU JOTOBOPH C MO-HUCKH
LIEHU, ChIJIACHO Ta0/IMLIa, Hepa3JieJHa YacT OT PELIEHUETO.

I11. IPEYCTAHOBSIBAM BbTpenIHust KOHKYPEHTEH U300p 3a JIEKapCTBEHH NMPOIYKTU B CIIydauTe, B
KOUTO KMa JAEWCTBAIllM JIOTOBOPU C TO-HUCKM LI€HHU, CBHIVIACHO TaliMIla, Hepas3jeaHa YacT OT
penieHrneTo, mo aprymeHT ot ui.7, an.3, u3p.2 Ha [IMC Nel46/09.06.2015 r. 3a ch3gaBaHe Ha
[lenTpaneH opran 3a MOKyHnKd B cekTop 3apaseonaszBane’ //IB Op. 44/2015/, Tpii kaTo B pe3ynTaTr Ha
IIPOBEJIEHATa MPOLlelypa ca NOCTUTHATH LIEHH, IT0O-BUCOKH OT CE€ra JEHCTBAIUTE TAKUBA 110 CKIIOYEH OT
KOII-Pyce EOO/I 1oroBop ChC CHUTUAT MPEAMET.

INPEYCTAHOBSIBAM BbTpelHus KOHKYpeHTeH u300p 3a JiekapctBeHH mnpoayktu A02BCOS
Esomeprazole u A10ABO1 Insulin (human), Ha ocHoBanue wi. 82, an. 4, T. 5 BbB Bpb3Ka ¢ wi. wi. 110,
an. 1, 1. 5 or 3011, Tl KaTO KOMHUCHSATA € JIOITyCHAA MIPOMYCK B paboTara CH — HE € HaTUCHaJla OyToHa
,»JlolycHU 10 oTBapsiHe Ha [lpemnaranu nenosu napamerpu™ Ha odeprata Ha "TbPITOBCKA JIUT'A -
I'ALl" A/l 3a nekapctBenu npoayktu A02BCOS Esomeprazole u A10ABO1 Insulin (human), ¢ koeto e
MPEMSTCTBSIHA Bb3MOXKHOCTTA Ha TO3M YYaCTHHK Jla y4acTBa B €JEKTpOHHHUS Tbpr. KbM MoOMeHTa Ha
YCTaHOBSIBAHE Ha TO3U IPOIYCK, €IEKTPOHHUAT THPI € NMPUKIIOYWI U € HEBB3MOXKHO IPOIYCKBT Aa
ObJie OTCTPAHEH.

IV. B npouenypata HAMa OTCTpaHEHHU YYaCTHHUIIH.

V. Ha ocnoBanue uin. 43, an. 1 ot 30II (pen. nefictBama 1o 01.11.2019 r.) HacTOAIOTO perieHUe 1a
ObJie U3NPATEHO HA YYaCTHUIIUTE B TPUIAHEBEH CPOK OT M3JaBaHeTo My. Ha ocHoBanue ui. 43, an. 1 ot
30II (pen. neiictama mo 01.11.2019 r.) wu un. 24, an. 1, 1. 2 (pen. aeictBama g0 01.04.2020 r.) ot
[TpaBuiHMKa 3a mpuiara€e Ha 3aKoHA 3a OOIIECTBEHHMTE MOPBUKH CHINOTO Ja ObJe MyOJMKYyBaHO B
€JICKTPOHHATA TPENKCcKa Ha OOIIeCTBEHaTa MopbYka B pasaen ,llpodun Ha KymyBad“ Ha HMHTEPHET
crpanunara Ha KOI[-Pyce EOOJ] na crmemnus anpec: https://kocruse.com/profile/ , xakto u B
EnextpoHHara cucrema B JIeHs Ha M3MPAILAHETO My.



http://www.kocruse.com/
https://kocruse.com/profile/

VI. Konre OT HacTOSIIIOTO pemIeHHEe J1a ¢€ BPHUYHM MO KOMIICTEHTHOCT Ha CHOTBETHUTE JTBKHOCTHH
JIMIIA 32 CBe/ICHUE U U3IbIIHEHHUE.

VII. HacrosmoTo pemenne Moxe aa 0bae o0kaniBaHO Ha ocHoBaHuUs wi. 197, an. 1, 1. 7, OykBa a) oT
30I1 B 10 /gecet/ nHEBEeH CPOK, CUMTAHO OT JlaTaTa Ha MOJTy4aBaHETO MY, pen Komucusra 3a 3ammra
Ha KOHKYPEHIIHATA.

BB3JIOKUTEJI:

...... n........(3anuuen, na ocu. un.4, an.1 om Peenamenm EC 2016/679)

BACUJI IETPOB

I'nasen cuemosooumen na KOILJ-Pyce EOO/, 6 kauecmeomo cu Ha O1bIHCHOCMHO Juye no 4i. 7, ai.l om
30I1, cvenacno 3anoseo Ne PI]-82/13.05.2021 2. na Ynpasumens na KOLJ-Pyce EOOJ



Knacupane no npoyedypa ""/locmaska na nexapcmeenu npooykmu om Anamomo-mepanesmuuna epyna A "Xpanocmunamenna cucmema u
memaboauszvm" 3a nyscoume na KOIL]-Pyce EOQO/] no Pamkoeo cnopasymenue deticmsauju 002080pu
Ne P/I-11-163/29.03.20212. "' ¢ omuumare Ha yenume. NOCMUSHAMu cied nPoGeICOaHemo Ha eeKmpoHeH mupe
Msipka | Pedepentna 3asiBeHO Enx nena 3a
AHaTOMO- MexnyHapoaHo . Enx nena 3a
00.m031 Hauyun Ha /mg. croifHocT 32 1 | Knacu KOJIMYeCTBO | eJUHHMIA Cpok Ha
TepaneBTHYEH HENATEeHTHO Yyacruuum 00281-2020-0003 |emuHMIA MsIpKa 3abenexka
nust Ne JATC-xon/ | nanmenosanme /INN/ NpUJIOKeHH e tabl.. Op. MsIpKa pane 10 HOB MsipKa 0e3 6es JUIC J0T0BOpAa
Kon A ml./ |ewraacumo IVIC JIOTOBOP JIC
"OBOHNKC "CO®APMA ocraBa
1 A02BAO3 Famotidine MapeHTepaita mg 0,072 1 48 000 0,056318 TPEMIUHT" 0,055417 17.11.2021| peiicraau
OAPMA" EOOJ
Al Ap
"MEI{EKC" ocTaBa
1 |A02BCO1 Omeprazole napeHTepaiHa mg 0,1176| 1 [("MEJIEKC" OOJ 48 000 0,081200§ 001 0,050000 5.11.2021| peiictBamy
I-D
ocraBa
1 |A02BCO1 Omeprazole nepopagHa TBbp/a mg 0,016268] 1 |Au6morex OO 10 080 0,012661}""®APKOJI" AL 0,006750] 16.11.2021 r.| peiicTBam
I-D
ocraBa
1 [A02BCO5 Esomeprazole napeHTepaita mg 0,206302] 1 [|"MEJIEKC" OO 12 000 0,170889TJI - TAIl Al 0,170833 5.11.2021| peiictBaig
I-D
"CO®APMA "CODPAPMA
1 |AO3ADO1 Papaverine napeHTepaiHa mg 0,0327] 1 o 600 0,0272500TPEMIUHT " 0,027250] 17.11.2021|H0B nOroBOp
TPEUJUHI" AJl AL
1 |AO3BAO1 Atropine napeHTepaiHa mg 0,938 1 _ 900 0,781667JTPEMIUHI " 0,781667| 17.11.2021|HOB mOroBOp
TPEUAUHI" A/l AL
"CO®APMA
1 |A03BB01 Butylscopolamine  |mapenrtepanna mg 0,045746] 1 |Menopapma EOOJ 36 000 0,036406J TPEM JUHT " 0,041583] 17.11.2021|H0B mOrOBOP
Al
. MapeHTepaIHa. "MEJAEKC"
1 |AO3FA01 Metoclopramide Sol for injection mg 0,10944 1 [Menopapma EOOJQ 66 000 0,059406) 001 0,062000 5.11.2021|HOB HOTOBOP
MapeHTepaIHa. "®bOHUKC "MEJAEKC"
1 [AO04AAQ1 Ondansetron 2 mg/ml mg 0,676375( 1 ®APMA" EOOJI 48 000 0,124542 00J1 0,130208 5.11.2021|H0B m0rOBOp
"CO®APMA
1 |AO4AA01 Ondansetron nepopagHa TBbpaa mg 0,34775( 1 TPEVIMHT" AJL 14 400 0,28964 7jnsimame 10roBop HOB JIOTOBOD
L-Ornithine-L- "COPAPMA
1 AO05BA00 Aspartate MapeHTepaiHa mg 0,002417] 1 |"MEIEKC" OOJ] 100 000 0,001670J TPEMUHT " 0,001946 17.11.2021|{H0B moroBop
Al
"CODPAPMA OoCTaBa
Macrogol. "®bOHUKC - " 0.046243 .
1 |AO6ADG5 combinations nepopagHa TeYHa g 0,05711 1 ®APMA" EOO/I 7680 0,047034TPEUIUHT 53.5r 17.11.2021| neiicTarg
Al a-p
"CODPAPMA OoCTaBa
1 |AO6ADG5 Macr(_)goll. nepopagHa TeYHa g TPEUAUHT" 0.046289 17.11.2021| neiicTarg
combinations N 3a 64r p




"OLOHNKC "COPAPMA ocTaBa
Al10ABO1 Insulin (human) napeHrepaita 0] 0,025793 90 000 0,021019fTPEMIUHT " 0,020111] 17.11.2021| neiicTBar
DPAPMA" EOOJ
Al A-p
. "®bOHUKC DAPKOJ AJ]
A10BA02 Metformin IepopaHa TBbpaa mg 0,000062 ®APMA" EOOJI 360 000 0,000047 500 vr 0,000047 16.11.2021|HoB moroBop
AI0BAO2  |Metformin nepopamma TEEpTA | Mg PAPKOT AL 0,000046|  16.11.2021| HMa 00eM,
850 mr TIPEKD.
L repopaaHa TBbp/a. "®bOHUKC
A10BB09 Gliclazide Release tablet mg 0,003695 ®APMA" EOOJ| 9000 0,001711jussmame 1oroBop HOB JIOTOBOP
. .. "®bOHUKC
A10BB12 Glimepiride nepopajgHa TBbpaa mg 0,034335 ®APMA" EOOJ| 450 0,024833jusimame 10roBoOp HOB JIOTOBOP
. JTAHCOH BT ooTana
Al11GAO01 Ascorbic acid MapeHTepaHa mg 0,002464 JAHCOH BI' OO/J1 | 1200 000 0,002047 001 0,002000 5.11.2021| neiicTBamg
A-p
"CODAPMA "CODPAPMA ocTaBa
A12AA03 Calcium gluconate  |mapenrepanta mg 0,023494 _ 80 460 0,019500§ TPEMJUHT " 0,016471] 17.11.2021| neiicrani
TPEUJUHI" Al
AJl a-p
"OLOHNKC "CODPAPMA ocTaBa
Al12CC02 Magnesium sulfate |mapenTtepanna mg 0,000972 204 750 0,000799f TPEMJUHT " 0,000766] 17.11.2021| neiictBanl
DPAPMA" EOOJ
Al A-p
"OLOHNKC "CODPAPMA ocTaBa
A16AA02 Ademetionine napeHTepasHa mg 0,013028 240 000 0,010766] TPEM IUHT " 0,010317] 17.11.2021| neiicTBai
DOAPMA" EOO/J
Al a-p
"OLOHNKC "CO®PAPMA ocTaBa
A16AA02 Ademetionine nepopaHa TBbpJa mg 0,004547 120 000 0,003771{TPEMAUHI" 0,003675| 17.11.2021| neiicTBamg
DPAPMA" EOO/J
Al a-p
Wzrotui: ......n........(3anuuen, na och. un.4, an.1 om Peenamenm EC 2016/679)

Mas Bopucosa

UjeH Ha KOMHCHUATA
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