HPOTOKOJI Nel

oT

JIEeHHOCTTa HAa KOMHCHS, HasHadeHa cbc 3amoBem Ne 61/26.04.2021 r. 3a mpoBekIaHe Ha BHTPEIICH
KOHKYpPeHTeH u300p chriiacHo PamkoBo ciopazymenue Ne P/1-11-163/29.03.2021 1. 1 mokaHa ¢ H3XO/SII]
Ne 377/15.04.2021 r. ¢ npeamer: ,,JlocTaBka Ha JeKapcTBEHH MPOAYKTH Mo PamkoBo cmopasymenue Ne
PJ1-11-163/29.03.2021 r. 3a Hy>xaute Ha ,,MBbAJI-Xpucto botes" A/, rp. Bpama“

Ha 26.04.2021 r. ot 14:00 yaca, KOMHCHS B CHCTaB:
IIpencenaren:
1. Mapuena HukoaeBa Yantanuiicka — MarucTsp GapMarieBT;
YneHose:
2. CeeriinH KpacumupoB CHMEOHOB — MPaBOCIIOCOOEH IOPUCT;
3. Tans [lemxoscka — MupHoB — /Tupexrop O/

MPHUCTHIN KbM pas3riexaaHe Ha IOCTHIIHINTE OpepTH.

B OIIPEACIICHUA CPOK Ca IMOCTHITUIIN O(l)epTI/I OT CJICAHUTC YUaCTHULIU:

1. ,JJAHCOH BIr“ 00]

2. ,,MHBUOTEX* 001

3. ,,MAPUMIIEKC - 7% EOO]]

4. ,MEJEKC“ 00J

5. ,,MEJO®APMA*“ EOO/]

6. ,,[IPO ®APMALIUS“ EOOJ

7. ,CO®APMA TPEWIMHTS AJl

8. ,, THBPTOBCKA JINTA — TAIT® AJ]
9. ,,®APKOJI“ AJl

10. ,,#bOHUKC ®APMA“ EOO/]



Komucusra mpoabmkn cBosita paboTa, KaTO NPUCTBIIM KBbM pas3TiekJaHe Ha MPEICTaBEHHUTE
JOKYMEHTH B odepTaTa Ha YYaCTHUKA, YCTAHOBSBAIM ChOTBETCTBUETO C M3MCKBAHHUATA KbM JIUYHOTO
CBHCTOSTHHIE W KPUTEPUHTE 3a TTO00D, MOCTAaBEHU OT BB3moxuTeNs.

[Ipu u3BBpIIEHAaTa IPOBEPKA O€ YCTAHOBEHO CIIEAHOTO:

Ilo oTHOmIEHME HAa NPEACTABEHUTE OT BCHUKHM YYACTHUIM NpHKaueHH (paiiioBe Ha MONBJIHEH
EEJZIOII, He ca xoHCTaTWpaHW JUICH/HEMBIHOTH Ha uHpopmauusra. llpencrasenute EEJIOIl-m ot
YYaCTHHULWMTE Ca MOIBIIHEHN B CHOTBETCTBUE C N3MCKBAHUATA HA 3aKOHA U YCIIOBUATA HA BB3JIOXKHUTEIIS.

Komucusata mpukiiioun paboTara CH M0 pasriiekaaHe Ha MPEJCTABCHUTE TOKYMEHTH B 0(epTUTE
Ha y4YaCTHHKA, YCTAHOBSBAIIN ChOTBETCTBHETO C M3UCKBAHUSTA KbM JTHMYHOTO ChCTOSHUE U KPUTECPUHUTE
3a mooop.

Komucusita B3e pemieHre aa A0IMyCHE BCHYKH YYACTHUIM 10 PA3IJIC/KIAHEC HA TEXHHYCCKUTEC UM
NPeAT0KCHHU . Ilo oTHOmMIEHHE HA npeacraBeHaTa I/IH(l)OpMaIII/Iﬂ B TEXHUYECKOTO NMPEAJI0KCHHE HA
YYaCTHUIUTE, KOMUCUATA KOHCTATHUPA, Y€:

1. yuacraukst ,,JJAHCOH BI'“ OO/l e nexnapupan u ce € ChIJaCHI € YCIOBHATAa Ha
BB3JIOXKUTEIIS B TEXHHYECKOTO MPEUIOKEHHUE.

2. yuactauksT L,UHBHUOTEX“ OOJ e nexnmapupan u ce € ChIVIAaCHI € YCJOBHATAa Ha
BB3JIOXKUTEIS B TCXHUYECKOTO TPEUIOKCHHE.

3. yuactauksT ,,MAPUMIIEKC — 7 EOO/ e nekmapupai u ce € ChITIaciI € yCAOBUATA HA
BB3JIOKUTEIIS B TEXHMIECKOTO MPEUIOKEHHUE.

4. yuactauksT ,, MEJEKC* OO/l e nexnapupai u ce € ChIIIaChIl € yCIOBUSITA HA BH3IOKUTEIS B
TEXHHUYECKOTO IPEUIOKECHHUE.

5. yuactHEKBT ,,MEJO®APMA“ EOOJ ¢ nmexiapupal M ce € CBIJIACHI € YCIOBHATa Ha
BB3JIOKUTEIS B TEXHMIECKOTO MPEUIOKEHHUE.

6. yuactHEKBT ,IIPO @APMAIIUA“ EOOJl ¢ nexmapupan u ce € ChbIIIACHI € YCIIOBHATA Ha
BB3JIOKHUTEIS B TEXHUIECKOTO MPEIOKEHHE.

7. yuactHukpT ,COJOMEIL* OO/ e nexknapupan ¥ ce € ChIJaCHI € YCIOBHATA Ha
BB3JIOXKUTEIIS B TEXHHYECKOTO MPEUIOKEHHUE.

8. yuacTHUKBT , CODAPMA TPEUAMNHI* AJl e nexmapupai u ce € ChIIIACHI € YCAOBUATA Ha
BB3JIOKUTEIIS B TEXHMIECKOTO MPEUIOKEHHUE.

9. yuactHukbT , I BPITOBCKA JIMT'A — T'AL* A/l e nmexnmapupan u ce € ChIJIaCHI ©
YCJIOBHUSITA HA BB3JIOKHUTEISI B TCXHUYECKOTO TIPE/IOKCHHUE.



10. yuactHukbT ,, @APKOJI“ A/l e nexmapupai u ce ¢ ChIIIACKII € YCIOBHATA Ha BB3JIOKUTENS B
TEXHHYIECKOTO MPEUT0KCHHE.

11. yuactauksT ,,dBOHUKC ®APMA“ EOQO/I e nexnapupai u ce € ChIIIaCui € yCIOBHATA Ha
BB3JIOXKUTEIIS B TEXHHYECKOTO MPEUIOKEHHUE.

B pe3yjaTaT Ha M3BBPUHICHATA NMPEUHCHKA KOMHUCHATA NOIMYCHA A0 CjeJBall €Tall Ha OTBapsiHE Ha
HCHOBHUTE NMPEIAJ0KCHUA BCUIKHA YIACTHUIIH.

Haau4Hu ca ciieqHUTE IEHOBH NpEeaJI0OKCHUsI:

1. ,JAHCOH BbI'“ OO0

IIpepnaranu neHOBH NapamMeTpu

Hauun na 3abenexx Msp En.nena En.nena

ATC INN MIPUIIOKEHUE Ka Ka Craryc ©6e3 IJIC ¢ AJIC

A02BC Banug 0,11750
01 Omeprazole MapeHTepaIHa mg €H 0,097917 0
AO03AD Bammng 0,00882
02 Drotaverine MapeHTepaiHa mg €H 0,007351 1
A03BB  Butylscopola Bamin 0,04570
01 mine nmapeHTepaiHa mg eH 0,038083 0
Al1GA Bamun 0,00246
01 Ascorbic acid  mapeHTepanHa mg eH 0,002053 4

2. ,JAHBUOTEX® 00]]

IIpepnaranu neHOBH NapamMeTpu

Hauun na 3abenexx  Mspk En.nena En.nena
ATC INN MIPUIIOKEHUE Ka a Craryc 6e3 JIJIC c JJIC
A02BC Omepraz nepopaiHa Bamug
01 ole TBBpIA mg eH 0,012661 0,015193

3. ,MAPUMIIEKC - 7“ EOOJ]

IIpepnaranu neHOBH NapamMeTpu

Haunn Ha 3abenex  Msipk En.uena En.uena

MIPUIIOKEHNE Ka a Craryc 6e3 J1JIC c JIJIC



AO03AD Drotaveri Bamnune
02 ne MapeHTepaiHa mg H
A10ABO Insulin Banune
1 (human)  mapenTepaiHa 18} H
A10AD Insulin Bamnune
01 (human)  mapeHTtepaiHa U H

4. ,MEJEKC“ Q0]

ATC INN
A02BCO

1 Omeprazole
AO03AD

02 Drotaverine
AO03FA0 Metocloprami
1 de

AO4AA

01 Ondansetron
AO05BA  L-Ornithine-
00 L-Aspartate
A11CCO

4 Calcitriol
A12AA  Calcium

03 gluconate
Al16AA

02 Ademetionine
Al16AX

01 Thioctic acid

IIpeanaranu neHoBH NapamMeTpu

5. ,2MEJO®APMA*“ EOOJ

ATC INN
AO03BB Butylscopola
01 mine

AO3FA  Metocloprami

0,007533  0,009040
0,021494  0,025793

0,021494 0,025793

En.uen
Hauun ga Mspk Ennena ac
npuiokeHne 3alenexka a Cratyc 06e3 JAC JJC
TapeHTepaH Bamune 0,1175
a mg H 0,097951 41
MapeHTEepAIIH Banune 0,0088
a mg H 0,007351 21
naperrepanH  Solution for Banune 0,0907
a injection mg H 0,075604 25
MMapeHTEepAIIH Banune 0,1665
a 2 mg/ml mg H 0,138806 67
TapeHTepaH Bamune 0,0024
a mg H 0,002014 17
nepopaiHa Banune 0,7027
TBBpJA mcg H 0,585607 28
TapeHTepaH Bamune 0,0234
a mg H 0,019578 94
MMapeHTEepAIIH Banune 0,0130
a mg H 0,010841 09
MapeHTepaH Bamune 0,0121
a mg H 0,010088 06
IIpensaranu neHOBH NapaMeTpHu
En.nen

Hauun Ha Msip Enuena ac
npuiokeHne 3abenmexka  Ka Craryc ©6e3 JJIC JJIC
napeHTepaH Banun 0,04572
a mg eH 0,038100 0
napeHtepasH  Solution for mg Bamun  0,075638 0,09076



01 de a injection eH 6

6. ,IIPO PAPMALIUA“ EOOJ

IIpensaranu HeHOBH apaMeTpHu

En.nen
Hauwun na Msip Enunena ac
ATC INN npuiokeHne  3abenmexka  Ka Craryc ©6e3 JJIC JJIC
A03BB Butylscopola  mapenrtepann Bammn 0,04574
01 mine a mg eH 0,038121 5
AO3FA  Metocloprami  mapenrtepann  Solution for Bammn 0,09971
01 de a injection mg eH 0,083099 9

7. ,CODAPMA TPEMJIHUHI“ AJl

IIpepnaranu neHOBH NapamMeTpu

En.nen
Hauwnu na Msipx Ennena ac

ATC INN MpuiIokeHne 3alenexka a Craryc 6e3 IJIC JJIC

A02BA MapeHTepaH Bamun 0,0691
03 Famotidine a mg eH 0,057618 42
A02BC MapeHTEePATH Bamug 0,1175
01 Omeprazole a mg eH 0,097951 41
AO03AD MapeHTepaH Bamun 0,0327
01 Papaverine a mg eH 0,027250 00
AO03AD MapeHTEePATH Bamug 0,0088
02 Drotaverine a mg eH 0,007351 21
AO03BA MapeHTepaH Bamun 0,9380
01 Atropine a mg eH 0,781667 00
AO03BB  Butylscopolam mapenTepann Bamun 0,0457
01 ine a mg eH 0,038121 45

Solution

AO3FAO Metoclopramid mapenrepann for Bammn 0,0907
1 e a injection mg eH 0,075604 25
AO04AA IapeHTepalH Bamug 0,1665
01 Ondansetron a 2 mg/ml mg eH 0,138806 67
AO5AA  Ursodeoxychol mnepopaina Bammn 0,0017
02 ic acid TBBpIA mg eH 0,001461 53
AO5BA  L-Ornithine-L- mapenrtepann Bamug 0,0024
00 Aspartate a mg €H 0,002014 17

AO6AD  Macrogol, nepopaaHa g Bamung  0,047284 00,0567



65 combinations  TeyHa eH 41
AO07ECO nepopaiHa Bamug 0,0008
2 Mesalazine TBBpIa tablet mg eH 0,000728 74
A10AB Insulin napeHTepaH Bamun 0,0257
01 (human) a I eH 0,021440 28
A10AD Insulin MapeHTepaH Bamun 0,0257
01 (human) a U eH 0,021440 28
Al1CC nepopaiHa Bamun 0,7027
04 Calcitriol TBBpJA mcg €H 0,585607 28
Al11DA MapeHTEePATH Bamug 0,0156
01 Thiamine a mg eH 0,013042 50
Al1GA MapeHTEPATH Bamun 0,0024
01 Ascorbicacid a mg eH 0,002053 64
Al11HA MapeHTEePATH Bamug 0,0125
02 Pyridoxine a mg €H 0,010433 20
AI12AA Calcium MapeHTEPATH Bamun 0,0234
03 gluconate a mg eH 0,019578 94
A12CC  Magnesium MapeHTepaH Bamun 0,0009
02 sulfate a mg eH 0,000809 71
A16AA napeHTepaH Bamun 0,0130
02 Ademetionine  a mg eH 0,010841 09
Al16AX MapeHTEePATH Bamug 0,0121
01 Thioctic acid a mg eH 0,010103 24
8. ,THBPITOBCKA JIUT A —-TAL*“ A/l
IIpennaranu neHOBU MapamMeTpu
Hauun na 3abenex  Mspk En.nena En.nena

ATC INN MPUJIOKEHUE Ka a Craryc 6e3 JIJIC c JC
A10ABO Insulin Bamune

1 (human)  mapenrepamHa U H 0,021494 0,025793
A10AD Insulin Banune

01 (human)  mapenrepanHa U H 0,021494  0,025793

9. ,,®APKOJI* A/l
IIpennaranu neHOBW MapamMeTpu
En.nen
Haunn Ha Msip Enunena ac

ATC INN NpuwIoKeHne 3abelexka Ka Craryc 0Oe3 IJIC JIJIC
A03BB  Butylscopola  mapenTepanx mg Bamung  0,038083 0,04570



01
AO3FA
01
Al1CC
04
A12CC
02
AT6AX
01

mine
Metocloprami
de

Calcitriol
Magnesium

sulfate

Thioctic acid

a
napentepasiH  Solution for
a injection
nepopaiHa

TBBpJA

MapeHTepaTH

a

MapeHTepaIH

a

10. ,,’bOHUKC ®PAPMA“ EOO/J

A02BA
03
A02BC
01
AO03AD
02
AO03BB
01

AO3FA
01
AO04AA
01
AO05AA
02
AO06AD
65

AO07ECO

1

AO07ECO

2

AO09AA
02
A10AB
01
A10AD
01

Famotidine
Omeprazole
Drotaverine

Butylscopolamin

Metoclopramide

Ondansetron
Ursodeoxycholic
acid

Macrogol,
combinations

Sulfasalazine
Mesalazine
Multienzymes
(lipase, protease
etc.)

Insulin (human)

Insulin (human)

€H
Bamun
eH
Bamun
€H
Bamun
eH
Bamun
€H

mg

mcg

mg

mg

IIpensaranu HeHOBH NapaMeTpH

Hauwnu na Ennena Ennen
npuioxeHu | 3abenexxk  Msp 6e3 ac
ATC INN e a Ka Cratyc JJIC JJIC

napeHTepal
Ha
nepopaiHa
TBBpJIA
napeHTepal
Ha
napeHTepal
e Ha
Solution
for
injection

napeHTepa
Ha
napeHTepa
Ha
nepopaiHa
TBBpJIa
nepopaiHa
TEYHa
nepopaiHa
TBBpJIa
nepopaiHa
TBBpJIa

2 mg/ml

tablet

nepopaiHa
TBBpIA
napeHTepat
Ha
napeHTepat
Ha

Bammn
mg €H
Bamun
mg €H
Bamnn
mg €H
Bamnn
mg €H
Bammn
mg eH
Bamun
mg eH
Bammn
mg eH
Bamun
g eH
Bammn
mg eH
Bamun
mg eH
Bamnn
caps €H
Bamun
10U €H
Bamnn
10U eH

0

0,09793

0,081616 9
0,76623

0,638531 7
0,00097

0,000810 2
0,01364

0,011369 3

0,05760  0,0691

0 20
0,01329  0,0159
0 48
0,00735  0,0088
0 20
0,03800 0,0456
0 00
0,07560  0,0907
0 20
0,13875 0,1665
0 00
0,00146 0,0017
0 52
0,04727  0,0567
0 24
0,00037  0,0004
3 48
0,00072  0,0008
7 72
0,51750  0,6210
0 00
0,02143  0,0257
3 20
0,02143  0,0257
3 20



Al11CC nepopajiHa Bamupg  0,58533  0,7024

04 Calcitriol TBBpJA mcg €H 3 00
A12CC MapeHTepal Bamug  0,00080  0,0009
02 Magnesium sulfate Ha mg eH 8 70
Al6AA napeHTepan Bamuag  0,01083  0,0130
02 Ademetionine Ha mg eH 6 03
A16AX MapeHTepal Bamuag  0,01138  0,0136
01 Thioctic acid Ha mg eH 1 57

Komucusita B3e pemieHne W M3NpaTH IMOKAaHA 3a EJIEKTPOHEH TBhPr OO YYACTHHULIHTE.
IToxanaTa € aBTOMAaTUYHO T'€HEPHUPAH JOKYMEHT B €JIEKTPOHHATA CHCTEMA M ChABPKA pe3yiTaTa
OT MbpBOHAuYajlHATa OIEHKa Ha Bcska odepra, peaa 3a CBBpP3BAHE KbM H3MOJI3BAHOTO
€JIEKTPOHHO O0Opy/JBaHe, JaTa W Yac 3a Hayajo Ha eJekTpoHHus Twpr - 11.05.2021 r., 11:58
yaca, CThIIKaTa 3a Haanasane - 0,05 % (paBHa Ha ompeneneHatra OT MHUHHCTbpa Ha
3/]paBeona3BaHETO), KAKTO U HAYMHA Ha MPUKIIOYBAHE HA €JeKTpOHHUS Thpr Ha 17.05.2021 r.,

12:47 u.
3acenanueto Ha KoMmucus npukiaroun B 14:30 yaca Ha 26.04.2021 r.

KOMUCHUA:

Mpercerarea: 3AJIMYEHO OBCTOSITEJICTBO
1. Mapuena HukomaeBa Yanranuiicka PCI'J]?L‘“CIIT (EC) 2016/679 ((;DP[{)

2. Ceernun Kpacumupos CumMeoHOB 3AJI I/I ll E ll 0 0 B C’r();l'rE-}l C'I‘BO
3. Tans IlemkoBcka — MupoHOB Pcr.ﬂaf\chT (EC) 20 1 6/679 ((; D P l{)

YnaeHnose:




