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Msnbagurenen qupexrop na YMBAJI - Ilnosmus AJl

ITPOTOKO.JI

B msnbinenue na 3anosen NeOA-196/10.06.2021 r. na U3IBITHATETHUS TUpeKTop Ha YMBAJT —
IInoBnus AJl 3a Ha3HauaBaHe HA KOMHCHS 110 Wl 103, an. 1 ot 3akona 3a o6mecTReHHTE [IOPBYKH B
ChCTaB: npencenaren: Ilers I'aBasora — excnepr OIl 8 YMBAJT — IInoBnuB AJl, uneHoBe: Mmar. tbapm.
Bopucnas IletpoB — ynpaButen Bonmmuma amrteka YMBAIJI — IInosmus AJl u Pennm Tomosa —
MOMOLIHUK (apmareBT B GonuuyHa anteka B YMBAJI — [InosmuB AJl, 3a npoBesxxaane Ha npoueaypa mo
BBTPEIICH KOHKYPEHTEH H300D 32 onpeessiHe Ha H3MbIHHTEN 110 [Tokana ¢ u3x. NeOIl-17 or 31.05.2021
r. ¢ npeaMer: JIONBIHHTENHO BbB3jIaraHe Ha JOCTABKA HA JEKapCTBCHH MPOAYKTH 10 PamkoBo
cnopasymenue NePJ[-11-110/01.03.2021 r. 3a nyxaute 5a YMBAJI — [Tnosnus AJl.

Komucusra ce 3anosna ¢ npexncrasennre oeptu upe3 Enektponnara cucrema 3a 3aKyIyBaHe Ha
JICKapCTBCHH NPOJAYKTH 3a HYXKIHTE HA JIeYeOHHUTE 3aBe/leHHS B Peny6iuka Bwirapus (Enexrponnara
CHCTEMa) 1o 0OsiBEeHaTa MpoLeypa i KOHCTATHPA, Y€ ¢a MOIaNCeHH 0(EepTH OT AEBET yYaCTHHUKA:

1. B.BPAVH MEJIUKAJI EOO/I;

2. ©bOHUKC ®APMA EOO/I;

3. COJIOMEJ] EOOJT;

4. lnarnocrux Umumkuar OOJT;

5. MAPUMIIEKC - 7 EOO/I;

6. COOAPMA TPEM/IUHI AJL;

7. MEJIEKC OO[I;

8. DAPKOJI AJT;

9. ITPO ®APMAIIMA EOOJ;

Komucusra mpHCTBIH KBM pasriexzame Ha IIOCTHIHJIHTE OpEepPTH OT YYACTHHLHUTE IO
BBTPELIHUS KOHKYPEHTEH H300p.

Odeprara nonanena or 5.BPAYVH MEJIUKAJI EOO/] e nbiHa ¥ chabpska BCHYKH HEOOXOMUMU
AOKyMeHTH M HHGOOpMamus. TeXHHYECKOTO NpeUIoKEHHe € CHIVIACHO elieKTpoHHaTa dopma u €
MONAZICHO 32 BCH'KH JIEKAPCTBCHH HMPOAYKTH, 33 KOUTO IPYXKECTBOTO € ONpEIEICHO 3a M3ITBIHHTEN 10
PAMKOBOTO  CTIOpasyMEHHE, C IpPHIOKEHH H3HCKyeMH IOKYMEHTH 3a BCEKH JIEKAapCTBEH IIPOJYKT.
Komucusita nomycka B.BPAVH MEJIUKAJI EOOJ no orteapsHe Ha LEHOBOTO mpeIoKeHHE 3a
U3BBPIIBAHE HA BDEMEHHO KJIACHPaHE JI0 MPOBEX/IaHE HA €IEKTPOHEH ThPT.

Odeprara nomanena or ®bOHUKC ®APMA EOO/] e mbiHa ¥ chabpka BCHUKH HEOOXOIUMH
JOKYMEHTH M HHQOpMauus. TeXHHYECKOTO NpPeUIOKEHHE € CBIJIACHO CJIeKTpOHHaTa (opma u e
TTOMA/ICHO 32 BCHYKHM JICKAPCTBEHM MPOJYKTH, 38 KOUTO JIPYKECTBOTO € ONMPENENCHO 3a M3MBIHUTEN IO
PaMKOBOTO  COpa3yMEHHE, C TNPHIOKEHH H3HCKYeMH JIOKYMEHTH 3a BCEKH JIEKApCTBEH IPOYKT.
Komucuara pomycka @BOHUKC ®APMA EOOJ no OTBapsiHE Ha IEHOBOTO IpEMIOKEHHE 3a
M3BBPIIBAHE HA BPEMEHHO KJIaCHPaHe 10 MPOBEXK/IaHe Ha eJIEKTPOHEH ThPI.

Komucnsara mpuctsnu kbM pasriexiane Ha HpencTaBeHaTa opepra or COJIOME]] EOO/I.
Odeprara e mBIHA W CHABPKA BCHUKH HEOOXOIUMH JOKYMEHTH W uHpopmanusa. TexHuueckoTo
IPE/UIOXKEHHE € CBIIIACHO €JIEKTPOHHATAa (JOpMa M € MOJaNeHO 3a BCHYKH JIEKAPCTBEHH OPOAYKTH, 3a
KOMTO JIpY’KECTBOTO € OINPEAENEHO 3a W3IBJIHHTEN 10 PAMKOBOTO CIIOPa3yMEHHE, C IPHIOKEHH
MSHCKYEMH TIOKYMECHTH 3a BCEKH JieKapcTBeH mpoaykT. Kommcmsita momycka COJIOME]] EOO no
OTBAapsAHE Ha LEHOBOTO MPEIOKCHHE 32 M3BBPIIBAHE HA BPEMEHHO KJIACHpaHE 1O MPOBEXIAHE Ha
€JIEKTPOHEH THPT.

Komucusita npucThnu kbM pasrieskiane Ha [pencTaBeHATa odepra ot uarnoctuk Umumkuar
OO/l. Odeprara e mbJHA U CHABPIKA BCHUKH HEOOXOIUMH JIOKYMEHTH ¥ MHpopManms. TeXHHYecKOTO
HPEIUIOKEHUE € CBITIACHO CNEKTPOHHATa (opMa M € TONANeHO 3a BCHYKU JIEKAPCTBEHH NPOAYKTH, 3a
KOUTO  ZPYXKECTBOTO € ONpEIENCHO 33 M3MBJIHHTEN 10 PaMKOBOTO CIIOPa3yMEHHE, C MPHIIOXKEHH
M3UCKYCMH NIOKYMCHTH 32 BCEKH JIGKapCTBEH NpodykT. Komucusita momycka Jlnarnoctux VIMHmKHHT



OO/ no otBapsiHe Ha HEHOBOTO NIPE/IOKCHIE 32 M3BBPIIBAHE HA BPEMEHHO KJIACHPAHE /10 [IPOBEX/IaHEe
Ha CJICKTPOHEH ThHPT.

Komucusita mprersnm xsM pasriexnane Ha npenacrasenara opepra or MAPUMIIEKC — 7
EOO/. Odeprara e noiana u CBAbPXKA BCHIKH HEOOXOIUMH JOKyMEHTH ¥ MHbOpManus. TeXHHIeCKoTo
TIPE/UIOXKCHHC € CBINIACHO eJIEKTPOHHATa (OpMa M € MOAAJCHO 33 BCHYKH JIEKapCTBEHM TPOAYKTH, 3a
KOUTO JIpy’KECTBOTO € ONpEIEeNCHO 3a H3MBIHUTE] 10 PAMKOBOTO CIIOpa3yMEHHE, C TPHIOKEHH
H3UCKYEMH JIOKYMEHTH 3a BCEKH JIEKapCTBEH MpoayKT. Komucusta nonycka MAPUMIIEKC - 7 EOOJ[
A0 OTBAPSHE HA LICHOBOTO NpE/IOXKEHHE 3a H3BbPLIBAHE HA BPEMEHHO KJIacupaHe JI0 MPOBEXK/aHe Ha
CJIEKTPOHEH ThHPT.

Komucusara npucrsnu kem pasriexiane na npeacrapeHara opepra or COOAPMA TPEWJIVHID
AJl. Odeprara e nbiHA U CHIBPIKA BCHUKH HEOOXOJMMH JIOKyMEHTH H HHMOpManus. TeXHHYECKOTO
[IPCJUIOKCHAE € CBINIACHO €NIEKTPOHHATa (opMa M € HMOJANEHO 33 BCHUKH JeKapCTBEHU HPOAYKTH, 3a
KOUTO IpYXECTBOTO € ONpEeAeseHO 3a H3MBIHUTEN MO PAMKOBOTO CIIOpa3yMeHHe, C MPHIOKEHU
M3HUCKYEMH JIOKYMCHTH 3a BCEKH JIEKapCTBEH MpoaykT. Komwucusra nonycka COOAPMA TPEUJIMHIT
AJl 110 oTBapsHE Ha EHOBOTO MPEAIOKEHHE 3a H3BBPIIBAHE Ha BPEMEHHO KJIACHpPaHe JI0 MPOBEX/IAHE HA
€JIEKTPOHEH ThPT.

Odeprara nonanena or MEJIEKC OO/J] e mbina u CBABPXKA BCHYKH HEOOXOIMUMH JOKYMEHTH W
vHpOpManms. TeXHHYECKOTO MPEeIoNKEHHE € ChHIIIACHO CJIEKTPOHHATA (hOpMa ¥ € MOJaJEeHO 3a BCHYKHU
JICKapCTBCHH IPOAYKTH, 332 KOHTO [PYXECTBOTO € ONpENelIeHO 3a H3MBIHUTEN Mo PaMKOBOTO
CHOpasyMEHHE, C MPHIOXKEHH H3MCKYeMH OKYMEHTH 32 BCEKH JIeKapCTBEH npoxykT. Komwucusita
nomycka MEJIEKC OOJT no ortBapsHe Ha 1EHOBOTO NPE/UIOXKEHHE 32 H3BBPIIBAHE HA BPEMEHHO
KJIaCHpaHe 10 MPOBEXK/[AHE HA €IEKTPOHEH THPT.

DAPKOJI Al e mpexcrasuno odepra 3a yuacTue mo U3IpaTeHaTa OT BB3JIOKUTeNs nokana. Cren
HEHHOTO pasriexkaaHe, KOMHCHATA YCTAHOBH, Ye Ca NPENCTABCHH BCHUKH U3UCKYEMH JOKYMEHTH. B
TCXHIYECKOTO IPEIOKEHHE 32 JICKAPCTBEHUTE MPOAYKT, 332 KOMTO APYXKECTBOTO € OIIpeIeNIeHO 3a
M3IBJIHATEN TI0 CKIIOYEHOTO PaMKOBO CIOpa3syMEHHE Ca IPHJIOKEHHE HEOOXOTUMUTE JIOKYMEHTH.
IIpesBun ropeonncanoTo, KOMUCHATA PENIH, Ye YUACTHUKDT C ACKJIapHPaHUTE OT HETO JAHHH OTroBaps
Ha M3HCKBAHMSITA U e OB/IC ONCHATO 110 OTBAPSIHE HA LEHOBHTE MPeJUIOKEHHS H BPEMEHHO KJIacupaHe

J10 MPOBEX/IAHE Ha €JICKTPOHHUS THPI.
Odeprara nomanena or I[TPO ®APMALIMS EOOJ] e mbiHa u Ch/Ibp)Ka BCHYKH HEOOXOIMMHU

JOKYMEHTH H uH(OpManus. TeXHHYECKOTO NpeUTOKEHHE € CHIJIACHO elleKTpoHHaTa (Gopma u e
TIOMIA/ICHO 33 BCHYKH JICKAPCTBEHU MPOJYKTH, 32 KOMTO JPYKECTBOTO € OMPEENCHO 38 M3IIBLIHUTEN 110
PAaMKOBOTO CIOPa3syMEHHE, C NpPHIIOKEHH H3MCKyeMH JOKYMEHTH 3a BCEKH JIEKAPCTBEH MPOJYKT.
Komucusita pomycka ITPO ®APMAIIMS EOOJ] 1o OTBAapsSHE HA IEHOBOTO IMPE/UIOKEHHE 3a
M3BBPIIBAHE HA BPEMEHHO KIIACHPAHE JI0 NPOBEKIAHE HA €IEKTPOHEH ThT.

C orute1 ropensoxkeH0TO KOMHCHSATA JOMYCKa BCHUKH ObepTH 32 YIacTHE B €JIEKTPOHEH THPT.

IIpencenarenst Ha KOMHCHSTA W3NPATH A0 BCHYKM YYACTHHIM MOKAHA 34 IpOBEX/aHe Ha
CJICKTPOHEH TBPI, CHIVIACHO MPEIBAPUTENHO OOSBEHUTE YCIOBHS INPH CKIIOYBAHE HA PAMKOBHTE
criopasymeHus ¢ yvactHunure. Cnaspaiiku usuckBanusta Ha wi. 90, an. 5 mo am. 12, B [lokanata e
TI0COYCHO: HavalHa jgata Ha eneKTpoHHHS Thpr — 02.08.2021 r. — 08:00 waca; kpaitna mara Ha
enexrpornus TEpr 06.08.2021 r. — 16:00 uaca u crbikara 3a npoMsina Ha nexara — 0,05%.

IIpecenarensT Ha KOMHCHSITA OTBOPH KPalHOTO KJIAaCHpaHe CJIe MPOBEIEHHS €JIEKTPOHEH ThHT,
KOCTO ce M3BBPLIBA aBTOMATHYHO OT CHCTEMATa, C HANPaBEeHWTE B PAMKUTE HA Thpra HaMaleHHe Ha
LICHUTE OT CTPaHa Ha YYAaCTHUIMTE B IPOLELYPATA, KOETO € CIEAHOTO:

Pedepentn | Heob
Amnaromo- | Mexaynapo a CTOHHOCT | X0aH
TepanesT AHO Msipk 3a 1 6p. M En uena 3a Ex uena 3a
HYEeH KOA | HeMaTeHTHO a/mg, MpKa Opoii eHHHIA eIHHHIA
/ATC- HAHMEHOBA Ha4nu Ha tabl., ChIJIACHO | MAPK MsApka Ge3 MsApKA ¢
Koa/ nue /INN/ | npwioswenne | ml/ MKB ILIC H Yuactauun JIC IJIC
1."OBOHHUKC dAPMA"
EOOJ1
2."CODAPMA TPEHIMHI™ 1,954055 2,344866
VO3ABIS | Naloxone napeHTepajiHa | mg cer. PY | 2,567500 16 All 1,959303 2,351164




L."MEJIEKC" 00/
2."CODAPMA TPEMIAHT™
AJl 0,000815 0,000978
3."MAPHUMIIEKC - 7" EOOJI | 0,000821 0,000985
3."®LOHHKC dAPMA" 0,000854 0,001025
nepopanHa 86400 | EOOJT 0,000854 0,001025
VO3AE02 | Sevelamer | tebpaa mg curn. PY | 0,001026 | 00 4."COJIOME" 00/ 0,000855 0.001026
1."®bOHUKC GAPMA"
EOOJ
2."MEJEKC" 00/J] 0,022500 0027000
3."COJIOME[I" 001 0.022504 0,027005
3."DAPKOJI" ALl 0,022583 0,027100
Water for 3."BE.EPAVH MEJIMUKAJT" 0,022583 0,027100
VO7ABOO | injection napentepanna | ml cbrL PY | 0,027100 10000 | EOOJT 0,022583 0,027100
1."CO®APMA TPEW UHT™
35700 | AJT 0,000656 0,000787
VOSABO2 | Iohexol napentepaniia | mgl | evrn. PY | 0,000880 | 00 2."TIPO GAPMALIUSA" EOOJL | 0,000657 0000788
1."MEJIEKC" 00]]
2." Auarvoctik UMukunr" 0.001180 0,001416
77700 | 0OJ1 0,001209 0001451
VO08ABO4 | lopamidol napentepania | mgl | curn PY | 0,001451 000 | 2."®APKOJI" AJT 0,001209 0,001451
69120 | 1."CODAPMA TPEHJIUHI™
VO8AB09 | Iodixanol napeHrepanda | mgl | cerur. PY | 0,001510 00 All 0,001258 0.001510

Komucusara npucrbnm kbM nmpoepka 3a maiudme Ha obcrosTencreara mo un. 72 or 30I1 u 3a
TIPE/IOXKCHH €HAKBH LICHU OT YYACTHHUIIMTE U YCTAHOBH, Y€ HE ca HAIIMIIE.

Bb3 ocHOBa Ha ropeomucaHuTe eHCTBHS, KOMHCHSTA npejara Ha Bw3noxurtens na ckmouw
AOTOBOPH IO paMKOBOTO CIIOPa3yMEHHeE C KJIaCHPaHUTE Ha [IbPBO MACTO YYACTHHIH.

Hacrosimusar nporokon ce usrorsu dusuuecku ma 10.08.2021 r. u ce NOAMHKCA OT Hmpeaceaaress
Ha KOMHCHATA U YICHOBETE M.

IIpencenaren: ,
Ilers 'aBazoBa /7

UneHose:

mar. (papm. Bopucnas ITetpos
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