MBAJI ,10J1HUA BPEBCKA“-BSAJA EOO[J

7100 Bsana, o6n.Pyce, yn. “Bacun Jlegcxu” Ne 62, men. 0817/ 71244, axe 0817/ 73504

ITPOTOKOJI Ne 1

Ha 16.04.2021 r. B 10:00 4. B crpanata Ha MHoronpoguina OOIIHHIA 38 AKTHBHO JICYCHHE '
IOmua Bpepcka® — Bana EOOJ ce nposene sacenanue na KOMHCHS, Ha3HAYCHA ChC 3amoBe Ne
BKH- 6 / 16.04.2021 ua Hpoxypucra na MBAJT , JOnus Bpescka® — Bana EOO]] cxe 3aaua za
pasriesa, OeHH K KIacupa MojajacHuTe obepTH Ha yuacTHHIUTE U 13 IPOBEJIE eJIEKTPOHEH THPT IO
IpoLeaypa o BBTPEIEH KOHKYPEHTEeH 1300p 3a BB3arane Ha oGmecTBeHa IOpBYKA 10 MOKAHA ¢
W3x. Ne 344 / 05.04.2021 ¢ Ipenmer: ,,/Jocmaska na nexapcmeenu npodykmu no O6ocobena
nosuyus Nel 3a uyscoume na MBAJT »wlOnua Bpeecka“— Bana E 00/ no Pamkoso cnopasymenue
Ne P/I-11-62 om 01.02.20212.“

Komucusita e B cheras:

Ipencenaren:

Sauna Jlakoa — IOprckoncynr na MBAJI »IOms Bpescka™ — Baia EOO[;

Yaenose:

Tonop Anrenos — I'nagen cueroBopuTen Ha MBAJIL ,,}FOmsa Bpescka® — Bsna EOO[;

J-p Ilers IlerpoBa-OGperenoBa — Havaruux OXJl ma MBAJT  JOnus Bpescka“ — bana EOO/I.

Ha sacenannero msexa yuacrue TPCACENATENAT M BCUMKN PEJIOBHH WICHOBE Ha KOMHCHsTa. Hsamamme
TpCUKH 3a NpOBeX/IaHe Ha 3acenaHneTo. Komucusra NPUCTBIM KBM paboTa.

L. Ciacbk Ha npeaoxkennsiTa Ha YIaCTHUUHTE B NPOLEYPATA 32 Bh3JIarafHe ua odmecTBeHA
NOPBYKA, 110 pea HA TAXHOTO NOJaBAHE B Enexrponnara cuerema.

Komucnsira orsopu fipouenypata B nogpasnen ,llponenypn B IpoLleC Ha OIeHKa“ B
Enexrponnara cucrema u KOHCTaTHpa, 4Ye B ompejeneHns cpok 3a mojapaHe Ha NpenoxeHus (1o
15.04.2021r.) ca nocremuny NPeI0KEHHUS OT 9 (1eBer) YUYaCTHHKA, KaKTo clie/IBa;

1. Tpennoxenue ¢ Ne 07661 nmoxaneHo or "®APMUMITOPT" AJl 3a o6ocobena IO3HIHS
Nel nHa 06.04.2021 B 15:17 4.

2. Mlpeanoxenne ¢ Ne 7683 noxanexo or "O®bOHUKC ®APMA" EOOJ 3a o6oco6ena
nosuius Nel Ha 06.04.2021 B 15:48 4.

3. Tlpeanoxenue ¢ Ne 07694 noxaneHo or "Marna®apwm Boarapus" EAJl 3a 060coGena
no3unus Nel na 06.04.2021 B 16:144.

4. Tlpemnoxenune ¢ Ne 07766 noxancHo ot "MAPKOJI" Al 3a o6ocobena nosumus Nel Ha
07.04.2021 B 10:204.

5. Tlpexnoxenue ¢ Ne 07882 nojazgeso or "MPO DAPMALIINA" EOOJ 3a o60cobena
nosurys Nel Ha 07.04.2021 B 12:45 4.

6. TIpexnoxenne ¢ Ne Q8078 nogazeHo ot "COMAPMA TPEPH[HHF" AJl 3a 06ocoGena
nosunust Nel Ha 07.04.2021 B 23:09 4.

7. Tlpeanoxenue ¢ Ne 08297 nonazero or "COJOMEN" EOO/ 3a 060coGena no3uuus Nel
Ha 08.04.2021 B 15:57 4.

8. Ilpennoxenue c No 08968 nonaneno or "b.BPAYH MENUKAJI" EOOJ 3a o60cobena
nosurust Nel Ha 12.04.2021 B 15:02 4

9. Ilpemnoxenne ¢ Ne 09132 nogazexo or "MEJEKC" OO0/ 3a 060co6ena nosurys Nel ga

13.04.2021 8 10:36 4

IL. Ily6sm4no O0TBapsiHeé HA PErHCTPUpAHHTe B Enextponnara cucrema NPeAI0OKEeHHs Ha
YYacTHHUHTE.

llpencenarensr ma xomucmsra OTBOPH TIOCTBHIHIIUTE NPEINIOKEHUS Upe3 Enexrpounnara
CHCTEMA 110 Pe/ia Ha TAXHOTO I0JaBaHe M YCTAHOBH, Y€ BHE BCAKO CAHO OT TAX CC ChABPIKAT H TPHTE
dopmu, xouto ce TCHEpHpAT 0T EnexTpomHara cucrema, a HMeHHO: 3asBnenHe 3a ywacTme,
Texnnuecko npemoxenye i [Ipeniarann wenosu napamerpu. Ilpu otBapsHeTo Ha Beska oepra



[IpeacenaTeIaT ga KOMHCHATA OTBOpH U CBABPIKALIIUTE CE B HES 3asBineHns 3a yJactue u TeXHI/I‘{eCKI/I
IPEIT0KCHUS, KOMUCHITA Ce YBCpH, ue HGHOBHTC HIPEANIOXKCHUS ca 3aKTIOUYCHH | HE Morar aa 6T>Z[aT
OTBOPEHH Ha TO3H €Tarl OT nponenypara.

III. Pasrae:xmanme mHa AOKYyMeHTHTe 10 Wi 39, ag 2 or III30I1, 3a chorBercTBHE o
H3HCKBAHHATA KbM JJHYHOTO ChCTOSIHME H KPHTEPHHTE 3a nozodop.

L. Pasraexnane AOKYMEHTHTe npeacraBend ot "®APMUMITIOPT" Al no o6ocobena nozuims
Nel 3a cboTBeTCTBHE C H3HCKBAHMATA KbM JHYHOTO ChCTOSIHIHE U KpHTEpHHTE 32 moa60p.

B crotserctBue ¢ m3mckpanmsTa mHa BB3JIOKUTENAT YYaCTHUKBT € MOITBIHHII dbopmara
»3asBIEHHE 3a yuacTue, ChAbpxaina ce B Enexrponnara cucrema, kbM kosito o LpUJIOKEH (aitir B
4pXHUBEH Qopmar, chabpKan CICKTPOHHO nioauucan EEJIOI]. =

Komucusra ycranosm, we dopmarst, B xoiito e HpenocTaBcH enextponuus EEJIOIT e
lI03BOJIABA DPENAKTHPAHE HA HEIOBOTO Ceabpikanue. IlpesicraBenmsr EEJIOI e HOJAIUCAH OT
Wznennurennus AHUPEKTOp Ha IPYXKECTBOTO H jBaMa wieHa Ha CbBeTa Ha aapekTopure. Jlunara
IIPENICTaBIIIBAT YUaCTHHUKA | 34 TSX ca TPHIIOXKEHU AEKJIapanuy 1o 4. 54, anx. 2 ot 30I1.

Cnen wussepmenara IIPOBCPKA, KOMHCHSTA KOHCTATHpa, dYe ca IPEACTABEHH BCHYKH
HEOOXOMMMH JOKyMEeHTH oT YHaCTHUKA, KOHTO OTroBapsT Ha H3HCKBAHHSTA Ha Br3noxwurens,
Komucusra KOHCTAaTHpa, 4€ y9aCTHAKBT OTrOBAps Ha H3UCKBAHMATA 34 JUYHO ChCTOSHUE U € HAJHIE

MPOAYKTH, U3NANEHO OT I/I3II’BJIHI/IT€HHa arcHuys mo J€KapcTBara.

B chortBerctBHEe ¢ w3mckBanmsTa Ha BB3JIOXKHUTEAT YYACTHUKBT € IOIbIHMTT ¢bopmara
»3asBICHHE 32 yuacTHe", ChAbpixala ce B Enexrponnara cucrema, KbM KosTo e HOPUIOKEH (aiin B
apxuBeH (opmar, craspixan CIICKTPOHHO oanucan EEJ]OT].

Komucnsta ycranosm, e dopmareT, B KOlITO € lipenoctaBen enextponnust EEJIOIT ue
TI03BONIIBA PEIAKTHPAHE HA HErOBOTO Ceabpkanue. llpenctasenmst EEJOIT e HOJIMCAH OT
YUPaBUTEIUTE HA JPYKECTBOTO U YITBTHOMOIICHH JIMIA, KOMTO MPEACTAB/IABAT YYacTHHKaA. 3a
BCHYKH MOANHACAIIH CE JIHIA ca HATHIe ACKIapanuy mo wi. 54, an. 2 or 3011,

Crnen wsebpmenara NIpOBEpKA, KOMHCHATA KOHCTATHPAa, 4Ye ca IPEACTaBEHN BCHYKH
HEOOXOIUMH JOKYMEHTH oT YYaCTHHKA, KOHUTO OTrOBapsAT HA W3MCKBAHUATA HA Bu3noxurers.
Komucusta KOHCTaThpa, Y€ yYaCTHUKBT OTTOBaps Ha M3MCKBAHUSATA 34 JIMIHO ChCTOSHUE U € HAHI[E
CLOTBETCTBHE ¢ KPHUTCPHHUTE 3a noa00p. YYaCTHHKET e Tioco4nn, ve € Buncan B Perucrnpa Ha
TBProBUMTE HA €NpO M IpHTEXaBa BaJIHIHO Pa3pelICHHE 33 THPTOBHS HA €Ipo ¢ JEKapCTBEHH
TPOIYKTH, KaKTo W JluneHsus 3a nefinocTy ¢ HApKOTUYHH BEWISCTBA M3/1aJieHH OT M3mbaHuTenna
areHIYs 110 JIeKapCTBaTa.

3. Pasruiesknane AOKYMEHTHTE NIPEACTABEHH OT "Marna®apm Brarapus" EA/I no o6ocoGena
nosnuus Nel 3a chLOTBeTCTBHE ¢ M3MCKBAHHATA KBbM JHYHOTO ChCTOSIHME H KPHTEPHHTE 3a
noadop.

B crorBerctBHe ¢ m3McKkBaHmATA Ha BBSNONUTENAT YIaCTHHKBT € TONBIHAN (opmara
»3BIICHHE 32 yYacTHe", ChbAbpialia ce B Enexrpornara cicreMa, KEM KOSITO e IpUIIOXKEH ¢aiin B
apXUBeH (opMart, chabpxant CIeKTPOHHO noamucan EEJTOLT.

Komucusra ycranosm, e (opMaTsT, B KoliTO € nperoctasen enextpornuss EEJIOIT ne
ITO3BOJIBA PENAKTHPAHE HA HErOBOTO Cbabpkanme. IlpencraBenusr EEJIOIIl e mommmcan or
YubaHoMOmer npeacTasuTen ma YUaCTHHKA H OT M3mbiHuTeNeH MMpeKTop, KoiiTo IPENCTaBIIABA
NPYKECTBOTO CAMOCTOSATEIHO U ACKIapupa, 3a muuara no wi. 54, ain. 2 u 3 or 3011, ue Hima pazanume
110 OTHOINEHHE HA 0OCTOATENCTRATA HO WL 54,an.1,1.1,2 u 7 or 30I1.

Cren w3BbpnieHara IIPOBEPKA, KOMHCHATA KOHCTATHpA, 4Ye ca NIPEJICTABEHH BCUYKH
HEOOXOMMMH [OKYMEHTH OT Y9aCTHUKA, KOUTO OTrOBapAT HA H3MCKBAHUSTA Ha Bo3noxurens.
Komucnsra xoncrarmpa, ue YHACTHHKBT OTTOBAPSA HA M3UCKBAHUATA 33 JINYHO ChCTOSHHUE I & HaJAlIe



CHOTBETCTBHE C KPHUTCPUMTE 3a MOJ0OP. YYACTHHKBT € IOCOYII, Ue ¢ BhucaH B Permcripa Ha
THPrOBIMTE HA €Ip0 U MPHUTEXaBa BAIUIHO Pa3pellieHHe 3a ThPrOBHS HA €IpO ¢ JIEKAPCTBEHU
IIPOJIYKTH, H3AAEHO OT M3IbIHATENHA areHIus 10 JIeKapCTBaTa.

4. Pasre:xmane qokymenTure npeacrasenn ot "®APKOJ" A/l no o6ocoGena mosmmus Nel
32 ChOTBETCTBHE ¢ H3HCKBAHUATA KbM JIMYHOTO CHCTOSIHHE H KPUTEPHHTE 32 OA00P.

B chOTBETCTBHE ¢ H3UCKBAHMATA HA BB3JIOKHTENAT YYACTHHKLT € MONBIHHN (opMara
»3aSBICHHE 3 y4acThe", ChIbPXKaIla ce B ENEKTPOHHATA CHCTEMA, KbM KOATO € IPHIOKeH (aiil B
apxuBeH QopMmar, ChIbpIKall eJeKTpoHHO noaucan EEJ[OIL

Komucusita ycranosu, ye dopmarst, B KoiTo e mpenocrasen enextponuuss EEJIOI me
IO3BOJIABA PE/IAKTHPAHC Ha HEroBoro chabpxkaHue. llpeacraBenusar EEJIOIl e momnmcaH ot
snenuurennus aupekTop Ha apyxectBoto u ot IIpeacenaren u 3am. Ipencenaren na ChBera Ha
JMPEKTOPUTE, 3a KOUTO Ca HAIHUIIE IIPeOCTaBeHH JAeKnapanun wi. 54, ain. 2 ot 30I1.

Crnexn u3sBbpIICHATAa NPOBEPKA, KOMHCHATA KOHCTATHpA, Y€ Ca NPEICTABCHU BCHUKH
HEOOXOMMMHU JOKYMEHTH OT YYaCTHHKA, KOWTO OTTOBapsT Ha M3HCKBAHUATA HA BB3JIOXKHTENS.
Komycusara koHCTaTHpA, Y€ YYaCTHUKBT OTrOBAps HA M3UCKBAHMATA 33 THYHO ChCTOSHHUC U € HAJHIIE
ChOTBETCTBHE C KPUTCPHHTE 3a 10J00p. YYAaCTHHKBT € MOCOYWI, 4Ye ¢ BmucaH B Perucropa Ha
TBPrOBUUTE Ha €APO W TPHUTEXaBa BaIMAHO PaspemeHue 3a THProBHS HA €IpO ¢ JIEKAPCTBEHH
NpoyKTH, Paspemenne 3a THProBus ¢ MENWIMHCKH HM37leNHs, KakTo U JIUIeH3us 3a JeHHOCTH ¢
HAPKOTUYHH BEIIECTBA U3NaIeHM OT M3mbIIHHTEIHA areHIus 110 JIEKapCTBAaTa.

5. Pasrniexnane noKymMenTHTe npeacrasenu ot "IIPO ®APMAIIUA" EOOJ no oGocoGena
nosuuus Nel 3a ChOTBETCTBHE ¢ H3HCKBAHHATA KBM JHYHOTO ChCTOSIHHE M KPHTEPHHTE 32
noabop.

B cboTBeTCTBME © M3MCKBAHHSTA HA BB3NOXKUTENST YYACTHUKLT € IONBIHMI (hopMara
»3asBICHAE 3a ydacTre", ChAbpxkama ce B EnexrpoHHaTa ciucteMa, KbM KOATO ¢ IPUIIONKEH (a1 B
apxMBeH (hopMaT, ChIBPIXKAIL enekTponHo noamucan EEJOIT.

Komucusra ycranosu, se $opmarsT, B KOHWTO ¢ mpenoctaped enexTponHms EEJIOI] me
II03BONABA peNaKkTUpaHe Ha HeroBoro cwpabpxkanue. lIpencraBenmsr EEJIOIT e momnmcar ot
YIPaBUTEIA HA APYKECTBOTO € MIPUIOKEHA JeKiapaius 1o wi. 54, an. 2 ot 3011

Crmen w3BbpIIEHAaTa IPOBEPKA, KOMHCHATA KOHCTATHPA, Y€ €a IIPEACTABEHH BCHUKH
HEOOXOMMH TOKyMEHTH OT YYacTHHKA, KOMTO OTroBapaT HA M3WCKBAHHUATA HA BB3NOXKHTENA.
KoMmucusaTa KOHCTAaTHPa, Ye yYACTHUKBT OTIOBAPS HA H3UCKBAHMATA 34 IMYHO CHCTOSHIE M ¢ HAJHIIE
ChOTBETCTBHE C KPUTCPHUHTE 3a 110700p. YYaCTHHKHT € IIOCOYMNT, 9 € BIHCAH B Permcrbpa Ha
TBPrOBIMTE Ha €IPO W IPUTEXKABA BAIMJHO pa3pellicHHE 3a THPIOBHS Ha €JpO ¢ JEKAPCTBEHH
NPOAYKTH, U3JacH0 OT M3nbIHUTENHA areHIus 110 JIeKapcTBAaTa.

6. Pasraexnane nokymentHre npeacrasen o1 "CO®APMA TPEHIHHT" AJl o o6ocobena
no3uurs Nel 3a CHLOTBETCTBHE € M3HCKBAHHATA KbM JHYHOTO ChCTOSIHHE H KPHTEPHHTE 32
noxbop.

B ChOTBETCTBHE C M3HCKBAHMATA HA BB3JIOXKHMTENST YYACTHHKBT € MONBIHHI (opmara
»3asBICHHE 32 YIaCTHE™, ChABPKALIA ce B ENeKTpoHHATa CHCTEMa, KbM KOSITO € IIPHIoKeH daiin B
apxuBeH QopMmart, ChabpIKaI eeKTpoHHo moamucad EEJIOTI].

Komucusra ycranosu, 4e dopmarsT, B KOWTO € mpemocrtaped enextponnus EEJIOIT me
[IO3BOJIsSIBA peJlaKTHpaHe Ha HEroBoro chabpkaHue. IIpencraBenust EEJIOII e mommucan ot
VsibnHATerNen IMpekTop Ha ApyxectBoto, oT Ilpencenaren u wien Ha ChBera Ha AMPEKTOPHTE,
KaKTO U OT YITbJTHOMOIIIEH IIPEICTABUTEI ChITIACHO IIbIHOMOIIHO Ne 7978 0120.12.2019 1. 3a numara
Ce MPEIOCTABEHH JCKIapauy Mo CMUCHIA Ha 91, 54, an. 2 u 3 ot 30IL

Crnenl u3BbpIIEHAaTa IIPOBEPKAa, KOMHCHATA KOHCTATHpA, d€ Ca TpeACTABeHH BCHYKH
HEOOXOMMMH JOKYMEHTH OT Y4YacTHHKA, KOMTO OTIOBapAT HA H3UCKBAHUATA HA BhH3JIOXKHTEI.
KoMucusaTa KOHCTATHPA, Y€ yYACTHHKBT OTrOBAps HA H3UCKBAHMATA 32 JIMYHO CHCTOSHHAE U € HATULIE
CBOTBETCTBHC C KPUTEPHUMTE 3a MOJ0Op. YUACTHHKBT € IOCOYMI, Ye € BIHCaH B PermcThbpa Ha
THPrOBIMTE Ha €p0 W NPUTEXKABa BAMJHO pa3pellieHHe 3a THPrOBHSA HA €ApPO C JIEKAPCTBEHH
MPOAYKTH, KaKTo ¥ JIMIEH3Us 3a AHHOCTH ¢ HAPKOTHUHM BELIECTBA M3JaleHN OT 3MBIHHUTEIHA
areHIus 1o JieKapcTBaTta.



7. Pasriiexaane JOKyMEHTHTe IPEICTABEHH OT "COJIOMEX" EOO/ no o6ocobena mosumus
Nel 32 ¢LoTBeTCTBHE ¢ H3HCKBAHMSATA KbM JHYHOTO ChCTOSIHHE H KpHTEPHHTE 32 moaAdop.

B ChOTBETCTBHE € M3HCKBAHUATA HA BB3JIOKHTENAT YYaCTHHKBT € NONBIHWI (hopMaTa
»3asBJICHHE 32 ydacTHe™, chabpxkaia ce B Enektpornara CHCTEMA, KbM KOSTO € NMPHJIOXKEH (aifi B
apXUBCH (OpMaT, ChABPKALI EXEKTPOHHO MO/IHCAH EEJIOI1.

Komucusara ycramosu, ue popmaTbr, B KOHTO € npenocraser enexrponnus EEJIOII e
TI03BOJIABA PCAAKTHPAHC HA HETOBOTO ChAbpxkanme. llpencrasemmsr EEJIOII e mojmucan oT
Ympasuren Ha JpyKeCTBOTO, 32 KOMTO € IIPUIIOKEHA JeKnapanusi 1o .

Crnen w3BbpINeHaTa npoBepKa, KOMHCHSATA KOHCTaTHpa, 4Y€ ca IIPeJCTABEHH BCUYKH
HEOOXO/IMMH JIOKYMEHTH OT YYacTHHKA, KOHTO OTroBapsAT Ha HM3UCKBaHMATA HAa Br3noxurens.
Komrcusita koHcTaTHpa, Ye YIaCTHUKBT OTroBapsl HA H3MUCKBAHMSATA 33 THUHO ChCTOSHNE 1 ¢ Hanumne
CHOTBCTCTBHE C KPUTEPHHUTE 3a MOAOOp. YUACTHUKBT € MOCOYMI, Ye ¢ BIUCAH B Peructrpa Ha
TBPTOBIMTE Ha €IpO M MPUTEXKABA BATHIHO PA3PEIEHHE 33 THPrOBHS HA €IPO ¢ JEKAPCTBEHHU
NPOAYKTH, H3/aICHO OT V3IbIHATENHA areHIuS 110 JIeKapCTBATA.

8. Pasruiesknane Jokymenrure npeacrasenu ot "B.5PAYH MEJIUKAJI'" EOO/J 1o o6ocobena
no3nuus Nel 32 CHOTBETCTBHE ¢ M3HCKBAHHATA KbM JHYHOTO ChCTOSIHHE H KPHTEepHHUTe 3a
noaoop.

B CLOTBETCTBHE ¢ W3MCKBAHMATA Ha BB3JIOKHTENST YYaCTHUKBT € NONBJIHHI (hopMmara
»JABIEHHE 32 Y4acTHe", ChIbPIKAIIA CE B Enextponnara cucteMa, KbM KOATO € TIpHIToxKeH (aiit B
apxuBeH (popmar, Ch/Ibpikal eleKTpoHHo noamucan EEJIOIL.

Komucusara ycranoBu, e opMarTst, B KOHWTO € npenocraseH enexrponnus EEJIOIT me
TO3BOJIAIBA  PEIAKTHPAHE HA HEroBOTO Chabpkanue. IIpencrasemmar EEJIOII e momnmcan ot
Ympasurenn u [Ipokypuctu Ha ApykecTBOTO 1 ca IIPCIOCTAaBEHH ACKIapanuu 1mo wi. 54, ai. 2.

Crnen wW3BBpIIEHATA IIPOBEpKA, KOMHCHSTA KOHCTaTHpa, Y€ ca TPEJICTABEHM BCUYKH
HEOOXOMMMHU JTOKYMEHTH OT YYacTHHKA, KOHTO OTTOBAPAT HA HU3HUCKBAaHUSITA Ha Bn3moxurtens.
Kommucnsita koncTatpa, ue y4acTHUKBT OTTOBAps HA M3HCKBAHMATA 33 JIAYHO CHCTOSHYE 1 € HaJune
CBOTBETCTBHE C KPUTEPHHUTC 33 MOAOODP. YYACTHHKBT € IIOCOYMI, Y€ ¢ BIOMCAH B Peructbpa Ha
TBPrOBIMTE Ha €po M MPUTEXaBa BATMIHO Pa3speleHHe 3a THPIOBHS HA €IPO C TEKAPCTBEHU
NPOAYKTH, U31aieHO oT U3nbiHuTeIHA areHuus o JeKapcTBara.

9. Pasriiexxnane noxkymentare npeacrasenn ot "MEJIEKC" OOJ 10 o60cobena mozunus Nel
32 CHOTBETCTBHC € H3IUCKBAHMATA KbM JIMYHOTO CHCTOSIHHE H KPHTEPHATE 32 TIOAGOP.

B chOTBeICTBHE C M3WCKBAHMATA HA BBH3MOKHUTENST YYACTHHKBT € MOMbIHMI dopmara
»3asBICHHE 32 yacTe", ChIbpkKama ce B Enexrponnara CHCTEMA, KbM KOSATO € IIPHIoKeH daiin B
apXuBeH (popMaT, ChIBPIKAII €IEKTPOHHO HOMHCAH EEJIOII.

Komucusra ycranosd, 4e (opMaThr, B KOHTO e npenoctaBed enexkrtpornuss EEJIOIT me
HO3BOJIABA PC/IAKTHPAaHE HA HEroBoTO chabpxanue. IlpencraBenust EEJIOII e mommucan ot
Ynpaputen Ha IPYKECTBOTO, KOUTO CHBMECTHO C BTOPH YTIpaBUTEN, yIPaBJIsABa U HpeAcTaBIIiBa
AAPYKECTBOTO 3a€THO M IOOT/CIHO H JICKIApHPa ChITIACHO Wi 54, an. 2 ot 3011, ue HAMa pasindme
110 OTHOLICHHE Ha o0cTosTeNcTBaTa 110 4. 54, an. 1, 1. 1, 2 u 7 ot 3011 3a 3aBIKCHUTE JTULA.

Crnen W3BBpINEHaTa INPOBEpPKA, KOMHCHSATA KOHCTaTHpa, Ye ca MPeACTABEHH BCHUKH
HEoOXOIMMHU JOKYMEHTH OT Y4aCTHHKA, KOHTO OTroBapsIT Ha H3WCKBAHUATA Ha Brinoxwurens.
Kowmncusra koncrarupa, 4e y9aCTHHKBT OTrOBApS Ha M3UCKBAHMATA 32 JINIHO ChCTOAHME 1 ¢ Hanume
CBOTBEICTBHC C KPUTEPHHUTE 3a HOAOODP. YHACTHUKBT € IIOCOYMIN, Ye € BIIWCAH B Peructwvpa Ha
TBPIOBIUTE HA €ApO M MPUTEXaBa BANKIHO Pa3spelICHHE 3a THPIOBHS HA €pO C JEKAPCTBEHH
IPOAYKTH, JIurensus 3a efHOCTH (BKIL TBProBust Ha €1p0) ¢ HAPKOTHYHH BelleCTBa, Pasperenne
3a TIPOM3BOACTBO/BHOC Ha JIEKAPCTBEHH MPOIYKTH, KAKTO U Paspeinenue 3a Thprosus Ha eapo ¢
MEIHIUHCKA H3/IEITHS H3/[aieHH OT I3NbIHUTEIIHA areHIMs [0 JIeKapCTBaTa.

BoneHa OT TOPHOTO M BBH3 OCHOBA Ha IIpOBEPKATA 3a CHOTBETCTBHETO HAa YHaCTHHITUTE C
KPUTCPHHUTC 3a I'IO,I[60p U H3MCKBAHUATA 34 IMYHO CHCTOSHHE,



KOMHUHCUSTA PEUIMN:

1. TOIIYCKA Bcuuku YHIaCTHHLH 10 pasr/IeKIaHe TeXHHUCCKUTE NPETOKEHHUS 0 0OIEeCTBeHa
TopBHKa ¢ mpenmer: ,,/Jocmaeka na nekapcmeenu npodykmu no Obocobena nozuyua Ne 1 3a
Hyscoume na MBAJI ,,FOnus Bpegcka® — Bana EOOX no Pamroso cnopasymernue Ne PJJ-11-62
om 01.02.2021z.%

IV. Pasriexiane Ha TexHMYecKHTe NPEJIOKEHUS] HA YYACTHULHMTE H BCHYKH H3HCKYeMHU
AOKYMEHTH KbM TsIX. ‘ :

B usnbinenne ma mpenxonHoTo peinehue Ha kommucusra, Ilpeacearenar Ha komucusTa
IIPEMHUHA KbM NIperies Ha popmara ,, TeXHUYeCKo IpemIokeHne™ B Enexrponnara cucrema.

1. Pasriiexiane Ha TEXHHYECKOTO MpeI0MKEHHE npegoctaBeno ot "®APMUMIIOPT" A/l no
o6ocobena mozumust Nel U NpoBepKa HA CHOTBETCTBHETO My € NpeIBAPUTETHO 00SIBEHHTE
YC/10BHA B CHOTBETCTBHE ¢ WI. 56, an. 2 or TIII3OII.

Komucnusta ycraHoBH, 9e yHaCTHHKBT € OCOYMIT BBB (opmara ,, Texuidecko npeanoxenue,
¢ IpeyIara CIeAHUTE JIEKAPCTBCHU IPOTYKTH:

AHnatomo- Mezxnynapouio Tpurexaren Koinugecrro Mspka
HENATEHTHO Hauun na Ha Tnproscko
TepaneBTHYECH AKTHBHO
HAaHMEHOBAHHE | MPHJIOKEHHE | paspelleHne | HAMMEHOBAHHE
xoa /ATC-koa/ BCLIECTBO
/INN/ 3a ynorpeba
Instituto HUMAN 200 g/1- 100
BO5SAAO01 Albumin napenrepansa | Grifols, S.A., ALBUMIN il ml
Hcnanms GRIFOLS 20%
Kedrion ‘
. UMAN 200mg/ml-
BO5SAA01 Albumin HapeHTepaHa Sp.A, ALBUMIN 20% 100 ml ml
Hrama
Octapharma
BOSAAOI Albumin | napentepansa| (IP)SPRL. | Albunorm 20% | 200 gﬁl' 1001
benrus

B tabnuuara He ca BKIIIOUEHH JICKapCTBEHH IIPOJIYKTH, KOUTO ca odepupann, HO KOHWTO ca
oTnannami or Ilo3UTHBHMS JeKapcTBeH CIHCHK Cien KpaHUS CPOK 3a HOZaBaHe Ha OQepTH.

KbM TexuudeckoTo cu npeioxkenne y4acTHUKST e MIPHJIOKHIT H3UCKYEMHUTE JISKIapalyuy OT
TIPUTERKATETUTE HA paspeleHNsTa 3a yOTpeOa Ha JIeKapCTBEHUTE, e ca 3al03HATH ¢ H3UCKBAHUSTA
KbM JICKAPCTBEHUTE IIPOAYKTH, KAKTO M ¢ IIOCOYEHUTE B HACTOANIATA IIpoleaypa KOJH4ecTBa 3a
JICKapCTBEHUTE MPOAYKTH.

1IpeaIoKeHHeTo OTroBaps Ha H3UCKBAHUATA CHIIACHO Bb3ioxkuTens 3a MEHEMaIEH CPOK Ha
TO/THOCT He I0-KPaThK oT 40 % oT 06sBEHUS OT IPOU3BOAUTENS 32 JIEKapCTBCHUTE IIPOIYKTH HITH HE
10-kpaTbk OT 20 % OT 0OsiBeHHMS OT TPOM3BOAUTENS 3 OHONPOyKTHTE WM GHOMOTOOHHTE
OPOAYKTH.

Cnen xato pasriena IOJPOOHO HPENOCTABEHOTO OT yaacrarka "OAPMUMIIOPT" Al
TCXHIMCCKO NPENTIONKCHHUE M NIPEJOCTABEHHTE KbM HETO ToKyMeHTH o O60co6ena mosumms Ne 1,
KOMHCHSATA YCTAHOBH, H€ CHIIMAT OTroBapst Ha 0OABEHUTE OT Bb3JIOKHTENS YCIOBHS 38 H3II'bIHCHHE
Ha IIOpBHKATA M CE NI0ITyCKa IO OTBAPSAHE HA EHOBHUTE IIPE/IOKEHHUS 32 BCHUKH IIPE/IOKEHH OT HEro
JIEKapCTBEHHU MTPOTYKTH.

2. Pasriiexaane Ha TEXHHYECKOTO npemioxkeane npexocrapeHo or "OLOHUKC ®APMA"
EOO/ no o6oco6ena mozumus Nel u IpOBEPKA HA CHOTBETCTBHETO MY € NPEIBAPHTENIHO
0bsiBeHHTE YC/IOBHS B CHOTBETCTBHE ¢ WI. 56, a1, 2 ot [IIT30IL

KomucusaTa ycraHOBH, Ye y9acTHHKBT € TOCOYHI BBB ¢opmara ,, Texuudecko npemnoxeHne”,
4€ IpeasIara Cie/IHUTe JIEKAPCTBEHH MIPOIYKTH:




AHnaromo- Mexaynapoguo Ipurexaren

Thprosexo | Kosmuecrso

TepaneBTHYe HEHATeHTHO Hauun na Ha
HAUMEHOBAHH | AaKTHBHO
H Kox /ATC- | nammenoBanme HpH/IOKEHHe | pa3peinenue
BellecTBo
Koxa/ /INN/ 3a ynorpeba
Merus Labs
nepopajiHa Luxco II

Acenocoumarol

TBBpIA

Actavis Group

BO1AA07
PTC ehf, Clopidogrel

BO1ACO04 Clopidogrel fiepopaiia ;
TBBpAA Actavis
HUcnanaus
: . niepopanna | Exogapm Cpyn Clopidogrel
B01AC04 Clopidogrel AJL Buarapus Ecopharm 75 mg
Ferric VIFOR France, 50 mg iron/ml
Saccharated iron VIFOR France,

20 mg/m] - 5
m]
B. Braun Hartmann
B05SBBO1 Electrolytes apeHrepanHa | Melsungen AG, Braun
BO5XA01 Melsungen AG, Kaliumchlorid

14,9% Braun
B Tabnmuara me ca BK/IIOYCHH JIEKAPCTBEHH TIPOIYKTH, KOUTO ca obepupany, HO KOHTO ca
otnagHamu ot IlozutusHug JICKApCTBCH CIUCBLK CiieN KpaiHms CPOK 32 nonasane Ha odepri.
KM texumueckoro cu HIPCINIOKEHUE YYACTHUKET € HUPHAIIOXKUT H3UCKYEMUTE AEKJIapalyy ot
IIPUTEKATEIINTE Ha pa3pelleHusTa 3a ynorpeba Ha JCKAPCTBEHHTE, Y€ €A 3aTO3HATH C H3UCKBAHUATA

Potassium chloride

JICKApCTBEHHUTE IPOJYKTH. ~
Ipennoxennero OTroBaps Ha M3HUCKBAHUATA CHIVIACHO Branoxurens 3a munnvaien CPOK Ha
TONHOCT He Mo-KpaThK oT 40 % 0T 06sIBEeHMS OT IPOU3BOINTE]IA 32 JICKAPCTBCHUTE NIPOYKTH WUJIH He

Tlo-kpatek o1 20 % ot oGsBeHUs oT TIPOU3BOIUTENA 3a OHOLPOAYKTHTE HITH Orono100HmTe
HIPONYKTH.

Neo 1, KoMHCHUATaA YCTaHOBH, ye CBIUMAT OTI OBapsa Ha 06$IBCHI/IT€ OT BB3JIOKUTEIS ycioBusa 3a
H3IIBbIIHEHHE Ha IIopwYKara u ce AOIIYyCKa 10 OTBAapsgHe Ha IEHOBUTE HIIPE/UIOKEHUS 3a BCHYKH
HNPEHTOMEHH OT HeTo JICKapCTBEHH IIPOAYKTH.

3. Pasraexnane mHa TEXHHYECKOTO MpeNI0KeH e perocrasedo or "Marna®apwm
Bbarapus" EAX no obocobena mosumms Nel n NpOBEPKA Ha CHLOTBETCTBHETO My ¢
NpeABapuTe/IHO 00SBEHUTE YCII0BHS B CbOTBETCTBHE ¢ WL 56, a1, 2 ot ITII3OIL

Komucusra yeranosu, ue YH4aCTHHKBT € OCOYMI BbB popmarta ,, TeXHuuecko OPEIUIOKEeHHE ",
Y€ Ipe/inara CleHuTe eKapcTBeHM IPOIYKTH:

Anaromo- Mexaynapoano Iparexaren Tuprosexo | Kosmmuecrso Msipka

TepaneBTHYe HENATeHTHO Haquu na Ha
HAMMEHOBAaH | aKTHBHO
H Ko /ATC- | HammenoBanme IpHJIOKEeHHe | pa3pemenue He BelllecTRo
Ko/ /INN/ 3a ynorpeba =
CSL Behring 200 g/l - 100
B05AA01 Albumin NapeHTepaaHa GmbH, Alburex 20 ml ml
I'epmanug




B rabiunara ne ca BKIIOYEHH JIEKApPCTBEHH MPOIYKTH, KOMTO ca o()epHpaHH, HO KOMTO ca
oTma/Hamd ot 1 lo3uTHBHMS JleKapCTBeH CIUCHK clie]] KpallHus CPOK 3a 110/1aBaHe Ha oQepTH.

KBM TeXHHUECKOTO CH NPEJIOKEHHUE YIACTHAKBT € TIPHIIOKHI H3HCKYEMHTE JIEKIApaliy OT
IIPUTEKATEITNTE Ha Pa3pellleHUATa 3a yIoTpeOa Ha JICKapCTBEHHTE, Ue Ca 3aI03HATH ¢ H3NCKBAHUATA
KBM JICKAPCTBCHUTE MPOAYKTH, KAKTO U C IIOCOYEHHUTE B HACTOAINATA [IpoUeaypa KOIHYECTBA 3a
JEKapCTBEHUTE MPOIYKTH.

Ilpennoxenuero oTropaps Ha H3UCKBaHHATA CHITIACHO Bb3/I0XKHTENS 3 MUHMMAJIEH CPOK Ha
TOJIHOCT He 10-KpaThk 0T 40 % oT 00SBEHUS OT MPOM3BOAUTENS 34 JIEKAPCTBEHUTE ITPOAYKTH HIIH HE
mo-KpaTbK OoT 20 % oT 00ABeHHs OT TPOU3BOMWTENISA 3a OHONPOAYKTHTE MM OHOIOIOOHUTE
IPOTYKTH.

Cuient kato pasriaesa nojipoGHO MPENOCTaBEHOTO OT yyacTHuka "Marna®apm Brarapus"
EAJI TeXHHUYECKO TPEIUIOKEHHE U TIPEJOCTABEHATE KBbM HETO JOKyMeHTH o OG0co0eHa O3HIHS
No 1, KOMHCHSTA YCTAHOBH, Y€ CBHIMAT OTroBaps Ha OGSBEHHTE OT BB3NOXKHUTENS YCIOBHS 3a
U30BJIHCHHE Ha TOphUYKaTa M Ce JOIYCKAa O OTBApsSHE Ha IICHOBHTE TIPEJJIOXKEHHS 332 BCHUKH
IIPE/UIOKEHH OT HETO JIEKAPCTBEHH IIPOJYKTH.

4. Pasriexnane Ha TeXHHYECKOTO MperIoKeHHe mnpenocrtaseHo ot "®APKOJI" A/l no
00ocobena mosunus Nel M NpoBepKa Ha CHLOTBETCTBHETO My ¢ NpEIBAPHTEJHO OOSBEHHTE
YCI0BHSA B CHOTBETCTBHE ¢ W 56, ax. 2 ot IITI30I1.

Komucuara ycranoBH, e yHaCTHHKBT € OCOYHIT BbB (hopMara ,, TeXHHUECKO HpeIoKeHIe",
Y€ Mpejyiara CIeAHATE JEKapCTBEHHU IPOTYKTH: '

AHaTOMoO- Mexaynapoano IlpuTexaren KoamieeTso | Mapia
TepaneBTHYe HeNnaTeHTHO Hauun Ha Ha Trproscko AKTHBHO
H Kon /ATC- | maHMeHOBaHMe | NPHJIOKeHHe | paspellIeHHE | HANMEHOBAHHE BeIIECTRO
xoa/ /INN/ : 3a ynotpe6a m

B. Braun

BO5BBO1 Electrolytes napeHTepaiHa Meil(l}ngen Hartmann Braun 500 ml
I'epmanns
B. Braun

BO5BBO1 Sodium chloride | mapenrepanHa Me}:tglgen Natrug:lagllorld 0.9%-250ml| ml
I'epmanus
B. Braun

B05BB01 Sodium chloride | napenrepanna Mel/ilélgen Né};rrl;lﬁ g.lglozrld 0.9%-100ml| ml
I'epmanus
B. Braun

B05SBBO1 Sodium chloride | mapeurepaina Meilglgen Natmg:lagr?lond 0.9%-500ml} ml
I'epmanus
B. Braun

. . Melsungen Kaliumchlorid | 150 mg/ml -

BO5XAO01 | Potassium chloride | mapentepanna AG. 14.9% Braun 10 ml ml

['epmanus

B TabnuiaTa He ca BKIIOYEHM JIEKAPCTBEHH MPOAYKTH, KOHTO ca odepUpaHH, HO KOHTO ca
ornanHann ot [T03MTHBHHS JIEKAPCTBEH CLIMCHK CIe KpaiiHMsI CPOK 3a IM0JaBaHe Ha O(EepTH.

KbM T€XHMYECKOTO CH NMPENNIOKEHHE YIACTHUKHT € IPHUIIOKAI H3UCKYEMHUTE JEKIapauy OT
IIPUTEXATENUTE HA pa3speICHUATa 32 YIOTpeOa Ha JIEeKapCTBEHUTE, Y€ Ca 3al03HATH ¢ U3UCKBAHHUATA
KbM JICKAPCTBEHUTE MPOJIYKTH, KAKTO U C IOCOUCHHTE B HACTOSMIATA HPOIlEAypa KOJIHUYECTBA 32
NeKapCTBEHUTE MPOIYKTH.

IIpennoxenueTo OTroBaps Ha U3UCKBAHUATA CHINIACHO BB3IOXHTENS 32 MUHUMATIEH CPOK HA
FOHOCT HE O-KpaThk 0T 40 % 0T 00ABEHHS OT IPOU3BOUTENS 38 JICKAPCTBEHHTE NPOAYKTH A HE



mo-kpaTeK OT 20 % OT 0OABEHMS OT NPOHM3BOJMTENSA 3a OHONPOAYKTUTE HIM OHMOIOZOOHHMTE
HIPOAYKTH.

Ciien Karo pasriefa MoApoOHO TIPENOCTaBeHOTO OT yyacTHuka "®APKOJ" AJl
TEXHUYCCKO NPCIUIOKEHHE H IIPCAOCTAaBEHUTE KbM HETO JOKYMEHTH 1o O6ocoOeHa mo3uims Ne 1,
KOMHCHATA YCTAHOBH, Y€ CHIIUAT OTTOBAPS HA OOSIBEHHTE OT BB3JIOXKUTEIIS YCIIOBHS 3a U3IIBIHEHHE
Ha MIOPhYKaTa U C€ JOILyCKa 10 OTBapsiHE Ha IEHOBUTE IIPEIOKEHUS 38 BCHUKH TPEIIOKEHH OT HETO
JIEKapCTBEHH MPOAYKTH. ' '

S. Pasruieskaane Ha TeXHHYECKOTO mMpeasiokenue mpeaocrasedo or "IIPO ®APMAIIUA"
EOOJ o o6ocobena mo3unusi Nel m npoBepka Ha CHOTBETCTBHETO My ¢ NpeABAPHTEIHO
00sIBEHHTE YCJIOBHS B CHOTBETCTBHE ¢ WI. 56, aJ1. 2 ot IITI3OIL.

Komucusara ycTanoBy, 4e y4acTHHKBT € IOCOYHI BBB (opMara ,, TeXHHIECKO TPEIIOKEHAE,
ye Ipejjiara CICIHNUTE JIEKAPCTBEHH TIPOJIYKTH:

AHaTOMO- MexaynapoaHo IIpurexarea
KoanuecrBo Mspka
TepaneBTHYE HeNaTeHTHO Hauus Ha Ha Tsproscko AKTHBHO
H Kox /ATC- | manMeHoBaHHe | IPHJIOKEHHE | pa3pelieHHe | HANMEHOBAHHE
Kon/ /INN/ 3a ynorpeba pemecTso
Ferric VIFOR France, 50 mg iron/ml
Bo3ACOI carboxymaltose flapeTepaHa SA, ®panHuys FERINJECT -10 ml me
BO3AC02 Sacc‘”‘j;?gzd oM | apentepantia \gli?gpzf[ﬁ::’ DAFER | 20 mrgri i“l S| mg
Instituto HUMAN 200 g/l - 100
BOSAAOQ1 Albumin napenrepanna | Grifols, S.A., ALBUMIN 1 mg
Wcnanws | GRIFOLS 20% m
Octapharma 200 /1 - 100
BO5AAO1 Albumin napentepansa | (IP) SPRL, Albunorm 20% & I mg
benrus m
B. Braun Aminoplasmal B
BO5BA10 Combinations | mapentepanna | Melsungen AG, "1 100 g/1-500 mg
Braun 10 % E
I'epmanns
B. Braun
B0O5BBO1 Electrolytes napeHTepaiHa | Melsungen AG, | Hartmann Braun 500 ml
['epmanus
‘ B. Braun . .
BOSBBO1 Sodium chloride | napenrtepanna | Melsungen AG, Natr11113m Chlorid 0.9%-250ml| ml
I"'epmanus raun
B. Braun . .
B05BB01 Sodium chloride | mapentepanna | Melsungen AG, Natrium Chlorid 0.9%-100ml| ml
Braun 0.9%
I'epmanus
B. Braun . .
B05BB01 Sodium chloride | mapentepanna | Melsungen AG, Natru];m Chlorid 0.9%-500ml| ml
I'epmanns raun

B Tabnunata He ca BKIIIOUEHH JIEKapPCTBEHM IIPOAYKTH, KOHTO ca odepHpaHM, HO KOMTO ca
otnaguany ot [o3suTHBHKS TeKapCTBEH CIMCHK cle KpalHuUs CPOK 3a [0JaBaHe Ha o(epTH.
KbM TEXHHYECKOTO CH IPENIOKEHUE YIaCTHUKBT € IPHUIIOKUI H3UCKYEMUTE AEKIIAPAIUH OT

IIPUTEXATENUTE HA pa3pelieHHsTa 3a ynoTpeda Ha JIeKapCTBEHHUTE, Ye ca 3aMO3HATH ¢ H3HCKBAHUATA
KBbM JIEKAPCTBEHHTE NPOJYKTH, KaKTO M € IIOCOYECHHTE B HACTOSIIATA MpPOIEAypa KOJHUYECTBa 3a
JIEKapCTBEHUTE IPOAYKTH.

IIpennoxenreTo 0TroBaps Ha H3MCKBAaHHATA ChIVIACHO BB3N0XUTENS 32 MEHAMAJIEH CPOK HA
TOJIHOCT He 0-KparbK oT 40 % or 06ABEHHS OT IPOU3BOIUTEIISA 32 JICKAPCTBEHUTE [IPOAYKTH HIIH
He 110-KpaTeK oT 20 % oT 00sBEHHS OT NPOW3BOAMTENS 3a GHONPOAYKTHTE MM OHOMOOOHHTE
IPOIYKTH.



Crxen xato pasriesia moapoOHO npenocTaBeHoro oT yuactHuka "TIPO ®APMAIIUS"
EOO/I TexHMYeCKO NPEATOKEHHE U PEIOCTABEHUTE KBM HEro JoKyMeHTH 1o O6ocobeHa Mo3HUIHs
No 1, koMucHSITA YCTaHOBH, 4e CHINMAT OTrOBaps Ha OOSBEHHTE OT BBL3IOKHTENS YCIOBHS 3a
U3IIBJIHCHHC Ha IIOpPBYKATA H CE JIONYCKa [0 OTBApsHE HAa IICHOBHTE TPESIIOKCHHS 34 BCHUKH
IPEAI0KEHH OT HETO JIEKAPCTBEHH TIPOTYKTH.

6. Pasrnexnaume

4q¢ IIpeaiara CICAHUTE JICKAPCTBEHH IPOJYKTH:

Ha TEXHHYECCKOTO MPECII0KCHHUE

NpeaoCcTaBcHO

orT

"CO®APMA
TPEAJIUHI" AJl no o6ocoGena mosummst Nel n NMpOBePKA HA CHOTBETCTBHETO My €
IPEABAPHTEIHO 00SIBEHUTE YCJI0BHS B CHOTBETCTBHE ¢ WI. 56, aJ. 2 ot IIII3O0I1.

Komucusita ycTaHOBH, 4e yUaCTHHKBT € IIOCOYMI BEB (popMata ,, TeXHUIECKO IPEATOKEHHE,

ARaToMO- Meaxynaponno IIpurexaren na KonanuectTBo
TepaneBTHYE HenaTeHTHO Haunn na p Tnproecko Mipka
H ko /ATC- | HanMeHOBaHMe | HPHJIOKEHHE Paspeilente sa | @ umenosanue AKTHBHO

Ko/ /INN/ ynorpebda BeIIeCTBO
Merus Labs
BO1AAO7 Acenocoumarol nepo}pa.nHa Luxco I Sintrom 4 mg
TBHpIA S.aR.L.
JIrokcemOypr
Actavis Group .
BO1ACO4 Clopidogrel | "6POPAMHA | pre b Clopidogrel 75 mg
TBBpAA Actavis
Hcnaaaus
Bristol-Myers
BO1AF02 Apixaban MEPOPATHA | g 11)ibby/Pizer ELIQUIS 5 mg
"PPPA | BEIG, Upnanms
Bristol-Myers
BO1AF02 Apixaban MEPOPATHA | g 0 1ibbyPfizer ELIQUIS 2,5 mg
Tekpaa EEIG, Upnanpus
Bristol-Myers
BO1AF02 Apixaban MICPOPATHA | g 1 ibbyPfizer ELIQUIS 2,5 mg
TEbpAd EEIG, Upnanmus
Ferric VIFOR France, ' 50 mg iron/ml

B0O3ACO1 carboxymaltose napenTepaita | ¢ A, ®panus FERINJECT i %0 ml mg

BO3AC02 Sacch;r(?(tlzd fron napeHTepaiHa V;i?gpif::;:’ IDAFER 20 mrgn/ 1lnl > mg

B03BAO1 Cyanocobalamin | napeHtepanHa C(;S(bapMa AlL Vitamin B12 0.5 mg/ml - 1 mg

BITapus ml
BO3BAO1 Cyanocobalamin | mapeHtepaiHa Copapma AJL, Vitamin B12 I mg/ml - 1 mg
bwarapus ml
. . HUMAN
BO5SAAO1 Albumin napeHTepaiHa Igsgtuﬁci2§if’ ALBUMIN 200 grﬁl_ 100 mg
T GRIFOLS 20%
B. Braun
B05BB01 Electrolytes napentepanHa | Melsungen AG, | Hartmann Braun 500 ml
I'epmanus
buodapm NATRII
B05BB01 Sodium chloride |napenrepanna| Wrxenepunr CHLORIDUM [0.9%-250ml | ml
AJl, Brarapus BIOPHARM
buodapm NATRII
B05SBB01 Sodium chloride | mapentepansa| WHxeHepuHr CHLORIDUM [0.9%-100ml| ml
AJl, Bearapus BIOPHARM
Bbuodapm NATRII
B05BBO1 Sodium chloride | mapentepanna| WHxeHepHHT CHLORIDUM | 0.9% -500ml| ml
AJl, Beirapus BIOPHARM




B05CX01 Glucose napeHTepaiHa Cogapwa AL Glucose 40 % - 10 ml ml
Bearapus Sopharma

B0O5CX01 Glucose HapeHTepaiHa Codapwa ALL Glucose 25%-10ml ml
bviarapus Sopharma
B. Braun . .

BO5SXA01 | Potassium chloride napentepaiiHa | Melsungen AG, Kaliumehlorid | 150 mg/m - ml

14,9% Braun 10 ml

I'epmanusg

B Tabmuiara me ca Brmovenu JICKApCTBCHU MPOAYKTH, KOUTO ¢a OepupanH, HO KOUTO ca
OTHafHa oT Ilo3uTHBHNUS fekapeTBen crmchk CJIEN KpaiHusl CPOK 3a MMojiaBaHe Ha odepru.

KbM Texumdeckoro cn npenmoxenue YHACTHUKBT ¢ IIPUIOXKHUI U3UCKYEMHTE JeKIapaliy oT
TIPUTEXATCITNTE Ha PaspellleHHsTa 32 yIOoTpeOa Ha JICKapCTBCHUTE, Ye Ca 3aIT03HATH C H3UCKBAHUSITA
KbM JIEKapCTBEHNUTE NPOIYKTH, KAKTO H ¢ NOCOYCHHTE B HAacTOsMATa Npoueaypa KOJHYECTBa 3a
JICKAPCTBEHUTE IIPOLYKTH.

Hpennoxennero otroBaps Ha m3uCKBaRHsTA CBINIACHO BB3noxurens 3a MuauMaien CpPOK Ha
TOTHOCT HE MO-KpaThk oT 40 % OT 06IBeHNS OT IIPOU3BO/IUTENS 32 JICKAPCTBEHHTE IPOTYKTH MITH He
no-kparek or 20 % or obsBeHHs or UPOU3BOIUTENSL 38 OHONPOAYKTUTE MM 6uononoOHuTE
IPOAYKTH.

Cuen karo pasriena IIOJPOOHO NPENOCTABEHOTO OT y4acthuka "CO®APMA TPEMAUHT"
Al TexHUYECKO NIpeIOKeHHE I IPCAOCTABCHUTE KBM HETO JIOKyMeHTH 110 O6ocobena no3unus Ne
1, xomucuaTa ycramoBm, we chimmsT OTroBapst Ha OOABEHHTE OT BB3JIOKHTEIS] yCIOBUSL 3a
H3IIB/IHCHUE Ha TIOPBUKATA U Ce JOIYCKA H ce AOIYCKa 10 OTBapsHE Ha UEHOBHTE MPEIIOKEHNS 34
BCHUKH NPEJIOKCHH OT HETO JIEKapCTBEHH IPOIYKTH.

7. Pasraexaane Ha TEXHHIECKOTO NPeJI0KEHHE [PE0CTABEHO 0T "COJIOMEJI" EOO/ no
obocobena mosumus Nel u NPOBEPKA HA CHLOTBETCTBHETO My ¢ NpeJBAPHTENHO 00SABeHHTE
YCJIOBHS B ChOTBETCTBHE ¢ 41, 56, an. 2 ot ITI3OIL

Komucusira ycranosn, ue YHACTHUKBT € IOCOYMI BB hopmara ,, Texnuyecko IIPEJIOXKEHHE ",
"€ IIpe/UIara e IHUTe JIEKAPCTBEHH TPOTYKTH:

—

-

Mexnyuapogno IIpatesxkaren Koauuect
Auaromo- HENaTeHTHO Hayun na Ha Trproscko BO Msipka
TepaneBTHYEH HAaHMEHOBaH
ko /ATC-koy/| HAHMCHOBAHNE | NpHIOKeHHe | paspemenne e AKTHBHO
/INN/ 32 ynorpeba BelecTBO
. B. Braun Aminoplasma 100 g/l -
BO5BA10 Combinations | napenrepanna Melsungen AG, | 1 B. Braun 10 500 mg
I'epmanus %E
B. Braun Hartmann
B05BBO01 Electrolytes NapenTepanna | Melsungen AG, Braun 500 ml
I'epmanus
B. Braun . o
B05BBO01 Sodium chloride napentepanHa | Melsungen AG, NaF rum 0.9% - 250 ml
Chlorid Braun ml
I'epmanus
B. Braun Natrium 0.9% - 100
B05BB01 Sodium chloride | mapentepanna Melsungen AG, | Chlorid Braun | - ronl ml
Cepmanus 0.9%
: B. Braun . 0
B05BB01 Sodium chloride napentepanta | Melsungen AG, Na_t rium 0.9% - 500 ml
Chlorid Braun ml
lepmanus
Potassium B. Braun Kaliumchlori 150 mg/ml
B05XAO01 . napenTepanHa | Melsungen AG, d 14,9% ml
chloride - 10 ml
I'epmanus Braun

B rtabnunara we ca Bxmovenn JICKapCTBCHY NIPOAYKTH, KOHTO ca OYEPHUPAHU, HO KOUTO ca

OTnajHank oT Ilo3MTHBHHMS NekapcTBeH crmchk CIE€N KpalHui CpoK 3a IomaBaHe Ha otepru.

Kem TEXHUYCCKOTO CH IpEIIOXKEHTE YUaCTHUKBT € IIPAIIOKUII H3UCKYECMHUTE JACKiIapalun ot



IIPUTEKATENNTE Ha pa3pelieHusTa 3a ynorpeda Ha JJIeKapCTBEHHTE, Ue €A 3aI03HATH ¢ M3HCKBAHUATA
KbM JIEKApPCTBCHUTE NPOIYKTH, KAaKTO M C [IOCOYCHUTE B HACTOAIIATA IPOIEAYpa KOJIMYECTBA 32
JIEKapCTBEHUTE TIPOJIYKTH.

IIpeIoKeHHETO OTrOBapsl HA H3UCKBAHUATA CHITIACHO Bh3iI0KHTENS 32 MEHHMAJICH CPOK HA
FOJJHOCT He 1O-KpaThK 0T 40 % 0T 00sBEHNUs OT IPOU3BOJUTES 32 JICKAPCTBEHUTE MPOIYKTH UIH HE
no-kpateK OT 20 % 0T 00siBeHMS OT IIPOM3BOAWTENS 338 OHOMPOJAYKTHTE HIIH OHOIIOJOOHHTE
IPOIYKTH.

- Crnen xaro pasrnega mompoOHO TpemoctaBenorto or yuactauka "COJIOMEI" EOO]
TEXHUYECKO TIPEIIONKEHHE U TPEJIOCTABCHUTE KbM HEro JoKyMeHTH 1o O6ocobena mosmmms Ne 1,
KOMHCHsITA yCTAHOBH, 4€ CBUIUAT OTTOBAps Ha OOSBEHHUTE OT BBH3IOKHUTEIS YCIOBHUS 38 U3IThIHEHHE
Ha IOpbUYKATa M Ce JONyCKa U CC JIOIyCcKa /10 OTBAapsiHE Ha IEHOBHTEC MPEATIOKEHHS 32 BCHUKH
IPEAJTIOKCHH OT HETO JICKapCTBEHH TPOAYKTH.

8. Pasriexkaane Ha TeXHHYeCKOTO mpeiokenue npegocraseno ot "B.SPAYH MEJUKAJI"
EOO/ mo obocobena mosuuust Nel H nmpoBepKa Ha ChOTBETCTBHETO MY € HPEIBAPHTEIHO
00sIBEHHTE YCJI0BHS B CHOTBETCTBHE ¢ WI. 56, au. 2 ot III3OI1.

Komucusta ycTaHOBH, Ue YUaCTHUKET € TOCOUHIT BBEB hopMmara ,, TeXHH4ecKo MpeaIoKeHue”,
4e MpeJlara cIeJHUTE JeKapCTBEHH MPOAYKTH: '

MexaynapoaHo
AHaToMo- HeMATEHTHO Haumn na Hpuarexaren na Thproseko Koanuecrro Mspka
TepaneBTHYEH paspelneHne 3a AKTHBHO
HAHMEHOBaHHE | NPHJIOKEHHE HaHMEHOBaHHe
koa /ATC-kon/ ynorpebda BeNIecTBO
/INN/

B. Braun

B01ABO1 Heparin napeHtepanna | Melsungen AG, | Heparin-Natrium 2;?005 Iranl/ > ml
I'epmanus
B. Braun Aminoplasmal B

B0O5BA10 Combinations | napentepanna | Melsungen AG, p "1 100 g/1-500 mg

Braun 10 % E

I'epmanus
B. Braun

B05BB01 Electrolytes | mapentepanna | Melsungen AG, | Hartmann Braun 500 mi
I'epmanus
B. Braun . .

B05BBO1 Sodium chloride | napenrepanta| Melsungen AG, Natmg;lacrllﬂorld 09%-250ml| ml
I'epmanus Y
B. Braun . .

B05BBO01 Sodium chloride | napentepanna | Melsungen AG, Natrium Chlorid 09%-100ml| ml

Braun 0.9%

I'epmanus
B. Braun . .

B05BBO01 Sodium chloride | napentepanna | Melsungen AG, Natmg;lagr}lﬂor]d 0.9%-500ml|{ ml
I'epmanis

. B. Braun . .
Potassium ) Kaliumchlorid | 150 mg/ml -

BO5XAO01 chloride [apeHTepaIHa Mglsungen AG, 14.9% Braun 10 ml ml

['epmanus

B tabnunara He ca BKJIIOUEHHM JICKAPCTBEHHW NPOAYKTH, KOUTO ca o(epHpaHd, HO KOHTO ca
otnagHank oT [lo3UTHBHHS JTeKapcTBEH CHHCHK Cle]] KpallHWs CPOK 3a IojaBaHe Ha OQEpTH.

KeM TeXHHUECKOTO CH IpeUIOKEHHE YIACTHUKBT € NPUIOKUT U3UCKYEMUTE NEKIAPALAH OT
IPUTSIKATEIUTE Ha Pa3pELICHUATA 3a yIoTpeOa Ha JIEKapCTBEHUTE, Ue Ca 3alMO3HATH C M3MCKBAHUSATA
KbM JIEKApPCTBEHHTE NPOAYKTH, KAaKTO M C IIOCOYEHHUTE B HACTOSAIIATA IPOIEAypa KONHYECTBA 3a
JIEKapCTBEHHUTE TIPOIYKTH. )

[Ipennoxenrero oTroBaps Ha H3UCKBaHHSATA ChITIACHO BB3noxkuTens 3a MUHUMAJIEH CPOK Ha
TOJIHOCT He MO-KpaThK 0T 40 % oT 00sBEHHUS OT IPOU3BOMUTEINS 32 JIEKAPCTBEHHUTE MIPOAYKTH WK HE
10-KpaTeK OT 20 % oT OOSBEHHsI OT NMpPOU3BOAUTENS 3a OMONMPOAYKTHTE HIH OHOIOJOOHMTE
UPOJYKTH.




Cren xaro pasriena moapo6Ho IpenocraBenoto or yuyactauka "B.BPAYH MEJIUKAJ"
EOO/ rexuuyecko npeanoxeHue 1 NpeJ0CTABEHATE KbM HEro JoKyMeHTH 110 O60co6eHa TO3HIHs
Ne 1, KOMMCHATA YCTAHOBH, Ye CBHIIUAT OTrOBAps HA OOSBEHMTE OT BBANOKMTEIS YCIOBHS 32
H3NBIHEHHE Ha IOphUKaTa U C¢ JIOMYyCKa M Ce JIOIyCKa JI0 OTBapsiHe Ha IICHOBHUTE MPEII0KEHNS 32
BCHUYKH IPEJIOKEHH OT HETO JICKAPCTBEHHU MPOIYKTH.

9. Pasriiexnane Ha TeXHHYECKOTO HpeqToxeHHe upexocrasedo or "MEJIEKC" OOJ no
o6ocobena mosumust Nel ¥ MpoBepKa HA CLOTBETCTBHETO My ¢ NPEIBAPHTEIHO OOSIBEHHTE

YCI0BHA B CbOTBETCTBHE ¢ WI. 56, an. 2 ot IITI3OI1.
Komucnsita ycTaHOBH, Ye YHaCTHHKBT € IIOCOYUI BBB (popMara ,, TeXHI4ecko TpeUIokKeHHe™,
4e MpeAsara CIeIHUTE JICKAPCTBCHHU MPOIYKTH:

AHaTtomo- Mezxaynapoaso IIpurexarten na KoaunuecTso Msip
HEeNATEHTHO Haynn na Thproscko
TCPANCBTHCH | - venoBanme HPHJIOKEHHE PASPEINCHNE 32 |\ - ivMeHoBanHe AKTHBHO Ka
koa /ATC-kon/ ynorpeoda BellecTBO
/INN/
Warsaw
. Pharmaceutical . 5000IU/ml -
BO1ABO1 Heparin NAPEHTCPAHA |\ 0 pore SA. Heparinum WZF sml U
Ilonma
Baxalta HUMAN 200 o/l - 100
BO5SAAO1 Albumin MapeHTepaiHa Innovations ALBUMIN gml ml
GmbH, Asctpust | 200g/l Baxalta
B. Braun
B05BB01 Electrolytes | mapentepanna| Melsungen AG, | Hartmann Braun 500 ml
I'epmanns
bakcrep brnrapus | Ringer Lactate
B05BBO1 Electrolytes | napenrepanna EOOJ1, Bairapus Baxter 500 mi
. . bakctep bwirapus | Sodium Chlorid o
B05BB01 Sodium chloride | napentepanna EOOJI, Brarapus Baxter 0,9% 0.9%-250ml| ml
. . bakcrep bonrapus | Sodium Chlorid o
BO5SBBO1 Sodium chloride | napentepanna EOOJL, Boiraphs Baxter 0.9% 0.9% - 100 ml| ml
. . Alkaloid - INT | Natrium Chlorid | 9 mg/ml —
B05BBO1 Sodium chloride | mapenrepaina d.0.0., CroBeHms Alkaloid 500 ml ml
. , bakcrep bwearapus | Sodium Chlorid o
B05BB01 Sodium chloride | mapentepaina EOOJI, Buarapus Baxter 0,9% 0.9%-500ml| ml
. bakcrep bearapus | MANNITOL | 100 g/1- 500
B0O5SBCO01 Mannitol mapenTepanta | oo JL, Borapns | BAXTER 10% il mg
. B. Braun . .
Potassium ‘ Kaliumchlorid | 150 mg/ml -
BO5XA01 chloride napeHrepanHa | Melsungen AG, 14.9% Braun 10 ml ml
I'epmanus

B Ta6J'II/IIIaTa HC Ca BKIIIOYCHH JIEKAPCTBCHH NPOJAYKTH, KOUTO Ca o@epnpaﬂn, HO KOHWTO ca

oTnagHainy OT Ilo3WTHBHES NeKapcTBEH CIHMCHK CiIel KpailHWsl CPOK 3a MojaBaHe Ha OQEpTH.

KbM TeXHHYECKOTO CH IPeNTOKeHNe YIACTHHKBT € MPUIIOKII H3UCKYEMUTE AEKIapalui OT
NPUTEKATEINTE HA Pa3peLlIeHNATa 3a YIIoTpeOa Ha JIEKapCTBEHHUTE, Ye ¢4 3al03HATH C H3UCKBAHUSITA
KBbM JICKAPCTBEHUTE IMPOAYKTH, KAKTO H C IOCOYECHHTE B HACTOAINATA MPOLEAYPa KOJHYECTBA 3a
JeKapCTBEHUTE TIPOIYKTH.

IIpeioxKeHreTo 0TroBaps Ha H3MCKBAHUATA CHITIACHO BB3M0XKUTENA 32 MUHUMAJIEH CPOK Ha
TOIHOCT He MO-KpaThK OT 40 % 0T 06ABEHHs OT IPOU3BOANTENS 32 JIEKAPCTBEHHUTE IIPOAYKTH HIIH HE
no-kparbk OT 20 % oOT 00ABEHHS OT NPOM3BOIUTENS 3a OHUONPOAYKTHTE MM OHOIOZOOHHTE
IPOAYKTH.



Cnen xato pasriema moapodHO IpenoctaBenoTo or ydactamka "MEJIEKC" 0O0]
TEXHHYCCKO IIPEUIOKCHHE U IIPEAOCTABEHUTE KbM Hero JTokyMeHTH 1o O6ocobena mosuums Ne 1,
KOMHUCHATA YCTAHOBH, Y€ CHUIUAT OTIOBaps HA OOSIBEHUTE OT BB3JIOXKHUTENS YCIOBHUS 33 M3ITBIHEHHE
Ha TMOopbyKaTa M ¢C JOIyCKa M Ce JIOIyCKa 10 OTBAPSHE Ha IEHOBHTE NMPEIIOKCHHS 33 BCHYUKH
IPEITOKEHH OT HETO JIEKAPCTBEHU TIPOITYKTH.

Cnen HanpaBeHaTa IPOBEPKa HA TEXHAYECKUTE MPEITOKEHHUS HA YIACTHHIIUTE,

KOMUCHUATA PEIU:

1. TOIIYCKA 5o otBapsiHe Ha IUIHKA ¢ HAAOHC: ,, IleHoBH npeasokenus®, opepTuTe Ha BCHUIKH
YYaCTHHUIIN:

Komucusita Hacpouu 3aceianue 3a OTBapsiHE Ha [EHOBHTE HpuiIoxkeHus 3a 19.04.2021 B 13:00 u. B
EnexkTponHaTa cucTeMa.
Komucusra npuxiaroun padora B 17:00 yaca ua 16.04.2021r.

V. 3acenanne 3a oTBapsiHe HA IEHOBH NMPE/JI0KEHUS.

Ha 19.04.2021r. B 13:004. ce mpoBeseH IMy6GIIMYHO 3aceanye B IBJIEH CHCTAB HA KOMUCHS
HasHadyeHa Che 3anosex Ne BKH — 6 / 16.04.2021 na ITpokypucra na MBAJT ,,JOnus Bpescka® —
bsna EOOJI.

IIpencenarensT Ha KOMHCHATA NPUCTBIIM KbM OTBapsHE Ha IEHOBUTE IIPEIOKEHHUS Ha
yaactnunute. Cjle/l HalpaBeHaTa IIbPBOHAYAIHA OIEHKA HA [EHOBHTE IPELIOKEHHs, KOMUCHSITA
JIOTIYCHA IICHOBUTE IIPEUIOKEHHs Ha ydacTHUUMTE chritacHO w190, an4 or 30II. C mocouenure
ACHCTBHUsA NPHUKIIFOYM NpOLEAypara MO I'bPBOHAYANHA OIICHKA Ha O(EPTUTE, B CHOTBETCTBHE C
M3HCKBAHMATA U 110CPeACTBOM OyToHna ,,Knacupane®, ExexrponHaTa cicremMa reHeprpa pe3ysTaTuTe
OT BPEMEHHOTO KJIACHpaHe Ha YYACTHHIIHUTE.

Pesynrarute ca ciennure:

3a O6oco6ena nosuuus Nel

: | ' 0,025750
. o nepopanHa . BAPMA" EOOlI , ;
~engcoutiare BRI ok | 2"CO®APMA | 0,025757 | 0030908
o 51 ~ | TPEAJIUHT" ATl 1
1."B.5BPAYH 0,000268 | 0,000322
MEJUKAJT"
BO1ABO1 Heparin napeHTepalHa 144800000 | EOOJ,
L."MEJIEKC" OO/J], | 0,000268 | 0,000322
1"®bOHHUKC | 0,001880 | 0,002256
' V nepo] aﬂné ‘ | ®APMA"EOOA | 0 ’
BOIACO4 | L Tl;p . 2"COOPAPMA |0 0,002257
. TPEHJIUHTY AL -
1"CODAPMA | 0362611 | 0435133 |
1 | BOIAF02 Apixaban fiepopaisa mg 10760 | TPEMMHT™" AJ

TBBpPAA




1."ObOHUKC | 0,333833 | 0.400600
®APMA"EOONL | |

2'CODAPMA | 0,333950 | 0,400740
TPEUIMHI" AL | ‘

: Ferric = o .
BOIBEOL | rbonimalione | [ODoHmDRER | 3.111PO - 10334116 |.0,400939
| DAPMALIAA" . ;

EOO[

I."OLOHUKC | 0,106387 | 0,127664

®APMA" EOOJ]

, 2."TIPO 0,106434 | 0,127721

1 | Bosacoy | Saccharatediron | epamna | mg 182400 | PAPMALIUS"
oxide EOOJ

3."CO®APMA 0,106447 | 0,127736

TPEAJIUHT" AL

, 1."COPAPMA 1 1,235833 1| 1,483000
1| BO3BAO! | Cyanocobalamin | fiapenrepanua meg 504 TPEMJMHI " AJL

I."Marsa®apm | 0,815000 | 0,978000
Bbuarapua" EAJ]
2."MEJIEKC" OOJ{ | 0,816799 | 0,080159
3"CODAPMA | 0,817207 | 0,980648
. TPEUTVHT" AJL
1 | B0sAAOL Alb I 68000

i rapeicpana | M 4"OAPMHMIIOP | 0,825000 | 0,990000
T AL
5."TIPOGAPMALL | 0,897323 | 1,076788
UsI" EOO/
PO 0,020989

0,017491

, (I)APMAI_[I/I}{','

EOOH : o
ey , 4 o 1.'COJIOMENL" 0.017491 | 0,020989
1 | BOSBAI0 | Combinations | mapemrepama | ml | 16000 |OOK L
o, . o o 3  |'2/B.BPAYH 10017492 | 0,020990
MEJIUKAJT! ‘
EOOJ
1."®bOHUKC 0,002600 | 0,003120
OAPMA" EOOJ
2."OAPKOI" AL | 0,003108 | 0,003730
2."TIPO 0,003108 | 0,003730
OAPMAILW"
EOO[
2."CODAPMA 0,003108 | 0,003730
1 | BO5BBO1 Electrolytes HapeHTepaiHa ml 20000 TPEUJIUHT" AJ]
2."COJIOMET" 0,003108 | 0,003730
6[0)11
2."B.EPAVH 0,003108 | 0,003730
MEJIUKAJT"
EOO[
2."MEJEKC" 00[ | 0,003108 | 0,003730
‘* 1 | BO5BBOI1 Electrolytes | mapenrteparma | ml . 8807000 1'“MEHE(K;C" OO]I 0’003200 0’003,849
1."OAPKOJ" Al | 0,004865 | 0,005838
L."MEIEKC" OO[ | 0,004865 | 0,005838
2."TIPO 0,004866 | 0,005839
OAPMALIMA"
EOO[
1 | BO5BBO1 Sodium chloride | mapenteparHa ml 5432000 %O%OHOMEH 0,004866 | 0,005839
3."B.BPAVH 0,004867 | 0,005840
MEJIHUKAJT"
EOOJ
3."CODAPMA 0,004867 | 0,005840
TPEMJIUHI™ AL,




[ 1."MEJEKC" OO

0,010749 | 0,012899

L'"®APKOJI" AL | 0,010749 | 0,012899
2)17PO 0,010750 | 0,012900 .
OAPMAIIMA" | ,
EOOTT , . \
. ~ o 3./COPAPMA 0,010754 | 0,012905
1 | BO5BB0OI Sodium chloride | mapenrepanna 385600 TPEMJIMHI" AT ,
‘ ‘ ‘ ' "4 "COJIOMEN" 0,010791 | 0,012949
. OOI[ .- s L -
5."5.bBPAVH , 0.010792 | 0,012950
| MEJIMKATT! . o
EOOJI
1."®APKOJI" AJT | 0,002550 | 0,003060
1."TIPO 0,002550 | 0,003060
OAPMAIIHA"
EOOJ
1."CO®APMA 0,002550 | 0,003060
TPEUIUHT" AJT
1 | BO5SBBO1 | Sodium chloride | mapenrepasnna ml 14040000 | 1."COJIOMEAQ"
001 0,002550 | 0,003060
1."B.BPAYH 0,002550 | 0,003060
MEJUKAT"
EOOJI
L 1."MEJIEKC" O0A | 0,002550 | 0,003060
1 | BOSBCOI Mannitol napenTepaita 7 ml | 3056000 | I'MEZEKC" OO | 0,006333 | 0,007600
1."CO®APMA 0,066133 | 0,079360
1 | BO5CXO01 Glucose napeHrepaniHa ml 2500 TPEAJIAHI" AT
\ - : [ T1'CO0APMA 0,0628,37J\_W
L BOSCXQ,l '*Gh}cose JﬂapeHTepMHa‘ - ml 500 TPEP’IHI/IHF" Al L
1."®bOHHUKC 0,000307 | 0,000368
®APMA" EOOJL
1."MEJIEKC" OOJ | 0,000307 | 0,000368
1."CODPAPMA 0,000307 | 0,000368
TPEUJIUHI™" AJL
1 | BOSXAOI Potassium | evrepansa | mg 1968000 | 2."COJIOMEJL" | 0,000308 | 0.000370
chloride 00
2."b.bPAVH 0,000308 | 0,000370
MEJIUKAIT"
EOOJ
2."®APKOI" A 0,000308 | 0,000370

Ha ocnosanue wr. 90, an. 5 or 30I1 Ha 16.04.2021r. eAHOBPEMEHHO 10 BCHYKH YYaCTHUIU B
nporenypara Oelle U3paTeHa MOKaHA 33 YYacTHE B CJICKTPOHEH THPr. B m3mpaTtenara mokaHa B
cpoTBeTCTBUE ¢ M3uckBanmaTa Ha 3011 ce chabpixaxa pe3yararute OT IbPBOHAYAIHO H3BBLPIICHATA
OLIEHKa Ha OQepTUTE MOCOUEHU IMO-TOPEe M CTHIIKATA, ¢ KOATO YYACTHUIHUTE MOraT Ja HaMalsBar
OPEeJUIOKEHUTEe OT TAX LCHH, OHPCIACICHA OT BB3NOKHTENA B JOKYMCHTAIHATA 3a Y4acTHE B
nporenypara, a uMeHHO 0.05 %. Ceraacro wi. 90, an. 8 ot 3011 B mokanara 6Ge IOCOYEHO, Ye
CIIEKTPOHHUAT THPr e cTaptupa Ha 22.04.2021 r. B 08:00:00 4. u npukmousa Ha 26.04.2021 T.
18:30:004.

Crnen m3BBpIIBaHE HAa TOPHHTE ACHCTBHS KOMHCHATA NPHKIOYM cBosta pabora B 15:00 u. Ha
19.04.2021 r.

VI. IIpoBexaane Ha eIeKTPOHEH THPT.

Komncusra ce cx6pa ra 27.04.2021 . B 10:00 gaca, 3a 1a 0Tpasu pe3y/ITaTure Ha MPOBECHHSA
EJlekTpoHeH Thpr, KOMTO CTapTHpa U MPHUKIIOYBA, CHIIIACHO MOCOYEHHUTE J1aTa M Yac B M3IIpaTeHaTa
A0 BCUYKH YYaCTHMIM MOKaHa. EJeKTPOHHMAT THPT ce mpoBese u3nsio B EnexkTponHara cucrema,




KOATO aBTOMATHYHO TeHEpHpa KpallHOTO KJIACHpaHe B PE3yJITAT HA HANpPaBEHHTE B PAMKHTE Ha

CJIIEKTPOHHUS ThPI' HAMAJICHHUS Ha IICHUTE OT CTPaHa Ha YUYaCTHUIIUTE B TPOIIC/Iypara.

Kiacupanero B pe3ynrar Ha mpoBeaeHus EJeKTPOHEH THPT, € CISAHOTO:

Knacupane no Obocobena nozunus Nol:

Enuesa  Epuena
AHaTomo- Mesicaynapono Mspra Heobxoaum YyacTHHIH 3a 3a
OIl TepaneBTHUEH HelaTeHTHO Haunn na /mg, G00i " O I ——
Ne xoa /ATC- HAaUMEHOBaHME = IIPUJIOKEHUE tabl., P AuHHIL A
on/ JINN/ ml/ MSIPKH Knacupase MsApKa MsIpKa ¢
" ' des JAC  JUIC
1."®bOHUKC 0,025711 0,030853
: DAPMA" EOO/]
nepopaiHa
1 BO1AAO7 Acenocoumarol ’33":}))113 mg 2144 2."CODAPMA 0,025718 0,030862
TPEUAUHI™ AL
1."MEJIEKC" OO]] 0.000267 | 0,000320
1 BO1ABO1 Heparin rlapeHTepaIHa 1U 144800000 2.'b.5PAVH
P PEHTEp MEJIUKAJT" EOO/] 0,000268 | 0,000322
1."®bOHHKC 0,001878 0,002254
GAPMA" EOOJ
. nepopaiHa
1 BO1AC04 Clopidogrel Tibp . mg 357600 2"CODAPMA 0001879 = 0,002255
P TPEMAHI™ AL
1."CO®APMA 0,362611 0,435133
, nepopaiHa v " ; ]
1 BO1AF02 Apixaban TBHpIA mg 10760 TPEUJIMHI™" AT
1."®bOHUKC 0,333499 0,400199
®APMA" EOOJT.
Ferric 2."C9(DAPMA 0,333616 0,400339
1 B0O3ACO1 carboxymalt napeHTepaiHa mg 4000 TPEUJTHHI™ AL
arboxymalose 3'TIPO ®APMALIUSI" | 0,334116  0,400939
EOOI
1."®bOHHKC 0,104280 0,125136
DOAPMA" EOOJ1
: 2."CODAPMA 0,104339 0,125207
1 B03ACO2 sa“hg;?;zd Iron ' apemrepamma | mg 182400 | TPEMSHI™ ATl
3."TIPO ®APMAILIUAA" | 0,106434 0,127721
EOO[
1."CODAPMA 1,235833 1,483000
1 B0O3BAO1 Cyanocobalamin = mapeHTepanHa mg 504 TPEUJIAHI™ AT
1L."MEJEKC" OOJ]] 0,703351 0,844021
2."@APMUMIIOPT" 0,744980 0,893976
All
3."Marna®apm 0,750071 0,900085
1 BO5SAAO1 Albumin napeHTepaaHa ml 68000 Boarapus" EAJ]
4."COPAPMA 0,792256 0,950707
TPEAAUHI™ Al
5."TIPO ®APMALIMA"  0,897323 1,076788
EOOQ
1."TIPO DAPMALIMA" | 0,017491 0,020989
EOO/
o 1."COJIOMEI" OO0/ 0,017491 0,020989
1 BO5BA10 Combinations NIApeHTepanHa ml 16000 2 "5.EPAYH 0.017492 0,020990

“MEJJUKAJI" EOOJ




1."®bOHHKC 0,002600 0,003120
OAPMA" EOOJ]
L 2."OAPKOJI" ALT 0,003072 0,003686
3. TIPO DAPMALIAA" | 0,003108 0,003730
EOO[
B05BBO01 Electrolytes napeHTepaHa ml 20000 3."COOAPMA 0,003108 0,003730
TPEUJIMHI™ ALl
3."COJIOMED" OO 0,003108 0,003730
3."B.bPAYH 0,003108 0,003730
MEJIMKAJT" EOOJ]
3."MEJIEKC" 001 0,003108 0,003730
B0O5BBO1 Electrolytes . IapeHTepalHa ml 8807000  1."MEJIEKC" OO 0,002525 0,003030
) 1."MEJIEKC" 00]T 0,003199 ' 0,003839
2."OAPKOII" AL 0,004865 0,005838
3."TIPO ®APMAIIUA" | 0,004866 0,005839
EOO
. . 3."CONOMEX" 00 0,004866 0,005839
B05BB01 Sodium chloride | mnapeurepanua ml 5432000 4B BPAVH 0.004867 | 0.005840
MEJTUKAII" EOOJ]
( 4.”CQ(I)APMA 0,004867 0,005840
TPEUJAUHI™ A1
1."MEJEKC" OO0/ 0,006802 0,008162
2."OAPKOJ" ALl 0,010749 0,012899
3."TIPO ®APMAIIUA" : -0,010750 0,012900
EOO/
. . 4."CO®APMA 0,010754 0,012905
B05BBO1 Sodium chloride | mnapentepanua ml 385600 TPEMIMHI™ ATl
5."COJIOMEJ" 00O 0,010791 0,012949
. 6."B.bPAYH 0,010792 0,012950
MEIUKAJ" EOOJ]
1."MEJIEKC" O0[ 0,001820 0,002184
2."OAPKOJI" AT 0,002550 0,003060
2.'"TIPO ®APMAIIUA"  0,002550 0,003060
EOO/T
. . 2."COOAPMA 0,002550 0,003060
B05BBO0!1 Sodium chloride | mapenrepanna ml 14040000 TPEI%I[I/IHF" ATl 0
2."COJIOMET" OO[], 0,002550 0,003060
2."b.BPAVH 0,002550 0,003060
MEJUKAJI" EOOO
B05BCO1 Mannitol napeHTepaTHa ml 3056000 L"MEJIEKC" OOJ{ 0.006333 | 0,007600
1 ."CQ(DAPMA 0,066133 0,079360
B05CX01 Glucose napeHTepaiHa ml 2500 TPEMIUHI™" ATl
] 1."CODPAPMA 0,062833  0,075400
B05CX01 Glucose napeHTepaiHa ml 500 TPEUIUHT™ AJT
""" o ' " 1."dbOHHKC 0,000306 | 0,000367
DAPMA" EOOJQ
2."C9<DAPMA 0,000307 0,000368
Potassi ; TPEUJIVHI™ AT
B05XA01 orassium napeHTepaliHa mg 1968000  2."MEJIEKC" OO]L 0,000307 0,000368
chloride 3."COJIOMEJ" 00T | 0,000308  0,000370
3."b.bPAVH 0,000308 0,000370
MEJUKAII" EOOJ
3."OAPKOJI" AXD 0,000308 0,000370

VI. IlpoBepka HA WEHOBHTE NPELTOKCHHS 32 HAIHYHETO HA Heo0H9aliHO GJArONPHATHH

odepTu.

Ha ocHoBanme wr.72, an.1 ot 30Il, cnex npukimouyBane Ha ENeKTpOHHHS THPr KOMHCHSTA
U3BBPIIA TPOBEPKa 33 HAIMYHETO HA LEHOBUTE NPWIOKEeHHS ¢ moBeue oT 20 Ha CTO TO-
OJIATONIPUATHH OT CpeJHaTa CTOMHOCT HA HEHOBHTE IIPEIVIOKEHHS HA OCTAHAJINTE YYACTHHIM 3a
BCCKM €JIMH OT JIEKApCTBEHMTE NPOAYKTH. B pesynrar Ha M3BBpIIEHATa IPOBEpKAa KOMHCHSTA




YCTAaHOBH, Y€ HAMA IICHOBH NPCUIOKCHHS, KOUTO Ja ¢a C IOBECUE OT 20 Ha cTO HO-6J'IaI‘OHpI/I$ITHI/I oT
cpeanara CTOHHOCT Ha CHOTBETHUTE IIEHOBU HPEIIONKCHNA HA OCTAHATIMTC YYaCTHHUIIH.

VIL. IlpoBepka Ha HEHOBHTE NPEIIOKCHHS 3a HAJIMYMETO HA UeHA Haa Pedepenrnara
croiinoct 3a 1 Op. MApKa, cbriaacHo [lo3nTHBHHASL TeKAPCTBEH CHUCHK.

KomucHaTa M3BBPIIM IPOBEPKA 38 HATHYUETO HA [EHOBH IIPEIIOKEHHS, KOMTO 14 HaJBUIIABAT
PedepenTHara croitHOCT 3a 1 6p. MsipKa, cbriacHo [T03UTHBHUS JIEKAPCTBEH CIHMCHK H YCTAHOBH, Y€E
HSIMA I[EHOBHU NpeATI0KeHUs HAl pedepenTHara croinoct Ha [1JIC.

VIIL IIpoBepka 3a HAIMYHETO HA KJIACHPAHH HA MbPBO MACTO MOBEYE OT €JHH YYACTHHK.
KomucusATa u3Bbpiy IpoBepKa 3a HATHYHETO Ha KIACHPAHH Ha IIPBO MICTO HOBEYE OT €IUH

YYaCTHUK CHOOPA3HO MPEIOKEHUTE OT TAX IIEHOBH INPEUIONKEHHS M KOHCTATHPa, Ye Ca HajuIle
€IHAKBH IICHOBU IIPEJUIOKEHUS, CHOTBETHO MMA KJIACHPaHH HA TBPBO MSACTO HOBEYE OT €IUH
YYaCTHHK 3a JIEKapCTBEH NPOAYKT ¢ AHaTOMO-TepaneBTudyeH koxa: BOSBAI0 u MexayHapoaHo
HENaTeHTHO HauMeHoBanue: Combinations vi cwriacHo 1iI. 58, ain. 3 ot [1T13011 e naymnie ocHOBaHKE
3a IPOBEXJaHe Ha MyOIMYeH KpeOuid MexIy YUACTHUIUTE, KAKTO CJIE/IBA!

» "IIPO ®APMAIIUA" EOO

» "COJOMEXI" 001

BO]IeHa OT HallpaBCHATA I10-ropc KOHCTaTalys:

KOMUCUATA PEUNMN:

1. Jla poBene myOnuueH xpeOuil MeXIy TOPEIOCOYEHUTE YUACTHHI[H HA OCHOBAHUE WII.
58, an. 3 or IIIT3011 3a onpenensane Ha N3MIBIHATE MEXKTY KJIACHPAHHTE HA I'BPBO MSICTO YYaCTHHLH
B HACTOsIIAaTa IIPOIeAypa 3a:
- JlexapcTBeH NpOoHyKT ¢ AHaTtoMo-TepaneBTHUYeH kox: BOSBAIO u MexayHapoaHo
HENAaTeHTHO HauMeHoBaHue: Combinations

2. KomucusTa onpeneny jara ¥ MICTO 3a IPOBE&KIaHe Ha MyOIHuHMs Xpeduit mo T. 1. —
nara: 05.05.2021 r., wac: 11:00 vaca B crpagaTa Ha MHoronpoduiHa OOJHHUIA 32 aKTHBHO JEYCHUE
,10nus Bpescka® — bsuta EOO/L, Ha axgpec: rp. bsma 7100, yin. Bacun JleBcku Ne 62 u yBemomu
YYaCTHHIUTE 33 IIPOBEXKIAHETO Ha IPEJCTOSIIMS XKpeOuil upe3 myOnuKyBaHe Ha CHOOIIEHHE B
npoduIa Ha KynyBada Ha OQUIMATHIS CalT Ha Bb3noxurens u upes u3npaiase Ha ChOOIICHHE
9pe3 EnextponHara miuatdopma.

3. Komucuara ompezgenu myOunuuHuAT Xpebuit mo T. 1. Ja ce mpoBeae MO CIICTHHS
pErJIaMEeHT:

ITPABWJIA 3A ITIPOBEXJIAHE HA ITYBJIMYHUA "KPEBUIA:

1. Ilpenu npoBexaneTo HA MyOIMYHUS KpeOuii mo . 58, an. 3 or ITTI30I1, komucHsTa e
TIOJITOTBH: ‘
» 2 (nBa) 6post eTHAKBH, IPA3HH, HEMPO3PAYHH ILIHKA,
> 2 (nBa) Oposi enHaxkBu, Oeldd JIHCTYETAa ¢ M3MMCAHM HAMEHOBAHMATA Ha BaMara
YYaCTHUIHM B IyOJIMUHUS KPEOHit;
» 1 (enna) Gpoit Hempo3pavHa KyTHS.

2. Ha 3acenanueTo 1o mpoBexaaHe Ha MyONWUYeH XpeOuil mpeaceaaTesT Ha KOMHCHSTA I
IIOKaKe Ha IPUCHCTBAIIUTE [TPEICTABATEIIN HA YUAaCTHUITUTE /UM MPUCHCTBAIIUTE IPEICTABUTEN N
Ha CpeICTBaTa 3a MacoBO OCBEIOMSIBaHE, JBaTa Mpa3HW, HEMPO3pPayHH IIMKA W JBaTa JIMCTA C
M3IIUCAaHN HAUMECHOBAHUATA HA YYaCTHHIUTE.

3. Cnen u3BBpIIBaHE HA JEHCTBHUATA IO T. 2, IIpECEIATENIAT HA KOMUCHATA 1€ IIOCTABH BbB
BCEKH €JIMH OT IIPa3HUTE IIUKOBE 10 €/IHO JIUCTYE C N3MUCAHUTE HAMMEHOBAHHS Ha [BaMara
YUYaCTHHIH B XpeOusl, CIiel KOeTOo IIIHKOBETE Ca 3aTBapsT (3aJlenBar).



4. llnmnkoBere ce MOCTaBAT B KyTHST4, KaTO HA BCEKH OT YYACTHHIHTE C€ MPEIOCTABS
BB3MOXKHOCT, aKO HMa JKellaHWe, Jla M pa3Obpka. AKO HE NpPHCHCTBAT MNPEJACTABUTENH HA
YYaCTHHLIUTE, 3aTBOPEHATa KyTHA ce pa30bpKBa OT Mpeiceaarels UK OT €JJMH OT WIEHOBETE Ha
KOMMCHSATA.

5. Ilpesicenarenst wiu eMH OT WICHOBETE HA KOMHCHSTA IIIe M3TEINIH €IHH OT IUIMKOBETE, I
I'0 OTBOPH M L€ OTIOBECTH (IIPOYETE) OT JIKCTYETO B M3TETIICHAS UMK MMETO Ha YYAaCTHHKA, KIIaCHPaH
Ha IHPBO MACTO M CHOTBETHO OIPEIENEH 3a M3IILJIHUTEN Ha OOILIECTBEHA MOPBYKA C MPEIMET:
»/locmaeka na nexapcmeenu npodykmu no Obocobena nosuuun Nel 3a nyscoume na MBAJT
»IOnua Bpescka“ — bana EOO/ no Pamkoso cnopasymenue Ne P/I-11-62 om 01.02.20212.%

6. IIpesiceiaTensT Wik eTMH OT YICHOBETE HA KOMHCHATA IE M3TETIH H OTBOPH H BTOPHS IUIHK,
IOCTABCH B KyTHATA H IIE OLIOBECTH (POYETE) OT JIMCTHETO B ILTHKA HMETO Ha YYACTHHKA, KIIACHPAH
Ha BTOPO MSICTO B IIPOLEAypara 3a Bh3JIarane Ha 00IIeCTBEHaTa I0PhUKa.

7. C onpenensiHETO HA M3MBIHATEN Ha OOIIECTBEHATA IOPBYKA H YIACTHHK, KITACHPaH HA BIOPO
MSCTO B CBINATA TPOLEAYPA, IyONUYHUAT KPeOHil IPHKIIOUBA.

8. Pesyararute ot paboTaTa Ha KOMUCHSTA BbB BPB3Ka C IIPOBEICHHS MyOIIHUeH KpeGuil e
OBIAT OTpa3eHH B POTOKOIL.

Ha sacenanmero 3a nposeskiane Ha myGirdeH KpeGHit HMAT IPaBO 1 IPHCHCTBAT YYACTHHLNTE
B IIPOIIE/(ypaTa U1K TEXHH YI'BIHOMOIIEHH IIPEACTABHTEINM, KaKTO M NPEACTABHTENHN Ha CPECTBATA
332 MacOBO OCBEIOMsIBaHe.

Crien u3BbpIIBaHE HA IOCOYCHHTE IO-TOpE NEHCTBHS, mpencearenst Ha KomucusTa 3aKpu
3acenanrero ¥ Komucusita mpuxitoun pabora B 12:00 yaca Ha 27.04.2021 r.

IX. IIpoBexnane Ha MyOJIH4eH KpeGuM Ha ocHOBaHHe 1.1, 58, a1 3 ot III3OI1.

Komucusdra ce cbGpa otaoro Ha 05.05.2021 . B 11:00 4aca 3a npoBex/aHe Ha NyOIHYHUSA
KpEeOHH 33 OIIPE/IENTHE Ha H3MBIHATE MKy KIIACHPAHATE Ha ITHPBO MACTO YYACTHHIH 38 IO3HLHS
¢ Amnaromo-TepaneBTHYeH Koa: BOSBAIO w MeXayHapoqHO HENATEHTHO HAMMEHOBAHHE:
Combinations.

lpn npoexiane Ha *peOHs He MPHCHCTBAXd YYACTHHIIMTE B IPOLEAYPATa MM TEXHH
YI'bJIHOMOIICHH IIPEICTABUTEIIH, KAKTO U IIPEJCTABUTENIN Ha CPEACTBATA 34 MACOBO OCBEJIOMSBAHE.

Komucnsra npucThnn KbM AEHCTBHS CHINIACHO PEIIAMEHTA MOCOYEH MO-TOpe B HACTOSILAS
IIpoTokoa Nel, kakTo H B CHOOIIEHUETO H3MPATEHO 0 YYaCTHHIATE.

Cren nposexmaHe Ha IyOauunus xpeOuu mo wi. 58, am 3 or IMI30IL, mo mo3mmus 3a
Jlexapersen mpoaykT ¢ Amatomo-Tepanesriden kox: BOSBAIO m MexmyHapoaHO HEMATEHTHO
HauMeHoBaHue: Combinations, ce ONPEEH CIIEHOTO KJIACHPAHE HA YUACTHHIHTE:

> I-Bo mscro: "IIPO ®PAPMAILIUA" EOOJ]
» II-Bo mscro: "COJIOME" OO

X. KpaiiHo kiacupane Ha y4acTHHIHTE.

Komucusita, npu cho0passiBaHe Ha yCIOBHETO 32 H3ITBIHUTENH [0 PAMKOBO CropasyMeHHe
Aa CC OUPCICIHAT y4aCTHHLH MNPEANONHIK Hali-HHCKA LleHa M KaTo B3€ MPEIBHI, PE3YITATAa OT
IPOBECHUS MyOIHYCH KPEOUH, KaKTO B KIACHPAHeTO TeHePUpaHo oT EnekTpoHHaTa mnatdopma,
CBIJIACHO, KOETO Ca MOAPEACHN LEHOBUTE IPCNOKEHHS HA yYACTHHIINTE B HU3XOMAII PEL, CIIOpe]
KPHTEPHS ,,HAl-HUCKA IeHa“ :

PEIIIN:

KJIACHPA yuacthunmre, ch00pazHo 00SBEHOTO B €eKTPOHHATA IIaTdhopma ITOApEKIaHE
B HU3XOJIAII peJl O ,,Hal-HUCKA IIeHa”, KaKTO H Ch0OPa3HO IPOBEAEHHS MyOIrUeH SKpeOHH.

IIPEJVIAT'A na Br3noxurens na cKIOYM JIOTOBOP 33 HM3NBJIHEHHE Ha oOlIecTBeHATa
NOpPBYKA C KIACUPAHHUAT Ha IBPBO MSCTO YUACTHHK, KAKTO CIIE/IBA;



0,075400

Al

AHATOMO- MexayHapoaHo Exunenaza  Ennenasa T —
on HENATEHTHO €NMHHLA eHHHIA
. TepaileBTHYEH 7} Knacupane
Ne kon /ATC-xon/ HAaHMEHOBAHUE MsipKa 6e3 MSpKa ¢ Kiacupae
/INN/ JUIC JJIC p
0,025711  0,030853 | - PPOHHKC
1 BO1AAQO7 Acenocoumarol PAPMA [-BO MaACTO
EOOJ
1."MEJIEKC" ,
1 BO1ABO1 Heparin 0,000267 0,000320 oo [-BO MACTO |
0,001878 0,002254 (lp A?;IK?EHKC
1 BO1ACO04 Clopidogrel EOO/ I-Bo MsicTO
1."CODPAPMA
1 BO1AF02 Apixaban 0,362611 0,435133 TPEﬁHHHF" [-Bo MsaCTO
AL
0,333499 0,400199 | "®BLOHHKC
Ferric OAPMA"
1 BO3ACOI carboxymaltose EOO/J I-80 macTO
0,104280 0,125136 1."®bOHHUKC
Saccharated iron DAPMA"
1 B03ACO02 oxide EOO]I I-Bo msCTO
)
1."COPAPMA
1 B03BAOI Cyanocobalamin 1,235833 1,483000 © = TPEMIUHI™ I-Bo MacTo
ANl
0,703351 0,844021 I."MEJJEKC"
1 B05AAO01 Albumin 00711 [-B0 MsACTO
1."TTIPO
0,017491 0,020989
. g ’ OAPMALIUS"
1 BO5SBA10 Combinations EOO/ I-Bo MscTO
0002600 0003120 I PROIMKC
1 B0O5BBO1 Electrolytes EOOJI I-Bo MscCTO
1 B0O5BBO1 Electrolytes 0,002525 0,003030 (leDEI[EI[EKC I-Bo MACTO
0,003199 0,003839 | 1."MEJIEKC" :
1 B05BBO1 Sodium chloride ooqg I-Bo MaCTO
0,006802 0,008162 = 1."MEJIEKC"
1 B05BBO1 Sodium chloride oo I-Bo MsCTO
0,001820 0,002184 | 1."MEJIEKC"
1 B05BB01 Sodium chloride 0o I-Bo MaCTO
L} n
1 BO5BCOI Mannitol 0,006333 | 0,007600 SO%EHEKC I-80 MsCTO
1."CO®APMA
1 B05CXO01 Glucose 0,066133 0,079360 | TPEUOWHI™" I-Bo MACTO
All
1."COPAPMA
1 B05SCXO01 Glucose 0,062833 TPEUAWUHL" [-Bo MsCTO




' 1."OLOHUKC
. DAPMA"
- EOOJ

0,000306 0,000367

1 B05XA01 1 Potassium chloride I-Bo MacTO

Komucusra npuema, ue ¢ u3BbpINEHNTE ACHCTBHS, NO HACTOAATA TPOLEAYpPa MO BHETPElIeH
KOHKYPEHTEH € TIPEAMET: ,,/focmagka Ha nekapcmeenu npodykmu no Obocobena nosunus Nl 3a
nyscoume na MbAJI ,,lOnun Bpeecka® — bana EOO/ no Pamkoso cnopazymenue Ne P/]-11-62
om 01.02.20212.“ n npoBeNEHUST €IEKTPOHEH THPI € 3aBLpiueHa. [IpoTokonsT 3a paborara Ha
KOMHUCHATa crefiBa Ja Objie NMPEACTaBeH Ha PBKOBOMTENs Ha JeYeOHOTO 3aBeJEHME 3a O00peHHe U
M3rOTBSIHE Ha pELICHYE.

Hacrosmmsar npotok ce ceetaBu v noanuca Ha 05.05.2021r.

IIpencenarei: ....... 00 S00P......... ceersssnesenneas

/ Anuya JTaxos

3annyena nHpopMauys Ha ocHoBaHue wi. 37 ot 30I1
BBB Bpb3Ka ¢ WI. 4 1 c1. oT Permament (EC) 2016/679

UneHoBe: 1. .ooveeevoeeeeecccloeeeeeeeeen

!/ Tooop Augenos /

/ [I-p Ilems Iemposa-Obpemenoka |





