MNPOTOKOJI Ne 2

oT paboTaTa Ha KOMHCHs, HazHaueHa che 3amoBen Ne PJ[-11-216/27.05.2020 r. (u3m. cbe 3amoex Ne PJI-11-
336/23.07.2020 r.) Ha MUHHCTBPA Ha 3PaBCONA3BAHETO J1a M3BBPIIH [TOA00P HA YIACTHUIUTE, PA3TiIeaa, OLUCHH U
KJlacupa nojaaeHuTe ohepTy 1 1a MpoBeie eINeKTPOHEH THPT MPHU CIa3BaHETO Ha pena npensuaeH B wi. 8§9-91 ot
30I1 mo oTkpuTa TpoIienypa 3a Bb3JIAaraHe Ha OOIIECTBeHA MOPBUKA C MPEAMET: ,./Iekapcmeenu npodykmu om
anamomo-mepaneemuua zpyna B "Kpve u kpveomeopunu opzanu' u anamomo-mepanesmuua zpyna L
AHnmuneonaacmudHu u uUMyHomooyaupawiu cpeocmea "'. O0mecTBeHara nopbuka ¢ otkpura ¢ Pemenne Ne PJI-
11-187 ot 08.05.2020 rox. Ha ocuoBanwme § 137, an. 1 (m3m. IB, 6p. 102 ot 2019 r., B cuna ot 01.01.2020 1.) ot
[IpexoanuTe ¥ 3aKIIOUUTETHH pa3ope0n KbM 3aKOHA 32 U3MEHEHHUE U JOITbIHEHUE Ha 3aKOHA 32 O0IIECTBEHUTE
nopwuku 10 1 ssayapu 2021 r. LleHTpamHusT opras 3a MOKyNKH B ceKTop "3npaBeomnasBane” u LleHTpamHusT opran
3a TIOKYIIKH 32 OOLIMHHTE MPOBEXAAT MPOIEIYypPH 3a Bb3IaraHe Ha OOIIECTBEHU MOPHUYKM M 32 CKIIOYBaHE Ha
PaMKOBH CIOpa3yMEHHS Upe3 M3MOJI3BAHUTE OT TAX MaT(opMu, ¢ U3KIIOUEHHE HA U3IIPALIaHETO HA PELICHUsATa
mo wr. 22, aim. 1, T. 1 m 2 ot 30I1 u ob6sBaeHUATa 110 WI. 35 ¥ wr. 36, an. 1, T. 3 m 6 ot 30I1, KoeTo ce N3BHPIITBA
ype3 wiatdopmata 1o wi. 39a, an. 1 or 3011, ceriacHo rpaduka mo § 131, an. 1 (mapuyan 3a kpatkoct §137 or
133U A30I1). MuHHCTHPHT Ha 3[paBeOlla3BaHETO B KadecTBOTO My Ha LleHTpasieH opraH 3a MOKYIKH B CEKTOP
"3npaBeomnasBane"”, cienpa aa npuinara Enekrponnara margopma, cautaro ot 01.04.2020 ., B ChOTBETCTBHE C T.
2, 0ykBa a) ot [locranosienue Ne 332 ot 13.12.2019 r. Ha Munucrepcku cbBeT (00H. B [IB, 6p. 99/2019 1.). B
CchOTBETCTBHE ¢ § 12 OT 3aKOH 3a MEpKHTE W JEHCTBUATA MO BpeMe Ha M3BBHPEIHOTO MOJOXKEHHE, OOSIBEHO C
peuienne Ha HapomHoto chOpanume or 13 mapt 2020 r., HacTosIara OOLISCTBEHA MOpPBHYKA CE OOSABSABA IMPH
cria3BaHe Ha peJia 3a Bb3narase, aeictsam 10 1 HoemBpu 2019 ron.

I. Pasrnexnane Ha JONBJIHMTETHO NPEACTABEHHTE AOKYMEHTH Ha 3aKPUTH 3aceJdaHWsl NMPOBeJeHHMS B
nepuojaa ot 19.06.2020 r. g0 25.06.2020 r. BKIIOYNTETHO OT KOMUCHSITA B PEIOBHUS ii ChCTaB, KAKTO CJIeBA:

IIpencenaren:

1. Pymsana CraBpeBa, JbpikaBeH eKCIepT B qupekust ,,OI1;

Ynenose:

2. Koncrantunoc Arnuc, appxaBen excrept B aupekius "EKMC";

3. -p Csetnana PaitueBa — appkaBeH ekcniept B otaen , JIIT;

4. Mar. ®apm. Tans I'eprunoBa — riaBeH excriepT B otaen ,,JII1;

5. Mar. ®apwm. L{gerenuna I[lornosa — crapmmu excriept B otaen ,, JIIT

[IpoTtokon Ne 1 (chabprkalll yka3aHUsITa HA KOMUCHATA 38 OTCTPaHsIBaHE HA YCTAaHOBEHU HECHOTBETCTBHS,
HEMBJIHOTH WX JUTicH Ha MH(opMmanwms) e mybnukyBan Ha 11.06.2020 r. B pa3zaen ,,[Ipodun Ha KynmyBaua“™ Ha
WHTEPHET CTpaHUIaTa Ha MMHHUCTEPCTBOTO Ha 3]paBEOla3BaHETO B €JIEKTPOHHOTO JIOCHE HA OOIIecTBEHATa
MopbhUKa Ha ajpec: https://www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-sporazumeniya-
copsz/ramkovo-sporazumenie-procurment-2/ u Ha chIHs A€H € U3MPAaTEH HA YYACTHUIIMTE B MPOIEIypara upes

EnexTtponnara cucrema, 3a 3aKyryBaHe Ha MPOTUBOTYMOPHH JICKAPCTBEHU MPOIYKTH 32 HYXIUTE Ha JIeUeOHHUTE
3aBejicHus B PeryOnnka boarapus.

B pamkuTe Ha cpoka OT 5 pabOTHHM JIHU OT MOJTYYaBaHETO HA MPOTOKOJIA, ONPE/ICIeH B ChOTBETCTBUE C HJI.
54, an. 9 ot IIII30Il, upe3 EnexTpoHHaTa cucreMa ca MOCTBIMIN AONBIHUTEIHH TOKYMEHTH OT YYaCTHHUIUTE
KaKTO CJIeBA!

Or "CO®APMA TPEMJIMHI" AJI va 12.06.2020 r. e npeacraBen enexrponno noamucan EEJIOIT o
obocobena mosurust Ne 2, B CHOTBETCTBHE C YKa3aHHATa JAACHH OT KOMHCHSATA C TPIIOKEH CIUCHK Ha
3aIbJDKEHUTE JIUIIA 110 CMUCHIA Ha wi. 54, ain. 2 u an.3 ot 3011,

Ot "MAPUMIIEKC - 7" EOOJ Ha 15.06.2020 r. 32 060co6ena no3urus Ne 1 u o6ocodeHa mo3utust Ne
2 ca npeacraBenn enexktpoHHo moamnucanu EEJIOIT-u, B ¢hOTBETCTBUE C yKa3aHUATA JaJ€HU OT KOMHCHATA C
MPUIOKEHO KOMHE Ha MBIHOMOIIHO 3a KaTs TpbhIKkoBa M CIUCHK Ha 3aJbJDKEHUTE JINIIA;
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Ot "EKOC MEJJUKA" OO/ =a 15.06.2020 r.3a 06ocobena no3umust Ne 1 e nmpeactaBeH eIeKTPOHHO
noanucad EEJIOII, B chOoTBETCTBUE C yKa3aHUATA NaJCHU OT KOMUCHUATA.

Benuky 1onbITHUTETHE TOKYMEHTH ca TIoJja/ieHu B EJekTpoHHAaTa crcTeMa U ca IOCTHIIWIN B PAMKHTE Ha
cpoka ot 5 (mer) paboTHH AHM OT oiay4yaBaHeTo Ha [IpoTokon Ne 1, ¢ ories Ha KoeTo Ha ocHOBaHME Wi. 54, ai. 12
ot [II30I1, xomucHsiTa TPUCTHIHN KbM pa3riiekJaHe Ha JOMIBIHUTEIIHUTE TOKYMEHTH M W3BBPIIH MPOBEPKa 3a
CHOTBETCTBHETO MM C H3HWCKBAaHUATA KbM JIMYHOTO CHCTOSHHE W KPUTEPUUTE 3a TOAOOp, MOCTaBEHH OT
BB3NOKUTENA. KoMucusaTa ycTaHOBH, Y€ C MPEACTABSIHE Ha JOMBIHUTCIHUTE JOKYMEHTH YYaCTHUIIUTE Ca
OTCTpaHWIIN KOHCcTaTupaHuTe 1o [Iporokosn Ne 1 muricu ¥ HECHOTBETCTBHSA, C OTJIE/ HA KOETO CHITUTE CE IOIyCcHaxa
JI0 pasriIekIaHe HA TEXHUYECKUTE UM IPEITIOKEHUSL.

II. Pasriexxaane Ha TeXHHMYECKHTe NPEIJIOKEHHS HA YYACTHMIUTE M BCHYKH H3HCKYeMH KbM THAX
AOKYMEHTH OT KOMUCHUSTA B PeJOBHHS i CHCTAB.
Ha 3akputu 3acenanus, npoeeneHu B nepuoaa ot 26.06.2020 r. go 31.07.2020 r., koMucHATa U3BBPIIN IPOBEPKa
Ha MPEJIOKEHUITa 32 U3ITBJIHCHUE HAa YYACTHUIIUTE U CHOTBETCTBHETO UM C MPEIBAPUTEIHO OOSIBEHUTE YCIOBUSI.
1. Pazrie:xxnane Ha TeXHHUECKOTO nmpeniokeHue npeacraseno ot ""JJAHCOH BI'"" OO/I no o60ocodena
no3uius Ne 2 1 mpoBepKa 3a CbOTBETCTBHETO MY € MPeIBAPUTEIHO 00SIBEHHTE YCJI0BHS B ChOTBETCTBHE C
j1. 56, aj. 2 ot IIII30I1

Komucusra ycraHoBw, 4e y9aCTHUKBT € TOCOUYMI BB (hopmara "TexHudecko npemioxenne", e mpeara
CIICIHUTE JICKAPCTBEHU MPOAYKTH:

MexyHa Konnue
posHO CTBO
HETaTeHT AKTUBH
HO 0
ATC -|HaumeHoB | Haunn Ha | 3a0ene | [IpuTexaren Ha | Tpproecko BewecT | Ms
KOO |anme INPWIOKEHUE |KKa  |paspelieHueTo 3a ynorpeda |HalMMEHOBaHUE BO pKa
L02BG repopanHa Ansoren ®apma Tpetiguar | LETROZOLE
04 Letrozole |TBBpHA HOpsn EOO/L, bearapus ALVOGEN 2,5 mg
LO2BG | Exemesta |mepopamHa Ansoren ®apma Tpetinuar | EXEMESTANE
06 ne TBBpIA HOpsn EOO/L, bearapus ALVOGEN 25 mg

KpM TeXHMYECKOTO CHM NpPEIIOKEHHE YYACTHUKBT € NPWIOKWI HW3UCKYyeMHTE JCKJIapanud OT
MPUTEKATETUTE Ha Pa3pEelICHHETO 32 YNOTpeOa/MIPON3BOJUTENAT Ha JIEKAPCTBEHUSI MPOAYKT, Y€ € 3al03HaT C
W3UCKBAHUATA KbM JIEKAPCTBEHUTE MPOIYKTH, KAKTO U C [IOCOYEHHUTE B ITPOLIeIypaTa KOJIMYeCTBa 3a JICKAPCTBEHUTE
MPOAYKTH.

Cren xaTo pasriiefia o ApoOHO MPEICTaBEHOTO OT YYaCTHUKA TEXHUYECKO MPEIOKEHUE U MTPEICTABEHUTE
KbM HEro JIOKYMEHTH, KOMUCHSATA yCTAaHOBH, Y€ CHUIMAT OTrOBaps Ha OOSBEHHUTE OT BB3JIOXKHTEJNS YCIOBUS 32
U3M'BJIHCHUEC HA IOpBhUKaTa U CbIIUAT C€ NOITYyCKa 10 OTBAPAHE HAa IECHOBUTE NMPECAJIOKCHHNA 3a BCUYKHU IMTPCAJIOKCHN
OT HETO JIEKapCTBEHH MPOTYKTH.

2. Pasraexnane Ha TeXHHYeCKOTO npenno:xkenne npeacrasero ot "TbhbPI'OBCKA JIMT'A - TAI" AZL
no ooocodeHa mo3uumsi Ne 1 u mMpoBepKa 3a CbLOTBETCTBHETO MY € NMpeIBAPUTETHO 00SIBeHUTE YCJIOBHS B
CbOTBETCTBHE € 4. 56, aj1. 2 ot IIII30I1

Komucusita ycraHoBH, 9e y4aCTHUKBT € TOCOYMI BBB (hopmata "TexHuuecko mpemioxenne", 4e mpeaiara

CJICIHUS JIEKAPCTBEH MPOIYKT:

MexnyHa Komnue
ATC - |pomHO Haunn Ha | 3abene | [Iputexaren Ha paspemeHueTo 3a | T'pproBcko CTBO Ms
KO/J HEMATEHT | IIPUIOKEHNE KKa yrnoTpeda HAaNMEHOBaHHE aKTHUBH | pKa
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HO (6]
HaAauMCHOB BCHICCT
aHHue BO

BO1AC Yaitkapapma Bucokokauectenwure | Tirofiban- 0,25mg

17 Tirofiban | mapentepanHa nekapctsa AJl, brirapust Tchaikapharma | /ml mg

KbM TeXHMUECKOTO cH MpenIokKEHHE YYACTHUKBT € MPWIOKWI H3MCKyeMmara JeKjaapauus OoT
MPUTESKATEISIT HAa Pa3pelIeHUETo 3a yNoTpeOa/Ipon3BOANUTENAT Ha JICKAPCTBEHUS MPOAYKT, Y€ € 3aIl03HAT C
M3MCKBaHMATA KbM JIEKAPCTBEHUTE MPOYKTH, KAKTO U C IOCOYEHUTE B ITPOLIEAYpaTa KOJIMUYECTBA 3a JIEKAPCTBEHUTE
MPOAYKTH.

Cren kato pasriena nogpoOHO MPeICTaBeHOTO OT yYACTHUKA TEXHUUECKO MPEJIOKEHHIE U TPEICTABEHUTE
KbM HEro JOKYMEHTH, KOMUCHATA YCTAaHOBH, Y€ CHUIMAT OTrOBaps Ha OOSBEHHUTE OT BBH3JIOKHTENS YCIOBUS 3a
U3IIBJIHEHNE HA TMOPBhYKATa U CHIIMAT C€ IOIMycKa A0 OTBApsiHE Ha LEHOBOTO MPEAJIOKECHUE 33 MPEAJIOKECHUSI OT
HETro JIEKAPCTBEH MPOIYKT.

3. Pasriexxnane Ha TeXHHYECKOTO IpenjiokeHue mpeactaBeHo ,,Papmuer* EAJl mo o0ocodena
no3uums Ne 2 ¥ npoBepKa 3a CbOTBETCTBHETO MY C MPeBAPUTEIHO 00sIBEHUTE YCJIOBHA B CHbOTBETCTBHE C
j1. 56, aj. 2 ot IIII30I1

Komucusra yctaHoBH, 4e y4aCTHUKBT € MOCOYrI BBB (hopmara "TexHmaecko npeaoskeHue', ge mpeiara:

ATC - KO/ | Mexnynap | Hauun Ha | [Ipurexaten Ha | Thprocko HaumeHoBaHue | KommuectBo Msipka
OJTHO MPUIOKEHUE pa3peleHneTo AKTHUBHO
HEMaTEeHTHO 3a ynoTpeba BEIIIECTBO
HaNMEHOBa
HUE
L01XC18 Pembrolizu | mapenTepanua Merck Sharp & | Keytruda 50 mg
mab Dohme B.V,,
Hunepnannus
L01XC18 Pembrolizu | nmapentepanna Merck Sharp & | Keytruda 25 mg/ml -4 ml | mg
mab Dohme B.V,,
Hunepnanaus

KpM TeXHMYECKOTO CHM NpPEIJIOKEHHE YYACTHUKBT € NPWIOKWI HW3UCKYyeMHTE JACKJIapanud OT
MPUTEKATENAT HAa pa3pelieHueTo 3a yrnorpeba, 4ye € 3armo3HaT ¢ M3UCKBAaHUATA KbM JIEKAPCTBEHUTE MPOIYKTH,
KaKTO U C [IOCOUEHHTE B IIPOLIeypaTa KOJMYECTBA 3a JIEKAPCTBEHUTE MIPOAYKTH.

Cren karo pasriena noJpoOHO MPeICTABEHOTO OT yYACTHUKA TEXHUUECKO MPEUIOKEHHIE U MPEICTABEHUTE
KbM HET0 JIOKYMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHUIMST OTTOBapsi Ha OOSBEHUTE OT BH3JIOKHUTENS YCIOBHS 3a
U3IIBJIHEHNE HA TOPBYKATA U ChLIMAT C€ JOIYCKa /10 OTBapsiHE Ha LICHOBUTE MIPEUIOKEHHS 32 BCUUKHU MPEUIOKEHH
OT HETO JIEKAPCTBEHU MPOAYKTH.

4. Pasriesxaane Ha TEXHHYECKOTO NMpeaiokenne npeacraseno or "CODAPMA TPEVIAHT" AJl no
o0oco0ena mo3uuuss Ne 1 mpoBepka 3a ChOTBETCTBHETO MY € TpeABApHUTE]HO O0SIBeHHTe YCJIOBHUS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI30II;

Komucusita ycraHoBwH, 4e y9aCTHUKBT € TOCOYMI BBB (hopmara ""TexHudecko mnpemioxenne", 4e mpeziara
CIJICJIHUTE JICKAPCTBEHU MPOTYKTH:

ATC - | Mexaynapons | Haumn  Ha | 3abenexk | Ilputexaren Ha | Teproscko KomnuectB | Mspk
KO 0 HEMAaTEeHTHO | MPHUJIOXKEHHE | a pa3pemIeHneTo 3a | HAMEHOBaH | O aKTHUBHO | a

HaNMEHOBAHNE ynorpeba ue BEILECTBO
BO1AAO | Acenocoumaro | mepopaiHa Merus Labs Luxco Il | Sintrom 4 mg
7 | TBBPIA S.a.R.L., JliokcemOypr

3|Page



BO1ABO | Enoxaparin napeHrepail Canodu Bwarapus | Clexane 60 mg/0.6 | IU
5 Ha EOO/, bvarapus ml (6000
V)
BO1ABO | Enoxaparin napeHTepain Canodu Boarapus | Clexane 100 9]
5 Ha EOO/, boearapus mg/ml-0.4
ml (4000
V)
BO1ABO | Enoxaparin mapeHTepa Canotu Bbearapus | Clexane 80 mg/0,8 | IU
5 Ha EOO/, bearapus ml (8000
1U)
BO1ACO | Clopidogrel nepopajHa Actavis Group PTC | Clopidogrel 75 mg
4 TBBpAA ehf., Ucnanaus Actavis
BO1AC1 | lloprost mapeHTepan Bayer AG, I'epmanus ILOMEDIN | 20 mcg/ml | mg
1 Ha
BO1AC2 | Ticagrelor nepopaHa AstraZeneca AB, | BRILIQUE 90 mg
4 TBBpIA [IBenus
BO1AC2 | Ticagrelor nepopajHa AstraZeneca AB, | BRILIQUE 60 mg
4 TBbpJa IBenus
BO1ADO | Alteplase napeHTepat Boehringer Ingelheim | Actilyse 50 mg
2 Ha International ~ GmbH,
I'epmanus
BO1AFO | Rivaroxaban nepopasiHa Bayer AG, 'epmanus Xarelto 10 mg
1 TBBpIA
BO1AFO | Rivaroxaban nepopaiHa Bayer AG, I'epmanus Xarelto 15 mg
1 TBBPAA
BO1AFO | Rivaroxaban nepopaiHa Bayer AG, I'epmanus Xarelto 15 mg
1 TBBPAA
BO1AFO | Rivaroxaban nepopasiHa Bayer AG, 'epmanus Xarelto 20 mg
1 TBBpIA
BO1AFO | Rivaroxaban nepopasiHa Bayer AG, 'epmanus Xarelto 10 mg
1 TBBPAA
BO1AF0 | Apixaban nepopajHa Bristol-Myers ELIQUIS 5 mg
2 TBBpJA Squibb/Pfizer  EEIG,
Upnanaus
BO1AFO | Apixaban nepopaiHa Bristol-Myers ELIQUIS 2,5 mg
2 TBBp/A Squibb/Pfizer  EEIG,
Wpnanaus
BO1AFO | Apixaban nepopaiHa Bristol-Myers ELIQUIS 2,5 mg
2 TBBpJA Squibb/Pfizer  EEIG,
Upnanaus
BO1AXO0 | Fondaparinux | mapentepan Aspen Pharma Trading | Arixtra 7.5 mg/0.6 | mg
5 Ha Limited, Upnanans ml
BO1AXO0 | Fondaparinux | mapeHtepain Aspen Pharma Trading | Arixtra 2,5 mg/0,5 | mg
5 Ha Limited, Upnasgus ml
B02BDO | Human napeHrepain Octapharma (IP) SPRL, | OCTAPLEX | 500 0]
1 Prothrombin Ha benrus
Complex
B02BDO | Coagulation napeHTepa Pfizer Europe MA | ReFacto AF | 500 V]
2 factor VIII | Ha EEIG, benrus
(Moroctocog
alfa)
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B02BDO | Coagulation napeHrepail Novo Nordisk A/S, | NovoEight 500 1]
2 Factor VIl | Ha Janus
(Turoctocog
Alfa)
B02BDO | Coagulation mapeHTepan Pfizer Europe MA | BeneFIX 500 0]
4 factor IX | Ha EEIG, Benrus
(nonacog alfa)
B02BDO | Eptacog alfa | mapentepan Novo Nordisk A/S, | NovoSeven 2 mg (100 | KIU
8 (activated) Ha Janus KIU)
B02BDO | Eptacog alfa | mapentepan Novo Nordisk A/S, | NovoSeven 5 mg (250 | KIU
8 (activated) Ha Janus KIU)
BO3ACO | Ferric napeHTepan VIFOR France, SA, | FERINJECT | 50 mg | mg
1 carboxymaltos | Ha Opannus iron/ml -
e 10 ml
BO3ACO | Saccharated mapeHTepan VIFOR France, SA, | IDAFER 20 mg/ml - | mg
2 iron oxide Ha Opannms 5ml
BO3ACO | Iron (1) (as | mapentepan Pharmacosmos  AJS, | Monofer 100mg/ml- | mg
6 isomaltoside) Ha Janus 5ml
BO3BAO | Cyanocobalam | mapentepan Codapma AJl, | Vitamin B12 | 0.5 mg/ml- | mg
1 in Ha Bboirapus 1ml
BO3BAO | Cyanocobalam | mapentepan Codapma AJl, | Vitamin B12 | 1mg/ml-1 | mg
1 in Ha Bbwirapus ml
BO5AAOQ0 | Albumin napenrepan | 20%- Instituto Grifols, S.A., | HUMAN 200 g/l - | ml
1 Ha 100ml Hcnanust ALBUMIN 100 ml
GRIFOLS
20%
BO5AAQ | Albumin napenrepan | 5%- Octapharma (IP) SPRL, | Albunorm 50 g/l -250 | ml
1 Ha 250ml benrus 5% mi
BO5AAO0 | Albumin napenrepan | 20%- Instituto Grifols, S.A., | HUMAN 200 mg/ml | ml
1 Ha 50ml Hcnanus ALBUMIN -50 ml
GRIFOLS
BO5BA0 | Glucose napentepan | 5%-500 buodapm Umxenepunr | GLUCOSE 500 ml
3 Ha ml AJl, bearapus BIOPHARM
5%
BO5BBO0 | Electrolytes napentepan | Calcium | Buodapm Unxenepunr | RINGER 500 ml
1 Ha chloride/ | AJl, Bearapus BIOPHARM
Potassiu
m
chloride/
Sodium
chloride-
500 ml
B0O5BBO0 | Electrolytes napentepan | Calcium B. Braun Melsungen | Ringer Braun | 500 ml
1 Ha chloride/ | AG, I'epmanus
Potassiu
m
chloride/
Sodium
chloride-
500 ml
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BO5BBO0 | Electrolytes napenrepan | Sodium B. Braun Melsungen | Hartmann 500 ml
1 Ha chloride, AG, T'epmanus Braun
Potassiu
m
chloride,
Sodium
lactate,
Calcium
chloride-
500 ml
BO5BBO0 | Sodium napentepan | 250 ml buodapm Umxenepunr | NATRII 0.9% - 250 | ml
1 chloride Ha A/Jl, bearapus CHLORIDU | ml
M
BIOPHARM
B0O5BBO0 | Sodium mapentepan | 100 ml buodapm Umkenepunr | NATRII 0.9% - 100 | ml
1 chloride Ha AJl, Bearapust CHLORIDU | ml
M
BIOPHARM
BO5BBO | Sodium nmapentepan | 500 ml B. Braun Melsungen | Natrium 0,9% - 500 | ml
1 chloride Ha AG, I'epmanus Chlorid ml
Braun 0,9%
B0O5BBO0 | Sodium napentepan | 500 ml buodapm Hmxenepunr | NATRII 0.9% - 500 | ml
1 chloride Ha AJl, Bearapus CHLORIDU | ml
M Biopharm
BO5BBO | Glucose, napentepan | 500 ml buodapm Umxenepunr | Glucose 5% + | 5%+0,9%- | ml
2 sodium Ha AJl, Beirapus Sodium 500ml
chloride Chloride
0,9%
Biopharm
BO5BCO | Mannitol napenrepan | 15%-500 | Buodapm Umxenepuar | MANNITOL | 500ml ml
1 Ha mi AJl, Beirapus BIOPHARM
15%
BO5CX0 | Glucose napentepan | 10%-10 Codapma AJl, | Glucose 10 % - 10 | ml
1 Ha ml Bwirapus Sopharma ml
BO5CX0 | Glucose napentepan | 40%-10 Codapma AJl, | Glucose 40 % - 10 | ml
1 Ha ml bwirapus Sopharma ml
BO5CX0 | Glucose napentepan | 25%-10 Codapma AJl, | Glucose 25 % - 10 | ml
1 Ha ml bwirapus Sopharma ml
BO5XA0 | Potassium napeHrepain Codapma AJl, | Kalium 150 mg/ml | mg
1 chloride Ha Bwirapus chloratum -10 ml
Sopharma
BO5XA0 | Sodium napeHTepan B. Braun Melsungen | Sodium 8,4 /100 | mg
2 hydrogen Ha AG, T'epmanus Bicarbonate ml - 20 ml
carbonate 8,4% Braun

KbM TexXHMUYECKOTO CH MNpEAJIOKEHUE YYACTHUKBT € MPWIOKWI H3UCKYEMUTE JAEKJIapallud OT
NPUTEKATEIUTE HA PA3pPEUICeHHETO 3a ynoTpeda/mpON3BOAUTENAT Ha JIEKAPCTBEHHS MPOAYKT, Y€ € 3aro3HaT C
M3HUCKBaHMATA KbM JIEKAPCTBEHUTE MPOITYKTH, KAKTO M C TOCOYEHNUTE B IIPOLIEAYPaTa KOJIMUYECTBA 3a JIEKAPCTBEHUTE
MIPOAYKTH.

Cren kato pasriena noJpoOHO MPeICTaBeHOTO OT yYACTHUKA TEXHUUECKO MPEUIOKEHHIE U MIPEJICTABEHUTE
KbM HEro JOKYMEHTH, KOMUCHATA yCTAaHOBH, Y€ CHUIMAT OTrOBaps Ha OOSBEHHTE OT BBH3JIOKHTEJNS YCJIOBUS 3a
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W3ITBIHCHUE Ha TIOPhYKATA U CHIIMAT CE JOIMYCKa JI0 OTBApsHE HA IICHOBUTE NIPEIOKCHHUS 32 BCUYKH MPETIOKEHH
OT HETO JIEKAPCTBEHU MPOAYKTH.
5. Pa3rie:kaane Ha TeXHHYECKOTO Mpejiokenne npeacraseno ot "COD®APMA TPEVIUHI" AJl no
o0oco0ena mo3unusi Ne 2 mpoBepka 3a CbOTBETCTBHETO MY € NpeJABapHUTE]HO O0sIBEHHTe YCJOBHUS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI3O0II;

Komucusita ycraHoBwH, 4e y4aCTHUKBT € ITOCOYMI BBB (hopMata "TexHmuecko mpemioxkenne", 4e mpeasiara
CIICIHUTE JIEKAPCTBEHU MPOAYKTH:

ATC - | Mexnaynapon | Haumn  Ha | 3abenexk | [Ipurexaren Ha | Teproscko Komuuects | Mspk
KOH HO TMPUTIOKCHUC a Ppa3pCIICHUECTO 3a | HAUMCHOBAH O AaKTHBHO | a
HETIATEHTHO yrnoTpeba ne BEIIECTBO
HaMMCHOBAHH
(&
LO1XE2 | Dabrafenib nepopaHa Novartis ~ Europharm | Tafinlar 75 mg
3 TBBpIA Limited, Upnasgus
LO4AA0 | Mycophenolic | mepopaina Roche Registration | CellCept 250 mg
6 acid TBBp/A GmbH, TI'epmanust
LO4AAQ | Basiliximab napeHTepan Novartis ~ Europharm | Simulect 20 mg
9 Ha Limited, Upnargus
LO4AAl | Sirolimus nepopasiHa Pfizer Europe MA | Rapamune 1 mg
0 TBBpIA EEIG, benrus
LO4AAl | Leflunomide nepopajHa Sanofi-Aventis Arava 20 mg
3 TBBp/a Deutschland ~ GmbH,
I'epmanus
LO4AALl | Everolimus nepopaHa Novartis Pharma | Certican 0,5 mg
8 TBBpIA GmbH, ['epmanus
LO4AAL | Everolimus nepopajiHa Novartis Pharma | Certican 0,25 mg
8 TBBpIA GmbH, ['epmanus
LO4AB0O | Adalimumab napeHrepan Sandoz GmbH, | Hyrimoz 40 mg/0.8 | mg
4 Ha AscTpus ml

KbM TexHMYECKOTO CH TPEMJIOKEHHWE YYaCTHUKBT € TMPWIOKWI M3UCKYeMUTEe JAeKJIapalud OT
MPUTESKATETUTE Ha Pa3pPEeIICHUETO 32 YHOTpeOa/IPOM3BOAUTENAT Ha JIEKAPCTBEHHUS MPOAYKT, Y€ € 3al03HAaT C
HU3UCKBAHMATA KbM JIEKAPCTBEHUTE IIPOLYKTH, KAKTO U C [IOCOYECHUTE B IIPOLEAYPATA KOJIMUECTBA 3a JIEKAPCTBECHUTE
HPOJYKTH.

Cren karo pasriena noJpoOHO MPeICTaBeHOTO OT yYaCTHUKA TEXHUUECKO MTPEUIOKEHUE U TPEICTABEHUTE
KbM HETO JIOKYMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHUIUST OTTOBapsi Ha OOSBEHUTE OT BH3JIOKHUTENS YCIOBHS 3a
M3IBJIHEHUE Ha TOPBYKATaA U CBHIIMAT C€ IOIyCKa IO OTBAPSIHE HA [ICHOBUTE IIPEJIOKEHUS 32 BCUUKHU IPEII0KEHU
OT HETO JIEKAPCTBEHU ITPOIYKTH.

6. Pasriexnane Ha TeXHHYeCKOTO mpemiokenue mnpeacrapeHo ot "IIPO ®APMAIUA" EOO/ no
00oco0ena mo3uuusi Ne 1 ¥ mpoBepka 3a CHLOTBETCTBMETO MY € MNpeABAPHUTETHO 00SIBEeHHTEe YCJIOBHUS B
CHOTBETCTBHE C 4JI. 56, aj1. 2 ot IIII30II;

Komucusita ycraHoBH, 4e Y4acTHHKBT € Hocouns BbB ¢opmarta "TexHuuecko mpeisioxkeHue", ue mpeiara
CIIETHUTE JIEKapCTBEHH MPOTYKTH:

IIpurexaren
MexyHapoHO Ha Twproscko KonuuecTs
ATC - | HemaTenTHO Hauun Ha pa3pelieHueT | HAMMEHOBAaHU |0  aKTUBHO | Mspk
KO HAaUMEHOBAHUE npwioxkeHue | 3abenexka 0 3a ymotpeba | e BEIIECTBO | a
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Human Octapharma
B02BDO | Prothrombin napeHTepay (IP)  SPRL,
1 Complex a benrus OCTAPLEX |500 V]
VIFOR 50 mg
BO3ACO | Ferric nmapeHTepaH France, SA, iron/ml - 10
1 carboxymaltose a Opannms FERINJECT |ml mg
VIFOR
BO3ACO | Saccharated iron | mapenTepana France, SA, 20 mg/ml -
2 oxide a Opannms IDAFER 5ml mg
Octapharma
BO5AA0 nmapeHTepaH (IP)  SPRL, | Albunorm 200 g/l -
1 Albumin a 20%-100ml Benrus 20% 100 ml ml
HUMAN
Instituto ALBUMIN
BO5AA0 mapeHTepaTH Grifols, S.A., | GRIFOLS 200 g/l -
1 Albumin a 20%-100ml HUcnanust 20% 100 ml ml
Octapharma
BO5AA0 napeHTepantt (IP)  SPRL, 50 g/l - 250
1 Albumin a 5%-250ml benrus Albunorm 5% | ml ml
Octapharma
BO5AA0 napeHTepaH (IP)  SPRL, | Albunorm 200 g/l -
1 Albumin a 20%-50ml Bbenrus 20% 50ml mi
Instituto HUMAN
BO5AA0 napeHTepant Grifols, S.A.,| ALBUMIN 200 mg/ml -
1 Albumin a 20%-50ml Hcnanus GRIFOLS 50 ml mi
Fresenius
Kabi
Poly(O-2- Deutschland
BO5AAO0 | Hydroxyethylstarc | mapenrepanu | hydroxyethyl) GmbH,
7 h a starch-6% I'epmanus Voluven 6% | 500 ml
B. Braun
Melsungen
BO5BAO napentepand | Hepa  10%  + | AG, Aminoplasmal
1 Amino acids a electrolites I'epmanus Hepa 10% 500 ml
B. Braun
Melsungen
BO5BAO napeHTepaH AG, Glucose
3 Glucose a 10%-500 ml Tepmanmus Braun 10% 500 ml
B. Braun
Melsungen NuTRIflex
BO5BA1 napentepasnd | NUTRIflex Omega | AG, Omega
0 Combinations a Special I'epmanus Special 1250 mi
B. Braun
Melsungen Nutriflex
BO5BA1 napenrepana | NUTRIflex Omega | AG, Omega 56/144
0 Combinations a Special Tepmanmus special 1250 ml
Glucose, L-alanine;
L-arginine; L-
aspartic acid; L- | Fresenius
BO5BA1 napeHtepany | glutamic acid; | Kabi AB,
0 Combinations a Glycine; L- | OIsenus Kabiven 1540 ml
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histidine; L-

isoleucine; L-
lysine; L-
methionine; L-

phenylalanine; L-
proline; L-serine; L-

threotine; L-
tryptophan; L-
tyrosine; L-valing;
Calcium chloride;
sodium
glycerophosphate;
Glucose, L-alanine;
L-arginine; L-
aspartic acid; L-
glutamic acid,;
Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-
methionine; L-

phenylalanine; L-
proline; L-serine; L-

threotine; L-
tryptophan; L-
tyrosine; L-valine;
Calcium chloride; | Fresenius
BO5BA1 napentepand | sodium Kabi AB, | Kabiven
0 Combinations a glycerophosphate; | [lIserus Peripheral 1440 mi
Glucose, L-alanine;
L-arginine; L-
aspartic acid; L-
glutamic acid;
Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-
methionine; L-
phenylalanine; L-
proline; L-serine; L-
threotine; L-
tryptophan; L- | ®pesennyc
tyrosine; L-valine; | Kabu SmofKabiven
Calcium chloride; | Bearapus Central
BO5BA1 napeHtepand | sodium EOO[, Electrolyte
0 Combinations a glycerophosphate; | Brarapus Free 1970 ml
Glucose, L-alanine;
L-arginine; L- | ®pesennyc
aspartic acid; L- | Kabwu
glutamic acid; | bearapus
BO5BAl napentepand | Glycing; L- | EOO/, SmofKabiven
0 Combinations a histidine; L- | Beirapust Peripheral 1904 ml
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isoleucine; L-
lysine; L-
methionine; L-
phenylalanine; L-
proline; L-serine; L-
threotine; L-
tryptophan; L-
tyrosine; L-valing;
Calcium chloride;
sodium
glycerophosphat;
B. Braun
Melsungen
BO5BAl nmapeHTepaH AG, Nutriflex
0 Combinations a Nutriflex Special Cepmanus Special 1000 ml
B. Braun
Melsungen Aminoplasmal
BO5BA1 napentepand | Aminoplasmal 10% | AG, B.Braun10 % | 100 g/l -
0 Combinations a E I'epmanus E 500 ml
B. Braun
Melsungen Nutriflex
BO5BA1 naperrepana | NUTRIflex Omega | AG, Omega 38/120
0 Combinations a plus Tepmanus plus 1875 ml
Calcium chloride/ | B. Braun
Potassium chloride/ | Melsungen
B0O5BB0 napentepand | Sodium  chloride- | AG,
1 Electrolytes a 500 ml I'epmanus Ringer Braun | 500 mi
Sodium  chloride/
Potassium chloride/
Magnesium
chloride
hexahydrate/ 500 ml 6.80
Calcium  chloride g/1 /0.30 g/l
dihydrate/ Sodium | B. Braun / 0.20 g/l /
acetate trihydrate/ | Melsungen 0.37 g/l /
B0O5BB0 napentepand | L-Malic  acid-500 | AG, Sterofundin 3.27 gl |/
1 Electrolytes a ml I'epmanus ISO 0.67 g/l mi
Sodium  chloride,
Potassium chloride, | B. Braun
Sodium lactate, | Melsungen
B0O5BB0 napentepand | Calcium  chloride- | AG, Hartmann
1 Electrolytes a 500 ml I'epmanus Braun 500 ml
Sodium acetate
trihydrate/Sodium | ®pesenuyc
chloride/Potasium | Kabu
chloride/Magnesiu | Bearapus
B05BB0 mapeHTepams | m chloride | EOO/I,
1 Electrolytes a hexahydrate Beirapus lonolyte 1000 ml
Sodium  chloride/ 1000 ml
B05BB0 napenrepans | Potassium chloride/ | B. Braun | Sterofundin 6.80 g/l
1 Electrolytes a Magnesium Melsungen ISO /0.30 g/l /|{ml
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chloride AG, 0.20 g/l [/
hexahydrate/ I'epmanus 0.37 g/l /
Calcium  chloride 3.27 gl |/
dihydrate/ Sodium 0.67 g/l
acetate  trihydrate/
L-Malic acid-1000
ml
B. Braun
Melsungen Natrium
B05BB0 mapeHTepaTH AG, Chlorid Braun
1 Sodium chloride |a 250 ml I'epmanus 0,9% 250 ml
B. Braun
Melsungen
BO5BBO napeHTepaiH AG, Natrium 100 ml
1 Sodium chloride |a 100 ml Tepmanmus Chlorid Braun | (0.9%) ml
B. Braun
Melsungen Natrium
B0O5BB0 napeHTepant AG, Chlorid Braun [ 0,9% - 500
1 Sodium chloride |a 500 ml I'epmanus 0,9% ml ml
B. Braun
Melsungen Sodium
BO5XA0 |Sodium hydrogen | mapenTepans AG, Bicarbonate 8,4 g/100
2 carbonate a Tepmanus 8,4% Braun ml-20ml |mg
B. Braun
Melsungen Natrium 9 mg/ml -
BO5XA0 napeHTepant AG, Chloride 10 ml
3 Sodium chloride a 0,9%-10ml I'epmanus Braun (0.9%) mi
Fresenius
Kabi
Deutschland
B05XB0 napeHTepaH GmbH, 200 mg/ml -
2 Alanyl glutamine |a I'epmanus Dipeptiven 100 ml mi
B. Braun
Melsungen
Combinations napeHTepanH AG,
BO5XX | (trace elements) a I'epmanus Tracutil 10 ml

KbM TeXHMYECKOTO CHM NpPEIJIOKEHHE YYACTHUKBT € NPWIOKWI HW3UCKYyEeMHTE JAEKJIapaluuyd OT
HPUTEKATEIIUTE HA PAa3pelIeHHeTO 3a ynoTpeda/Mpou3BOAUTENAT Ha JIEKApCTBEHHS MPOAYKT, Y€ € 3alo3HaT C
W3UCKBAHUATA KbM JIEKAPCTBEHUTE MMPOIYKTH, KAKTO U C [IOCOYEHHUTE B ITPOLIeIypaTa KOJIMUeCTBa 3a JICKAPCTBEHUTE
MPOAYKTH.

B pamkuTe Ha pasriexzaaHe Ha MpeJIoKEHUITa Ha BCHYKH YYaCTHUIM, B TOBA YHCIIO M HA yYACTHUKBT
"TITPO ®PAPMAIUA" EOO/I, koMucHusTa yCTaHOBH, Y€ 3a CIETHUTE HOMEHKIIATYPH Ca HAJIULIE HEChOTBETCTBUS
B MIPEJIOKEHUSITA HA YIACHUITUTE:

AHaToMOTepaneBTHYEH koA | MexayHapoaHo Haunn Ha | 3a0ejaexka
/ATC-xon/ HENMATEHTHO NPUII0KEHUE
HauMmeHoBaHue /INN/

BO5XA03 Sodium chloride mapeHTepaiHa 0,9%-10ml
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B05BB01 Sodium chloride napeHTepaHa 100 ml

B05BB01 Sodium chloride napeHTepaHa 250 ml
B05BB01 Sodium chloride napeHTepaita 500 ml
B0O5BB01 Sodium chloride napeHTepaHa 1000 ml

YCTaHOBEHOTO OT KOMHUCHSATA €, Y€ 32 YaCT OT JIeKapCTBEHUTE MPOAYKTH, BKIIOUEHH B MTOCOYCHUTE TI0-
rope HOMEHKIATYpPH C€ YCTaHOBSBAT HECHOTBETCTBUSI C TMPEABAPUTEIHO OOSBECHUTE YCJIOBUS, KAaKTO U
HECHOTBETCTBUSI CBBP3aHU ¢ HH(OpMaNKATa MyOIMKyBaHa B TyOIMIHUTE PETHCTPH MOAABPKaHU B M3mbIHUTETHA
arennus 1o sekapctBata (MAJI) m HarmonanHHAAT CHBET 1O 1IEHN U penMOypCHpaHe Ha JEKapCTBEHUTE MPOAYKTH
(HCIIPJIIT).

B Ta3u Bpb3ka u Ha ocHoBaHWe Wwi. 104, an. 5 ot 3011 u un. 54, am. 13 ot [II130I1 ce n3mcka pa3sicHEHUSA
ot MAJI u HIICPJI, xakTto ciienBa:

"IIpu oghepupane na nexapcmeenume npOOYKMmu, 4acm om y4acmuuyume @ npoyeoypama ca npeonodicuil,
crednume aexapcmeenu npodykmu Haiuynu 6 Ilosumuenus nexapcmeen cnucwvk — Ipunosicenue Ne 2.

AHatomo-TepanesTuda | Mexnynapoauno | Hauun Ha| 3a0enexk | [IPY Tbproecko K-Bo
H KO HENMATEHTHO NMPUJIOKEHHUE | a HAaUMEHOBAHH | aAKTUBH
/ATCxkon/ HANMMEHOBaHHUE e 0 B-BO
/INN/
BO5XA03 Sodium chloride | mapentepanu | 0,9%-10ml| B. Braun| Natrium 9 mg/ml
a Melsunge n| Chloride -10 mi
AG, Braun (0.9%)
I'epmanus
B0O5BB01 Sodium chloride | mapentepanu | 100 ml B. Braun| Natrium 100 ml (0.9%)
a Melsunge n| Chlorid Braun
AG,
I'epmanus
B0O5BB01 Sodium chloride | mapentepana | 250 ml B. Braun| Natrium 250
a Melsunge n| Chlorid Braun
AG, 0,9%
I'epmanus
B05BB01 Sodium chloride | mapentepana | 500 ml B. Braun| Natrium 0,9% -
a Melsunge n| Chlorid Braun | 500 ml
AG, 0,9%
I'epmanus
B0O5BB01 Sodium chloride | mapentepanun | 1000 ml | B. Braun| Natrium 0,9% -
a Melsunge n| Chlorid Braun | 1000 ml
AG, 0,9%
I'epmanus

Cwenacno npeosapumenno odseenume yciogus Ha npoyedypama 6 TexHuuecko cu npednodiceHue, yYuacmuuyume
nocoueam aeKapcmeeHume npooyKmu, 3a KOUmo yuacmeam, KaKmo u npumedcamenume Ha paspeuienuemo 3a
ynompeba, ¢ yuumo npodykmu yvacmeam. B Texuuueckomo cu npednodicenue yuacmuuyume, ciedsa 0a nocovam
U eeKmpoHeH aopec, Ha KOUMmo e 00CMbNHA KPAMKAMA XapaKmepucmuKka Ha CbOMEemHuUst 1eKApCmMEeH npooyKm.

B cvomeemcmeue c¢ 0aaeﬂume om 6wv3702cumensd yKasanus, ydacmHuyume ca npec)cma@uﬂu JUHKOBE KbM

Kpamkume XapaxKmepucmuxu Ha Jekapcmeenume npooykmu, nyoauKy8anu 8 nyoiuyHus pecucmvp Ha Kpamxume

xXapakmepucmuKku Ha npodykmume HA UHmepnem cmpanuyama Ha Wsnvanumenna acenyusl no jekapcmeamada.
Ilpeocmasenume om yuacmuuyume Kpamxu XapaKmepucmuku ca 3a cieOHume JekapcmeeHu npooyKmi.
https://www.bda.bg/images/stories/documents/bdias/2019-12-19-118094.pdf 3a rexapcmeenus npodykm c
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mwpeoscko Haumenosanue Natrium Chlorid Braun 0,9%, Solution for infusion (Hampuee xnopuo bpayn 0,9%,

unocexyuoner pazmeop) ¢ ATC VO7AB c pasgpacosxku om 10 ml oo 100 ml, 6 3asucumocm om onaxoskama.
https://www.bda.bg/images/stories/documents/bdias/2017-08-16-9769.pdf 3a aexapcmeenus npodykm c

mupeoscko naumenosanue Sodium chloride Braun 0,9%, Solution for infusion (Hampuee xnopuo bpayu 0,9%,

unoicexyuonen pazmeop) c ATC BOSBBO1, c paszgpacosku om 100 ml 0o 1000 ml, 6 3asucumocm om onaxogkama.

Komucuama uzevpuiu npogsepka 6 pecucmovpa Ha H3nviHumenua azenyusi no 1eKapcmeama u yCmaHosu,
ye @ pecucmvpa Ha KpamKume Xapaxmepucmuxu He modice 0a Ov0e OmKpuma ceoHama uH@opmayus:
e  Kpamxa xapakxmepucmuka Ha JeKapcmeeHume npooyKkmu ¢ mvpeoscko Haumenosanue Natrium Chlorid

Braun 0,9% (250 ml; 500 ml u 1000 ml), npucvcmsawu 6 IlosumusHus iekapcmeen cnucvk, Ilpunoocenue
Ne 2.
e Kpamka xapakxmepucmuka Ha JeKapcmeeHume npooyKkmu ¢ mvpeoscko nHaumenosanue Natrium Chlorid

Braun (100 ml), npucvcmeawu 6 Ilosumuenus rexapcmeen cnucvk, Ipunosicenue No 2.
o Kpamka xapaxmepucmuka na rekapcmeenume npooykmu ¢ mvp2osécko naumernosanue Natrium Chlorid

Braun (10 ml), c ATC B05XA03 npucvcmeawu 6 Ilozumusnus nekapcmeen cnucvk, Ilpunoscenue No 2.

Kamo uncmumyyuu, koumo nooovpaicam yumupanume om HAcC pecucmpu, Mos 3a Bawemo cmanosuue
Kak 0a Ov0am mpemupauu, YCmaHo8eHume no-20pe HeCbomeemcmeaus 8 nyOIuyHo 00CMbIHAma UHpopmayus.

Cnedsa oa oOvpHeMm 6HUMAHUe, Ye 6 npedMema Ha 00WecmeeHama NOPLUKA 3a NOCOYEHUme No2ope
JleKapcmeeny npoOyKmu ca BKIOYEeHU KOoIuyecmeama HeobXooumu Ha nedeOHume 3aeedeHus 8 PenyOnuxa
bvreapus 3a nepuoo om 2 200unu, 6b3 0CHO8GA HA NOOAOEHU OM MAX 3A86KU U  YCMAHOBEHOMO NO-20pe
Hecvomeemcemaue Ou Mo2no 00 0ogede 00 OMCMPAHABAHEe HA BCUYKU YYACMHUYU NOOAU NPEONIOdCEHUs 3a e3u
JleKapcmeenu nPOOYKmu U CbOMEEMHO 00 He8b3MONCHOCH 0a 6b0am CKIIOUeHU PAMKOGU CROPA3YMEHUS 34 MSIX.

BbB BpB3Ka ¢ HanpaBeHoTo 3anuTBaHe ¢ BX. Ne 61-00-105/29.06.2020 r. or HCLIPJIII e nmosyuena
cjegHaTa uHGpopmanus:

"Coveemvbm uzevbpuil nposepka Ha ungopmayusma om Bawemo nucmo 3a iekapcmeenume npooyKmu ¢
Mescoynapoono nenamenmuo naumenoganue Sodium chloride, exmouenu ¢ Ilpunoocenue 2 na IJIC u ycmanosu,
KaKkmo cneosa:

1. Jlexapcmeen npodykm ¢ Mescdynapoono nenamenmuo naumenosanue Sodium chloride u naumenosanue
Natrium Chloride Braun, Solution for injection, 9 mg/ml - 10 ml (0.9%), - Pack: 20, ¢ IIPY B. Braun Melsungen
AG, I'epmanus e exnrouen ¢ IIJIC ¢ Pewenue Ne 1 om 31.03.20092. Om masu oama 00 Hacmoawus MOMeHM

nexapcmeenusm npooykm e ¢ ATC k00 BO5SXA03 6 Ilpunooicenue 2 na Ilosumusen nexapcmeer cnucvk. B

HCIPJIII ne e nooasano 3asnénenue om IIPY unu ynvanomowen npeocmasumen 3a npomana Ha ATC koo.
2. Jlexapcmeenu npodykmu ¢ Meoicoynapoono Henamenmuo HaumeHosanue Sodium chloride u
HauMeHO8aHUe:

Natrium Chlorid Braun, Solution for infusion, 100 ml (0.9%), - Pack: 1,

Natrium Chlorid Braun 0.9%, Solution for infusion, 0.9%- 1000 ml, ml, Pack: 1,

Natrium Chlorid Braun 0.9%, Solution for infusion, 250, ml, Pack: 1,

Natrium Chlorid Braun 0.9%, Solution for infusion, 0.9%- 500 ml, ml, Pack: 1,
¢ I[IPY B. Braun Melsungen A6, I'epmanus ca exmouenu ¢ I1JIC ¢ Pewenue Ne [1JIC-208 om 04.11.2011 2. Om
masu 0ama 00 HACMOSAWUS MOMEHmM JeKapcmeeHume npodykmu ca ¢ Haumerosanue Natrium Chlorid Braun.

Cwenacno Paszpewenue 3a ynompedba Ne [[-11334 om 23.11.2010 e. (nocmonuno ¢ HCIL[PJIII, xamo uacm om
3aseieHue no npoyedypa exkniousare na on. x 10 6p. na cvwus nexapcmeen npooykm) 3a noonosseane Ha PY N
- 10912/31.05.20052. _na nexapcmeern npodykm ¢ pezucmpauuonen unoexc 20000170 e enucauo
Haumenosanuemo na nexapcmeenus npooykm e Natrium Chlorid Braun, doxamo ¢ KXII om 2017 2. na

JeKapcmeen npooyKm CvC Cbhugusn_pezucmpayuonen undexc 20000170 enucanomo HauMeHO8AHUEMO HA
npooykma e Hampuee xnopud Bpayn/Sodium Chlorid Braun. Ceuyespemenno é_aucmoskama (om oama

uoenmuyna ¢ masu Ha KXII — 21.06.2017 2.), nybruxyeana na cmpanuyama na HAJI e ompazeno xamo
HaumenosaHue nexapcmeenusi npooykm Natrium Chlorid Braun. B HCL[PJIII ne e nooasano 3asnenenue om I[IPY
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U YNBIAHOMOWEH NpeoCcmasumert 3a NPOMAHA HA UMemo Ha jekapcemeenus npooykm om Natrium Chlorid Braun
na Sodium Chlorid Braun.

Obpvuwam enumanue, ye 6 IIJIC ce exaroueam nekapcmeenu npooyKmiu omeo8apsauu Ha onpeoeieHu 6
HOpMAMUBHAMA ypeoba YCio8us U npasuid KoM 0amama Ha no0adeHomo 3asa8ieHue 3d gKousane. Bruousanemo
Ha exapcmeernume npoOyKmu ce 0Cvulecmesnsd Ha Oa3ama Ha OaHHUumMe 3a JIeKapCmeeHusi npoOyKm 8 mAxXHama
AKMyanHoCcm KoM 0amama Ha eKIo4eanemo. Bcuuku nociedsawu npomenu, Kacaeujy CbOmeemeH 1eKapcmeen
npodykm ce npuemam ¢ Pewenue na Cveema cied nodadeno 3aseienue om Ipumesicamens Ha pazpeuienuemo 3a
ynompeba unu ynviHOMOweH npedcmagumen B npaso u omeosopnocm na npumedsicamens Ha paspeuleHue 3d
ynompeba e 0a 3as6u NpoOMeHU 8 00CMOAMEICMBama, Ko2amo me ca HAIU4HU, KaKmo e 8 HACMOsWUs Cay4at,
Kakmo u 0a npedcmagu OOKA3AmeNcmea 3a max. B mo3u cmucwvi, Hpou3eoocmeo no NpoMAHA HA
obcmosimencmeama modxice oa ce unuyuupa om Ilpumesicamens na paspeutenuemo 3a ynompeba, 3a 0a ce ce3upa
Cvgembm u 0a npueme peutenue, cied Koemo npomenume oa ce Bnuwam 6 I1VIC.

BB Bpb3ka ¢ HanpaBeHoTo 3anuTBaHe ot MAJl ¢ Bx. Ne 12-01-42 ot 02.07 u BX. Ne 15.07.2020
I. € TMoJIy4YeHa cJeHaTa nHpopManus:

"Kom Onewna dama 6 P.bvicapus uma paspeuwienu 3a ynompeba 084 _JieKapcmeeHu HpooyKma
Natrium chlorid Braun 0,9%, solution for injection u Natrium chlorid Braun 0,9%, solution for infusion c
npumedicamen Ha paspeuteHuemo 3a ynompeba B.Braun Melsungen AG, I'epmanus:
1. Natrium chlorid Braun 0,9%, solution for injection — 70 ml x 20; 20 ml x 20; 100 ml x 20 e paspewen
3a ynompeba c¢ pazpeuwtenue 3a noonosasane Ne 11-11218/10.11.2010, pee. Ne 20000171 u ATC koo: V07ABOO.
Cwenacno un.55 (4) om 3JIIIXM paspewenuemo 3a ynompeba Ha npooykma e descpouno. llpedcmagenu ca

Paspewenue 3a noouoeasane Ha nexapcmeen npooykm Ne -11218/10.11.2010 e., pee. Ne 20000171 u
Hpunoocenue Ne 1 — Kpamxa xapaxmepucmuxa Ha npooyKkma.

2. Natrium chlorid Braun 0,9 %, solution for infusion — 700 mi x 10; x 20; 250 ml x 10; 500 ml x 10, 1000
ml x 10 e paspewen 3a ynompeba c paspeutenue 3a noonosseane Ne 11- 11334/23.11.2010, pez. No 20000170 u ATC

k00: BOSBBO0I. Ilpedcmasenu ca paspeuieHue 3a NOOHOBA8aHe Ha JekapcmeeHusi npooykm Ne |l-

11334/23.11.2010 2. u Ipunoosrcenue Ne 1 — Kpamka xapaxmepucmuxa na npooykma."

Ha 06a3a Ttaka mnpencraBeHata WHQpOpMaLus, KOMHUCHATA YyCTaHOBH, ue ydacTHUKBT ''TIPO
GOAPMAILIMA" EOO/JL e npenctaBuil KOPEeKTHH KPAaTKH XapaKTEPUCTUKH IO OTHOLIEHHE Ha JIEKapCTBEHHUTE
npoayktu Natrium chlorid Braun 0,9 %, solution for infusion — 100 ml x 10; x 20; 250 ml x 10; 500 ml x 10; 1000
ml x 10, mpenBuA KOETO CHIIUATA CE JOMYCKa 10 OTOBApsHE HAa LIEHOBUTE MIPEIOKEHHS IO TE3H HOMEKIATYPH.

[pensun o6cTOATENCTBOTO, Y€ chriaacHo nonmyueHure pazsicaenust ot MUAJI u HCIPJIII ce ycranossBa,
4e Ha TepuTopusiTa Ha P. brirapus Hsima perucTpupaH JieKapcTBEH MPOAYKT ¢ THProBCKO HauMeHoBaHKe Natrium
Chlorid Braun (10 ml) u ¢ ATC B0O5XA03, xakto u npeaBul ToBa, 4e npejacraeHara ot "IIPO ®APMALIUAA"
EOO/ kpaTka xapakTepucTuka e 3a jJekapcrBeHus npoaykt Natrium chlorid Braun 0,9%, solution for injection ¢
ATC xox: VO7ABO00, koiiTO He € mpeMeT Ha Bh3JIaraHe ¢ HacTosIara o0IecTBeHa MOphyUKa, KOMHUCHSATA TIpejyiara
"IIPO ®APMAILIUA" EOO/I, na 6b1e oTCTpaHeHa OT MPoLieypara 3a Ta3u HOMEHKJIATypa, Ha OCHOBaHHUE YJI.
107, 1. 2, 6yksa "a" ot 30Il, Thi1 KaTO € npeacTaBui opepra, KOATO HE OTrOBapsl Ha NPEABAPUTEIHO OOSIBEHUTE
YCIIOBHS 32 U3ITBJIHEHUE Ha MOPBhUYKaTa.

Cren xaTo pasriiefa noapoOHO MPEACTaBeHOTO OT YYACTHUKA TEXHIHYECKO MPENIOKEHNE 32 OCTaHAIIUTE
JIEKapCTBEHU NPOAYKTH U MPEJCTAaBEHUTE KbM HETO JOKYMEHTH, KOMHCHATA YCTAHOBHU, Y€ MO BCUYKH OCTaHAIU
Homenkiatypu ""IIPO ®APMAILIUSA" EOO/] otroBapst Ha 00SIBEHUTE OT BB3JIOKHUTENS YCIOBHUS 32 U3TBbIHEHNE
Ha MIOpBUKaTa U CHILUAT CE JOMYCKa 10 OTBapsAHE Ha LICHOBUTE MPEIOKEHNS 32 TSX.

7. Pazrie:xxnane Ha TexHU4YeCcKOTO npemioxkeHue npeacraBeno ot ""b.bPAYH ME/IUKAJI" EOO/]
no odocodena mo3unus Ne 1 u mpoBepka 3a CbOTBETCTBHETO MY C MpeIBAPUTEHO 00sIBEHHTE YCJIOBHUS B
ChOTBeTCTBHE ¢ WI. 56, ai. 2 ot IITI30II;
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Komucusita yctaHoBH, 4e yUaCTHUKBT € TOCOYMII BbB popmaTa "TexHUUECKO MpeiokeHne", ue npeiara

CJICIHU JICKAPCTBCHU IMMPOAYKTHU:

ATC - | Mexaynapon | Haunn Ha | 3abenexka IIpurexare | Teproscko Konnuects | Mspk
KOoa HO MPUIIOKEHU 1 Ha | HAUMEHOBAH | O aKTHUBHO | a
HCIIaTCHTHO (S pa3p€uI€HUC | Uue BCIICCTBO
HanMMCHOBAaHN TO 3a
e ynorpeba
BO1AB | Heparin mapeHTepan B. Braun | Heparin- 25 000 | 1U
01 Ha Melsungen | Natrium IU/5ml -5
AG, mi
I'epmanus
BO5AA | Gelatin napeHTepan B. Braun | Gelofusine | 500 ml
06 agents Ha Melsungen | Balance 4 %
AG,
I'epmanus
BO5BA | Amino acids | mapentepan | Hepa 10% + | B.  Braun | Aminoplasm | 500 ml
01 Ha electrolites Melsungen | al Hepa
AG, 10%
I'epmanus
BO5BA | Glucose napertepan | 10%-500 ml B. Braun | Glucose 500 ml
03 Ha Melsungen | Braun 10%
AG,
I'epmanus
BO5BA | Combinations | mapentepan | NUTRIflex B.  Braun | NuTRIflex | 1250 ml
10 Ha Omega Special | Melsungen | Omega
AG, Special
I'epmanus
BO5BA | Combinations | mapentepan | NuTRIflex B. Braun | Nutriflex 1250 ml
10 Ha Omega Special | Melsungen | Omega
AG, 56/144
I'epmanus special
BO5BA | Combinations | mapentepan | Nutriflex B.  Braun | Nutriflex 1000 ml
10 Ha Special Melsungen | Special
AG,
I'epmanus
BO5BA | Combinations | mapentepan | Nutriflex Lipid | B. Braun | Nutriflex 1250 ml
10 Ha Peri Melsungen | Lipid Peri
AG,
I'epmanus
BO5BA | Combinations | mapentepan | Nutriflex Lipid | B. Braun | Nutriflex 1875 ml
10 Ha Peri Melsungen | Lipid Peri
AG,
I'epmanus
BO5BA | Combinations | mapentepan | Aminoplasmal | B. Braun | Aminoplasm | 500 ml ml
10 Ha 5% E Melsungen | al B.Braun
5% E
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AG,

I'epmanus
BO5BA | Combinations | mapenrtepan | Aminoplasmal | B. Braun | Aminoplasm | 100 ¢/l - | ml
10 Ha 10% E Melsungen | al B. Braun | 500
AG, 10%E
I'epmanus
BO5BA | Combinations | mapentepan | NuTRIflex B. Braun | Nutriflex 1875 ml
10 Ha Omega plus Melsungen | Omega
AG, 38/120 plus
I'epmanus
B0O5BBO | Electrolytes napentepan | Calcium B. Braun | Ringer 500 ml
1 Ha chloride/ Melsungen | Braun
Potassium AG,
chloride/ I'epmanus
Sodium
chloride-500 ml
BO5BBO | Electrolytes | mapenrtepan | Calcium B.  Braun | Ringer 1000 ml
1 Ha chloride/ Melsungen | Braun
Potassium AG,
chloride/ epmanus
Sodium
chloride-1000
ml
BO5BBO | Electrolytes | mapenrepan | Sodium B.  Braun | Sterofundin | 500 ml | ml
1 Ha chloride/ Melsungen | ISO 6.80 ¢/l
Potassium AG, /0.30 g/l /
chloride/ 'epmanus 0.20 g/l /
Magnesium 0.37 g/l /
chloride 3.27 g/l [/
hexahydrate/ 0.67 g/l
Calcium
chloride
dihydrate/
Sodium acetate
trihydrate/  L-
Malic acid-500
ml
BO5BBO | Electrolytes | mapenrepan | Sodium B.  Braun | Hartmann 500 ml
1 Ha chloride, Melsungen | Braun
Potassium AG,
chloride, I'epmanms
Sodium lactate,
Calcium
chloride-500 ml
BO5BBO | Electrolytes napenTepan | Sodium B. Braun | Sterofundin | 1000 ml | ml
1 Ha chloride/ Melsungen | ISO 6.80 gl
Potassium /0.30 g/l /
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chloride/ AG, 0.20 g/l /
Magnesium I'epmanus 0.37 g/l /
chloride 3.27 g/l [/
hexahydrate/ 0.67 g/l
Calcium
chloride
dihydrate/
Sodium acetate
trihydrate/  L-
Malic acid-
1000 ml
B0O5BBO0 | Sodium napertepan | 250 ml B. Braun | Natrium 250 ml
1 chloride Ha Melsungen | Chlorid
AG, Braun 0,9%
I'epmanus
BO5BBO0 | Sodium napentepan | 1000 ml B.  Braun | Natrium 0,9% - | ml
1 chloride Ha Melsungen | Chlorid 1000 ml
AG, Braun 0,9%
I'epmanus
B0O5BBO0 | Sodium nmapertepan | 100 ml B. Braun | Natrium 100 ml | ml
1 chloride Ha Melsungen | Chlorid (0.9%)
AG, Braun
I'epmanus
BO5BBO | Sodium napentepan | 500 mi B.  Braun | Natrium 0,9% - 500 | ml
1 chloride Ha Melsungen | Chlorid ml
AG, Braun 0,9%
I'epmanus
BO5XA | Potassium napeHTepain B.  Braun | Kaliumchlor | 150 mg/ml | mg
01 chloride Ha Melsungen | id 14,9% | - 10 ml
AG, Braun
I'epmanus
BO5XA | Sodium napeHTepain B.  Braun | Sodium 8,4 ¢/100 | mg
02 hydrogen Ha Melsungen | Bicarbonate | ml - 20 ml
carbonate AG, 8,4% Braun
I'epmanus
BO5XA | Sodium nmapentepan | 0,9%-10ml B. Braun | Natrium 9 mg/ml - | mi
03 chloride Ha Melsungen | Chloride 10 ml
AG, Braun (0.9%)
I'epmanus
BO5XX | Combinations | mapenTepan B. Braun | Tracutil 10 ml
(trace Ha Melsungen
elements) AG,
I'epmanus

KBM TexHMUYECKOTO CH MNpEAIOKEHUE YYACTHUKBT € NPHIOKWI H3UCKYyEeMHUTE JeKiIapalud OT
MPUTEXKATEIINTE HA PA3pelIeHHETO 3a ynoTpeda/mMpOon3BOAUTENAT Ha JIEKApCTBEHHS NPOIYKT, Y€ € 3aIo3HaT ¢
M3HUCKBaHMTA KbM JIEKAPCTBEHUTE MPOIYKTH, KAKTO U C IOCOYEHHUTE B IPOLIEAYPaTa KOJIMUYECTBA 38 JIEKAPCTBEHUTE
MIPOAYKTH.
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B pamkuTe Ha pasriexaaHe Ha NPEAIOKCHUITAa Ha BCUYKU YYAaCTHULIM, B TOBA YUCJIO U HA YYACTHUKBT
"B.bBPAYH MEJIUKAJI" EOO/, xoMucuara yCTaHOBH, u€ 3a CICIHUTEC HOMECHKIATypU ca HaIule
HECHOTBETCTBUS B MIPEIJIOKEHISITA HA YIACHUITUTE:

AHaToMoOTepaneBTHYEH MexayHapoaHo Hauun Ha | Msapka /mg, 3adenexka
kox /ATC-kon/ HEMATEHTHO NMPUJI0KEeHHE tabl., ml./

HANMEHOBaHHe

/INN/
BO5XA03 Sodium chloride napeHTepanHa ml 0,9%-10ml
B05BB01 Sodium chloride mapeHTeparHa ml 100 ml
B05BB01 Sodium chloride mapeHTeparHa ml 250 ml
B05BB01 Sodium chloride mapeHTeparHa ml 500 ml
B05BB01 Sodium chloride mapeHTeparHa ml 1000 ml

KakTo e moco4yeHo mo-rope, B Ta3m Bpb3Ka KOMHCHATA YCTAHOBH, Y€ 32 YaCT OT JIeKAPCTBEHHUTE
NPOAYKTH, BKJIYEHH B IOCOYEHHTE IO-TOPe HOMEHKJATYPH Ce YCTAHOBSIBAT HeCHOTBETCTBHSA C
NpeiBAPUTETHO 00SIBEHUTE YCJI0BHS, KAKTO H HECbOTBETCTBHUS CBBP3aHU ¢ HHPOPMALMATA My0JIMKYBaHa B
nyoanuauTe peructpu noaabpxann B UAJI u HCHPJIIL, 3a xoeTo e HanpaBeHo NOAPOOHO H3cjIeIBaHe HA
YCTAHOBEHHTE HECHOTBETCTBHS, KOETO € OMHCAHO MPHU pasriiexkIaHe HA MpPelJI0KEeHHEeTO HA YYACTHUKBT
"TIIPO ®APMAILIUA" EOOJ Ha c1p. 12-14 0T HACTOAUIUAT MPOTOKOJI.

BbB Bpb3Ka ¢ majeHUTe pa3sicHeHHs, KOMHUcHATa ycTaHOBH, Ye y4acTHUKBT "B.BPAYH MEJIUKAJI"
EOO/I e npencraBmi KOPEKTHU KPAaTKH XapaKTEPUCTUKH IO OTHOIICHHWE Ha JIEKAPCTBEHUTE MPOAYKTH Natrium
chlorid Braun 0,9 %, solution for infusion — 100 ml x 10; x 20; 250 ml x 10; 500 ml x 10; 1000 ml x 10, npeasux
KOETO ChIIUATA CE JOITYCKa 10 OTOBapsSHE HA [ICHOBUTE MPEIOKEHHS [0 TE3H HOMEKIAaTypH.

[IpenBun 06cTOATENCTBOTO, Ye chriacHO nmomydenute pazsicierns ot MMAJI u HCLIPJIII ce ycraHoBsBa, Ue
Ha Teputopusita Ha P. Bearapus HsiMa peructpupaH JeKapCTBEH MPOAYKT ¢ THPrOBCKO HauMeHoBaHWe Natrium
Chlorid Braun (10 ml) u ¢ ATC BO05XAO03, kakto m mpenasua ToBa, de mpencraBeHara oT '"B.BPAYH
MEJUKAJ" EOO/ kpatka xapakTepucTuka e 3a jekapcteenus npoaykt Natrium chlorid Braun 0,9 %, solution
for infusion ¢ ATC kox: BO5BBO01, komucwusita npemiara Ha Be3iaoxurens "B.BPAYH MEJIUKAJI" EOO/, na
ObJie OTCTpaHEH OT MpoLelyparTa 3a Ta3u HOMEHKJIaTypa, Ha ocHoBaHue wi. 107, T. 2, Oyksa "a" ot 3011, Tbii kaTo
€ MpeJICTaBIWI 0PepTa, KOATO HE OTTOBApsI Ha MPEIBAPUTEITHO O0SIBEHUTE YCIIOBHUS 32 U3ITbIIHEHHE HAa IOPHYKATA.

Komucusita yctaHOBH ChIO, Taka Y€ CIEIHUTE JIEKAPCTBEHH HPOAYKTH O(EepUpaHd OT yYaCTHUKBT
"B.BPAYH MEJUKAJI" EOO/ ca 3anmuueHd npu axTyanusanusra Ha [lo3UTHBHMA JeKapCTBEH CIIMCBHK,
npuinoxxkenue Ne 2 Ha 02.08.2020 r.:

Nutriflex
Lipid
BO5BA10 | Combinations | mapenrepanua | Nutriflex Lipid Peri | B. Braun Melsungen AG, I'epmatnus | Peri 1250 | ml

Nutriflex
Lipid
BO5BA10 | Combinations | mapentepansa | Nutriflex Lipid Peri | B. Braun Melsungen AG, I'epmanus | Peri 1875 | ml

[IpenBua ycraHoBeHOTO mo-rope, komucusTa npemiara Ha Bp3noxutens "B.BPAYH MEJIUKAJI"
EOO/I, na Obae oTCTpaHeH OT MpolieAyparTa 3a Ta3d HOMEHKIAaTypa, Ha ocHoBaHue wi. 107, T. 2, Oyksa "a" ot
30I1, Twit kaTo € mpeacTaBui odepTa, KOATO HE OTTOBAPS HA MPEIBAPUTEITHO OOSBEHUTE YCIOBHS 32 U3ITBIIHECHHE
Ha MOphUKaTa.

Crnen xato pasriena MoJpOoOHO MPEACTAaBEHOTO OT YYACTHHKA TEXHUYECKO MPEIOKEHUE 32 OCTAHAINTE

JICKApCTBCHU MPOAYKTH U NPCACTABCHUTC KbM HETO JOKYMCHTHU, KOMUCHATA YCTAHOBH, Y€ MO BCUYKU OCTAHAIN
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Homenknatypu "B.BPAYH MEIUKAJI" EOO/ otroBaps Ha OOSBEHHTE OT BB3JIOKHTENS YCIOBHUS 3a
U3ITBIIHEHNE Ha NMOpBhYKaTa U ChUIUAT € A0IMYyCKa 0 OTBAapsiHE HA IIEHOBUTE MPEATIOKEHUS 32 TAX.

8. Pasriexnane Ha TeXHMYecKOTO mpenioxkeHue npeacraseno ot "®APKOJI" AJl mo o0ocodena
no3uuus Ne 1 1 npoBepka 3a CbOTBETCTBHETO MY € NPeIBAPHUTETHO 00SIBEHUTE YCJI0BUS B CHOTBETCTBHE €
91. 56, axa. 2 ot IITI30I1;

Komucusita yctaHoBH, 4e yUaCTHUKBT € TOCOUMII BBB popMaTa "TexHUUECKO npeiokeHune", ue mpejiara

CJICAHUTE JICKAPCTBCHU NIPOAYKTH:

ATC - | Mexnynapogao | Hauma Ha | 3abenexka [purexxaten  Ha | THprocko Kommgect | Mspxk
KO):[ HCIIaTCHTHO MIPUIIOKCHU Pa3pCUICHUECTO 3a | HAUMCHOBAaH BO a
HaAaHMMCHOBAaHHUEC € yHOTpeGa ue AaKTHUBHO
BCUICCTBO
BO1AC | Tirofiban napeHrepail Yaiikadapma Tirofiban- 0,25mg/m | mg
17 Ha Bucokokauectsenu | Tchaikaphar | |
Te JsekapctBa AJl, | ma
bobarapus
BO5AA | Gelatin agents napeHrepan B. Braun | Gelofusine 500 ml
06 Ha Melsungen AG, | Balance 4 %
I'epmanus
BO5AA | Hydroxyethylsta | mapenrepan | Poly(O-2- Fresenius Kabi | Voluven 6% | 500 ml
07 rch Ha hydroxyethyl) Deutschland
starch-6% GmbH, I'epmanust
BO5BA | Amino acids napentepan | N-Hepa-8% Fresenius Kabi | Aminosteril | Glass ml
01 Ha Deutschland N-Hepa-8% | bottle 500
GmbH, I'epmanus mlx 1
BO5BA | Amino acids nmapenrtepan | Amino Acids | Fresenius Kabi | Aminoven 100.0 g/ - | ml
01 Ha /Isoleucine, Deutschland 10 % 500 ml
Leucine, Lysine, | GmbH, I'epmanus
Methionine,
Phenylalanine,
Threoning,
Tryptophan,
Valine, Arginine,
Histidine,
Alanine,
Glycine, Proline,
Serine, Tyrosine,
Taurine/-10%
BO5BA | Purified napentepan | Purified soybean | Fresenius Kabi AB, | INTRALIPI | 200 ml
02 soybean oil Ha oil -20% IIBerust D 0/1000 mi
- 500 ml
BO5BA | Glucose napentepan | 10%-500 ml B. Braun | Glucose 500 ml
03 Ha Melsungen  AG, | Braun 10%
I'epmanus
BO5BA | Combinations napenrepan | Glucose, L- | Fresenius Kabi AB, | Kabiven 1540 ml
10 Ha alanine; L- | IIBeuus
arginine; L-
aspartic acid; L-
glutamic  acid;
Glycine; L-
histidine; L-
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isoleucine; L-
lysine; L-
methionine; L-
phenylalanine;

L-proline; L-
serine; L-
threotine; L-
tryptophan;  L-
tyrosine; L-

valine; Calcium
chloride; sodium

glycerophosphat

N
BO5BA | Combinations napentepan | Glucose, L- | Fresenius Kabi AB, | Kabiven 1440 ml
10 Ha alanine; L- | IBenus Peripheral

arginine; L-

aspartic acid; L-

glutamic  acid,;

Glycine; L-

histidine; L-

isoleucine; L-

lysine; L-

methionine; L-

phenylalanine;

L-proline; L-

serine; L-

threotine; L-

tryptophan;  L-

tyrosine; L-

valine; Calcium

chloride; sodium

glycerophosphat

€,
BO5BA | Combinations napenrepan | Glucose, L- | ®pesennyc Kabu | SmofKabive | 1970 ml
10 Ha alanine; L- | Bearapus  EOO/], | n Central

arginine; L- | boarapus Electrolyte

aspartic acid; L- Free

glutamic  acid,;

Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-

methionine; L-
phenylalanine;

L-proline; L-
serine; L-
threotine; L-
tryptophan;  L-
tyrosine; L-

valine; Calcium
chloride; sodium
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glycerophosphat

€,
BO5BA | Combinations napentepan | Glucose, L- | ®pesennyc Kabu | SmofKabive | 1904 ml
10 Ha alanine; L- | Bearapus EOO/, | n Peripheral

arginine; L- | Bearapus

aspartic acid; L-
glutamic  acid;

Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-

methionine;  L-
phenylalanine;

L-proline; L-
serine; L-
threotine; L-
tryptophan;  L-
tyrosine; L-

valine; Calcium
chloride; sodium

glycerophosphat
€,
BO5BA | Combinations napentepan | Aminoplasmal B. Braun | Aminoplasm | 500 ml ml
10 Ha 5% E Melsungen  AG, | al B.Braun
Tepmanns 5% E
BO5BA | Combinations napentepan | NUTRIflex B. Braun | Nutriflex 1875 ml
10 Ha Omega plus Melsungen AG, | Omega
T'epmanus 38/120 plus
BO5BB | Electrolytes mapentepan | Calcium B. Braun | Ringer 500 ml
01 Ha chloride/ Melsungen  AG, | Braun
Potassium Tepmanus
chloride/ Sodium
chloride-500 ml
BO5BB | Electrolytes napentepan | Calcium B. Braun | Ringer 1000 ml
01 Ha chloride/ Melsungen AG, | Braun
Potassium Tepmanus
chloride/ Sodium
chloride-1000 ml
BO5BB | Electrolytes napentepan | Sodium chloride/ | B. Braun | Sterofundin | 500 ml | ml
01 Ha Potassium Melsungen  AG, | ISO 6.80 g/l
chloride/ Tepmanus /0.30 g/l /
Magnesium 0.20 g/l /
chloride 0.37 g/l /
hexahydrate/ 3.27 gt/
Calcium chloride 0.67 g/l

dihydrate/
Sodium acetate
trihydrate/ L-
Malic acid-500
mi
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BO5BB | Electrolytes napentepan | Sodium chloride, | B. Braun | Hartmann 500 ml
01 Ha Potassium Melsungen ~ AG, | Braun
chloride, Sodium | T'epmanus
lactate, Calcium
chloride-500 ml
BO5BB | Electrolytes mapentepan | Sodium acetate | ®pesennyc Kabu | lonolyte 1000 ml
01 Ha trihydrate/Sodiu | bearapus  EOO[,
m bovarapus
chloride/Potasiu
m
chloride/Magnes
ium chloride
hexahydrate
BO5BB | Electrolytes mapentepan | Sodium chloride/ | B. Braun | Sterofundin | 1000 ml | ml
01 Ha Potassium Melsungen  AG, | ISO 6.80 g/l
chloride/ Tepmanust /0.30 g/l /
Magnesium 0.20 g/l /
chloride 0.37 g/l /
hexahydrate/ 3.27 g/l [/
Calcium chloride 0.67 g/l
dihydrate/
Sodium  acetate
trihydrate/ L-
Malic acid-1000
ml
BO5BB | Sodium chloride | mapenrepan | 250 ml B. Braun | Natrium 250 ml
01 Ha Melsungen AG, | Chlorid
Tepmanns Braun 0,9%
BO5BB | Sodium chloride | mapenrepan | 1000 ml B. Braun | Natrium 09% - |ml
01 Ha Melsungen  AG, | Chlorid 1000 ml
Tepmanus Braun 0,9%
BO5BB | Sodium chloride | mapenrepan | 100 ml B. Braun | Natrium 100 ml | ml
01 Ha Melsungen AG, | Chlorid (0.9%)
Tepmanns Braun
BO5BB | Sodium chloride | mapenrepan | 500 ml B. Braun | Natrium 09% - |ml
01 Ha Melsungen  AG, | Chlorid 500 ml
T'epmanus Braun 0,9%
BO5XA | Potassium napeHrepan B. Braun | Kaliumchlor | 150 mg
01 chloride Ha Melsungen  AG, | id 14,9% | mg/ml -
Tepmanus Braun 10 ml
BO5XA | Sodium napeHrepan B. Braun | Sodium 8,4 ¢/100 | mg
02 hydrogen Ha Melsungen AG, | Bicarbonate | ml-20 ml
carbonate Tepmanus 8,4% Braun
BO5XA | Sodium chloride | mapenrepan | 0,9%-10ml B. Braun | Natrium 9 mg/ml - | ml
03 Ha Melsungen  AG, | Chloride 10 ml
I'epmanus Braun (0.9%)

KbM TexHHYECKOTO cH NpEeAJIOKCHUC YHACTHUKDBT € IMPUIIOKUIT UBUCKYCMUTC ACKIIAPALIUN OT MPUTCIKATCIUTC HA

Pa3spCUICHUCTO 3a yHOTp€6a/Hp0H3BOI[I/ITeH$IT Ha JICKApCTBCHUA MNPOAYKT, Y€ € 3allO3HAT C HU3UCKBAHUATA KbM

JICKApPCTBCHUTE NPOAYKTH, KAKTO M C TIOCOYCHUTE B IIpOoLCaypaTa KOJINYECTBA 3a JICKAPCTBECHUTEC ITPOAYKTH.
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B pamkuTe Ha pasriexzaaHe Ha NMpeJJIOKEHUATa Ha BCUYKM YYaCTHHUIM, B TOBA YHCIO M HA yYaCTHUKBT
"PAPKOJI" AJl, xoMucusTa YCTAaHOBM, Y€ 3a CIECOHUTE HOMEHKIATypH Ca HaJHIE HECHOTBETCTBUS B
[IPEUIOKEHUATA HAa YHaCHULIUTE:

AHaToMoTepaneBTHYEH MexayHapoaHo Hauun Ha | Msapka /mg, 3adenexka
kox /ATC-kon/ HEMATEHTHO NMPUJI0KEeHHE tabl., ml./

HANMEHOBaHHe

/INN/
BO5XA03 Sodium chloride napeHTepanHa ml 0,9%-10ml
B05BB01 Sodium chloride mapeHTeparHa ml 100 ml
B05BB01 Sodium chloride mapeHTeparHa ml 250 ml
B05BB01 Sodium chloride mapeHTeparHa ml 500 ml
B05BB01 Sodium chloride mapeHTeparHa ml 1000 ml

KakTo e moco4yeHo mo-rope, B Ta3u Bpb3Ka KOMHCHATA YCTAHOBH, 4Ye 32 4YacT OT JeKAPCTBEHHTE
NPOAYKTH, BKJIYEHH B IOCOYEHHTE IO-TOPe HOMEHKJATYPH Ce YCTAHOBSIBAT HeCHOTBETCTBHSA C
NpeIBAPUTETHO 00SIBEHUTE YCJI0BHS, KAKTO H HECbOTBETCTBHUS CBbP3aHU ¢ HHGOPMALUATA MY0IHKYBaHa B
nyoanunuTe peructpu noaabpxann B MAJI m HCHPJIIL, 3a koeTo e HanpaBeHo NOAPOOHO H3cjaeIBaHe HA
YCTAHOBEHHTE HECHOTBETCTBHS, KOETO € OMHCAHO MPHU pasriiexkIaHe HA MpPelJI0KEeHHEeTO HA YYACTHUKBT
"TIIPO ®APMALIUA" EOO/ Ha c1p. 12-14 0T HACTOAUIUAT MPOTOKOJI.

BbB BpB3Ka ¢ ganeHuTe pa3sCHEHHs, KOMHUCHUATa YCTaHOBH, ue y4yacTHUKBT "®APKOJI" AJl e
MIPEICTAaBMII KOPEKTHH KPATKU XapaKTEPUCTHKH 0 OTHOIICHWE Ha JieKapcTBeHHTe Hpoayktu Natrium chlorid
Braun 0,9 %, solution for infusion — 100 ml x 10; x 20; 250 ml x 10; 500 ml x 10; 1000 ml x 10, npeaBuI KOETO
CBHIIMTA CE AOMYCKa 10 OTOBAPsIHE Ha LICHOBUTE NPEATIOKCHUS 110 T€3U HOMEKIIATypH.

[IpenBun 06cTOATENCTBOTO, Ye chriacHO nmomydenute pazsicierns ot MMAJI u HCLIPJIII ce ycraHoBsBa, Ue
Ha TeputopusTa Ha P. Bearapus HsiMa peructpupaH JeKapcTBEH MPOAYKT ¢ ThPrOBCKO HanMeHOBaHMe Natrium
Chlorid Braun (10 ml) u ¢ ATC B0O5XAO03, kakTo u npeasun ToBa, de npenacraBenara "M®APKOJI" AJl kparka
XapakTepucThKa e 3a jekapcrBenust nmpoaykt Natrium chlorid Braun 0,9 %, solution for infusion ¢ ATC kox:
B05BB01, komucusra npemiara "®APKOJI" AJl, na Oblie OTCTpaHEeH OT MpOIeaypaTa 3a Ta3u HOMEHKJIATypa,
Ha ocHoBanue wi. 107, T. 2, 6ykBa "a" ot 3OIl, Teil kaTto e mpeacTaBwi odepra, KOSITO HE OTroBaps Ha
MPeBApUTEITHO OOSIBEHUTE YCIOBUS 3a U3IIbIIHEHNE Ha TIOPhYKATA.

Cren xaro pasriefa HOoAPOOHO MPEICTaBEHOTO OT YYaCTHHKA TEXHHYECKO IIPEIUIOKEHHE 32 OCTAHAJIUTE
JIEKapCTBEHU MPOAYKTH U MPEJCTABEHUTE KbM HETO JOKYMEHTH, KOMHCHUATA YCTAHOBH, Y€ MO BCHYKH OCTAHAJIH
HomeHknatypu "®APKOJI" A/l otroBapst Ha OOSIBEHUTE OT BB3JIOXKHTEIS YCIIOBHS 32 U3IIBIIHEHHUE Ha MTOphUKaTa
U CBIIMAT CE€ JOIYCKa 0 OTBApsSHE Ha LICHOBUTE MPEIUIOKEHU 3a TSIX.

9. Pasriexnane Ha TeXHMYecKOTO mpeoxenue npeacraseHo ot "®bOHUKC ®APMA" EOO/
1o o6ocobena mosunus Ne 2 TpoBepKa 3a CbOTBETCTBHETO MY € NpPeIBAPHTEJHO O00sIBEHUTE YCJIOBHS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI30II;

Komucusita ycraHoBH, 4e y4aCTHUKBT € TOCOYMI BBB (hopmata "TexHuuecko mpemioxenne", 4e mpeaiara

CJICIHUTE JIEKAPCTBEHU MPOAYKTH:

ATC - | Mexnynapon | Haunn  Ha | 3a0enexka IIpurexxaten  Ha | TBpProecko Komngecr | Mspx
KOJ1 HO TIPWIOKECHU pa3peIICeHUETO 32 | HAMMEHOBAHHE BO a
HENIaTEHTHO e yrnoTpeba AKTUBHO
HaNMEHOBAHU BEIIIECTBO
e
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LO1BAO | Methotrexate | mapentepan | Solution  for | Actavis Group | Namaxir 7,5 mg
1 Ha injection PTC ehf., mg/0,30
Ucnannus ml
LO1BAO | Methotrexate | mapentepan | Solution  for | Actavis Group | Namaxir 10 mg
1 Ha injection PTC ehf., mg/0,40
Wcmanmust ml
LO1BAO | Methotrexate | mapentepan | Solution  for | Actavis Group | Namaxir 15 mg
1 Ha injection PTC ehf., mg/0,38
Ucnannus ml
LO1XE2 | Dabrafenib nepopaiHa Novartis Tafinlar 75 mg
3 TBBp/A Europharm
Limited,
Wpnanaus
LO2AEQ | Triptorelin mapentepan | solution  for | Ferring ~ GmbH, | Decapeptyl 0.1 mg/ml | mg
4 Ha injection Tepmanust -1ml
LO2BBO | Bicalutamide | mepopanma Accord Healthcare | BICALUTAMI | 50 mg
3 TBBp/A Polska Sp. z.0.0., | DE ACCORD
ITonma
L02BGO | Exemestane nepopaiHa Accord Healthcare | EXEMESTANE | 25 mg
6 TBBp/A Polska Sp. z.0.0., | ACCORD
TTomma
LO4AA | Mycophenoli | nepopanxa Roche Registration | CellCept 250 mg
06 c acid TBBp/Ia GmbH, I'epmanus
LO4AA | Basiliximab napeHrepan Novartis Simulect 20 mg
09 Ha Europharm
Limited,
Wpnanaus
LO4AA | Everolimus nepopaHa Novartis Pharma | Certican 0,5 mg
18 TBBpIA GmbH, 'epmanus
LO4AA | Everolimus nepopaiHa Novartis Pharma | Certican 0,25 mg
18 TBBpIA GmbH, 'epmanus
LO4AA | Cladribine nepopaHa Merck Europe | Mavenclad 10 mg
40 TBBpIA B.V,
Hunepnanaus
LO4AA | Cladribine nepopaHa Merck Europe | Mavenclad 10 mg
40 TBBpIA B.V.,
Hunepnannus
LO4ABO | Adalimumab | mapenTepan Sandoz  GmbH, | Hyrimoz 40 mg/0.8 | mg
4 Ha Ascrpus ml
LO4AD | Tacrolimus nepopaHa Astellas  Pharma | Advagraf 0,5 mg
02 TBBpJAA Europe B.V.,
Hunepnanaus
LO4AD | Tacrolimus nepopaiHa Astellas  Pharma | Advagraf 3 mg
02 TBBpIA Europe B.V.,
Hunepnannus
LO4AD | Tacrolimus nepopaiHa Astellas  Pharma | Advagraf 1 mg
02 TBBpIA Europe B.V.,
Hunepnanaus
LO4AD | Tacrolimus nepopaiHa Astellas  Pharma | Prograf 1 mg
02 TBBpAA d.o.o, CnoBenus
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Astellas  Pharma 0,5

d.o.o, Cnosenus

LO4AD | Tacrolimus nepopaiHa
02 TBBpJA

Prograf mg

KbM TEXHHYECKOTO CH MpPEUIOKEHHE YYaCTHUKBT € TPWIOKWI HW3UCKYEeMHUTE JCKIapald OT
MPUTEKATETUTE Ha Pa3pelICHUETO 3a YNOTpeOa/MPOU3BOAUTENAT Ha JIEKaPCTBEHHs MPOAYKT, e € 3alo3HaT C
W3UCKBAHMATA KbM JIEKAPCTBEHUTE MPOAYKTH, KAKTO U C IOCOUYECHUTE B MTPOIIEAypaTa KOJIMIECTBA 3a JICKAPCTBCHUTE
MPOITYKTH.

Cren kato pasriena nogpoOHO MPeICTaBeHOTO OT yYaCTHUKA TEXHUUECKO MPEUIOKEHHE U TPEICTaBEHUTE

KbM HEro JIOKYMEHTH, KOMUCHSTA YCTAHOBH, Y€ CHIIMAT OTrOBaps Ha OOSBEHWTE OT BBH3JIOXKHTENS YCIOBHUS 32
W3IIBJIHEHNE HA TOPBYKATa U CHUIMAT Ce JOMYyCKa /10 OTBapsHE Ha IICHOBHUTE MPEUIOKEHHS 32 BCUUKHU MPEIOKEHH
OT HETO JIEKapCTBEHH MPOIYKTH.
10. Pasriexxnane Ha TeXHHYECKOTO NpemiokeHue mpeacraBeHo or "O®APMUMIIOPT" AJl mo
o0ocobena mo3unusi Ne 1 mpoBepka 3a ChOTBETCTBHETO MY C IpeABAPHTETHO OOsIBeHHUTe YCJIOBHUS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI3O0II;

Komucusita ycraHoBw, 9e y4aCTHUKBT € ITOCOYMI BBB (hopmata "TexHuuecko mpemioxenne", 4e mpeaiara

CJICAHUTEC JICKAPCTBCHU MMPOAYKTH:

ATC - | Mexnynapona | Haumn wa | 3abenmexxka | [Ipurexarten Ha | TBproBcko Kommnuect | Msipk
KOJ O HEMATeHTHO | MPWIOKEHU pa3pelIeHueTo 3a | HAMMEHOBaH | BO a

HalIMEHOBAaHUE | € ynotpeba ue AKTHBHO

BEIIIECTBO

B02BD | Human napeHTepat Octapharma (IP) SPRL, | OCTAPLEX | 500 U
01 Prothrombin Ha Benrus

Complex
B02BD | Coagulation napeHrepan Bayer AG, I'epmanus KOGENAT | 500 IU V]
02 factor VIl | Ha E BAYER

(Octocog alfa)
B02BD | Coagulation napeHTepan Bayer AG, I'epmanus KOGENAT | 500 IU U
02 factor VIl | Ha E BAYER

(Octocog alfa)
B02BD | Coagulation napeHrepain Bayer AG, I'epmanus Kovaltry 500 V]
02 factor VIl | Ha

(Octocog alfa)
B02BD | Coagulation napeHrepain Octapharma AB, | Nuwiq 500 U
02 Factor VIII | Ha Elersvdgen 40, 112 75

(Simoctocog Stockholm,  IlIBemus,

Alfa) [Isenus
B02BD | Human napeHTepan Instituto Grifols, S.A., | Fanhdi 1000 U
02 coagulation Ha Hcnanuns

factor VIII
B02BD | Human napeHrepain Instituto Grifols, S.A., | Fanhdi 500 V]
02 coagulation Ha Hcnanuns

factor VIII
B02BD | Human napeHTepan Instituto Grifols, S.A., | Fanhdi 250 V]
02 coagulation Ha Wcnanus

factor VIII
B02BD | Human napeHrepain Octapharma (IP) SPRL, | OCTANATE | 500 0]
02 coagulation Ha benrus

factor VI1II
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B02BD | Human napeHrepail Octapharma (IP) SPRL, | OCTANATE | 1000 V]
02 coagulation Ha Benrus
factor VIII
B02BD | Coagulation napeHTepan Kedrion S.p.A., Utanust | Aimafix 500 9]
04 factor 1X Ha
B02BD | Coagulation mapeHTepan Octapharma (IP) SPRL, | OCTANINE | 500 V]
04 factor IX Ha Benrus F 500
B02BD | Coagulation mapeHTepan Octapharma (IP) SPRL, | Wilate 500 500 U
06 factor VI, | Ha Benrus
Factor von
Willebrand
BO5AA | Albumin napenrepan | 20%-100ml | Octapharma (IP) SPRL, | Albunorm 200 g/l - | ml
01 Ha Benrus 20% 100 ml
BO5AA | Albumin mapertepan | 20%-100ml | Instituto Grifols, S.A., | HUMAN 200 g/l - | ml
01 Ha Ucnanus ALBUMIN 100 ml
GRIFOLS
20%
BO5AA | Albumin napenrepan | 20%-100ml | Kedrion S.p.A., Utanus | UMAN 200mg/ml | ml
01 Ha ALBUMIN -100 ml
20%
BO5AA | Albumin napentepan | 5%-250ml Octapharma (IP) SPRL, | Albunorm 50 g/l - | ml
01 Ha Benrus 5% 250 ml
BO5AA | Albumin napentepan | 20%-50ml Octapharma (IP) SPRL, | Albunorm 200 g/l - | ml
01 Ha Benrus 20% 50ml
BO5AA | Albumin napentepan | 20%-50ml Instituto Grifols, S.A., | HUMAN 200 mg/ml | ml
01 Ha Hcnanus ALBUMIN -50 ml
GRIFOLS

KpM TexHMYECKOTO CHM NpPEIIOKCHHE YYACTHUKBT € MNPWIOKWI H3UCKYyeMHTE MACKIapanuu OT
HPUTEXKATEIIUTE Ha PA3pelICeHHETO 3a ynoTpeda/Mpou3BOAUTENAT Ha JIEKApCTBEHHS MPOAYKT, Y€ € 3aro3HaT C
W3UCKBAHUATA KbM JIEKAPCTBEHUTE MPOSYKTH, KAKTO U C [IOCOYEHHUTE B ITPOLIeIypaTa KOJIMYeCTBa 3a JICKAPCTBEHUTE
MPOAYKTH.

Cren karo pasriesia HoJpoOHO NPEICTABEHOTO OT yYACTHUKA TEXHUUECKO MPEJUI0KEHHE U IIPEJICTABEHUTE
KbM HEro JOKYMEHTH, KOMUCHATA yCTAaHOBH, Y€ CHUIMAT OTrOBaps Ha OOSBEHHUTE OT BB3JIOKHTEJNS YCIOBUS 3a
W3ITBIHEHNE Ha IOPhYKaTa U CHIIMAT Ce JAOIYCKa 10 OTBapsHE Ha [IEHOBUTE NIPEUI0KEHUS 32 BCUYKH MPETIOKEHH
OT HETO JIEKapCTBEHH MPOIYKTH.

11. Pasrie:xxnane Ha TEXHHYECKOTO mpeaio:xkeHue npeacrapeno ot "®bOHUKC ®APMA" EOO/
1o o6ocodeHa mo3unmsi Ne 1 M NpoBepKa 3a CbOTBETCTBHETO MY C NPeIBAPUTEJHO 00SIBEHHTE YCIOBHS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI30II;

Komucusita ycraHoBu, 4e Y4acTHUKBT € NOCOYMI BBB (opmara "TexHHWYecKo mpemnokeHue'", ye
npejara cileAHUTE JIEKAPCTBEHH MPOAYKTH:

MexnyHa
POIHO
HEMaTeHT
HO Hauvn Ha IIpurexxaten Ha Konnuectso
ATC HAaUMEHO | IPUIIOXKCHHU paspeuieHueTo | Tbproscko aKTHBHO
KOJ BaHUE e 3abenexka 3a ynorpeba HaUMEHOBAaHUE BELLECTBO Msipka
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Merus Labs
Luxco I
BO1AA | Acenoco |mepopaina SaR.L,
07 umarol TBBp/A JlrokceMOypr Sintrom 4 mg
Canodu
Bboearapus
BO1AB | Enoxapar | mapenrepa EOOJ, 60 mg/0.6 ml
05 in JIHa Boarapus Clexane (6000 1U) U
Canodu
bwirapus 100 mg/ml-
BO1AB | Enoxapar | mapenrepa EOOJ, 0.4 ml (4000
05 in JHa bwirapus Clexane V) 9]
Canodu
Bboearapus
BO1AB | Enoxapar | mapenrepa EOOJ, 80 mg/0,8 ml
05 in JIHa Bearapus Clexane (8000 1U) U
Aspen Pharma
Trading Fraxiparine  sol.inj.
BO1AB | Nadropar | mapentepa Limited, 9500 anti-Xa 1U/ml -
06 in THA Upnanaus 0,4 ml 3800 U
Aspen Pharma
Trading Fraxiparine  sol.inj.
BO1AB | Nadropar | mapentepa Limited, 9500 anti-Xa 1U/ml -
06 in JIHa Upnanans 0,6 ml x 10 5700 U
Accord
Healthcare
Limited,
BO1AC |Clopidog | mepopanna O6eanHeHO CLOPIDOGREL
04 rel TBBp/A Kpasncrso ACCORD 75 mg
Actavis Group
BO1AC |Clopidog | nepopainna PTC ehf.,
04 rel TBBp/Ia Wcnanans Clopidogrel Actavis |75 mg
BO1AC |Clopidog | nepopainna Exopapm TI'pyn | Clopidogrel
04 rel TBBp/Ia AJl, Beirapust | Ecopharm 75 mg
BO1AC napeHrepa Bayer AG,
11 lloprost | nHa I'epmanus ILOMEDIN 20 mcg/ml mg
Boehringer
Ingelheim
International
BO1AD napeHrepa GmbH,
02 Alteplase | mHa I'epmanus Actilyse 50 mg
BO1AFO | Rivaroxa |mepopanna Bayer AG,
1 ban TBbpAa I'epmanus Xarelto 10 mg
BO1AFO | Rivaroxa |mepopanna Bayer AG,
1 ban TBbpAa I'epmanus Xarelto 15 mg
BO1AFO | Rivaroxa |mnepopanna Bayer AG,
1 ban TBBp/A I'epmanus Xarelto 15 mg
BO1AFO | Rivaroxa |mnepopanna Bayer AG,
1 ban TBBp/A I'epmanus Xarelto 20 mg
BO1AFO | Rivaroxa |mepopamna Bayer AG,
1 ban TBbpAa I'epmanus Xarelto 10 mg
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Aspen Pharma

Trading
BO1AX | Fondapar | mapenrepa Limited,
05 inux JHa Wpnanauns Arixtra 7.5 mg/0.6 ml | mg
Aspen Pharma
Trading
BO1AX | Fondapar | mapenrepa Limited,
05 inux JIHa Upnauaus Avrixtra 2,5mg/0,5 ml | mg
Coagulati
on factor
VI
B02BD | (Octocog | mapentepa Bayer AG, | KOGENATE
02 alfa) JHa I'epmanus BAYER 500 U 9]
Coagulati
on factor
VI
B02BD | (Octocog | mapentepa Bayer AG, | KOGENATE
02 alfa) JHA I'epmanus BAYER 500 1U V]
Coagulati
on factor
VI
B02BD | (Octocog | mapenrepa Bayer AG,
02 alfa) JIHA I'epmanus Kovaltry 500 U
Coagulati
on Factor
VI
B02BD | (Turoctoc | mapenrepa Novo  Nordisk
02 og Alfa) |xna A/S, Nanust NovoEight 500 U
Eptacog
alfa
B02BD | (activated | mapenTepa Novo  Nordisk 2 mg (100
08 ) JIHA A/S, anust NovoSeven KIU) KIU
Eptacog
alfa
B02BD | (activated | mapenrepa Novo  Nordisk 5 mg (250
08 ) JIHa A/S, Nanust NovoSeven KIU) KIU
Ferric
BO3AC | carboxym | mapentepa VIFOR France, 50 mg iron/ml
01 altose nHa SA, ®panmus | FERINJECT -10ml mg
Saccharat
BO3AC |ed iron|mapentepa VIFOR France, 20 mg/ml - 5
02 oxide JIHA SA, ®panrus IDAFER ml mg
Iron (1)
(as
BO3AC |isomaltos | mapenTtepa Pharmacosmos 100mg/ml-
06 ide) JIHa A/S, Nanus Monofer 5ml mg
Iron(111)-
hydroxid
BO3AC |e dextran | mapenrepa Pharmacosmos
06 complex |xna A/S, Nanus COSMOFER 50 mg/ml -2 |mg

28|Page




B. Braun
BO5AA | Gelatin | mapenrepa Melsungen AG, | Gelofusine Balance 4
06 agents JHa I'epmanus % 500 ml
Fresenius Kabi
Poly(O-2- Deutschland
BO5AA | Hydroxye | mapenrepa | hydroxyethyl) GmbH,
07 thylstarch | maa starch-6% Tepmanmus Voluven 6% 500 ml
Fresenius Kabi
Deutschland
BO5BA | Amino napeHrepa GmbH, Aminosteril N-Hepa- | Glass bottle
01 acids THA N-Hepa-8% Cepmanus 8% 500 ml x 1 ml
Amino Acids
/Isoleucine, Leucine,
Lysine, Methionine,
Phenylalanine,
Threonine,
Tryptophan, Valine,
Arginine, Histidine,
Alanine,  Glycine, | Fresenius Kabi
Proline, Serine, | Deutschland
BO5BA | Amino nmapenrtepa | Tyrosine, Taurine/- | GmbH, 100.0 g/l -
01 acids THA 10% Tepmanus Aminoven 10 % 500 ml ml
Purified
BO5BA |soybean |mapentepa |Purified soybean oil | Fresenius Kabi 200 /1000
02 oil JIHa -20% AB, IIIsenus INTRALIPID ml - 500 ml ml
B. Braun
BO5BA nmapeHrepa Melsungen AG,
03 Glucose |nHa 10%-500 ml I'epmanus Glucose Braun 10% | 500 ml
Glucose, L-alanine;
L-arginine; L-
aspartic acid; L-
glutamic acid;
Glycine; L-histidine;
L-isoleucine; L-
lysine; L-
methionine; L-
phenylalanine;  L-
proline; L-serine; L-
threotine; L-
tryptophan; L-
tyrosine;  L-valine;
Calcium  chloride;
BO5BA | Combinat | mapentepa | sodium Fresenius Kabi
10 ions JHa glycerophosphate; AB, llIBenus Kabiven 1540 ml
Glucose, L-alanine;
L-arginine; L-
aspartic acid; L-
glutamic acid;
Glycine; L-histidine;
BO5BA | Combinat | mapenrepa | L-isoleucine; L- | Fresenius Kabi
10 ions JIHA lysine; L- | AB, Isenust Kabiven Peripheral | 1440 ml
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methionine; L-
phenylalanine;  L-
proline; L-serine; L-
threotine; L-
tryptophan; L-
tyrosine;  L-valine;
Calcium  chloride;
sodium
glycerophosphate;
B. Braun
BO5BA | Combinat | mapenrepa Melsungen AG, | Aminoplasmal
10 ions JHa Aminoplasmal 5% E | I'epmanust B.Braun 5% E 500 ml ml
Calcium  chloride/
Potassium chloride/ | B. Braun
BO5BBO | Electrolyt | mapenrepa | Sodium chloride-500 | Melsungen AG,
1 es JHA ml Tepmanms Ringer Braun 500 ml
Calcium  chloride/
Potassium chloride/ | B. Braun
BO5BBO | Electrolyt | mapenrepa | Sodium  chloride- | Melsungen AG,
1 es JHa 1000 ml I'epmanus Ringer Braun 1000 ml
Sodium  chloride,
Potassium chloride,
Sodium lactate, | B. Braun
BO5BBO | Electrolyt | mapentepa | Calcium  chloride- | Melsungen AG,
1 es JHA 500 ml I'epmanus Hartmann Braun 500 ml
Potassiu B. Braun
BO5XA |m napeHrepa Melsungen AG, | Kaliumchlorid 14,9% | 150 mg/ml -
01 chloride |xna Tepmanus Braun 10 ml mg
Sodium B. Braun
BO5XA | hydrogen | mapentepa Melsungen AG, | Sodium Bicarbonate | 8,4 g/100 ml -
02 carbonate | 1nHa I'epmanus 8,4% Braun 20 ml mg
Fresenius Kabi
Deutschland
BO5XB | Alanyl napeHrepa GmbH, 200 mg/ml -
02 glutamine | 1ua Tepmanus Dipeptiven 100 ml ml
Combinat
ions B. Braun
(trace napeHrepa Melsungen AG,
BO5XX |elements) | nHa Tepmanus Tracutil 10 ml

KbM TeXHHUECKOTO cH MpensioKeHNE YYACTHUKBT € MPHIIOKUIT U3UCKYEMHUTE EKIapaluy OT IPUTEKATEINTE Ha
pa3pelIeHneTo 3a ynorpeda/mIporu3BOANUTENSAT Ha JICKAPCTBEHUS! NMPOIYKT, Ye € 3all03HAT C M3MCKBAHUATA KbM
JIEKapCTBEHUTE MPOJIYKTH, KAKTO U C TOCOUYEHUTE B MPOLIEAYypaTa KOJINYECTBA 3a JEKAPCTBEHUTE MPOIYKTH.

B pamkuTe Ha pasriexzaaHe Ha MPEJIOKEHUATAa Ha BCHYKH YYaCTHHUIM, B TOBA YHCIIO M HA yYACTHUKBT
"O@bOHUKC ®APMA" EOO/] xoMHcHsATa YCTAHOBU HECHOTBETCTBHSI 110 OTHOLLIEHHUE JIEKAPCTBEHU MPOAYKTH,
BKJIFOUYEHHU B HOMEHKJIATYpPUTE MOCOYCHH MO-A0TY:

AHaToOMOTepaneBTHYEH Hauun Ha | 3abesexka

/ATC-xon/

Kox | MexayHapoaHo
HEIMATEHTHO

HanMeHoBaHue /INN/

NPUII0KEHUE

30|Page



BO5XA03 Sodium chloride napeHTepaHa 0,9%-10ml
B05BB01 Sodium chloride napeHTepaiHa 100 ml
B05BB01 Sodium chloride mapeHTeparHa 250 ml
B05BB01 Sodium chloride mapeHTeparHa 500 ml
B05BB01 Sodium chloride mapeHTeparHa 1000 ml

KakTo e mocoueHno mo-rope, B Ta3u Bpb3Ka KOMHCHSATA YCTAHOBH, Y€ 32 YACT OT JIEKAPCTBEHUTE
NPOAYKTH, BKJIOYEHH B TMOCOYEHHTE IO-TOPe HOMEHKJIATYPH C€ YCTAHOBSIBAT HECHOTBETCTBHSA C
NpeIBAPUTETHO 00SIBEHUTE YCJI0BHS, KAKTO H HECHOTBETCTBHUS CBBP3aHu ¢ HHGOPMALUATA My0JIHKYBaHA B
nyoanunuTe peructpu nogabpxanu B UAJI u HCHPJIIL, 3a koeTo e HanpaBeHo MOAPOOHO H3cjIeIBaHe HA
YCTAHOBEHHTE HECHOTBETCTBHA, KOETO € OMUCAHO MPHU pa3riekIaHe Ha MPeIJIOKEHUEeTO HA YYACTHUKDT
"IIPO ®APMAILIUA" EOO/ Ha cTp. 12-14 0T HACTOANIUSIT MPOTOKOJI.

BbB BpB3Ka ¢ maneHuTe pazsaCHEHUS, KOMHUCHITAa ycTaHOBH, de y4acTHUKGT "®bOHUKC ®APMA"
EOO/ e npencraBui 3a BCHUKM HOMEHKJIATYpH MOCOYSHH TO-TOpPE KpaTKaTa XapaKTepUCTHKA 3a JEKapCTBEHUSI
NPOIYKT pa3pelieH 3a ynorpeda ¢ paspemnienue 3a moaHossiBane Ne 11-11218/10.11.2010, per. Ne 20000171 u ATC
ko1: VO7ABOO ¢ Thproeeko Haumenoanue Natrium chlorid Braun 0,9%, solution for injection — 10 ml x
20; 20 ml x 20; 100 ml x 20, KOHTO He € MpeAMET Ha Bb3JIaraHe ¢ HaCTosIIaTa OOIIECTBeHA Mophuka. Komucusta
npeniara Ha B3okUTEN ' @bOHUKC ®APMA" EOO/, 1a 6p/1e OTCTpaHEH OT MpOIeayparTa 3a TOCOYCHUTE

MO-TOpe HOMEHKJIATypH, Ha ocHoBanue wi. 107, T. 2, 6yksa "a" ot 3011, Thii kaTo € npeacTaBmwi odepTa, KOSITO He
OTroBaps Ha NPEABAPUTCIHO O651BCHI/ITC YCJIOBHA 3a U3IIBJIHCHUC HA ITOPBYKATA.

Crnen xaTo pasriena MOJpOOHO MPEACTABEHOTO OT YYACTHHKA TEXHHYECKO MPEUIOKEHNE 32 OCTAHAINTE
JICKApCTBCHU MPOAYKTHU U NPCACTABCHUTC KbM HETO JOKYMCHTHU, KOMUCHATA YCTAHOBH, Y€ IO BCUYKH OCTaHAIN
HomeHkiatypu "®BOHUKC ®APMA" EOQOJ/ otroBaps Ha OOSBEHHUTE OT BB3IIOKHUTEIS YCIOBUS 3a
M3ITBIHEHNE Ha MMOPBHYKATa U CHIIUAT Ce JI0IyCKa 0 OTBapsHe Ha IIEHOBUTE MPEITIOKEHHUS 32 TAX.

12. Pasriexnane Ha TeXHUYECKOTO npenioxenne npeacraseHo or MAPUMIIEKC - 7" EOO/I no
00oco0ena mo3uuusi Ne 1 ¥ mpoBepka 3a CHLOTBETCTBMETO MY C NpeABAPHUTETHO 00sIBEHMTEe YCJIOBUS B
ChOTBeTCTBHE ¢ WI. 56, ai. 2 ot IITI30II;

Komucusita ycraHoBW, 4e y4acTHHKBT € MOCOYMi BBB (opMmaTta "TexHudUecko mpemnoxkeHue", de mpeaara
CIIETHUTE JIEKapCTBEHHU MPOTYKTH:

MexnyHapoaHo [Ipurexaren Ha Konuuectso
ATC - | HemaTeHTHO Hauun  Ha|3abein | pa3peiieHueTo 3a | Thproecko aKTUBHO
KO/ |naunMenoBaHue MPUIOKEHHUE | XKKa | yrnoTpebda HaUMEHOBaHUE | BEIIECTBO
BO1A HapeHTepaIH Canodu bwarapus 60 mg/0.6 ml
BO5 | Enoxaparin a EOO/, Brirapust Clexane (6000 1U)
BO1A napeHTepaIH Canogu Bouarapus 100 mg/ml-0.4
BO5 | Enoxaparin a EOOJ, bwarapus Clexane ml (4000 1U)
BO1A mapeHTepaTH Canotu Bearapus 80 mg/0,8 ml
BO5 | Enoxaparin a EOO/, Brirapust Clexane (8000 1U)
BO1A MapeHTepATH
C11 | lloprost a Bayer AG, I'epmanus ILOMEDIN |20 mcg/ml
BO1A | Clopidogrel, nepopaiHa Sanofi Clir ~ SNC,
C30 | Acetylsalicylic acid | TBBpna Opanius DuoPlavin 75 mg/ 100 mg
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B02B | Coagulation  factor | mapenTepamu KOGENATE

D02 | VIII (Octocog alfa) |a Bayer AG, I'epmanus BAYER 500 1U
B02B | Coagulation  factor | mapenTepamu KOGENATE

D02 | VIII (Octocog alfa) |a Bayer AG, I'epmanus BAYER 500 1U
B02B | Coagulation  factor | mapenTepann

D02 | VIl (Octocog alfa) |a Bayer AG, I'epmanust Kovaltry 500

KBM TeXHHUECKOTO CH MPEUIOKEHHE YIACTHUKBT € MPHIIOKUI M3UCKYEMUTE AeKIIapaluy OT MPUTEKATeINTe Ha
pa3pelIeHneTo 3a ynorpeda/mIpou3BOANUTENSAT Ha JICKAPCTBEHHUS MPOJYKT, Ye € 3al03HAT C M3MCKBAHUATA KbM
JIEKapCTBEHUTE MPOAYKTH, KAKTO U C TIOCOYCHUTE B MPOLIEAypaTa KOJTNIECTBA 3a JEKapPCTBEHUTE IIPOTYKTH.

Komucusita ycTaHoBH, 4e CIETHUST JIEKapcTBEH MPOAyKT odepupanu oT ydacTHUKsT "MAPUMIIEKC - 7"
EOO/ e 3annuen npu akryannzanuara Ha [lo3uTuBHUS nekapcTBeH cnuchk, [Ipmmoxkenue Ne 2 Ha 02.08.2020 r.:

MexmyHapoIHO Haumn ma |3abe |IIpurexaren Ha | TEproBCcKo KommaecTro
ATC - | HemaTeHTHO MPUIOKEHH | JIEXKK | pa3pereHHeTo 3a | HANMEHOBAHU | AKTUBHO
KO/l |nammenoBanme e a ynortpeba e BEIIIECTBO
BO1A | Clopidogrel, nepopaiHa Sanofi Clir SNC,
C30 | Acetylsalicylic acid TBBp/A Opannus DuoPlavin | 75 mg/ 100 mg

[IpenBun ycraHOBEHOTO MO-TOpe, KOMHcHsATa Tipeasara Ha Be3noxurens "MAPUMIIEKC - 7" EOOJ,
na ObJic OTCTPAHEH OT MpoIleypaTa 3a Ta3u HOMEHKIIATypa, Ha ocHoBanue wi. 107, T. 2, Oykea "a" ot 30I1, Tl
KaTo € MpeAcTaBui odepTa, KOSTO HE OTroBaps Ha MPEIBAapUTENIHO OOSBEHUTE YCIOBHS 3a H3IBIHEHUE Ha
MnopbyKaTa.

Cren xaro pasriefa NoApoOHO MPENCTaBEHOTO OT YYAaCTHHKA TEXHUYECKO MPEIJIOKEHHUE 32 OCTAHATIUTE
JIEKApCTBEHU MPOJYKTH M MPEACTABCHUTE KbM HETrO JOKYMEHTH, KOMHUCHSTA YCTAHOBH, Y€ 1O BCUYKH OCTaHAIH
Homenknatypu "MAPUMITIEKC - 7" EOQ/ otroBapsi Ha 0OSIBEHUTE OT BB3JIOKUTENS YCIOBHSI 32 U3ITBIHEHHUE
Ha MOPBYKATa U CHIIMAT CE JAOIyCKa IO OTBApSHE HA LICHOBUTE MPEIOKEHHS 32 THX.

13. Pasriexnane Ha TeXHHYECKOTO Impemoxkenue mnpeacragedo or "COJIOME/" EOO/ mno
00ocoOenn mo3uuu Ne 1 u Ne 2 mpoBepka 3a CbOTBETCTBHETO MY € NPEIBAPUTEIHO 00SIBEHUTE YCJIOBHS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI30II;

Komucusta ycraHoBH, Ye YYacTHUKBT € MOCOYMI BBB (popmara "TexHWYecko mpemoxkeHue', de

npejara cieHUTE JIEKAPCTBEHNU MPOAYKTH:

MexnyH
apoJHO [Ipurexaren
HenaTteHT | Hauun Ha
HO Ha pasperieHue
HaVMEHO | IPHUIIO TO 3a | Teproscko KonngectBo akTHBHO
ATC -KOJ |Banue xKeHne | 3aberneKka yrnoTpeba HauMEHOBAaHHE | BELLECTBO Msipka
Canodu
napeH Benrapus
Enoxapar | tepan EOO[, 60 mg/0.6 ml (6000
BO1AB05 in Ha bwirapust Clexane V) 19]
Canodu
rapeH Bboearapus
Enoxapar | tepan EOO[, 100 mg/ml-0.4 ml
BO1AB05 in Ha Bwirapus Clexane (4000 1U) v
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Canodu
napeH Benrapus
Enoxapar | tepan EOO[, 80 mg/0,8 ml (8000
BO1AB05 in Ha bwirapus Clexane V) 19]
Clopidog
rel, mepop
Acetylsal | anmna Sanofi  Clir
icylic TBBPI SNC,
BO1AC30 acid a Opannus DuoPlavin 75 mg/ 100 mg tabl
B. Braun
napeH Melsungen
Gelatin | repan AG, Gelofusine
BO5AA06 agents Ha I'epmanus Balance 4 % 500 ml
B. Braun
napeH Melsungen
Amino tepan | Hepa 10% +|AG, Aminoplasmal
BO5BA01 acids Ha electrolites I'epmanus Hepa 10% 500 ml
B. Braun
napeH Melsungen
Tepa AG, Glucose Braun
BO5BA03 Glucose |mna 10%-500 ml I'epmanus 10% 500 ml
B. Braun
napeH Melsungen
Combinat | epax | NuTRIflex AG, NuTRIflex
BO5BA10 ions Ha Omega Special | 'epmanust Omega Special |1250 ml
B. Braun
napeH Melsungen | Nutriflex
Combinat | repan | NUTRIflex AG, Omega 56/144
BO5BA10 ions Ha Omega Special | 'epmanust special 1250 ml
B. Braun
napeH Melsungen
Combinat | repax | Nutriflex AG, Nutriflex
B0O5BA10 ions Ha Special I'epmanus Special 1000 ml
B. Braun
napeH Melsungen
Combinat | repan | Nutriflex Lipid | AG, Nutriflex Lipid
BO5BA10 ions Ha Peri I'epmanus Peri 1250 ml
B. Braun
napeH Melsungen
Combinat | repax | Nutriflex Lipid | AG, Nutriflex Lipid
BO5BA10 ions Ha Peri I'epmanus Peri 1875 ml
B. Braun
napeH Melsungen
Combinat | repax | Aminoplasmal | AG, Aminoplasmal
BO5BA10 ions Ha 5% E I'epmanus B.Braun 5% E | 500 ml ml
B. Braun
napeH Melsungen
Combinat | repan | Aminoplasmal | AG, Aminoplasmal
BO5BA10 ions Ha 10% E Cepmanust B. Braun 10 % E | 100 g/I - 500 ml
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B. Braun

napeH Melsungen | Nutriflex
Combinat | repan | NUTRIflex AG, Omega 38/120
BO5BA10 ions Ha Omega plus I'epmanus plus 1875 ml
Calcium
chloride/
Potassium B. Braun
mapen | chloride/ Melsungen
Electrolyt | tepan | Sodium AG,
B0O5BB01 es Ha chloride-500 ml | Tepmanus Ringer Braun 500 ml
Calcium
chloride/
Potassium
chloride/ B. Braun
maper | Sodium Melsungen
Electrolyt | tepan | chloride-1000 | AG,
B05BB01 es Ha ml I'epmanus Ringer Braun 1000 ml
Sodium
chloride/
Potassium
chloride/
Magnesium
chloride
hexahydrate/
Calcium
chloride
dihydrate/
Sodium acetate | B. Braun
mapen | trihydrate/  L- | Melsungen 500 ml 6.80 g/l /0.30
Electrolyt | tepan | Malic acid-500 | AG, g/l /0.20 g/l / 0.37 g/l
B0O5BB01 es Ha ml I'epmanus Sterofundin 1SO |/ 3.27 g/l / 0.67 g/l ml
Sodium
chloride,
Potassium
chloride, B. Braun
napen | Sodium lactate, | Melsungen
Electrolyt | repan | Calcium AG, Hartmann
B05BB01 es Ha chloride-500 ml | T'epmanust Braun 500 ml
Sodium
chloride/
Potassium
chloride/
Magnesium
chloride
hexahydrate/
Calcium
chloride
dihydrate/
Sodium acetate | B. Braun
mapen |trihydrate/  L- | Melsungen 1000 ml 6.80 g/1 /0.30
Electrolyt | repan | Malic acid-1000 | AG, g/l /0.20 g/l / 0.37 g/l
B05BB01 es Ha ml T'epmanus Sterofundin ISO |/ 3.27 g/l / 0.67 g/l ml
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B. Braun
napeH Melsungen
Sodium | Tepan AG, Natrium Chlorid
B0O5BB01 chloride |na 250 ml I'epmanus Braun 0,9% 250 ml
B. Braun
napex Melsungen
Sodium | Tepan AG, Natrium Chlorid
B05BB01 chloride |mna 1000 ml Tepmanmus Braun 0,9% 0,9% - 1000 ml ml
B. Braun
napeH Melsungen
Sodium | repan AG, Natrium Chlorid
B0O5BB01 chloride |na 100 ml I'epmanus Braun 100 ml (0.9%) ml
B. Braun
napeH Melsungen
Sodium | Tepan AG, Natrium Chlorid
B05BB01 chloride |mna 500 ml Tepmanmus Braun 0,9% 0,9% - 500 ml ml
B. Braun
Potassiu | mapen Melsungen
m Tepan AG, Kaliumchlorid
BO5XA01 chloride |mna I'epmanus 14,9% Braun 150 mg/ml - 10 ml mg
B. Braun
Sodium | mapen Melsungen | Sodium
hydrogen | repan AG, Bicarbonate
B05XA02 carbonate | na I'epmanus 8,4% Braun 8,49/100ml-20ml |mg
B. Braun
napeH Melsungen
Sodium | repan AG, Natrium 9 mg/ml - 10 ml
BO5XA03 chloride |mna 0,9%-10ml Tepmanus Chloride Braun | (0.9%) ml
Combinat B. Braun
ions napeH Melsungen
(trace Tepan AG,
BO5XX elements) | Ha I'epmanus Tracutil 10 ml

KbM TEXHUYECKOTO CH TPEAJIOKEHHWE YYACTHUKBT € TPHIOKHI HM3HCKyEeMUTE JeKlapalud OT
HPUTEXKATEIIUTE Ha PAa3pelIeHHeTO 3a ynoTpeda/Mpou3BOAUTENSAT Ha JIEKApCTBEHHS MPOAYKT, Y€ € 3alo3HaT C
M3UCKBAHUSTA KbM JIGKAPCTBEHHUTE MPOAYKTH, KAKTO H C IOCOUYEHHTE B ITPOIIEAypaTa KOJIMYECTBA 3a JICKAPCTBEHUTE
MPOIYKTH.

B pamkwuTe Ha pasriiexaaHe Ha NpeUIOKeHNITa Ha BCHYKH YYaCTHUIIM, B TOBA YHCIIO U HA YYACTHUKBT
"COJIOMEJ" EOO/l, xoMucusita ycTaHOBH HEChOTBETCTBUS MO0 OTHOIIIEHHE JIEKAPCTBEHHU ITPOTYKTH, BKIIIOUEHU
B HOMEHKJIATYpUTE TIOCOUCHHU MO-10ITY:

AHaTtoMoTepanesTH4YeH | MeKayHapoaHo Haunn Ha | Msapka /mg, 3a0enexka
kox /ATC-xon/ HemaTeHTHO MPUJI0KEHNE tabl., ml./

HaHMeHOBaHHe

/INN/
BO5XA03 Sodium chloride napeHTepaiHa ml 0,9%-10ml
B05BB01 Sodium chloride napeHTepaiHa ml 100 ml
B05BB01 Sodium chloride napeHTepaiHa ml 250 ml
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B05BB01 Sodium chloride mapeHTepaIHa ml 500 ml

B05BB01 Sodium chloride mapeHTepaIHa ml 1000 ml

KakTo e nocoueHo no-rope, B Ta3u Bpb3Ka KOMHCHSITA YCTAHOBH, Ye 32 YaCT OT JIeKAPCTBEHHUTe
NPOAYKTH, BKJIOYEHH B IIOCOYEHHMTE TMO-TOPe HOMEHKJIATYypH Ce YCTAHOBABAT HECHOTBETCTBHUS C
NpeiBAPUTEIHO 00sIBEHUTe YCJI0BHS, KAKTO H HEChbOTBETCTBHUS CBbP3aHU ¢ HHGOPMALUATA My0IHKYBaHa B
nyoanunuTe peructpu nogabpxanu B UAJI u HCHPJIIL, 3a koeTo e HanpaBeHo MOAPOOHO H3cjIeIBaHe HA
YCTAHOBEHHTE HECHLOTBETCTBHS, KOETO € OMHCAHO MPHU Pa3rJiekIaHe HA MPeN0KEeHHEeTO HA YYACTHUKBT
"IIPO ®APMALMA" EOO/]l Ha cTp. 12-14 oT HACTOSIIIUSAT MPOTOKOJI.

BbB BpB3Ka ¢ najgeHuTe pa3sCHEeHUs, KoMUcHUsATa yctanoBy, ye yuyacTHUKGT "COJIOMEL" EOO/J e
MpeCcTaBUIl KOPEKTHH KPAaTKW XapaKTEPUCTHKH MO OTHOIICHWE Ha JieKapcTBeHuTe mpoayktu Natrium chlorid
Braun 0,9 %, solution for infusion — 100 ml x 10; x 20; 250 ml x 10; 500 ml x 10; 1000 ml x 10, npeaBHu KOETO
CBIIMSITA ce JAOMYCKa 10 OTOBapsiHE Ha LICHOBUTE MPEATIOKEHUS 110 Te3U HOMEKIIATypH.

[IpenBun obcrosiTencTBOTO, Ye chraacHo nmorydenute pazsicaenus ot MAJl u HCIIPJIII ce ycTanossiBa,
4e Ha TepuTopusiTa Ha P. bearapus HiMa perucTpupaH JieKapcTBEH MPOAYKT ¢ THProBCKO HanMeHoBaHue Natrium
Chlorid Braun (10 ml) u ¢ ATC B05XA03, kakto u npeasup ToBa, ye npeacraBenara "COJOMEL" EOOJ
KpaTKa XapakTepUCTHKa € 3a JeKkapcTBeHus npoayKT Natrium chlorid Braun 0,9 %, solution for infusion ¢ ATC
kox: BOSBBO1, komucusara npeamara wa Be3noxkurens "COJOMEN" EOO/, na Obiae oTcTpaHeH OT
MpolleAypaTa 3a Ta3u HOMEHKJIATypa, Ha ocHoBanue wi. 107, 1. 2, Oykea "a" ot 30Il, Thil KaTO € mpencTaBuiI
o(depra, KOATO HE OTrOBaps Ha MIPEABAPUTEIHO OOSBEHUTE YCIOBUS 3a U3IIBJIHEHNE HA TIOPhYKATA.

Komucusita ycTaHOBH CBINO, TaKa 4Ye CIEAHUTE JIEKAPCTBEHU MPOAYKTH O(EpHpaHU OT YUYACTHUKBT
"COJOMEN" EOO/ ca 3anuyeHu Npu akTyanu3auusTa Ha II03UTUBHUS JIEKAPCTBEH CIIUCHK, IPUIIoKeHHE Ne 2
Ha 02.08.2020 r.:

BO5B napentepan | Nutriflex B. Braun Melsungen AG, | Nutriflex m
Al10 Combinations Ha Lipid Peri T'epmanus Lipid Peri 1250 |
BO5B napentepan | Nutriflex B. Braun Melsungen AG, | Nutriflex m
Al10 Combinations Ha Lipid Peri T'epmanus Lipid Peri 1875 |
BO1A | Clopidogrel, nepopaiHa Sanofi Clir SNC, 75 mg/ ta
C30 Acetylsalicylic acid TBBpIA Dpaniys DuoPlavin 100 mg bl

IIpenBua ycTaHOBEHOTO MO-TOpe, KomucusiTa mnpeminara Ha Bu3noxurend "COJIOME/" EOOJ

nyn

EOO/I, na Obae OTCTpaHEeH OT MpoleAyparTa 3a Ta3u HOMEHKIIAaTypa, Ha ocHoBaHue wi. 107, T. 2, Oyksa "a" ot
30I1, Thit kaTo € npeacTaBui odepTa, KOATO HE OTTOBAPS HA MPEABAPUTEITHO OOSBESHUTE YCIOBHS 3@ U3IBJIHCHUE
Ha TIOphYKAaTa.

Cren kato pasriea noJApoOHO MPEACTABEHOTO OT YYaCTHUKA TEXHUYECKO MPEIIOKEHUE 32 OCTAHATINTE
JIEKapCTBEHU NPOAYKTH U MPEJICTABEHUTE KbM HETO JOKYMEHTH, KOMHCHATA YCTAHOBHU, Y€ MO0 BCUYKU OCTaHAIU
HOMEHKJIATypH, BKIoueHH B 00ocobOeHa moszumust Ne 1 "COJIOME" EOQO/ otrosapsi Ha 00sBEeHHTE OT
BB3JIOKHTEINSl YCJIOBHSI 32 M3MBJIHCHHE HAa IMOpPHhYKATa W CHIIMAT C€ JIOMycKa JO0 OTBapsHE HAa IIEHOBUTE
MIPETIOKEHHISI 32 TAX.

Komucusita ycTaHOBH, Y€ YYaCTHHKBT € IMOCOYMJI BbB (popmara "TeXHMYECKO MNpeaoxeHue" 1o

obocobena nmo3uus Ne 2, 4e npeasnara cjieIHUTE JIEKAPCTBEHU HPOILYKTH:

ATC - | Mexaynapo | Hauun Ha | 3abenex | AuctionltemQua | Ilputexxaten  Ha | TBproecko Komnuec | Msp
KO/ JTHO NpWIOXKE | Ka ntity pa3spelieHneTo 3a | HaMMEHOBAaH | TBO Ka
HEMaTeHTHO | HHe yrnotpeba ue AKTHBHO
HaMMEHOBaH BEILIECTB
ue 0
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LO2AE | Goserelin MMIUIaHT Ansoren  ®apma | Reseligo 10,8 mg
03 Tpeitpuar  FOpwn

EOO/, bparapus
LO2AE | Goserelin WMIUTaHT Anmsoren  ®apma | Reseligo 3,6 mg
03 Tpetinuar  FOpwn

EOO/I, benrapus
LO2BG | Letrozole TepopaH Amsoren ®apma | LETROZOL | 2,5 mg
04 a TBBpIA Tpetimuar  FOpswn | E

EOOJ, bparapus | ALVOGEN
L02BG | Exemestane | mepopanx Ansoren  ®apma | EXEMEST | 25 mg
06 a TBbpAa Tpeiinuar  FOpsn | ANE

EOO/, bparapus | ALVOGEN
LO4AA | Leflunomide | mepopanu Sanofi-Aventis Arava 20 mg
13 a TBbpIa Deutschland

GmbH, I'epmanus

KbM TexHumuyeckoTo cu MNPEMVIOKCHUE YYAaCTHUKBT € TIMPUIOKHUIT HUSUCKYCMUTC [ACKIapaluu OT

MPUTESKATETUTE Ha Pa3peIICHUETO 3a YHOTpeOa/IPOM3BOAUTENAT Ha JIEKAPCTBEHUS MPOAYKT, Y€ € 3al03HAT C

HU3UCKBAHUATA KBM JICKAPCTBCHUTC IMPOAYKTH, KAKTO U C IOCOYCHUTE B IIpOoLiCAypaTa KOJIMYCCTBA 3a JICKAPCTBCHUTE

MPOAYKTH.

Crnen xaTo pasriiefia opoOHO MPEICTaBEHOTO OT YIaCTHUKA TEXHHYECKO MPENTO’KEHUE U ITPEICTABEHUTE

KbM HCTO NJOKYMCHTH, KOMHCHUATA YCTAHOBU, YC CHUIUAT OTTOBApsA Ha OOSIBEHHTE OT BB3JIOKUTES YCJ10BUA 3a

H3II'BJIHEHUE HA IMOPBHUKATA U ChIIUAT CE NOITYCKa 1O OTBAPAHE HAa HEHOBUTE NPEAJIOKCHUA 3a BCUYKHU ITPEATIOKEHN

OT HETO JIEKAPCTBEHU MPOAYKTH 110 000co0eHa mo3umms Ne 2,
Pa3sriexnane Ha TeXHHYeCKOTO mpensio:xkenue mpeacraseno ot "'EKOC MEJIUKA" OO/ no

14.

00oco0ena mo3uuusi Ne 1 mpoBepka 3a CHOTBETCTBHETO MY € TpeIBAPHUTEIHO O0SIBEHHTE YCJIOBHUS B
ChOTBETCTBHE ¢ WI. 56, ai. 2 ot IITI30II;
Komucusra ycraHoBH, 9e y9aCTHUKBT € ITOCOYMI BBB (hopMata "TexHuuecko mpemioxkenne", 4e mpeaiara

CJICIHUTEC JICKAPCTBCHU MTPOAYKTH:

ATC - | Mexnaynaponno | Hauun Ha | 3a0emnexka [Iputexaren TBproecko KomuuectBo | Msipka
KOI[ HCIIaTCHTHO TIPUITIOKCHUC Ha HAanMCHOBAHUC | aKTUBHO
HaAaNMMCHOBAaHHC Pa3pCICHUCTO BEIICCTBO
3a ymoTpeda
BO1ABO02 | Antithrombin napeHTepaiHa Baxalta Antithrombin | 500 U
i Innovations Il NF Baxalta
GmbH,
ABcTpus
B02BDO01 | Coagulation napeHTepaHa Baxalta Prothromplex | 600 v
factor IX, I, VII Innovations Total NF
and X in GmbH,
combination Ascrpus
B02BDO02 | Coagulation mapeHTepanHa Baxter  AG, | Advate 500 U
factor VI ABctpus
(Octocog alfa)
B02BDO02 | Coagulation mapeHTepanHa Baxter  AG, | Advate 500 IU | 500 U
factor VI ABctpus
(Octocog alfa)
B02BDO02 | Coagulation rapeHTepaHa Baxalta Adynovi 500 19]
factor VI Innovations
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(rurioctocog GmbH,
alfa pegol) ABctpus
B02BDO02 | Coagulation rapeHTepata Baxalta Adynovi 1000 9]
factor VI Innovations
(rurioctocog GmbH,
alfa pegol) Ascrpust
B02BDO03 | factor VIl | mapenrepanna Baxalta Feiba 25 U/ml (500 | 1U
inhibitor Innovations U)
bypassyng GmbH,
activity ABctpus
BO5DA Isotonic pas3TBop 3a | icodextrin, Bakcrep EXTRANEAL | Icodextrin 75 | ml
Solutions nepuronuansa | sodium Brarapus o/l;  Sodium
JAaan3a chloride, EOO/, chloride 5.4
sodium Brirapust g/l; Calcium
lactate, chloride
calcium 0.257  dll,
chloride, Magnesium
magnesium chloride
chloride 0.051 g/l
Sodium
lactate
solution 4.5
g/l - 2000 ml
B0O5DB Hypertonic pas3TBop 3a | glucose Bakcrep DIANEAL 1,36% wiv/ | ml
Solutions nepuronuansa | monohydrate, | beirapus PD4 13,6 mg/ml -
IAAIIA3a sodium EOO/, GLUCOSE 2000 ml
chloride, Bwirapus
sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate
B0O5DB Hypertonic pas3TBop 3a | glucose Bakcrep DIANEAL 1,36% wiv/ | ml
Solutions neputonnansa | monohydrate, | Bearapus PD4 13,6 mg/ml -
JMaNHA3a sodium EOO/, GLUCOSE 5000 mi
chloride, Bwirapus
sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate
B0O5DB Hypertonic pasTBop 3a | glucose Bakcrep DIANEAL 2,27% wi/v | ml
Solutions neputoHuan#a | monohydrate, | Brirapus PD4 22,7 mg/ml
JMAJIHA3a sodium EOO/I, GLUCOSE - 2000 ml
chloride, Bwirapus
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sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate

BO5DB

Hypertonic
Solutions

pa3TBOp  3a
MePUTOHHAITHA
JHan3a

glucose
monohydrate,
sodium
chloride,
sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate

Baxcrep
bowarapus
EOO[,
bowarapus

DIANEAL PD
4 GLUCOSE

3,86% wlv
38,6 mg/ml
2000 ml x 1

mi

B0OSDB

Hypertonic
Solutions

pas3TBop 3a
MIepUTOHUAITHA
JMann3a

glucose
monchydrate,
sodium
chloride,
sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate

Bakcrep
bovarapus
EOO/,
bbarapus

DIANEAL PD
4 GLUCOSE

3,86% wil/v
38,6 mg/ml -
5000 ml

ml

BOSDB

Hypertonic
Solutions

pasTBoOp 3a
MEPUTOHUATHA
JMann3a

glucose
monohydrate,
sodium
chloride,
sodium
lactate,
calcium
chloride
dihydrate,
magnesium
chloride
hexahydrate

Bakcrep
bobarapus
EOO[,
bobarapus

Dianeal PDA4
Glucose

22.7% wiv
22.7 mg/ml-
5000

ml

KBM TEXHMUYECKOTO CH NpPEUIOKEHHE YYaCTHHKA € MPHIOKWI H3UCKYEMHTE JeKIapaluu OT
MPUTEKATEIUTE Ha Pa3peIICHUETO 3a yIoTpeOa/IpOon3BOIUTENSAT Ha JIEKAPCTBEHUTE MPOAYKTH, Y€ ca 3aI03HATH C
M3UCKBAHUATA KbM JIEKAPCTBEHUTE MPOTYKTH, KAKTO U C IOCOYSHHTE B ITPOLIEAYypaTa KOJTHMIECTBA 3a JIEKAPCTBEHHUTE
MPOAYKTH.

Cnen xaro pasriena TOAPOOHO TPEACTaBEHOTO OT YYAaCTHHKA TEXHHYECKO MPEIOKEHHE WU
MPEICTaBEHUTE KbM HETO JOKYMEHTH, KOMHUCHUSITAa YCTAaHOBH, Y€ CBHILUAT OTTOBAPS HA OOSBEHUTE OT BB3JIOKUTEIS
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YCIIOBHS 32 U3ITBJIHEHUE HA MTOPHYKATA U CHINUAT CE JIOMYCKa 0 OTBAPSHE HA IICHOBUTE MPEJIOKCHYS 32 BCUUKH
MPEIOAKCHH OT HETO JIEKAPCTBEHU NPOAYKTH.
Pasrie:xxnane Ha TEXHHYeCKOTO Npesioxkenne npeacraseso ot "MAPUMIIEKC - 7" EOO/J]
no o6oco0eHa nmo3unusa Ne 2 mMpoBepka 3a CHOTBETCTBHETO MY C NpeABApPUTEJHO 00sBeHHUTe YCIOBHA B
ChOTBETCTBHE C WI. 56, ai. 2 ot IITI3O0II;

Komucusita ycraHoBw, 9e y9aCTHUKBT € ITOCOYMI BBB (hopmata "TexHuuecko mpemioxenne", 4e mpeasiara
CIICAHUTE JICKAPCTBEHU MPOAYKTH:

15.

MexnyHa Konnu
pOIHO €CTBO
HEenaTeHT aKTUBH
HO 0
ATC -|nanmeno |Hauun Ha | 3aben |[lputexkaten Ha paspemieHneTo | THproBcko Belect | Ms
KO/l |Banue NPUIOKEHUE |exka |3a ynotpeba HauMEHOBaHUE  [BO pka
LO2AE Ansoren ®apma Tpeiaunr
03 Goserelin | ummanT Opwsn EOO/I, bbirapus Reseligo 10,8 mg
LO2AE Ansoren ®apma Tpeiinunr
03 Goserelin | ummIanT IOpwsn EOO/I, Bwirapus Reseligo 3,6 mg
L02BG nepopajHa AnBoren ®apma Tpeiigunr | LETROZOLE
04 Letrozole | tBbpaa IOpwsn EOO/I, Bwirapus ALVOGEN 2,5 mg
LO2BG | Exemesta | nepopanna Ansoren ®apma  Tpeitnunar | EXEMESTANE
06 ne TBBpIA HOpsn EOO/L, bearapus ALVOGEN 25 mg
LO4A | Leflunom | mepopanna Sanofi-Aventis Deutschland
Al3 ide TBBpIA GmbH, 'epmanus Arava 20 mg

KbM TEXHHYECKOTO CH TMpeAsio)KeHHEe YYaCTHUKA € MPWIOKWI H3UCKyeMHTe JeKiIapalud OT
MPUTEKATEIUTE HA Pa3peIlEHUETO 3a YIoTpeOa/IpOoU3BOANTENAT Ha JIGKAPCTBEHUTE MPOAYKTH, Y€ Ca 3al03HAT C
M3UCKBAHMITA KbM JIEKAPCTBEHUTE MPOIYKTH, KAKTO U C TOCOYEHUTE B ITPOLIEAYypaTa KOJTMUIECTBA 3a JIEKAPCTBEHUTE
MPOIYKTH.

Crnen karo pasriaena MOAPOOHO TIPEACTABEHOTO OT YYaCTHHUKBT TEXHMUYECKO IMPEIJIOKEHHE U
MIPEICTaBEHUTE KbM HEro IOKYMEHTH, KOMUCHUATA YCTAaHOBH, Y€ CHIIUAT OTTOBapst HA 00SBEHUTE OT BH3NOKHUTENS
YCIIOBHS 32 U3IIBJIHEHNE HAa NOPhUKATa U CHIIMAT C€ AOIYCKa 0 OTBAapsHE Ha IICHOBUTE MPEIIOKEHHS 38 BCUUKH
MIPeJIOAKEHH OT HETO JIEKAPCTBEHU MPOAYKTH.

16. Pasraexnane Ha TexHHMYecKoTo mpenioxeHue mpeacrasenHo "AJITA ®PAPMACIOTUKBJIC"
EOO/I nmo o0ocobena mosumusi Ne 2 W nmpoBepka 3a CbOTBETCTBHETO MY € NpPeIBAPUTEJIHO O0sIBEHHTE
YCJI0BHUS B CHOTBETCTBHE € Wi. 56, ai. 2 ot IITI30II,

Komucusra ycraHoBH, 4e y49aCTHUKBT € ITOCOYMI BBB (hopMata "TexHuuecko mpepioxkenne", 4e npeasiara

CJICIHUTE JICKAPCTBEHU MPOAYKTH:

MexnyHap

OJTHO Konnuec

HEMaTeHTH TBO

0 AKTHUBHO
ATC - |nHammenoBa | Haumn Ha | 3abene |IIpurexxaTen Ha paspemieHHETO | TBProOBCKO BewuecTs | Msip
KOJ HHE TIPUIIOKEHHE KKa 3a ymoTpeba HaMEHOBAaHUE 0 Ka
LO1XE2 nepopaiHa Novartis Europharm Limited,
3 Dabrafenib | rBspaa Wpnauaus Tafinlar 75 mg
LO4AA | Basilixima Novartis Europharm Limited,
09 b napeHTepata Wpnauaus Simulect 20 mg
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LO4AA nepopaiHa Novartis  Pharma  GmbH,
18 Everolimus | Tebpaa I'epmanus Certican 0,5 mg
LO4AA nepopaiHa Novartis  Pharma  GmbH,
18 Everolimus | Tebpaa Iepmanus Certican 0,25 mg
LO4AD TepopaHa Astellas Pharma Europe B.V.,
02 Tacrolimus | TBepaa Hunepnaumust Advagraf 0,5 mg
LO4AD TepopaHa Astellas Pharma Europe B.V.,
02 Tacrolimus | TBepaa Hunepnaumust Advagraf 3 mg
LO4AD mepopaiHa Astellas Pharma Europe B.V.,
02 Tacrolimus | Teppaa Hunepnannus Advagraf 1 mg
LO4AD nepopaiHa Astellas Pharma d.o.o,
02 Tacrolimus | TBepaa CroBeHus Prograf 1 mg
LO4AD TepopaHa Astellas Pharma d.o.o,
02 Tacrolimus | TBepaa CroBenus Prograf 0,5 mg

KbM TEeXHWYECKOTO CH TpemioKeHHEe YYacTHUKA € TMPIIOKWI W3UCKYeMHTe JACKIapalud OT
MPUTEKATEITUTE HA PA3PEIICHUETO 32 YIOTPeOa/IPON3BOIUTEIIAT Ha JICKAPCTBCHUTE MPOIYKTH, Ue Ca 3aII03HATH C
V3UCKBAHUSATA KbM JIEKAPCTBEHUTE MPOTYKTH, KAKTO M C IOCOYSHHTE B IMPOIIEAYypaTa KOJMISCTBA 33 JIEKapCTBEHUTE
MPOIYKTH.

Crnen xaTo pasriiefia moJpoOHO MPEICTaBEHOTO OT YYaCTHHUKA TEXHIYECKO NIPEUIOKEHUE U TTPEICTaBEHUTE
KbM HETO JTOKYMEHTH, KOMHCHATA YCTaHOBH, Y€ CHIIHUAT OTTOBapsS HA OOSBEHHUTE OT BBH3JIOKHUTEINS YCIOBHS 32
M3IBJIHCHUE Ha MTOPBHUYKATA U CHIIHAT C€ TOIyCcKa IO OTBapsIHE HA IICHOBUTE MIPEITIOKEHHUS 32 BCUUKHU MPEI0KEHI
OT HETO JIEKaPCTBEHU MIPOAYKTH.

17. Pasrie:xxnane Ha TeXHU4eCKOTO npeasioxenne npeacrapeno ot "AJITA DAPMACIKOTUKBJIC"
EOO/l no o6ocoGena mo3umusi Ne 1 1 mnpoBepka 3a CbOTBETCTBHETO MY C INpPeABAPHUTETHO O00SIBEHUTE
YCJI0BHUS B ChOTBETCTBHE € WiI. 56, aiu. 2 ot IITI30II,

Komucusra ycraHoBH, 9e y9aCTHUKBT € ITOCOYMI BBB (hopMata "TexHuuecko mpemioxkenne", 1e mpeasiara
CIIETHUSAT JIEKaPCTBEH MPOAYKT:

MexnyHap
OJTHO Kommuec
HEMaTeHTH TBO
0 AKTHBHO
ATC - |nHammenoBa | Hauun Ha | 3abene |Ilpurexxarten Ha paspemieHueTo | THproBcko BewecTs | Msip
KOoA HUE IIPWIOKEHUE KKa 3a ynoTpeba HaUMEHOBAaHUE 0 Ka
BO1AC 20
11 loprost napeHTepaiHa Bayer AG, 'epmanus ILOMEDIN mcg/ml | mg

KBM TeXHIUECKOTO CH MPeNJIoKeHNE YIaCTHUKA € TIPUIIOKIIT H3UCKYEMUTE ACKIapaliy OT IPUTEKATEIIAT
Ha pa3peleHreTo 3a yrnoTpeda/MpOU3BOAUTENAT HA JIEKAPCTBEHUS MPOIYKT, Y€ € 3all03HAT ¢ M3HCKBAHUATA KbM
JIEKapCTBEHUTE MPOIYKTH, KAKTO U C TOCOYEHUTE B MPOLIEAYypaTa KOJIMYECTBA 32 JEKAPCTBEHUAT MPOTYKT.

Cren kato pasriena noJpoOHO MPeICTaBeHOTO OT yYACTHUKA TEXHUUECKO MPEUIOKEHHUE U IPEJICTABEHUTE
KbM HET0 JIOKYMEHTH, KOMUCHSTA YCTAaHOBH, Y€ CHUIUST OTTOBapsi Ha OOSBEHUTE OT BH3JIOKHTENS YCIOBHS 3a
M3OBJIHEHUE HA MOpPbUKAaTa U CHIIMAT C€ JOIYCKa JO OTBapsiHE HAa LIEHOBOTO IMPEIJIOKEHUE 33 MPEAJIOKEHUS OT
HEro JIEKApCTBEH MPOIYKT.

18. Pasriexnane Ha TeXHMYECKOTO MpeJioxkeHue npeacraseHo ot "Marna®apm bwarapus' EAJL

no 06ocodena mo3umusi Ne 1 u npoBepka 3a CbOTBETCTBHETO MY € NMpPeIBAPUTETHO 00SIBEHUTE YCJIOBHUS B
ChOTBeTCTBHE ¢ WI. 56, ai. 2 ot IITI30II;
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Komucusita ycTaHoBH, Ye y4aCTHHKBT € MOcoYMs BBB (opmarta "TexHHUECKO MpelyokeHue", ue
npenjara cieHUTE JIEKAPCTBEHH MPOAYKTH:

ATC- | Mexaynap | Haumn Ha | 3abenexk | Auctionl | IIputexaten Ha | Teproscko Komuue | Ms
KO | oxno MPUIIOKEHU | a temQua | paspemenuero 3a | HAUMEHOBAaH | CTBO pxa
HEMaTeHTHO | € ntity yrnoTpeba ue AKTHBHO
HaNMEHOBA BEILIECTB
HHE 0
B02B | Human mapeHTepan CSL Behring GmbH, | Haemocomp | 1 g
BO1 fibrinogen Ha Tepmanms lettan P
BO5A | Albumin napenrepan | 20%- CSL Behring GmbH, | Alburex 20 | 200 g/l - | ml
A01 Ha 100ml I'epmanus 100 ml
BO5A | Albumin napentepan | 5%-250ml CSL Behring GmbH, | Alburex 5 50 g/l - | ml
A01 Ha Tepmanms 250 ml
BO5A | Albumin mapentepan | 20%-50ml CSL Behring GmbH, | Alburex 20 | 200 g/l - | ml
A01 Ha Tepmanms 50 ml

KbM TEXHMYECKOTO CH TPEUIOKCHHE YYaCTHHKA € MPHIOKWI H3UCKYeMHUTE JeKIapaluu OT
MIPUTEKATCIUTE HA PAa3PEIICHUETO 32 yIOTpeOa/IPOU3BOIUTEIIAT Ha JICKAPCTBEHUTE MPOJIYKTH, Y€ € 3all03HaT C
V3UCKBAHUSATA KbM JIEKAPCTBEHUTE MPOTYKTH, KAKTO M C IIOCOYSHHTE B IMPOIIEAypaTa KOJMIECTBA 3a JIeKapCTBEHUTE
NPOAYKTU.

Cnen karo pasriena MOAPOOHO TIPEACTABEHOTO OT YYACTHUKBT TEXHUYECKO TIPEAJIOKEHUE U
MIpeICTaBEHUTE KbM HEeTO IOKYMEHTH, KOMUCHSITa YCTAHOBH, Y€ CHITUAT OTTOBaps Ha OOSBEHUTE OT BB3IIOKUATEIS
YCJIOBHA 3a UBIIBJIHCHUE HA MMOPBHUKATA U CHIIUAT CC JOIIYCKa J0 OTBApPAHC HAa HEHOBUTEC IMMPCAJIOKCHUA 3a BCHUYKHU
MIPEJIOKEHH OT HETO JIEKAPCTBEHN MIPOAYKTH.

19. Paszrue:xnane Ha TeXHHYECKOTO Npensioxenne npeacrapeno ot "MEJIEKC" OO/l no o6oco6ena
no3uius Ne 2 1 mpoBepKa 3a CbOTBETCTBHETO MY € MPeIBAPUTEIHO 00IBEHUTE YCJIOBHSA B CHOTBETCTBHE C
91. 56, axa. 2 ot IINI3O0OII;

Komucusita yctaHoBH, 4e yUaCTHUKBT € TOCOUMII BbB popMaTa "TexHHUeCcKo npeiokeHue", ue npeara

CJIETHUTE JIEKAPCTBEHH MPOYKTH:

Mexnayx
apoJIHO Komugec
HCIIATCHT TBO
HO AKTHUBHO
ATC -|naumeno |Hauun Ha ITpurexaren Ha | Tpproecko BelecTs | Ms
KO/ |Banme npuioxeHue |3abernexka |pa3pelieHueTo 3a ynorpeda | HaMMEHOBaHHUE | O pxa
7,5
LO1B |Methotre |mapentepanu |Solution for | Actavis Group PTC ehf,, mg/0,30
A0l |xate a injection Wcnanaus Namaxir ml mg
10
LO1B |Methotre |mapentepanu |Solution for | Actavis Group PTC ehf,, mg/0,40
A0l |xate a injection Wcnanaus Namaxir ml mg
15
LO1B |Methotre | mapentepanu |Solution for | Actavis Group PTC ehf,, mg/0,38
A01 xate a injection Ucnannus Namaxir ml mg
LO2B |Bicaluta |nepopanna Actavis Group PTC ehf,,
BO3 mide TBBpAA Ucnanaus Bicusan 50 mg
L0O2B |anastrozo | mepopaina
G03 le TBBpIA Axrasuc EAJ], bearapuss | Anaromat 1 mg
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L02B nepopajiHa Actavis Group PTC ehf., | Letrozol

G04 Letrozole | tBbpaa Ucnanaus Nucleus 2,5 mg

LO4A |Lefluno |mepopaina Sanofi-Aventis Deutschland

Al3 mide TBBpJIA GmbH, I'epmanus Arava 20 mg
40

LO4A |Adalimu |mapenrepain mg/0.8

B04 mab a Mylan S.A.S., ®panuys Hulio ml mg
40

LO4A |Adalimu |mapenrepain mg/0.8

B04 mab a Mylan S.A.S., ®panuys Hulio ml mg
40

LO4A |Adalimu |mapenrepain mg/0.8

B04 mab a Sandoz GmbH, ABcTpus Hyrimoz ml mg

LO4A | Tacrolim | mepopaina Astellas Pharma Europe

D02 us TBBpJIA B.V., Hunepnannus Advagraf 0,5 mg

LO4A |Tacrolim |nepopanna Astellas Pharma Europe

D02 us TBBpIA B.V., Hunepnanauns Advagraf 3 mg

LO4A |Tacrolim |nepopanna Astellas Pharma Europe

D02 us TBBpIA B.V., Hunepnanaust Advagraf 1 mg

LO4A |Tacrolim |nepopanna Astellas  Pharma d.o.o,

D02 us TBBpIA CroBenus Prograf 1 mg

LO4A |Tacrolim |nepopanna Astellas  Pharma d.o.o,

D02 us TBBpIA CroBenus Prograf 0,5 mg

KbM TexHHMYECKOTO cH MNpEAJIOKCHUE YYaCTHUKA € TPUIOKUII H3UCKYEMHUTE JCKJIapaluu OT

MPUTESKATEIUTE Ha PA3pPEILICHUETO 33 YNOTPeOa/IPOn3BOIUTEIT Ha JICKAPCTBEHUTE MPOAYKTH, Y€ € 3all03HAT C

HN3UCKBAHHUATA KbM JICKAPCTBEHUTE IMTPOAYKTH, KAKTO 1 C IOCOYCHUTE B IpOLICAYypaTa KOJIMYECTBA 3a JICKAPCTBCHUTE

HPOJYKTH.

Cnez[ KaTO pasricaa HO,Z[pO6HO npeaACTaBEHOTO OT YYAaCTHHUKBT TCXHHUYCCKO MPCATIOXKCHHUEC U

npeaACTaBCHUTEC KbM HETO JOKYMEHTH, KOMUCHUATA YCTAHOBU, Y€ CHIIUAT OTIroBaps Ha O0OSIBEHHTE OT BB3JIOKUTEIIS

YCJI0BHU: 3a UBIIBJIHCHUEC HA TOPBHUKATA U ChIIUAT CC AOIMYCKA O OTBAPAHC HAa HCHOBUTC NPCAJIOKCHHUA 3a BCUYKHU

MPEIJIOKCHHU OT HETO JICKAPCTBCHU MMPOAYKTH.

20.

CHOTBETCTBHE C 4. 56, aj1. 2 ot IIII30II;

Pasriexnane Ha TeXHH4eCKOTO npemnioxkenue npeacrasedo ot "POILI BBJII'APUA" EOO/] 3a
00oco0ena mo3uuusi Ne 2 ¥ mpoBepka 3a CHLOTBETCTBMETO MY C MNpeABAPHUTETHO OOsIBEHMTEe YCJIOBUSl B

Mexny
HapoaH
0 Konunue
Herare CTBO
ATC |uTHO Hauun Ha IIpurexaren Ha | Tpproecko | akTUBHO | Ms
- HaMeH | IPWJIOXKEH paspelIeHneTo 3a | HANMEHOBAH | BELIECTB | PK
KO/l |oBanue |wme 3abenexka yrmotpeba ue o a
concentrate for solution
LO1X |Rituxim | mapentepa | for infusion MKB | Roche  Registration 100mg/
C02 |ab JHa MO05,M06 GmbH, I'epmanus MabThera 10 ml mg
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concentrate for solution 500
LO1X |Rituxim | mapentepa | for infusion MKB | Roche  Registration mg/50
C02 |ab JTHA MO05,M06 GmbH, I'epmanwst MabThera mi mg
concentrate for solution 100
LO1X |Rituxim | mapentepa | for infusion MKB | Roche  Registration mg/10
C02 |ab JTHA MO05,M06 GmbH, I'epmanmis MabThera ml mg
concentrate for solution 500
LO1X | Rituxim | mapenrepa |for infusion MKB | Roche  Registration mg/50
C02 |ab JTHA MO05,M06 GmbH, T'epmanns MabThera mi mg
1000
L01X | Obinutu | mapenTepa Roche  Registration mg/40
C15 |zumab |nHa GmbH, I'epmanmis Gazyvaro ml mg
20
LO4A | Tociliz | mapentepa |concentrate for solution | Roche  Registration mg/ml -
C07 |umab |nHa for infusion GmbH, I'epmanus RoActemra |20 ml mg
20
LO4A | Tociliz |mapentepa |concentrate for solution |Roche  Registration mg/ml -
C07 |umab |nHa for infusion GmbH, I'epmanus RoActemra |4 ml mg
20
LO4A | Tociliz |mapentepa |concentrate for solution |Roche  Registration mg/ml -
C07 |umab |nHa for infusion GmbH, I'epmanus RoActemra |10 ml mg

KpM TEXHMYECKOTO CH MNpelIoKEHHE YYAaCTHHKA € HPWIOKWI H3UCKyeMHUTE [eKIapalud OT
MPUTESKATEITUTE Ha PA3PEILICHUETO 3a YNOTPeOa/IpOn3BOIUTEIAT Ha JICKAPCTBEHUTE MPOAYKTH, Y€ € 3all03HAT C
M3UCKBaHUATA KbM JIEKAPCTBEHUTE MPOTYKTH, KAKTO U C IOCOYEHUTE B MPOLIEAypaTa KOJIMUECTBA 3a JeKapCTBEHUTE
MPOAYKTH.

Crnen xaro pasriena NOAPOOHO TNPEACTABEHOTO OT YYACTHUKBT TEXHUYECKO MPEJIOKEHHE U
MPEICTaBEHUTE KbM HETO JOKYMEHTH, KOMHUCHUSITa yCTAaHOBH, Y€ CBHILUAT OTTOBAPS Ha OOSIBEHUTE OT BB3JIOKUTEI
YCIIOBHS 32 U3IIBJIHEHNE HAa OPBUYKATa U CHIIMAT CE JOIYCKa J0 OTBapsHE HA LICHOBUTE NPEATIOKEHUS 32 BCHUKH
MIPeJIOKEHH OT HETO JIEKAPCTBEHU MPOAYKTH.

21. Pasrie:xxnane Ha TEXHU4ECKOTO npensioxenue npeacraseto ot ""MEJEKC" OO/l nmo o6ocodena
no3uiusi Ne 1 ¥ mpoBepka 3a ChOTBETCTBHETO MY € NMPEIBAPUTEIHO 00IBEHUTE YCJIOBHS B ChOTBETCTBHE C
. 56, aj. 2 ot II30IT;

Komucusita ycTaHOBH, Y€ YUaCTHUKBT € TOCOUMII BbB (popMaTa "TexHHUeCKo npeiokeHue", ue mpejiara
CJIETHUTE JIEKApCTBEHH MPOYKTH:

Mexny
HapoIH
0 Komnuec
HemnaTte TBO
HTHO Haunn Ha [Ipurexaren Ha | TbproBcko |akTHUBHO
ATC - | HanMeH | IPUIIOKEHU pa3peleHueTo 3a | HAMMEHOBAH | BEIECTB | Msip
KO/ |oBanue |e 3abenexka ynotpeda ne 0 Ka
25 000
BO1A napeHTepa B. Braun Melsungen AG, | Heparin- IU/5 ml -
BO1 |Heparin|Ha I'epmanus Natrium 5ml 19]
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BO1A mapeHTepan Warsaw Pharmaceutical | Heparinum | 50001U/
BO1 |Heparin |Ha Works Polfa S.A., ITomma | WZF ml-5ml |IU
60
mg/0.6
BO1A | Enoxap | mapentepan Canodu Bwirapus ml (6000
BO5 |arin Ha EOO/, besirapus Clexane 1U) 0]
100
mg/ml-
04 ml
BO1A |Enoxap | mapeHTepan Canodu Brarapus (4000
BO5 |arin Ha EOO/, beirapus Clexane 1U) 0]
80
mg/0,8
BO1A |Enoxap | mapenTepai Canodu Bbwarapus ml (8000
BO5 |arin Ha EOO/1, brnrapus Clexane V) U
BO1A napeHTepan 20
C11 |lloprost |Ha Bayer AG, I'epmanust ILOMEDIN [mcg/ml | mg
7.5
BO1A | Fondap | mapentepan Aspen Pharma Trading mg/0.6
X05 |arinux |Ha Limited, Upnaumust Arixtra ml mg
2,5
BO1A | Fondap | mapentepan Aspen Pharma Trading mg/0,5
X05 |arinux |Ha Limited, Upnanaus Arixtra ml mg
Coagul
ation
factor
X, M,
VIl and
X in
B02B | combin | mapentepa Baxalta Innovations | Prothromple
D01 |ation Ha GmbH, Asctpus x Total NF | 600 U
Coagul
ation
factor
VIl
B02B | (Octoco | mapentepa KOGENAT
D02 |galfa) |na Bayer AG, ['epmanus EBAYER ([500IU |IU
Coagul
ation
factor
VI
B02B | (Octoco | mapenTepain KOGENAT
D02 |galfa) |na Bayer AG, I'epmanus EBAYER ([500IU |IU
Coagul
ation
BO2B |factor |mapenrtepain
D02 | VIl Ha Bayer AG, I'epmanus Kovaltry 500 0]
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(Octoco

g alfa)
Human
coagula
tion
B02B |factor |mapenTepan Baxalta Innovations
D02 |VII Ha GmbH, Apctpus Immunate | 500 U
Coagul
ation
B02B |factor |mapenTepan Baxalta Innovations | IMMUNIN
D04 |IX Ha GmbH, Asctpus E 600 9]
Iron
(1 (as
BO3A |isomalt | mapenTepan Pharmacosmos AJS, 100mg/m
C06 |oside) |Ha Hanus Monofer I-5ml mg
Iron(I11
)-
hydroxi
de
dextran
BO3A | comple | mapenTepan Pharmacosmos AJS, | COSMOFE |50 mg/ml
Co6 |x Ha Hanns R -2 mg
HUMAN
ALBUMIN
BO5A | Albumi | mapenTtepan Baxalta Innovations | 200g/I 200 g/l -
A0l |n Ha 20%-100ml GmbH, ABcrpus Baxalta 100ml | ml
Hydrox Poly(O-2- Fresenius Kabi
BO5A | yethylst | mapentepan | hydroxyethyl) Deutschland GmbH,
AQ07 |arch Ha starch-6% I'epmanus Voluven 6% | 500 ml
Glass
Fresenius Kabi bottle
BO5B | Amino | mapenTepain Deutschland GmbH, | Aminosteril |500 ml x
A0l |acids |ma N-Hepa-8% I'epmanus N-Hepa-8% |1 ml
Amino Acids
/1soleucine,
Leucine, Lysine,
Methionine,
Phenylalanine,
Threonine,
Tryptophan,
Valine, Arginine,
Histidine,
Alanine, Glycine,
Proline, Serine, | Fresenius Kabi
BO5B | Amino | mapentepan | Tyrosine, Deutschland GmbH, | Aminoven | 100.0 g/l
A0l |acids |Ha Taurine/-10% I'epmanus 10 % -500 ml | ml
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200
Purified g/1000
BO5B |soybea |mapentepan |Purified soybean|Fresenius Kabi  AB,|INTRALIPI |ml - 500
A02 |noil Ha oil -20% IIBemmst D mi mi
GLUCOSE
BO5B | Glucos | mapenTepan Bakcrep Bbwarapus | BAXTER 50 g/l -
AO03 |e Ha 5%-500 ml EOO/, bearapus 5% 500ml  |ml
BO5B | Combin | mapenTepan Bakcrep Bwirapus | Periolimel
Al0 |ations |ma Periolimel NAE | EOO/I, beirapus N4E 1000 ml
BO5B | Combin | mapenTtepan bakctep Bbwarapus | Periolimel
Al0 |ations |ma Periolimel NAE | EOO/I, bwirapus N4E 2000 ml
Glucose, L-
alanine; L-
arginine; L-
aspartic acid; L-
glutamic  acid;
Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-
methionine; L-
phenylalanine; L-
proline; L-serine;
L-threotine;  L-
tryptophan;  L-
tyrosine; L-
valine; Calcium SmofKabive
chloride; sodium | ®pe3enuyc Kaobu |n  Central
BO5B | Combin | mapentepan | glycerophosphate | Beirapus EOO/], | Electrolyte
Al0 |ations |Ha ; Bwirapus Free 1970 ml
Glucose, L-
alanine; L-
arginine; L-
aspartic acid; L-
glutamic  acid,;
Glycine; L-
histidine; L-
isoleucine; L-
lysine; L-
methionine;  L-
phenylalanine; L-
proline; L-serine;
L-threotine; L-
tryptophan;  L-
tyrosine; L- | ®pesenuyc Kabu
BO5B | Combin | mapentepan |valine; Calcium | Bearapus EOO/, | SmofKabive
Al0 |ations |Ha chloride; sodium | Bbarapus n Peripheral | 1904 ml
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glycerophosphate
Nutriflex
BO5B | Combin | mapentepan | NuTRIflex B. Braun Melsungen AG, | Omega
Al0 |ations |mHa Omega plus I'epmanus 38/120 plus | 1875 ml
B0O5B | Combin | mapenTepan Bakcrep Bbwarapus
Al10 |ations |Ha Olimel N7E EOO/, bearapus Olimel N7E | 2000 ml
BO5B | Combin | mapentepan bakctep Bwirapus
Al0 |ations |ma Olimel N5E EOO/, beirapus Olimel N5E | 2000 ml
BO5B | Combin | mapentepan bakcrep Bwirapus
Al0 |ations |ma Olimel N9E EOO/, beirapus Olimel N9E | 2000 ml
Calcium
chloride/ 0.33 o
Potassium 0.39/8.6
BO5B | Electrol | mapentepan | chloride/ Sodium | bakctep Bbwirapus | Ringer g/l - 500
BO1 |ytes Ha chloride-500 ml | EOO/I, Bearapus Baxter ml ml
Calcium
chloride/ 033 o
Potassium 0.39/8.6
BO5B | Electrol | mapentepan | chloride/ Sodium | Bakctep bwirapus | Ringer g/l - 1000
BO1 |ytes Ha chloride-1000 ml | EOO/I, Bearapus Baxter ml ml
Calcium
chloride/
Potassium
BO5B | Electrol | mapentepan |chloride/ Sodium | B. Braun Melsungen AG, | Ringer
BO1 |ytes Ha chloride-1000 ml | epmanus Braun 1000 ml
Sodium
chloride/Potasiu
m
chloride/Magnesi
um chloride
hexahydrate/Sodi
um acetate
trihydrate/Sodiu PLASMA-
BO5B | Electrol | mapentepan | m gluconate- LYTE 148
BO1 |ytes Ha 500ml Baxter d.o.0., Ciosenust | (PH 7.4) 500 ml
Sodium chloride,
Potassium
chloride, Sodium
BO5B | Electrol | mapentepan |lactate, Calcium |B. Braun Melsungen AG, | Hartmann
BO1 |ytes Ha chloride-500 ml | 'epmanus Braun 500 ml
Calcium
chloride/
Potassium
chloride/ Sodium Ringer
BO5B | Electrol | mapentepan | chloride/Sodium | bakcrep Brarapus | Lactate
BO1 |ytes Ha lactate-500 ml EOO/I, boarapust Baxter 500 ml
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Sodium  acetate
trihydrate/Sodiu
m
chloride/Potasiu
m
chloride/Magnesi | ®pesenuyc Kabu
BO5B | Electrol | mapentepan |um chloride | Benrapus EOO/,
B0l |ytes Ha hexahydrate Bearapus lonolyte 1000 ml
Sodium
chloride/Potasiu
m
chloride/Magnesi
um chloride
hexahydrate/Sodi
um acetate
trihydrate/Sodiu PLASMA-
BO5B | Electrol | mapenTepan | m gluconate- LYTE 148
BO1 |ytes Ha 1000ml Baxter d.o.o0., CioBenus | (PH 7.4) 1000 ml
Sodium Sodium
BO5B | chlorid | mapentepan Bakcrep Bbwarapus | Chlorid 9 mg/ml -
BO1 |e Ha 250 ml EOO/1, Boearapust Baxter 0,9% | 250 ml mi
Sodium Natrium
BO5B | chlorid | mapentepan B. Braun Melsungen AG, | Chlorid 09% -
BO1 |e Ha 1000 ml I'epmanus Braun 0,9% |1000 ml |ml
Sodium Sodium
BO5B | chlorid | mapenTepan Bakctep Bwarapus | Chloride 9g/I -
B0l |e Ha 1000 ml EOO/1, Boirapust Baxter 0.9% 1000 ml |ml
Sodium Sodium
BO5B | chlorid | mapentepain Bakcrep Bbwarapus | Chlorid 9 mg/ml -
BO1 |e Ha 100 ml EOO/, bearapus Baxter 0,9% 100 ml | ml
Sodium Sodium
BO5B | chlorid | mapentepain Bakcrep Bbwirapus | Chloride 9g/1-500
BO1 |e Ha 500 ml EOO/, bearapus Baxter 0.9% |ml ml
Sodium Natrium
BO5B | chlorid | mapentepain Alkaloid — INT d.o.0., |Chlorid 9mg/ml —
B01 |e Ha 500 ml CrnoBenus Alkaloid 500 ml ml
Glucos GLUCOSE
e, 5% +
sodium SODIUM
BO5B | chlorid | mapentepain Bakcrep Bwirapus | CHLORIDE |50 g/9 g/l
B02 |e Ha 500 ml EOO/, bearapus 0,9% Baxter |-500 ml | ml
Glucos GLUCOSE
e, 5% +
sodium SODIUM
BO5B | chlorid | mapenTepan Bakctep Bwarapus | CHLORIDE |50 g/9 g/l
B02 |e Ha 1000 ml EOO/, bearapus 0,9% Baxter |-1000 ml | ml
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MANNITO
BO5B | Mannit | mapentepain Bakcrep Bbwirapus |L BAXTER [ 100 g/l -
col1 |ol Ha 10%-500 ml EOO/I, bearapus 10% 500ml  |ml
MANNITO
L BAXTER
10%
(rutactmaco
BU CAaKOBE U
BO5B | Mannit | mapenTepan Bakcrep Bwirapus | CTBKIIEHH 100g/I-
co1 ol Ha 10%-250 ml EOO/, bearapus OyTHIIKH) 250ml | ml
Potassi
um Kaliumchlor | 150
BO5X | chlorid | mapentepan B. Braun Melsungen AG, |id 14,9% | mg/ml -
A0l |e Ha I'epmanus Braun 10 mi mg
Sodium
hydrog
en Sodium 8,4 9/100
BO5X | carbona | mapenTepain B. Braun Melsungen AG, | Bicarbonate |ml - 20
A02 |te Ha I'epmanus 8,4% Braun |ml mg
Sodium Natrium 9 mg/ml -
BO5X | chlorid | mapenTepan B. Braun Melsungen AG, | Chloride 10 ml
A03 |e Ha 0,9%-10ml I'epmanus Braun (0.9%) [ml
Alanyl Fresenius Kabi 200
BO5X | glutami | mapentepa Deutschland GmbH, mg/ml -
B02 |ne Ha I'epmanus Dipeptiven {100 ml | ml
Combin
ations
(trace
BO5X | element | mapentepain B. Braun Melsungen AG,
X S) Ha I'epmanus Tracutil 10 ml

KbM TEXHMYECKOTO CH TMpEUIOKEHHE YYaCTHUKBT € TPWIOKWI HW3UCKYyeMHUTE JCKIapalud OT
MPUTEKATEUTE Ha Pa3pEelICHHETO 32 YNOTpeOa/MIPON3BOJUTENAT Ha JIEKAPCTBEHHsSI MPOAYKT, Y€ € 3al03HAT C
M3UCKBAHUATA KbM JIEKAPCTBEHUTE MPOIYKTH, KAKTO U C IOCOUYCHUTE B MPOIICIypaTa KOJMIECTBA 32 ICKAPCTBCHUTE
MPOIYKTH.

B pamkuTe Ha m3BBpIIeHaTa OT Komucusara mpoBepka Ha 30.06.2020 r., Oeme u3wmckaHa ciemHaTa
WH(POPMAITUS 110 3aIBEHU OT YYaCTHUKBT JaHHU:

"Ipu paszenesxcoane na Bawemo mexHuuecko npednodicenue ce YCmanoguxa cieonume 3aa6eHu OanHu, KOUmo e
HeobXxo00uMo 0a Hu ObOAm OONBIHUMENHO USCHEHU:
1.B Texnuuecxomo Bu npeonooicenue no obocobena nozuyus Ne 1, 3a cieonume HOMEHKIAMYpU

BO5B | Electrol | mapentep | Sodium chloride/Potasium chloride/Magnesium chloride hexahydrate/Sodium acetate
BO1 ytes anHa trihydrate/Sodium gluconate-500ml

BO5B | Electrol | mapentep | Sodium chloride/Potasium chloride/Magnesium chloride hexahydrate/Sodium acetate
BO1 ytes anHa trihydrate/Sodium gluconate-1000ml

CTC MPECATIOKUIN CICTHUTE JICKAPCTBEHU IMTPOAYKTH:
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Thproscko OxonuaTesHa Hananuen B

Py HauMeHoBaHne K-Bo akTuBHO B-BO  Mspka OIIAKOBKA IJIC
Baxter d.o.0., PLASMA- 500 ml 20 JA
CroBenus LYTE 148 (PH

7.4)

Tbproecko OxoHuaTe/IHA Hanuyen B
Py HauMeHoBaHue K-Bo akTuBHO B-B0  Mspka OIIAKOBKA IJIC
Baxter d.o.0., PLASMA- 1000 ml 1 JA
CroBeHus LYTE 148 (PH

7.4)

Buono om nocouenomo no-zope Ipumesicamen na paspeuwienuemo 3a ynompeba e Baxter d.o.o., Cnogenus,
20pHOMO 0OCMOAMENCMBO Ce NOMBBLPAUCOABA U OM NPUTIONHCEHAMA KbM mexHu1yeckomo Bu npeonodcenue kpamka
Xapakmepucmuka Ha 1eKapcmeerusi nPOOYKHm.

Kvm mexnuueckomo cu npeodnoosicenue, cme npunodcunu omopusupawja oexaapayus om "Baxcmep
Bvaeapusa EOO/] 3a nocouenume no-ecope iekapcmeenu npooyKmu, Kakmo u uzeaoxka om Tvpeosckus pecucmup,
om KoAmo e 8UOHO, e eOHOIUYeH cOOCMEEeHUK Ha Kanumaia Ha opyscecmeomo e "baxcmep Xonouwe B.B.,
Hoenmudghuxayus 33289665, Yyscoecmpanno opuduuecko auye, ovpoicasa: HUJEPJTAHUA".

Om maka npedcmasenama un@opmayus, 3a KOMUCUAMA He € 8b3MOICHO 0d YCMAHO8U, KaKea e npasHama
epwv3ka medxncoy "Baxcmep bvacapus" EOO/] u Baxter d.o.o., Cnogenus u npumesicasa au "baxcmep bvieapus”
EOOL, npasomowus oa oeknapupa obcmosmencmea om umemo na Baxter d.o.o., Cnogenus

IlIpeoeuo zopnomo mona 3a Bawemo pazacnenue, Kaxkea e npasnama epvika mexcoy '"baxcmep
Bbvncapua' EOO/ u Baxter d.o.o., Cnogenua u cbomeemno npumexncaga iu 0v12apcKomo OpyiHcecneo
npasomowiusa oa oexnapupa oocmosmencmea om umemo Baxter d.o.o.

Llanama nocouena no-cope ungopmayus HU e HeoOXO0uUMa ¢ yen npogepka Ha OMHOCUMOCMMA HA
npedcmasenama uHgopmayus ¢ npedsapumento 06s6eHume yCio8us Ha 8b3N0HCUMEIIA.

Ha ocnosanue un. 104, an. 5 om 30I1, mooxceme 0a npedcmagume pazsicCHeHUs: UIU OONBIHUMETHU
0oKaA3amencmea no OMHoOweHUe Ha OaHHUme CbObPICAWU ce 8 mexHuueckomo Bu npednosxcenue. Obpvujame Bu
BHUMANUe, Ye npedcmasenume pasiacHenus U OONbIHUMENHY 00KA3ameicmsa He ciedsa 0a 8005m 00 NPOMAHA 8
mexHuueckomo Bu npeonoscenue."

B ykazanus ot komucusTa cpok Ha 03.07.2020 r. y4acTHUKBT € IPEACTABIII CICTHOTO Pa3sICHCHUE:

"B omzo6op Ha Bawe uckane 3a pazachenus 66 6pb3Ka ¢ yHACMUemo Hu 6 20penocoueHama npoyeoypa,
Bu ungpopmupame 3a npasnama epvsxa mesicoy "BAKCTEP BBJII'APUA" EOO/ u BAXTER d.o.o., Cnogenus. u
deeme Opyacecmea ca wacm om BAXTER AG."

[Ipunoxena e nexnapauus or BAXTER d.o.o., CiioBenusi, moTBbpskaaBala, 4e ObJIrapckoTo APy eCTBO
"BAKCTEP BBJII'APUA" EOO/] uma npaBoMoIius aa Jekinapupa o0CTosTencTBa oT umeTo Baxter d.o.o.

Crnen 3amo3HaBaHe ¢ Taka MPeICTaBEHUs] OTTOBOP, KOMHUCHTA CUETe, Ye MpaBHATa BPb3Ka MEXIY JBETE
JpYy’KECTBa € U3ACHEHA M MPEJIOKEHUETO Ha YYaCTHUKBT, OTTOBOPA Ha MPEABAPUTEIIHO OOSBEHUTE YCIIOBUS Ha
BB3JIOKUTENS 32 Ta3W HOMEHKJIATypa.

B PAaMKUTC Ha Pa3rjICKJAAHC Ha MPEIJIOKCHUATA HA BCUYKU YYaCTHHUIW, B TOBA YMUCJIO U HAa YHYACTHHUKBT

MEJIEKC OO/l xomucuara yCTaHOBH HECHOTBETCTBHS IO OTHOIIEHUE JIEKAPCTBEHW MPOIYKTH, BKIIOUCHH B
HOMEHKJIATypUTE IIOCOYEHU 110-I0IY:
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AnaTomorepaneBTuyeH | MexknyHapoaHo | Hauun Ha | Msapka /mg, 3abenexka
kox /ATC-kon/ HEMATEHTHO npunoxenue | tabl., ml./

HaUMeHOBaHHUe

/INN/
BO5XA03 Sodium chloride | mapentepamna | ml 0,9%-10ml
B05BB01 Sodium chloride | mapenrepamma | ml 100 ml
B05BB01 Sodium chloride | mapenrepamma | ml 250 ml
B0O5BB01 Sodium chloride | mapenrtepamna | ml 500 ml
B0O5BB01 Sodium chloride | mapenrtepamna | ml 1000 ml

KakTo e mocoyeHo mo-rope, B Ta3u Bpb3Ka KOMHCHATA YCTAHOBH, Y€ 32 YaCT OT JIeKAPCTBEHHTE
NMPOAYKTH, BKJIKYEHH B TOCOYEHUTE TO-TOPe HOMEHKJIATYPH C€ YCTAHOBSABAT HECHOTBETCTBHSA C
NpeaBaApPUTEIHO 00IBEHNTE YCJIOBHS, KAKTO M HEChOTBETCTBHA CBhP3aHu ¢ HHPoOpMAIUsITA My0JNKyBaHA B
nyoanunuTe peructpu nogabpxanu B UAJI u HCHPJIIL, 3a koeTo e HanpaBeHo MOAPOOHO H3cjeIBaHe HA
YCTAHOBEHHTE HECHOTBETCTBHS, KOETO € OMUCAHO MPH Pa3rjiekIaHe HA MPEIIOKEHHETO HA YYACTHUKDT
"TIIPO ®APMAILIUA" EOOJ Ha c1p. 12-14 0T HACTOANIUAT MPOTOKOJI.

1. BvB Bph3Ka ¢ JaJICHUTEe pa3sCHEHUs, Komucuara ycraHoBw, 4e ydacTHukbT "MEJEKC" OO/ e
MPEIIOKMIT JICKApPCTBEHU MPOAYKTH Ha aBama [IpuTexkaTenu Ha paspemicHus 3a ymnorpeda, 1O clieaHara
nomenkiatypa ATC BO5SBBO1, INN Sodium chloride, mapenrepamnra, 1000 ml:

Natrium  Chlorid Braun
B. Braun Melsungen AG, I'epmanwust | 0,9% 0,9% - 1000 ml |ml
Bakcrep Bearapus EOO/I, |Sodium Chloride Baxter
Bearapus 0.9% 9g/1 - 1000 ml |ml

1.1. 3a nekapcTBeHHUS MPOAYKT ¢ Thprocko Hanmenosanue Natrium Chlorid Braun 0,9% - 0,9% - 1000 ml
¢ [IPY B. Braun Melsungen AG, I'epMaHusi KOMHCHSITA yCTAaHOBH, Y€ YYaCTHHUKBT € TPEICTaBWII Kparkara
XapaKTEepPUCTHKa 3a JIEKAPCTBCHHUsI MPOIYKT paspelieH 3a ynotpeba ¢ paspemienue 3a mogHoBsBane Ne |l-
11218/10.11.2010, per. Ne 20000171 u ATC xox: VO7ABO0O ¢ teproscko Haumenosauue Natrium chlorid
Braun 0,9%, solution for injection — 10 ml x 20; 20 ml x 20; 100 ml x 20, KOHTO He € MPeaIMET Ha Bh3JIaraHe ¢
HAcTosIIIaTa OOIIeCTBeHA TMOpbYKa. [IpeIBHI YCTAHOBEHOTO MO-TOPe KOMHECHSTA Tpeyiara Ha BB3IOKHTEIS

"MEJIEKC" OO/ na 6pae OTCTpaHeH OT IpoLeAypaTa 3a JIEKapCTBEHUsI NPOAYKT C ThPrOBCKO HaUMEHOBaHHUE
Natrium Chlorid Braun 0,9% - 0,9% - 1000 ml ¢ TTPY B. Braun Melsungen AG, I'epmanust

1.2. 3a nekapcTBeHHs POAYKT ¢ ThproBeko HanmeHoBanue Sodium Chloride Baxter 0.9%, 9g/1 - 1000 ml-
¢ [TPY Bakcrep bearapus EOO/I, bwirapus, npeacraBenara opepra ot yuactauka "MEJEKC" OO/, otroaps
Ha TPeIBAPUTEITHO OOSBEHUTE yCIOBUS Ha BB3NOXKUTENS. [IpeaBH]] yCTAHOBEHOTO CHOTBETCTBHE C M3UCKBAHUATA
Ha BB3JIOKUTENA, N0 OTHOLIEHHWE Ha JeKapcTBeHUAT NponykT c¢ IIPY bakcrep bearapus EOOJ] xomucusita
JIOTyCKa YYaCTHHUKHT JI0 OTBApsiHE HA IIEHOBOTO MY Npeajiokenue mo HomeHnkiaarypa BOSBBO1, Sodium chloride,
napenrepanHa, 1000 ml.

2. Komucusta ycranoeu, ue mo HomeHkiatypa BO5SXAO03, Sodium chloride, mapenrepanna, ml, 0,9%-
10ml, yuactauxpr "MEJEKC"™ OO/l e mpeactaBmi KpaTkaTa XapaKTEPUCTHKA 3a JIGKAPCTBEHHS MPOIYKT
paspeliieH 3a ynotrpeba ¢ paspernienue 3a moanossBane Ne 11-11218/10.11.2010, per. Ne 20000171 u ATC kox:
V07AB00 ¢ Toproscko nanmenosanue Natrium chlorid Braun 0,9%, solution for injection — 10 ml x 20; 20
ml x 20; 100 ml x 20, koiiTo He € mpeIMeT Ha Bh3JIaraHe ¢ HacTosIaTa O0IecTBeHa TOPhUKa, KOMUCHATA Ipejiara

Ha Bp3noxurens "MEJEKC" OO/, na 6bae oTcTpaHeH oT HpoLeaypaTa 3a mocoueHara no-rope HOMEeHKJIaTypa
Ha ocHoBanme wi. 107, T. 2, 6ykBa "a" ot 3OIl, Thil Kato e mpeactaBmyn odepra, KOSITO HE OTroBaps Ha
MpeIBapUTEITHO OOSIBEHUTE YCIOBHS 3a U3IIBJIHEHNE Ha TIOPhUKATa.

Crnen xato pasriieia HoApOOHO MPEACTABEHOTO OT YYaCTHUKA TEXHUYECKO MTPEATI0KEHHE 32 OCTAHAINTE

JICKApCTBCHU MPOAYKTHU U NPCACTABCHUTC KbM HETO JOKYMCHTHU, KOMUCHATA YCTAHOBH, Y€ 11O BCUYKHU OCTaHAJIA
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vomenkiiatypu "MEJEKC" OO/l otroBaps Ha OOSBCHHTE OT BB3JIOKHUTEIS YCIOBUS 332 HM3MBIHECHHE Ha
MOpBYKaTa U CHIIUAT C€ IOIMycKa 0 OTBapsIHE HA IIEHOBUTE MPEJIOKEHUS 32 THX.

C u3BBbpILBaHE Ha TOPHUTE ACHCTBUS paboTaTa Ha KomucHsTa npukioud Ha 31.07.2020 r. B usnbiaHenne
Ha pasnopendara Ha wi. 57, an. 3 ot IIII30I1, Komucusta o6sieu Ha 31.07.2020 r., upe3 cpobuienue B [Ipoduna
Ha KyIyBaya, 4ye OTBapsSHETO Ha IIEHOBUTE MPEIOKEHUSI Ha IOMYCHATHUTE YYaCTHHIIM I1ie ce poee Ha 05.08.2020
r. o _15:00 gyaca B crpamara Ha MUHHCTEPCTBO Ha 3apaBeora3BaneTo, rp. Codwus, mi. ,,Ceera Hemems Ne 5.
CpoOmenneTo 3a OTBapsHE Ha IIGHOBHTE MpeUIOKEHHs Oelie w3mpareHo, upe3 EmekrpoHHata cuctema Ha

YYacTHHUIINTE, KaKkTo 1 Oerre myonmkyBaHo Ha 31.07.2020 r. B eeKTpoHHATA ITPENHCKa Ha 00IIECTBeHATa ITOPhUKa
Ha CIIEIHUAT azapec: https://www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-sporazumeniya-
copsz/ramkovo-sporazumenie-procurment-2/

111 ITy6au4HO 3acefanue 32 OTBapsiHe HA IEHOBH Npe/J10KeHUsl

Ha 05.08.2020 r. ot 15:00 yaca ce npoBeje myOIMYHO 3acelaHne Ha KOMUCHS, Ha3HA4YCHA Che 3amoBea Ne
P/1-11-446/08.11.2019 r. (u3m. c¢be 3amosen Ne P/1-11-11/09.01.2020 r. u 3amosex Ne PJI-11-55/05.02.2020 .) Ha
MUHUCTBpPa Ha 3J[paBEONa3BaHETO B ChCTAB:

IMpencenaren:

1. Pymsna CraBpeBa, Ibp>KaBeH eKcIiepT B aupekius ,,OI1;

YneHose:

2. Koncrantunoc Srnunc, nbpkaBeH excriepT B nupexius "EKMC";

3. O-p Ceetnana PaifueBa — nppikaBeH ekcrept B oTaen ,,JII1;

4. Kpuctuna KocroBa, riiaBeH FOpUCKOHCYNT B aupekuus ,,OI1";

5. Mar. ®apwm. Tans ['eprunosa — riraBeH excnept B otaen ,,JII1%

[Mopanu mon3BaHe Ha MijaTreH OTIYCK MOpaad BpeMEHHa HepabOTOCIOCOOHOCT OT PEeAOBHHS WIEH Ha
komucusita Mar. @apwm. [[perenmna [lomoBa — crapmu excriept B otaen ,,JII1%, Ha mybnuaHOTO 3acenanue, chiaTa
Oemie 3aMeHeHa ¢ pe3epBHUS wieH Ha kKomucusata Kpucrtuna KocroBa, rinaBeH 10prcKOHCYNT B aupexnus ,,OI1".
Cren 3amo3HaBaHe ChC CIIUCHKA C YYACTHUIUTE B OOIIECTBEHATA TIOPBYKA U MPEIH pasrie:KaaHe Ha JOKYMEHTUTE
no wi. 39, an. 2 ot 3011, Kpuctuna KocroBa nognuca aexnapauus no wi. 103, an. 2 ot 3011 u un. 51, an. 13 ot
[IT30I1. Ha my0nau4yHaTa 4acT Ha 3aCeJaHMETO Ha KOMHCHUATA HE MPUCHCTBAXa MPEICTABUTEIIN Ha CPEJCTBATa 3a
MacoBa nHpopMaIus.

B crorBercTBHE ¢ wi. 62, an. 1, 1. 2 ot [ITI30I1 (ot™.), BBB BpB3Ka ¢ § 137 ot [I3P31/I3011 B pamkute Ha
HY6HI/I‘IHOTO OTBApsAHC HA NOCTBITUMIWUTE MPCIJIOKCHUA Hy6HI/I‘-IHI/ITe JICP'ICTBHSI Ha KOMHCHATA MOXCIIC aa 6’[),Z[aT
MpOCIeIIBaHU B peasHo Bpeme Ha ajpec: https://cop.mh.government.ng kakTo OT perucTpupanu, Taka W OT
HeperucTpupanu B EjekrponHara cucrtema norpedurenu. [Ipeicenarensrt Ha KOMHUCHATA OTBOPH IIEHOBUTE
MIPEIJIONKEHHSI 32 JIEKAPCTBEHUTE TPOJYKTH, KOUTO ca JAOMyCHATH JI0 OTBAapsSHE HA IICHOBUTE IMPEIJIOKEHHS Upe3
EnexTponnara cuctema, KaTo NEHCTBHUATA IO OTBapsSHE MOXeXa /1a Ob/aT HAOM0JaBaH! OT BCUYKH YIIEHOBE Ha
KOMMCHSITA HA EKPaH, Ype3 MYJITHUMEIUNHA ITPOKEKIIMS.

[Ipu oTBapsiHe Ha NEHOBUTE TMPEIJIOKEHHS, MpE/CeNaTeIsIT Ha KOMHCHUSTa IOCPEACTBOM OyTOHA
Knacupane, 3a Bcsika efHa oT odepTuTe, MPUKIIOYHA NpOIeAypaTa Ha ITbpPBOHAYAHA OIEHKA Ha OQepTHTE, B
croTBeTCcTBHE ¢ WI. 90, ain. 4 ot 30I1. Becuukn yyacTHHIIM B IpOLieIypaTa MoXKexa a HabJrojaBaT BpeMEHHOTO CH
KJIacUpaHe b1 (6] MOMEHTa Ha CIIeTHUS
https://cop.mh.government.bg/Ranking/Ranking?auctionld=7&excludeRealtimeAuction=Tr
BPEMEHHOTO KJIaCHPAaHE HAa YYaCTHHULIUTE Ca CIETHUTE:

WHTEPHET
Pesynratute ot

OIl | Anaromo- |Mexaynapoan | Hayun Ha 3adenexka YyacrHuuu En nena 3a En nena 3a
Ne | TepaneBTHYe | 0 HEIATEHTHO | MPUJIOKEHHU eIMHULA eIMHUIA
H ko1 /ATC- | HauMeHOBaHU e MsApKa 0e3 MsIpKa ¢
Ko/ e /INN/ AAC JAC
1| BO1AAO7 Acenocoumaro | nepopaiHa 1."®bOHUKC 0,025750 0,030900
| TBBpJA DOAPMA" EOOJ |0,026042 0,031250
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2."CODAPMA
TPEMIUHI" AJl
B01ABO1 Heparin napeHTepal 1."B.BPAYH 0,000268 0,000322
Ha MEJIUKAJT" 0,000268 0,000322
EOO/I
1."MEJIEKC"
001
BO1AB02 Antithrombin | mapenrepan 1."EKOC 0,406717 0,488060
1] Ha MEJIMKA" OO
BO1AB05 Enoxaparin napeHrepal 1."®bOHUKC 0,000799 0,000959
Ha ®APMA" EOOJI |0,000803 0,000964
2."MAPUMIIEKC | 0,000803 0,000964
- 7" EOOJI 0,000803 0,000964
2."MEJIEKC" 0,000803 0,000964
001
2."CODAPMA
TPEMIUHI" AJl
2."COJIOME]"
EOO/I
B0O1AB06 Nadroparin napeHrepal 1."®bOHHUKC 0,000740 0,000888
Ha ®APMA" EOO/]
BO1AC04 Clopidogrel nepopanHa 1."®bOHUKC 0,001880 0,002256
TBBpOA DAPMA" EOOJ |0,001885 0,002262
2."CODAPMA
TPEMIUHI" AJl
BO1AC11 lloprost napeHTepan 1."®bOHHUKC 2 840,000000 |3 408,000000
Ha ®APMA" EOOJI |2 845,583000 |3 414,699600
2."AJITA 2 845,583333 | 3 414,700000
®APMACIOTUK |2 845583333 |3 414,700000
'BJIC" EOOJI 2 845,583333 | 3 414,700000
3."MEJIEKC"
00/]1
3."MAPHUMIIEKC
-7"EOO/
3."CODAPMA
TPEMIUHI" AJl
BO1AC17 Tirofiban napeHTepa 1."TBPTOBCKA | 17,416000 20,899200
Ha JIMTA - TAIT" AJT | 17,416000 20,899200
1."®APKOJI" AL
BO1AC24 Ticagrelor nepopanHa 1."CODAPMA 0,021852 0,026222
TBBPIA TPEMIUHI" AJl
B01ADO02 Alteplase napeHrepat 1."®bOHUKC 12,557400 15,068880
Ha ®APMA" EOOJI |12,560833 15,073000
2."CODAPMA
TPEVJIUHI" AJT
BO1AF01 Rivaroxaban repopaHa 1."®bOHUKC 0,166929 0,200315
TBBPIA DOAPMA" EOOA |0,167797 0,201356
2."CO®APMA
TPEMIUHI" AJl
BO1AF02 Apixaban nepopanHa 1."CO®APMA 0,366111 0,439333
TBBpIA TPEMIUHI" AJl
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B0O1AX05 Fondaparinux | mapenTepan 1."®bOHUKC 2,563333 3,076000
Ha ®APMA" EOOJ] |2,564667 3,077600
2."MEJIEKC" 2,564667 3,077600
ooa
2."CODPAPMA
TPEUJIUHI™" AJT

B02BB01 Human napeHTepa 1."Marua®apm 594,300000 713,160000
fibrinogen Ha Brarapus” EAJL

B02BD01 Coagulation napeHTepa 1."EKOC 0,594275 0,713130
factor IX, II, Ha MEJIMKA" OO/ |0,594275 0,713130
VIl and X in 1."MEJIEKC"
combination oon

B02BDO01 Human napeHTepal 1."®APMUMIIO |0,594275 0,713130
Prothrombin Ha PT" ALl 0,594275 0,713130
Complex 1."CODAPMA 0,594275 0,713130

TPEVJIUHI" AJT
1."TIPO
OAPMALINA"
EOO/I

B02BD02 Coagulation mapeHTepan 1."CO®APMA 1,022567 1,227080
factor VIII Ha TPEUJIUHI™" AJT
(Moroctocog
alfa)

B02BD02 Coagulation napeHrepan 1."®bOHUKC 1,022120 1,226544
factor VIII Ha ®APMA" EOOJ1 |1,022567 1,227080
(Octocog alfa) 2."MAPUMIIEKC | 1,022567 1,227080

- 7" EOOJ 1,022567 1,227080
2."EKOC 1,022567 1,227080
MEJIMKA" OO/

2."MEJIEKC"

oo

2."®APMUMIIO

PT" Al

B02BD02 Coagulation napeHrepat 1."EKOC 1,228119 1,473743
factor VIII Ha MEJIMKA" OOJ]
(rurioctocog
alfa pegol)

B02BD02 Coagulation napeHTepan 1."®APMUMIIO | 1,022567 1,227080
Factor VIII Ha PT" ALl
(Simoctocog
Alfa)

B02BD02 Coagulation napeHrepat 1."®bOHUKC 1,022120 1,226544
Factor VIII Ha ®APMA" EOOJ1 |1,022567 1,227080
(Turoctocog 2."COPAPMA
Alfa) TPEVJIUHI™" AJ]

B02BD02 Human napeHTepail 1."®APMUMIIO |0,514517 0,617420
coagulation Ha PT" ALl 0,514517 0,617420
factor VIII 1."MEJEKC"

oo

B02BDO03 factor VIII napeHrepan 1."EKOC 1,254283 1,505140

inhibitor Ha MEJIMKA" O0/1
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bypassyng
activity

B02BD04 Coagulation napeHrepal 1."®APMUMIIO |0,676167 0,811400
factor IX Ha PT" A/l 0,676167 0,811400

1."MEJIEKC"
00/

B02BD04 Coagulation mapeHTepat 1."CO®APMA 0,929496 1,115395
factor 1X Ha TPEVJIUHI" AJT
(nonacog alfa)

B02BD06 Coagulation napeHrepal 1."®APMUMIIO |0,779002 0,934802
factor VIII, Ha PT" AZl
Factor von
Willebrand

B02BD08 Eptacog alfa mapeHTepat 1."®bOHUKC 19,680000 23,616000
(activated) Ha DOAPMA" EOOJ |19,685000 23,622000

2."CO®PAPMA
TPEAIUHI" AJl

BO3AC01 Ferric napeHrepal 1."®bOHUKC 0,334000 0,400800

carboxymaltose | na OAPMA" EOOJ |0,334116 0,400939
2."TIPO 0,334117 0,400940
OAPMALIUA"
E0O/I
3."COOAPMA
TPEMIUHI" AJl

BO3AC02 Saccharated napeHrepat 1."®bOHUKC 0,106440 0,127728

iron oxide Ha DAPMA" EOOJ |0,106487 0,127784
2."TIPO 0,106500 0,127800
OAPMALIUSA"
EO0O/I
3."CODPAPMA
TPEUJIUHI™" AJT

B03AC06 Iron (111) (as napeHrepat 1."®bOHUKC 0,355732 0,426878

isomaltoside) |Ha OAPMA" EOOJI |0,356047 0,427256
2."MEJEKC" 0,356047 0,427256
00J1
2."CODPAPMA
TPEUJIUHI" AJ]

B0O3AC06 Iron(I11)- napeHTepain 1."®bOHUKC 0,087860 0,105432
hydroxide Ha ®APMA" EOO/] |0,087883 0,105460
dextran 2."MEJJEKC"
complex oo/

B0O3BA01 Cyanocobalami | mapenTepan 1."CO®PAPMA 1,235833 1,483000
n Ha TPEMIUHI" AJl

BO5AA01 Albumin napenrepan | 20%-100ml 1."Marna®apm 0,890000 1,068000

Ha Boarapus" EAJ] 0,925583 1,110700
2."MEJIEKC" 0,925583 1,110700
oon 0,925583 1,110700
2."®APMHUMIIO |0,925583 1,110700
PT" AJl
2."COD®APMA
TPEMIUHI" AJl
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2."TIPO
OAPMAILASA"
EOOJI

BOSAA01

Albumin

napeHTepal
Ha

5%-250ml

1."Marra®apm
boarapus" EAJLL
2."®APMUMIIO
PT" Al
2."COPAPMA
TPEVJIMHI" AJT
2."TTPO
OAPMALIMA"
EOOX

0,227430
0,227433
0,227433
0,227433

0,272916
0,272920
0,272920
0,272920

BOSAA01

Albumin

napeHTepal
Ha

20%-50ml

1."Marna®apm
boarapus" EAJLL
2."®APMUMIIO
PT" Al
2."COPAPMA
TPEAIUHI" AJl
2."TTPO
OAPMALIMA"
EOO/

0,924800
0,961833
0,961833
0,961833

1,109760
1,154200
1,154200
1,154200

BOSAAQ6

Gelatin agents

napeHrepail
Ha

1."®bOHUKC
®APMA" EOOJ]
2."B.BPAYH
MEUKAIT"
EOO]I
2."COJIOMEJ"
EOO]I
2."®APKOJ" AJl

0,021242
0,021250
0,021250
0,021250

0,025490
0,025500
0,025500
0,025500

BOSAAOQ7

Hydroxyethylst
arch

HapeHTepan
Ha

Poly(O-2-
hydroxyethyl)
starch-6%

1."®bOHUKC
®APMA" EOOJ]
2."MEJIEKC"
00]1

2."TIPO
DAPMALS"
EOOJ1
2."®APKOJ" AJl

0,021120
0,021133
0,021133
0,021133

0,025344
0,025360
0,025360
0,025360

BOSBAO1

Amino acids

HapeHTepan
Ha

Hepa 10% +
electrolites

1."B.BPAYH
MEJIUKAJTT"
EOO/]]

1."[IPO
DAPMALS"
EOO/]]
1."COJIOMEJ"
EOO]]

0,023600
0,023600
0,023600

0,028320
0,028320
0,028320

BO5BAO1

Amino acids

napeHTepal
Ha

N-Hepa-8%

1."®bOHUKC
®APMA" EOOJ]
2."MEJIEKC"
00/
2."®APKOJI" AJl

0,028400
0,028533
0,028533

0,034080
0,034240
0,034240
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BO5BA01 Amino acids napenrepan | Amino Acids 1."®bOHUKC 0,027360 0,032832
Ha /Isoleucine, OAPMA" EOOJ] |0,027467 0,032960
Leucine, Lysine, |2."MEIEKC" 0,027467 0,032960
Methionine, oon
Phenylalanine, 2."®APKOJI" Al
Threoning,
Tryptophan,
Valine, Arginine,
Histidine,
Alanine, Glycine,
Proline, Serine,
Tyrosine,
Taurine/-10%
BO5BA02 Purified napentepan | Purified soybean | 1."®@bOHUKC 0,023117 0,027740
soybean oil Ha oil -20% DOAPMA" EOOJ] |0,023125 0,027750
2."MEJIEKC" 0,023125 0,027750
00/
2."®APKOJI" ALl
BO5BA03 Glucose mapentepan | 10%-500 mi 1."®bOHUKC 0,003860 0,004632
Ha OAPMA" EOOJI |0,003883 0,004660
2."B.BPAYH 0,003883 0,004660
MEJJUKAIT" 0,003883 0,004660
EOOJ 0,003883 0,004660
2."TTPO
OAPMALINA"
EOO/I
2."COJIOME"
EOO/I
2."®APKOJI" ALl
BO5BA03 Glucose napenrepan | 5%-500 ml 1."CO®APMA 0,003183 0,003820
Ha TPEMJIMHI™ AJT |0,003183 0,003820
1."MEJIEKC"
oo
BO5BA10 Combinations | mapenTepan | NuTRIflex 1."TTPO 0,040322 0,048386
Ha Omega Special OAPMALIA" 0,040322 0,048386
EOOJ 0,040325 0,048390
1."COJIOMEL"
EOO/1
2."B.bPAYH
MEJIAKAJT"
EOOJ
BO5BA10 Combinations | mapentepan | Periolimel N4AE | 1."MEJIEKC" 0,027058 0,032470
Ha oon
BO5BA10 Combinations | mapentepan | Glucose, L- 1."®bOHUKC 0,025747 0,030896
Ha alanine; L- OAPMA" EOO/J] |0,025763 0,030916
arginine; L- 2."TTPO 0,025767 0,030920
aspartic acid; L- | PAPMALIAA" 0,025767 0,030920
glutamic acid; EOOJ
Glycine; L- 3."®APKOJI" A1
histidine; L- 3."MEJIEKC"
isoleucine; L- 00o/J1
lysine; L-
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methionine; L-
phenylalanine; L-
proline; L-sering;
L-threotine; L-
tryptophan; L-
tyrosine; L-
valine; Calcium
chloride; sodium
glycerophosphate
BO5BA10 Combinations | mapentepan | Nutriflex Special | 1."B.BPAYH 0,032158 0,038590
Ha MEJIUKAIT" 0,032158 0,038590
EOOJ 0,032158 0,038590
1."TTIPO
OAPMALIU"
EOO[
1."COJIOMEJ"
EOO/I
BO5BA10 Combinations | mapentepan | Aminoplasmal 1."®bOHUKC 0,013206 0,015847
Ha 5% E OAPMA" EOOJ1 |0,013216 0,015859
2."COJIOME[Z" 0,013217 0,015860
EOOJ 0,013217 0,015860
3."®APKOJ" AL
3."b.FPAYH
MEIUKAJT"
EOO/I
BO5BA10 Combinations | mapentepan | Aminoplasmal 1."TTIPO 0,017491 0,020989
Ha 10% E OAPMAIIUA" 0,017491 0,020989
EOO[ 0,017492 0,020990
1."COJIOMEZ"
EOO[
2."B.bPAYVH
MEJIAKAJT"
EOO[
BO5BA10 Combinations | mapentepan | NUTRIflex 1."TIPO 0,032871 0,039445
Ha Omega plus DOAPMAILIMA" 0,032871 0,039445
EOO[ 0,032875 0,039450
1."COJIOMEQI" 0,032875 0,039450
EOOJ 0,032875 0,039450
2."®APKOJI" AL
2."MEJIEKC"
oo
2."B.bBPAVH
MEIMKAJT"
EOO[
BO5BA10 Combinations | mapentepan | Olimel N7E 1."MEJIEKC" 0,031008 0,037210
Ha oon
BO5BA10 Combinations | mapentepan | Olimel N5E 1."MEJIEKC" 0,048100 0,057720
Ha oon
BO5BA10 Combinations | mapentepan | Olimel N9E 1."MEJIEKC" 0,031008 0,037210
Ha (010)1
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B05BB01 Electrolytes napenrepan | Calcium 1."®bOHUKC 0,002740 0,003288
Ha chloride/ ®APMA" EOOJT |0,002800 0,003360
Potassium 2."MEJEKC" 0,002800 0,003360
chloride/ Sodium | OO/], 0,002800 0,003360
chloride-500 ml | 2."B.BPAVH 0,002800 0,003360
MEJIUKAIT" 0,002800 0,003360
EOOJ 0,002800 0,003360
2."CO®PAPMA
TPEVJIMHI" AJT
2."TIPO
DOAPMAILIMA"
EOOJ
2."COJIOME]"
EOOJ
2."®APKOJI" A/l
B05BB01 Electrolytes mapentepan | Calcium 1."®bOHUKC 0,001775 0,002130
Ha chloride/ ®APMA" EOOJ1 |0,001783 0,002140
Potassium 2."MEJIEKC" 0,001783 0,002140
chloride/ Sodium | OO/] 0,001783 0,002140
chloride-1000 ml | 2."B.BPAVH 0,001783 0,002140
MEJIAKAJT"
EOOX
2."COJIOME["
EOOJ
2."®APKOJI" A/l
B05BB01 Electrolytes napentepan | Sodium 1."MEJIEKC" 0,003367 0,004040
Ha chloride/Potasiu | OO/]
m
chloride/Magnesi
um chloride
hexahydrate/Sodi
um acetate
trihydrate/Sodiu
m gluconate-
500ml
B05BB01 Electrolytes napentepan | Sodium chloride/ | 1."TIPO 0,009966 0,011959
Ha Potassium OAPMALIA" 0,009966 0,011959
chloride/ EOOJ 0,009967 0,011960
Magnesium 1."COJIOME/" 0,009967 0,011960
chloride EOO/]
hexahydrate/ 2."®APKOJI" Al
Calcium chloride | 2."B.BPAYH
dihydrate/ MEJJUKAIT"
Sodium acetate | EOOJI
trihydrate/ L-
Malic acid-500
ml
B05BB0O1 Electrolytes napentepan | Sodium chloride, | 1."®@bOHUKC 0,003280 0,003936
Ha Potassium ®APMA" EOOJ] |0,003333 0,004000
chloride, Sodium | 2."MEJEKC" 0,003333 0,004000
lactate, Calcium | OO/J1 0,003333 0,004000
chloride-500 ml | 2."B.BPAVH 0,003333 0,004000
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MEJIUKAIT" 0,003333 0,004000
EOO/J 0,003333 0,004000
2."CODAPMA
TPEUJIUHI™" AJT
2."TTPO
OAPMALIUA"
EOOJ
2."COJIOMEN"
EOOJ
2."®APKOJI" A/l
B05BB01 Electrolytes napentepan | Calcium 1."MEJJEKC" 0,003200 0,003840
Ha chloride/ oo
Potassium
chloride/ Sodium
chloride/Sodium
lactate-500 ml
B05BB01 Electrolytes napentepan | Sodium acetate | 1."TIPO 0,005199 0,006239
Ha trinydrate/Sodiu | PAPMAIINA" 0,005200 0,006240
m EOOJ 0,005200 0,006240
chloride/Potasiu | 2."®APKOJI" AJ]
m 2."MEJIEKC"
chloride/Magnesi | OO
um chloride
hexahydrate
B05BB01 Electrolytes napentepan | Sodium chloride/ | 1."TIPO 0,005841 0,007009
Ha Potassium OAPMALIA" 0,005841 0,007009
chloride/ EOOJ 0,005842 0,007010
Magnesium 1."COJIOME/" 0,005842 0,007010
chloride EOO/]
hexahydrate/ 2."®APKOJ" Al
Calcium chloride | 2."B.BPAYH
dihydrate/ MEJJUKAIT"
Sodium acetate | EOOJI
trihydrate/ L-
Malic acid-1000
ml
B05BB01 Electrolytes napenrtepan | Sodium 1."MEJIEKC" 0,002492 0,002990
Ha chloride/Potasiu | OO/]
m
chloride/Magnesi
um chloride
hexahydrate/Sodi
um acetate
trihydrate/Sodiu
m gluconate-
1000ml
B0O5BB01 Sodium napentepan | 250 ml 1."TITPO 0,004866 0,005839
chloride Ha OAPMALIAA" 0,004866 0,005839
EOO[ 0,004867 0,005840
1."COJIOME[" 0,004867 0,005840
EOO[ 0,004867 0,005840
2."®APKOJI" AJT |0,004867 0,005840
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2."MEJIEKC"
00/]1
2."B.BPAYVH
MEJIUKAJT"
EOO/I
2."CODPAPMA
TPEVJIUHI" AJT

B05BB0O1

Sodium
chloride

napeHTepan
Ha

1000 ml

1."B.5PAYH
MEJIUKAJT"
EOO]]
1."COJIOME["
EOO/]]
1."®APKOJI" Al
1."MEJIEKC"
00/1

0,002000
0,002000
0,002000
0,002000

0,002400
0,002400
0,002400
0,002400

B05BB0O1

Sodium
chloride

napeHTepan
Ha

100 ml

1."TIPO
OAPMALA"
EOO/I
2."COJIOME]"
EOO]]
3."®APKOJI" AJ]
3."MEJIEKC"
00/
3."B.BPAVH
MEJIAKAJT"
EOO/I
3."CODAPMA
TPEMIUHI" AJl

0,010750
0,010791
0,010792
0,010792
0,010792
0,010792

0,012900
0,012949
0,012950
0,012950
0,012950
0,012950

B05BB0O1

Sodium
chloride

TapeHTepal
Ha

500 ml

1."B.BPAVH
MEJIAKAJT"
EOO/I
1."CODAPMA
TPEUJIUHI™" AJT
1."ITIPO
OAPMALIMA"
EOO/I
1."COJIOME["
EOO/I
1."®APKOJI" A/l
1."MEJIEKC"
001

0,002775
0,002775
0,002775
0,002775
0,002775
0,002775

0,003330
0,003330
0,003330
0,003330
0,003330
0,003330

B05BB02

Glucose,
sodium
chloride

HapeHTepan
Ha

500 ml

1."CODPAPMA
TPEVJIUHI" AJT
1."MEJIEKC"
001

0,002267
0,002267

0,002720
0,002720

B05BB02

Glucose,
sodium
chloride

napeHTepal
Ha

1000 ml

1."MEJIEKC"
001

0,002225

0,002670

B05BCO01

Mannitol

napeHTepal
Ha

10%-500 ml

1."MEJIEKC"
00/

0,006333

0,007600
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B05BCO01 Mannitol napentepan | 10%-250 mi 1."MEJIEKC" 0,008808 0,010570
Ha oon
BO5BCO01 Mannitol napentepan | 15%-500 ml 1."CODAPMA 0,004017 0,004820
Ha TPEUJIUHI™" AT
B0O5CX01 Glucose mapentepan | 10%-10 ml 1."CO®APMA 0,061800 0,074160
Ha TPEVJIUHI" AJT
B0O5CX01 Glucose mapentepan | 40%-10 ml 1."CO®PAPMA 0,066133 0,079360
Ha TPEVJIUHI" AJT
B0O5CX01 Glucose napentepan | 25%-10 ml 1."CO®APMA 0,062833 0,075400
Ha TPEUJIUHI™" AT
BO5SDA Isotonic pastBop 3a | icodextrin, 1."EKOC 0,007133 0,008560
Solutions nepuronuan | sodium chloride, | MEAUKA" OO/1
Ha quanmsa | sodium lactate,
calcium chloride,
magnesium
chloride
B0O5DB Hypertonic pastBop 3a | glucose 1."EKOC 0,005700 0,006840
Solutions nepuronuan | monohydrate, MEJIMKA" OO0
Ha quanu3a | sodium chloride,
sodium lactate,
calcium chloride
dihydrate,
magnesium
chloride
hexahydrate
B0O5XA01 Potassium nmapeHTepan 1."®bOHUKC 0,000307 0,000368
chloride Ha ®APMA" EOOJT |0,000308 0,000370
2."MEJIEKC" 0,000308 0,000370
(010! 0,000308 0,000370
2."B.BPAVH 0,000308 0,000370
MEJIWKAJT" 0,000308 0,000370
EOO/I
2."CO®APMA
TPEMIUHI" AJl
2."COJIOMEN"
EOO/1
2."®APKOJI" Al
BO5XA02 Sodium napeHTepan 1."®bOHUKC 0,003643 0,004372
hydrogen Ha OAPMA" EOO/] |0,003650 0,004380
carbonate 2."TIPO 0,003660 0,004392
DOAPMALIMA" 0,003660 0,004392
EOOA 0,003660 0,004392
3."COJIOMEL" 0,003660 0,004392
EOO/J] 0,003660 0,004392
3."®APKOJI" ALl
3."MEJIEKC"
001
3."B.BPAYH
MEJJUKAT"
EOO/I
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3."CO®PAPMA
TPEMIUHI" AJl
1| B05XB02 Alanyl napeHrepal 1."®bOHUKC 0,203800 0,244560
glutamine Ha O®APMA" EOO/] |0,204166 0,244999
2."TTIPO 0,204167 0,245000
OAPMALIMA"
EOOX
3."MEJIEKC"
oon
1| B05XX Combinations | mapenTepa 1."®bOHUKC 0,291200 0,349440
(trace Ha O®APMA" EOO/] |0,292333 0,350800
elements) 2."MEJIEKC" 0,292333 0,350800
ool 0,292333 0,350800
2."B.FBPAYH 0,292333 0,350800
MEJKAIT"
EOOX
2."TTPO
OAPMALIMA"
EOOX
2."COJIOME["
EOO/
on Anatomo- | Me:xkaynapoasn | Hauwmn Ha 3adenexka YyacrHuH Ennenaza| Engunena3sa
Nt | TepaneBTHYE | 0 HEMATEHTHO | MPHJIOKEH eTMHHIA eTMHHIA
H ko1 /ATC- | HauMeHOBaHU ue Msipka 0e3 MsIpKa C
Kxox/ e /INN/ JAC JAC
2| L01BAO1 Methotrexate napenrepain | Solution for 1."®bOHUKC 0,955333 1,146400
Ha injection DOAPMA" EOOJl |0,958892 1,150670
2."MEJIEKC"
oo
2| L01XC02 Rituximab mapenTtepain | concentrate for 1."POLI 2,425400 2,910480
Ha solution for BBJITAPUA"
infusion MKb EOO/]
MO05,M06
2| L01XC15 Obinutuzumab | mapenTepan 1."POIII 5,532320 6,638784
Ha BBJITAPUA"
EOO/
2| L01XC18 Pembrolizumab | mapentepan 1.®apmuer EAJ] 49,997416 59,996899
Ha
2 | LO1XE23 Dabrafenib nepopaiHa 1."®bOHUKC 1,074333 1,289200
TBBpIA DOAPMA" EOOJI |1,074589 1,289507
2."AJITA 1,074590 1,289508
DOAPMACIOTUK
BJIC" EOO/]
3."CODAPMA
TPEUIAHI" AJ]

2 | LO2AEO03 Goserelin AMIUIAHT 1."MAPUMIIEKC | 18,750000 22,500000
- 7" EOOA 18,750257 22,500308
2."COJIOMEN"

EOO/
2| LO2AEO4 Triptorelin napenrepan | solution for 1."®bOHUKC 85,385714 102,462857
Ha injection OAPMA" EOOJ
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L02BB03 Bicalutamide nepopaiHa 1."®bOHUKC 0,009287 0,011144
TBBpAA OAPMA" EOOJI |0,009311 0,011173
2."MEJIEKC"
ooa
L02BG03 anastrozole nepopasiHa 1."MEJJIEKC" 0,541367 0,649640
TBBpIA (0]0)1
L02BG04 Letrozole nepopasiHa 1.JAHCOH BI" 0,306555 0,367866
TBBp/a ooa 0,306555 0,367866
1."COJIOME/" 0,306555 0,367866
EOO 0,306557 0,367868
1."MAPHUMIIEKC
-7"EOON
2."MEJIEKC"
ooa
L02BG06 Exemestane nepopasiHa 1."®bOHUKC 0,035200 0,042240
TBBp/a DOAPMA" EOOJ |0,035222 0,042266
2."MAPUMIIEKC |0,035222 0,042266
-7"EOO[ 0,035222 0,042266
2.JIAHCOH BI
ooa
2."COJIOME/"
EOO
LO4AAQ6 Mycophenolic | mepopanHa 1."®bOHUKC 0,002640 0,003168
acid TBBp/A DOAPMA" EOOJ1 |0,002642 0,003170
2."CO®APMA
TPEVIVHI™" AJ]
LO4AA09 Basiliximab napeHrepan 1."®bOHUKC 79,559500 95,471400
Ha DAPMA" EOOJ |79,567500 95,481000
2."AJITA 79,567500 95,481000
DOAPMACIOTHUK
BJIC" EOO1
2."COD®APMA
TPEUIVHI" AJ]
LO4AA10 Sirolimus nepopaiHa 1."CO®APMA 6,363611 7,636333
TBBPIA TPEUIVHI" AJ]
LO4AAL3 Leflunomide nepopajHa 1."COJIOMEZ" 0,041929 0,050315
TBBPIA EOO 0,041930 0,050316
2."MAPUMIIEKC |0,041931 0,050317
-7"EOON 0,041931 0,050317
3."MEJIEKC"
oon
3."CO®PAPMA
TPEUJIVHI" AL
LO4AA18 Everolimus nepopaiHa 1."®bOHUKC 10,351333 12,421600
TBBpPIA DOAPMA" EOOJI | 10,355555 12,426666
2."AJITA 10,355556 12,426667
DOAPMACHOTHUK
BJIC" EOOT
3."CODAPMA
TPEVIVHI" AJ]
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LO4AA40 Cladribine nepopaHa 1."®bOHUKC 330,636500 396,763800
TBBpAA DAPMA" EOO/J]

LO4AB04 Adalimumab napeHTepan 1."®bOHUKC 9,838250 11,805900
Ha DOAPMA" EOOJ] |10,644681 12,773617
2."MEJEKC" 10,644681 12,773617
(e]0)
2."CODAPMA
TPEMIMHI™" AJ]

LO4ACO7 Tocilizumab mapeHTtepan | concentrate for 1."POLI 2,413333 2,896000
Ha solution for BBJITAPUA"
infusion EOO/[

LO4ADO2 Tacrolimus nepopajHa 1."®bOHUKC 1,554222 1,865066
TBBpIA DOAPMA" EOOJ] |1,554444 1,865333
2."AJITA 1,554445 1,865334
OAPMACIOTHK
BJIIC" EOOJ
3."MEJEKC"
oo

Crnen n3BbpIIBaHE HA TOPHUTE ACUCTBUSA, TIPEACEIATENSAT HA KOMUCHSATA 3aKpH ITyOJIMYHATA YacT Ha 3aceJaHHeTo.

V. IlpoBe:xnaHe HA eJIEKTPOHEH THPT.

Ha ocnoanue 1. 90, an. 5, BbB Bpb3ka ¢ wi. 90, ain. 8 ot 3011 Ha 05.08.2020 r. e JTHOBPEMEHHO JI0 BCUYKH
YUYaCTHHUIIM B MpolieaypaTa Oelle M3MpaTeHa MOKaHa 3a y4acTHE B €JEKTPOHEH THPr. B m3npaTeHata mokaHa B
cpoTBeTcTBHE ¢ M3uckBaHusiATa Ha 3011 ce chabpxkaxa pesylITaTUTE OT IbPBOHAYAIHO M3BBPLICHATAa OLICHKA Ha
oepTuTe MOCOYEHH MO-TOPE M CTHIIKATA C KOSTO YYACTHHUIIUTE MOTAT J]a HAMAaJISBAT MPEJIOKEHHUTE OT TAX LIECHH,
oIpefiesieHa OT BB3JIOXKHTENS B JOKYMEHTAlMATA 33 y4acTHe B mpouenypara, a umeHso 0,05%. B croTBeTcTBHE
ChC 3aKOHOBHTE M3UCKBAaHUS B MOKaHATa Oellla MOCOYeHO, Ye eNeKTPOHHUAT Thpr craptupa Ha 10.08.2020 . B
08:00 waca m mpukmrouBa Ha 13.08.2020 r. B 18:00 yaca. EnexkTpoHHHUSI THPr cTapTUpa M MPHUKIIOYBA H3IUIO
€JIEKTPOHHO, KaTO C HACTBIIBAHE HA JaTaTa U 4achT NOCOYEHU B MOKaHaTa, a uMeHHO 13.08.2020 r. B 18:00 yaca,
EnexrpoHHata cuctemMa aBTOMaTHYHO FeHEpHUpa KPaHHOTO KIIaCHpaHe B pe3yJTaT Ha HAlpPaBeHUTE B PAMKUTE Ha
€JIEKTPOHHUS THPT HAMAJISIBAaHUA Ha LIEHUTE OT CTPaHa Ha YYaCTHULUTE B IPOLEAypaTa.

KnacupaneTo mocTuraaTo B pe3yaTar Ha NPOBEIEHHS EJIEKTPOHEH THPT, € CIEIHOTO:

AHatoMoO- | MexkayHapoaHo En nena3a | Exnena3a
Hauun Ha
O0.mo3unM | TepaneBTHYE HeNmaTeHTHO eIUHHIIA eIUHHIIA
MPUIOKEHH 3abesexka YyacTHHIU
a1 Ne H ko1 /ATC- | HauMeHOBaHHe e MspKa 0e3 MsIpKa ¢
Kon/ /INN/ AAC AAC
1."®bOHUKC
nepopaiHa DAPMA" EOO/J] 0,025750 0,030900
1| BO1AAO7 A |
01AAD genocotmarot | oy pma 2."CODAPMA 0,025757 | 0,030908
TPEMIUHI" ALl
1."B.BPAYH
1|BO1ABO1 | Heparin HapeHTepait MEJIMKAJI" EOOJI 8’888522 8’88833
a 1."MEJIEKC" 00f] | ’
1|B01AB02 | Antithrombin [1f | "APEHTEPATH (1)' OE;OC MEIMKA™ | 0 406717 | 0,488060
1. "MAPUMIIEKC - |0,000798 0,000958
HADEHTEPATH 7" EOO/ 0,000798 0,000958
1| BO1ABO5 Enoxaparin a P P 1. "MEJIEKC" OOJ | 0,000798 0,000958
1. "®bOHUKC 0,000799 0,000958

DAPMA" EOO/ 0,000803 0,000964
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2. "COOAPMA
TPEVIUHT" ALl
3. "COJIOME]"
EOO/I
. MapeHTepaH 1."®bOHUKC
BO1AB06 Nadroparin X ®APMA" EOOJ] 0,000740 | 0,000888
1."®bOHUKC
. nepopanHa DAPMA" EOO/] 0,001880 0,002256
BOIACO4 | Clopidogrel TBBpIA 2."CODAPMA 0,001881 | 0,002257
TPEMIUHT" AJl
1."®bOHUKC 2 834,32425 | 3 401,18911
®APMA" EOO/ 9 0
2."AJITA 2 835,63838 | 3 402,76606
OAPMACIOTHKBII |6 4
HnapeHTepatH C"EOO 2 835,63871 | 3 402,76646
B01AC11 lloprost a 3."MEJIEKC" 001 |8 )
3."MAPUMIIEKC - |2 835,63871 | 3 402,76646
7" EOOJ] 8 2
3."COPAPMA 2 835,63871 | 3 402,76646
TPEMJIMHT™ AJT 8 2
1."TbPTOBCKA
BOLAC17 | Tirofiban ZapeHTepanH JIUTA - TALL" Al 1;’312888 ;8’232288
1."®APKOJI" AJ[ ’ ’
. nepopanHa 1."CODPAPMA
BO1AC24 Ticagrelor robpa TPEAIMHD AL 0,021852 | 0,026222
1."®bOHUKC
MapeHTepatH DAPMA" EOO/] 12,557400 | 15,068880
BOIADO2 | Alteplase a 2."CODAPMA 12,560833 | 15,073000
TPEMIUHI" ALl
1."®bOHUKC
. nepopaiHa DOAPMA" EOOJ 0,166929 0,200315
BOLAFOL | Rivaroxaban S 2."CODAPMA 0,166960 | 0,200352
TPEMIUHT" ALl
. repopainHa 1."CO®PAPMA
BO1AF02 Apixaban robpa TPEAIMHD™ AL 0,366111 | 0,439333
1."®bOHUKC
®APMA" EOO/I 2,563333 | 3,076000
BO1AX05  |Fondaparinux | CPeHTepam 2"MEJIEKC" 00J] |2,563385 |3,076062
a 2."CO®APMA 2,563385 | 3,076062
TPEMIUHI" ALl

Bo2BBO1 | Human flapeHTepait ."Marnadap 594,300000 | 713,160000
fibrinogen a Boarapusi" EAJT
Coagulation " "

B02BD01 factor I_X, I, VII | mapenTepann gol:ﬁ(()c MEJIMKA 0,594275 0,713130
and X in a L "MEJEKC" OO 0,594275 | 0,713130
combination )

1."®APMUMIIOPT"
ALl
Human 1."CO®APMA 0,594275 | 0,713130

B0O2BDOL | Prothrombin f1apeHTepaH TPEIJIMHI™ Al | 0,594275 | 0,713130

Complex a 1."[IPO 0,594275 | 0,713130
OAPMALMS"
EOO/I

Coagulation

factor VIII MapeHTepatH 1."CO®APMA

B02BD02 (Moroctocog X TPEHMHT™ AT 1,022567 | 1,227080
alfa)
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1."®bOHUKC
®APMA" EOOJ]
2."MAPUMIIEKC - |1,021609 |1,225931
Coagulation 7" EOOJT 1,022056 1,226467
B02BD02 | factor VIII ;‘apempa“ 2."MEJIEKC" OOJ] |1,022056 |1,226467
(Octocog alfa) 3."®APMUMIIOPT" | 1,022567 1,227080
ALl 1,022567 | 1,227080
3."EKOC MEJIUKA"
00/l
Coagulation
B02BDO02 faCtF)rVIII napeHTepait 1."EKOC MEIKA 1228119 1473743
(rurioctocog alfa |a oo
pegol)
Coagulation
BO2BD02 Fa'ctor Vil HnapeHTepatH 1."®APMUMIIOPT 1,022567 1,227080
(Simoctocog a Al
Alfa)
Coagulation 1."®bOHHUKC
BO2BD02 Factor VIII TapeHTepalTH ®APMA" EOO/J| 1,022120 | 1,226544
(Turoctocog a 2."CODPAPMA 1,022567 | 1,227080
Alfa) TPEMIUHT" ALl
Human 1."MEJIEKC" OOJ
B02BD02 | coagulation flaperTepait 2 "APMUMITOPT" | 0527706 1 0,393247
éactor VIl a AL 0,337182 | 0,404618
factor VI
B02BDO3 Lr;r;::;s;g :ape“epa”“ g OE;;OC MEJUKA™ 1) o5a083 | 1,505140
activity
) 1."MEJIEKC" OOJ{
Coagulation [apeHTePAIH " . | 0,480994 0,577193
B028D04 factor 1X a i;APMHMHOP T 0,599089 | 0,718907
Coagulation mapeHTepaTH 1."CODPAPMA
B02BD04 Iigt:;;o); - X TPEH/IMHI™ AX 0,929496 | 1,115395
Coagulation
B02BD06 ';a::to(:r\a)'r: Zapempa““ k;’APMHMHOPT 0,779002 | 0,934802
Willebrand
1."®bOHUKC
B02BD08 Eptacog alfa TapeHTepalH ®APMA" EOO/J| 19,680000 | 23,616000
(activated) a 2."CODPAPMA 19,685000 | 23,622000
TPEMIUHI" ALl
1."®bOHUKC
®APMA" EOO/I
Ferric R 2."CO®APMA 0,333833 | 0,400600
BO3ACO1 carboxvmaltose | a PEHTCP TPEUJIAHI™ AJT 0,333950 | 0,400740
y 3."TIPO 0,334116 | 0,400939
OAPMALIMS"
EOO/]
1."®bOHUKC
®APMA" EOOJI
Sapcharsted iron 2."TIPO 0,106387 | 0,127664
BO3ACO2 [ flapentepatt OAPMAILMS" 0,106434 | 0,127721
a EOOJ{ 0,106447 | 0,127736
3."CO®APMA
TPEMIUHT" ALl
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1."®bOHUKC
iron (11 (& I ®APMA" EOO/] 0355732 | 0,426878
BOSACOS | i/ ottoside) . PEHTEP 2."MEJIEKC" OOJ] |0,355869 | 0,427043
2."CODAPMA 0,355869 | 0,427043
TPEMIUHIT" AJl
tron(I11)- 1."®bOHNUKC
BO3AC06 | hydroxide ;‘apempa“*‘ ®APMA" EOOJ gggzgég giggjgg
dextran complex 2."MEJIEKC" OO/ ! !
. HnapeHTepanH 1."CODPAPMA
BO3BA01 Cyanocobalamin a TPEMHT™ AJl 1,235833 1,483000
1."MEJIEKC" OO
2."CODAPMA
;ﬁf/{“ﬂngr AL 10816799 | 0,980158
HapeHTepait B.Lnreri" EIX\;[ 0817207 0,980649
BOSAAOL | Albumin PEHTEPAI | 5096-100ml ned AI;MHMH oppe | 0820825 | 0,984390
a AT 0,838319 | 1,005983
S TIPO 0,897323 | 1,076788
OAPMALMA"
EOOJI
1."Marna®apm
Benrapus" EAJ]
i’;)APMHMHOPT 0,227430 | 0,272916
BOSAAOL | Albumin ZapeHTepa“H 59-250ml 2."CODAPMA g’zgigg g’ggggg
TPEMIUHT" ALl ' '
PO 0,227433 | 0,272920
OAPMALMS"
EOOJ
1."Marna®apm
Bbearapus" EAJ]
2."COOAPMA 0,924800 | 1,109760
MapeHTepaTH TPEM/WHI™ AL 0,925035 1,110041
i 0/ - " " ’ 3
BOSAA0L | Albumin . 20%-50ml iﬂ(I)APMI/IMHOPT 0026887 |1 112264
T 0,961833 | 1,154200
OAPMALMA"
EOO/J
1."®bOHNUKC
©APMA" EQO/ 0,021242 | 0,025490
apeHTepaH 2."b.BPAVH 0,021250 | 0,025500
BOSAAO6 | Gelatinagents | PP MEJIUKAJT" EOOJ | ’
a 2 "CONOMET 0,021250 | 0,025500
F0O7 0,021250 | 0,025500
2."OAPKOJI" AJl
1."®bOHUKC
OAPMA" EOO/L 0,021120 | 0,025344
Poly(0-2- 2."MEJIEKC" OO/
Hydroxyethylstar | napenrepanu 0,021122 0,025347
BO5AAQ7 hydroxyethyl) 3."[TPO
ch a Starch.6%% SAPMALIS" 0,021133 | 0,025360
211 2
E0ON 0,021133 | 0,025360
3."®APKOJI" AJl
1."5.5PAYVH
MEJIMKAJI" EOOJl |0,023600 | 0,028320
0,
BOSBAOL | Amino acids Zapempa““ ;ei‘:f;ge/;” 1."TIPO 0,023600 | 0,028320
OAPMALMS" 0,023600 | 0,028320
EOO/I
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1."COJIOMEL"
EOOJ
ADCHTEDA clp Aq;}l:/?f"l/]lfoco,u 0,028400 0,034080
BOSBAOL | Aminoacids | oo | N-Hepa-8% 0,028405 | 0,034086
a 2."MEAEKCT OO 1oaea3 | 0,034240
3."®APKOJI" A/l ! !
Amino Acids
/Isoleucine,
Leucine, Lysine,
Methionine,
Phenylalanine, | "OBEOHMKC
HADCHTeDaI Threonine, q; APMA" EOO/] 0,027360 0,032832
BOSBAOL | Amino acids PEHTEPAI | 11y ntophan, 0,027371 | 0,032845
a Valine, Arginine, | > EAEKC OO 4 557453 | 0,032944
Histidine, 3."PAPKOIT" All
Alanine, Glycine,
Proline, Serine,
Tyrosine,
Taurine/-10%
1."®bOHUKC
. . ,023117 ,02774
Purified soybean | mapenrepanu | Purified soybean | ®PAPMA" EOOJ 0,023 0.0 0
BO5BA02 . . 0,023125 0,027750
oil a 0il -20% 2"MEJIEKC" OOl | oo | /007750
2."®APKOJI" A/ ' '
1."B.BPAYH
MEJIUKAJI" EOOJ]
1."TTPO
" 0,003515 0,004218
S ;DC/)\OP;\I/IAL[I/I}I 0,003515 0,004218
BO5BA03 Glucose . PEHTEp 10%-500 ml 1."COJNOMEJT" 0,003515 0,004218
E.O on 0,003515 0,004218
| "DAPKOIT" ATl 0,003515 0,004218
1."®bOHUKC
DAPMA" EOO/]
1."CO®PAPMA
BO5BAO3 | Glucose :ap CHTEPATH | 5or 500 ml TPEMIMHI™ AJ] 8’882122 8’882?28
1."MEJIEKC" 00/ ' '
1."ITPO
DAPMAILIA"
EOOJ 0,040322 0,048386
BOSBAL0 | Combinations :apempa“ g”;;'lﬂex OMega | | \conomE" 0,040322 | 0,048386
P EOO[ 0,040325 0,048390
2."6.bPAYH
MEJIUKAJI" EOOJ]
BOSBAL0 | Combinations ;‘apempa“ Periolimel N4E | 1."MEJIEKC" OOJl | 0,027058 | 0,032470
Glucose, L-
alanine; L-
soprtic acd; L | 1 PBOHIHKC
glutamic acid; GD?PMA E(,),OI[ 0,025721 0,030866
- napentepans | Glycine; L- 2."MEJEKC" OO 0,025728 0,030874
BOSBAID | Combinations | | histidine; L- i‘,,lq;PAgKOH AL 10025754 | 0,030905
|so!eucme; L- DAPMAISA" 0,025763 0,030916
lysine; L- EOOJI
methionine; L-
phenylalanine; L-
proline; L-serine;
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L-threotine; L-
tryptophan; L-
tyrosine; L-valine;
Calcium chloride;
sodium
glycerophosphate;
1."B.5PAYH
MEJIMKAJT" EOOJT
1."TIPO 0,032158 | 0,038590
BOSBAL0 | Combinations | "PCMTPAI Y Nutriflex Special | DAPMALIAS" 0,032158 | 0,038590
a EOOJ 0,032158 | 0,038590
1."COJIOME/T"
EOOJL
1."®bOHIKC
APMA" EOO/L 0,013206 | 0,015847
0 0 Combinati napenrepand | Aminoplasmal 5% 2'::CDAPKOH"1}I[ 0,013210 0,015852
BOSBAL ombinations | * ° %.O%?IHOMEZ[ 0013216 | 0015859
B EPAYIL 0,013217 | 0,015860
MEJIUKAJT" EOOJT
1."TIPO
®APMALA"
napentepana | Aminoplasmal EOOA 0,017491 0,020989
BOSBALO | Combinations | | 0% £ 1."COJIOME/L" 0,017491 | 0,020989
EOOJ 0,017492 | 0,020990
2."B.BPAVH
MEJIUKAJT" EOOJ
1."®APKON" AJl
1."MEJIEKC" OOJ{
2."TIPO 0,032859 | 0,039430
®APMALA" 0,032859 | 0,039430
BOSBALO | Combinations :ape‘”epam ;gmﬂex Omega | toon 0,032871 | 0,039445
2."COJIOME/T" 0,032871 | 0,039445
EOOJL 0,032875 | 0,039450
3."B.5PAVH
MEJIUKAJT" EOOJ
BOSBA10 | Combinations :apempa“ Olimel N7E 1."MEJIEKC" OOJ |0,031008 | 0,037210
BOSBAL0 | Combinations :apempa“ Olimel N5E ."MEJIEKC" OO/l |0,048100 | 0,057720
BOSBAL0 | Combinations Zapemepa““ Olimel N9E 1."MEJIEKC" OOZl |0,031008 | 0,037210
1."®bOHUKC
®APMA" EOOJ[
2."MEJIEKC" OO/]
2."CODAPMA 0,002740 | 0,003288
_ | TPEIMHI AL |0,002742 | 0,003290
(P:a'c'“_m chloride/ | 5 wr1pg 0,002742 | 0,003290
BOSBBOL | Electrolytes Zapempa““ cr?ltsrsus(;s/ms() G | PAPMATIS” 0,002800 | 0,003360
chioridosoo ml | EOOB 0,002800 | 0,003360
3."COJIOME]I" 0,002800 | 0,003360
EOOJ 0,002800 | 0,003360
3."APKOJI" AJl
3."5.5PAVH
MEJIUKAJ" EOOJT
napenrepann | Calcium chloride/ | 1."®bOHHKC 0,001775 0,002130
BOSBBOL | Electrolytes a Potassium ®APMA"EOOJI  |0,001777  |0,002132
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chloride/ Sodium | 2."MEJIEKC" OO | 0,001780 0,002136
chloride-1000 ml | 3."®APKOJI" AJ] 0,001783 0,002140
4."b.bPAYH 0,001783 0,002140
MEJVKAJI" EOOJ
4."COJIOME"
EOO]
Sodium
chloride/Potasium
chloride/Magnesiu
mapenTepans | m chloride " "
B05BB01 Electrolytes a hexahydrate/Sodiu 1."MEJIEKC" OO/ 0,003367 0,004040
m acetate
trinydrate/Sodium
gluconate-500ml
Sodium chloride/
Potassium
chloride/ 1"®APKOI" ALl
Magnesium 2."11PO
N e vl e
MapeHTEPAITH s s
BOSBBOL | Electrolytes a EZ’I(EPUVET;% e |2"COTOMER 0,009966 | 0,011959
. . EOO/J1 0,009967 0,011960
dihydrate/ Sodium |
acetate trihydrate/ i/[]? 'BPI?X }{ 00
L-Malic acid-500 | M EAKATT EQOL
ml
1."®bOHUKC
®APMA" EOO/]
2."MEJIEKC" OO/l
2."COPAPMA 0,003280 0,003936
Sodium chloride, | TPEAIUHI™ A 0,003282 0,003938
Potassium 3."TIPO 0,003282 0,003938
BOSBBOL | Electrolytes :ape‘”epam chloride, Sodium | ®APMALAA" 0,003333 | 0,004000
lactate, Calcium EOOQ 0,003333 0,004000
chloride-500 ml 3."COJIOMED" 0,003333 0,004000
EOO/JL 0,003333 0,004000
3."®APKOJI" AJl
3."B.bPAYH
MEIVKAI" EOOJL
Calcium chloride/
Potassium
BOSBBOL1 | Electrolytes Zapemepa““ chloride/ Sodium | 1."MEJIEKC" OOJT | 0,003200 | 0,003840
chloride/Sodium
lactate-500 ml
Sodium acetate
trinydrate/Sodium 1"PAPKOIT" AT
napentepann | chloride/Potasium 2."1PO 0,005197 0,006237
B05BB01 Electrolytes a chloride/Magnesiu DAPMAILINA" 0,005199 0,006239
m chloride EC")O)I ) 0,005200 0,006240
hexahydrate 3."MEJIEKC" 004
Sodium chloride/ | 1."®APKOJI" Al
Potassium 2."TTIPO
chloride/ DAPMAILINA" 0,005839 0,007007
napenTepans | Magnesium EOO/] 0,005841 0,007009
BOSBBO1 | Electrolytes a chloride 2."COJIOME/T" 0,005841 | 0,007009
hexahydrate/ EOO/] 0,005842 0,007010
Calcium chloride | 3."B.FBPAYH
dihydrate/ Sodium | MEJJUKAJI" EOOQ
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acetate trihydrate/
L-Malic acid-1000
ml
Sodium
chloride/Potasium
chloride/Magnesiu
napentepans | m chloride " "
B05BBO1 Electrolytes X hexahydrate/Sodi 1."MEJEKC" OOJI |0,002492 | 0,002990
m acetate
trihydrate/Sodium
gluconate-1000ml
1."®APKOJI" AJl
1."MEJEKC" OOJ]
2."IIPO
. 0,004865 | 0,005837
EI;SE?ALH{H 0,004865 | 0,005837
. . HapeHTepaH " " 0,004866 0,005839
B05BB01 Sodium chloride a 250 ml l25.0((3)OHOME£[ 0.004866 0,005839
A 0,004867 | 0,005840
3."5.bPAVH 0,004867 | 0,005840
MEJIUKAJ" EOOJ | ’
3."CO®APMA
TPEMIUHI" ALl
1."5.BPAVH
MEJMKAJI" EOOJI |0,002000 | 0,002400
. . MapeHTEpaTH 1."COJIOMET" 0,002000 0,002400
B05BB01 Sodium chloride a 1000 ml EOOJI 0,002000 0,002400
1."®APKOJI" AJl 0,002000 | 0,002400
1."MEJEKC" OOJ]
1."®APKOJI" AJl
1."MEJEKC" OOJ]
2."TIPO
. 0,010749 | 0,012899
gt:g;fALulﬂ 0,010749 | 0,012899
BO5BBOL | Sodium chloride | PP 100 m) 3."CODAPMA 0010750 1 0,012900
a > 0,010754 | 0,012905
TPEVIUHT" AJL
4"CONOMEJ" 0,010791  |0,012949
EOOI] 0,010792 | 0,012950
5."5.BPAVH
MEIHKAJI" EOOJL
1."5.BPAVH
MEJHKAJI" EOO/L
¥nggiﬁgiié&n 0,002775 | 0,003330
L'TIPO 0,002775 | 0,003330
BO5BBOL | Sodium chloride | "PC TP 1 500 my OAPMALMS" 0,002775 | 0,003330
a EOO]] 0,002775 | 0,003330
0,002775 | 0,003330
1."COJIOMEJ" ' '
277
EOO]] 0,002775 | 0,003330
1."®APKOJ" AJl
1."MEJEKC" OOJ]
. 1."CO®APMA
ooy | S o ey |ty (00027 000
1."MEJIEKC" 00/ ' '
BosBBOZ | CI|COSe: sodium ) maperrepattt |y oy 1."MEJIEKC" OOJl | 0,002225 | 0,002670
chloride a
BOSBCOL | Mannitol Zape”Tepa““ 10%-500 ml 1."MEJIEKC" OOJ{ |0,006333 | 0,007600
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BO5BCOL | Mannitol Zape“epa”“ 10%-250 ml 1."MEJIEKC" OOJ[ |0,008808 | 0,010570
. MapeHTepaH 1."CO®PAPMA
B05BCO01 Mannitol a 15%-500 ml TPENIMHT™ ALl 0,004017 0,004820
MapeHTepaIH 1."CO®APMA
B0O5CX01 Glucose a 10%-10 ml TPEIIAHT™ AJl 0,061800 0,074160
napeHTepatH 1."CO®PAPMA
B05CX01 Glucose a 40%-10 ml TPEMIHT™ AJl 0,066133 0,079360
MapeHTepaIH 1."CO®APMA
B05CX01 Glucose a 25%-10 ml TPEIMHI™ ALl 0,062833 0,075400
icodextrin, sodium
_ pastEop 32 chloride, so<_jium ) )
BOSDA Isotor_uc HepHTORMAT Iactat_e, calcium 1."EKOC MEJIMUKA 0,007133 0,008560
Solutions chloride, (0]0)1
Ha auaiu3a .
magnesium
chloride
glucose
monohydrate,
sodium chloride,
. pasTBop 32 sodium lactate, Y "
BOSDB Hypertonic nepuronman | calcium chioride | - o OC MEAMKA™ ) 505700 | 0,006840
Solutions . 001
Ha quanuza | dihydrate,
magnesium
chloride
hexahydrate
1. "MEJIEKC" OOJ]
1. "CO®APMA
TPEMIMHI™ A 0,000307 0,000368
1. "ObOHUKC
0,000307 0,000369
. ®APMA" EOO/]
BOSXAOL Potas_5|um HapeHTepatH > "EEPAVH 0,000307 0,000369
chloride a 0,000308 0,000370
MEJIUKAJI" EOOJ]
2. "COTIOMEJL" 0,000308 0,000370
EOOJT 0,000308 0,000370
2. "®APKOJ" A/l
1. "®bOHUKC
DAPMA" EOO/]
2. "MEJIEKC" OO/]
2. "CODAPMA 0,003643 0,004372
TPEUJIUHT™ AJT 0,003644 | 0,004372
Sodium hydrogen | naperepams 3. "®APKOJI" AL] 0,003644 0,004372
B05XA02 carbonate . 4. "TIPO 0,003649 0,004379
DAPMAILINA" 0,003650 0,004380
EOOJ 0,003660 0,004392
5."B.BPAYH 0,003660 0,004392
MEJIUKAJI" EOOJ]
5. "COJIOME/Z"
EOO[
1."®bOHUKC
CD:%PMA” E?Oﬂ 0,203800 0,244560
BO5XB02 | Alanyl glutamine | PCHTePAIH i‘,,;AngKC OON 10203861 | 0,244633
DGAPMALIS" 0,204166 0,244999
EOO[
BO5XX Combinations HapeHTepaH 1."®bOHUKC 0,291200 0,349440
(trace elements) |a DAPMA" EOO/] 0,291311 0,349574
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2."MEJIEKC" OOZ |0,292333 0,350800
3."B.BPAVH 0,292333 0,350800
MEJUKAII" EOOJ |0,292333 0,350800
3."[IPO
DOAPMAILIMA"
EOOJ]
3."COJIOME]"
EOO
Exunena | Exnena
AHatomo- | MexayHapoaH 3a 3a
TepaneBTH4Ye | 0 HenaTeHTHO | HauwuH Ha eMHMIA | eMHHIA
06.mo3unu | H ko /ATC- | HaMMeHOBAHM | MPHJIOKeHU | 3a0eTeKK MspKa MSIpKa ¢
s1 Ne Koa/ e /INN/ e a YuacTHHIIH oe3 JIJIC JAC
Solution 1."MEJEKC" OO/]
napenrtepaind | for 2."®bOHUKC 0,955063 |1,146076
2| L01BAO1 Methotrexate |a injection | ®PAPMA" EOOJ] 0,955333 | 1,146400
concentrat
e for
solution
for
infusion
napenrepans | MKb 1."POLI
2| L01XC02 Rituximab a MO05,M06 | BBJITAPUS" EOOJ] |2,425400 |2,910480
HapeHTepaH 1."POLI
2| L01XC15 Obinutuzumab |a BBJIII'APUA" EOOJ] |5,477259 |6,572711
napeHTepaiy
2| L01XC18 Pembrolizumab | a 1.®@apmuer EAJT 49,997416 | 59,996899
1."®bOHUKC
DOAPMA" EOOJ
2."AJITA
OAPMACIOTUKBJI
C" EOO/ 1,074333 |1,289200
nepopaiHa 3."CO®APMA 1,074589 |1,289507
2| LO1XE23 Dabrafenib TBBpIA TPEUJIUHI™" AJT 1,074590 |1,289508
1."MAPUMIIEKC -
7" EOO
2."COJIOME" 18,750000 | 22,500000
2| LO2AEQ3 Goserelin WUMITIaHT EOOX 18,750257 | 22,500308
solution
napenrepaind | for 1."®bOHUKC 102,46285
2| LO2AE04 Triptorelin a injection | ®PAPMA" EOOJ] 85,385714 | 7
1."®bOHUKC
nepopaHa DOAPMA" EOO/] 0,009287 |0,011144
2| L02BB03 Bicalutamide | TBBpHA 2."MEJIEKC" OO0/ |0,009288 |0,011145
nepopajHa
2| L02BG03 anastrozole TBBpPJA 1."MEJIEKC" OO/J] |0,541367 |0,649640
1."MAPUMIIEKC - |0,306402 |0,367682
7" EOOJ 0,306404 |0,367684
nepopaiHa 2."MEJIEKC" OO/ 0,306555 |0,367866
2| L02BG04 Letrozole TBBpIA 3.JAHCOH BI' OO/] |0,306555 |0,367866
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3."COJIOME/"
EOO
1."MAPUMIIEKC -
7" EOO/J]
2."®bOHUKC
DOAPMA" EOO 0,035187 [0,042224
3.JAHCOH BI' OOJ] |0,035200 |0,042240
nepopasiHa 3."COJIOME/" 0,035222 |0,042266
L02BG06 Exemestane TBBp/a EOO 0,035222 |0,042266
1."®bOHUKC
DOAPMA" EOOJ1
Mycophenolic | nepopaina 2."COPAPMA 0,002640 |0,003168
LO4AA06 acid TBBpIA TPEUJIUHI™" AJT 0,002641 |0,003169
1."AJITA
DOAPMACIOTUKBJI
C"EOO/]
1."CO®APMA
TPEAIUHI" AJl 79,527716 | 95,433260
TapeHTepaTH 2."®bOHUKC 79,527716 |95,433260
LO4AA09 Basiliximab a DOAPMA" EOOJQ 79,559500 | 95,471400
nepopaiHa 1."CODPAPMA
LO4AA10 Sirolimus TBBpPIA TPEUJIUHI™" AJT 6,363611 |7,636333
1."MAPUMIIEKC -
7" EOO/]
2."MEJEKC" OO/
2."CODAPMA 0,041909 |0,050291
TPEAIUHI" AJl 0,041910 |0,050292
nepopaiHa 3."COJIOME/" 0,041910 |0,050292
LO4AAL3 Leflunomide TBBpJA EOO/] 0,041929 |0,050315
1."®bOHUKC
DOAPMA" EOOQ
2."AJITA
DOAPMACIOTUKDBJI
C"EOO/] 10,351333 | 12,421600
mepopaiHa 3."CODAPMA 10,355555 | 12,426666
LO4AA18 Everolimus TBBp/Ia TPEMIUHI" AJl 10,355556 | 12,426667
nepopaiHa 1."®bOHUKC 330,63650 | 396,76380
LO4AA40 Cladribine TBBPIA DOAPMA" EOOQ 0 0
1."MEJJIEKC" OO/
2."®bOHUKC
DOAPMA" EOO/] 9,835916 |11,803099
mapeHTeparH 3."CODAPMA 9,838250 |11,805900
L04AB04 Adalimumab a TPEMIUHI" AJl 9,840836 |11,809004
concentrat
e for
solution
napenrepain | for 1."POLI
LO4ACO7 Tocilizumab a infusion BBJITAPUA" EOOM |2,413333 | 2,896000
1."®bOHUKC 1,554222 |1,865066
nepopaHa DOAPMA" EOO/] 1,554444 |1,865333
L04ADO02 Tacrolimus TBBp/A 2."AJITA 1,554445 |1,865334
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DOAPMACIOTUKBJI
C"EOOJ
3."MEJEKC" OOJ]

V. IlpoBepka 3a HajiM4yHe HA HMKOHOMMYECKH IO OJarompusiTHO TMpeNJIOKeHHe W TpeioKeHHe 3a
onpejae/siHe HA M3NBJIHUTEIU, HA 3AKPUTH 3acefaHus nposeaeHu B nepuoaa 19.08.2020 r. go 01.09.2020 r.
0T KOMMCHS B CbCTaB

IMpencenarean:

1. [llena#it EMuHOBa, TJIaBEH FOPUCKOHCYAT B qupekius ,,OI1%;

Ynenose:

2. Koncraarunoc Srmc, nppkaBeH ekcrept B qupekims "EKMC";

3. O-p Ceetnana PaifueBa — nppkaBeH excrept B otaen ,,JII1;

4. Mar. ®apwm. Tans I'epruaoBa — riaaBeH ekcriepT B oTaen ,,JII1;

5. Mar. ®apwm. Ligerenuna [lornosa — crapmu excriept B otaen ,, JIIT

[lopanm mon3BaHe Ha OTHYCK 32 BpeMEHHa HEpPaOOTOCHOCOOHOCT OT CTpaHa Ha TNpeaceiaTeNsT Ha
komucusita PymsiHa CraBpeBa, IbpkaBeH eKcrepT B qupekius "OOmecTBeHrn TopbyuKy", chillaTa Oerre 3aMecTeHa
Ha 3akputute 3acemanusi ot lllenait EmumHOBa, IJIaBEH IOPUCKOHCYAT B aupekuus ,, Ol pesepBen
npeacenaren. [Ipean HadyamoTo Ha MBPBOTO 3aceaHUE, B KOETO € B3€JIa YYacTHE CIIE MOJy4aBaHe Ha
CIUCBhKA Ha yyacTHULMTE B npoueaypata [llenait EMunoBa noanuca nexknapauus no wi. 103, an. 2 ot
30I1 11 un. 51, an. 13 ot IITI30I1

Ha ocnoBanue ui. 72, an. 6 ot 3011, koMucusTa U3BbPILN NPOBEPKA 32 HATUYUETO Ha ¢ noseye oT 20 Ha
CTO TIO ONArompHsITHO TPEJIOKEHHE MEXIY, YYaCTHHIMTE B MPOLEAypaTa U Ce YCTaHOBH, Y€ HsMa IIEHOBU
MPEUIOKEHNSA, KOUTO Ja ca ¢ mosede oT 20 Ha cTo MO-OJarompusTHH OT OCTAHAJIUTE NPEUIOKEHUs Ha
YYaCTHUIHHTE.

CJ'IC}Z[ HU3BBPIIBAHEC HAa T'OPHUTC I[CﬁCTBHSI IIpu CI1a3BaHC Ha MPCABAPUTCIIHO O6$1BCHI/ITG OT BB3JIOKHUTEIA
ycloBHs 3a M3IIBJIHUTEIM HA PaMKOBOTO CIOpa3syMEHHME 3a JaJeHa HOMEHKIJIATypa A Ce OIPEHeiAT
YYAaCTHUKBT MPEJIOKNI Hall-HUCKA [I€HA U BCUYKU JPYTH YYACTHULIM, TPEAJIOKUIIN LIeHa, KosATOo € 10 10
% mo-BHCOKAa OT Hall-HHCKaTa MpeUIoKeHa IeHa, HO He C moBede oT 10 M3MBJIHUTENTH, KOMUCHUSTA
npemiara, CIEAHATE U3ITBIHUTEM 10 OTJIECITHUTE HOMEHKIIATYPH:

AHaTOMO- Me:xayHapoano
OIl | TepameBTHYEH HeNaTeHTHO Hauuu Ha SaGesenia IpensioxKeHus 32 U3MBIHUTETH 110
Ne kon /ATC- HaHMeHOBaHHe NpHII0KEeHne PAaMKOBOTO CIIOpa3yMeHHe
Kon/ /INN/
nepopaiHa 1."®bOHUKC ®APMA" EOO/]
1 | BOIAADT Acenocoumarol | ra 2."CODAPMA TPEMJIUHT" AT
. 1."B.BPAYH MEJJUKAJT" EOO
1| B01ABO1 Heparin napeHTeparHa 1."MEJIEKC" OO/]
1| B0O1AB02 Antithrombin 11 napeHTepaitHa 1."EKOC MEJJUKA" OO/]
1."®bOHUKC ®APMA" EOO/J]
1."MAPUMIIEKC - 7" EOOJ
1| BO1AB05 Enoxaparin napeHTepaiHa 1."MEJJEKC" OO[1
2."CO®APMA TPEUIAHI™" AJ]
3."COJIOME" EOOZ
1| BO1ABO06 Nadroparin MapeHTepaiHa 1."®bOHNKC ®APMA" EOOJ
. nepopanHa 1."®bOHUNKC ®APMA" EOOJ]
1| BO1ACO4 Clopidogrel TRBpIA 2."CO®APMA TPEIIMHT" AJT
1."®bOHUKC ®APMA" EOO/]
1| B01AC11 lloprost napeHTepailHa 2."AJITA PAPMACIOTUKBJIC" EOOJ]
3."MEJEKC" O0[
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3."MAPUMIIEKC - 7" EOOJ
3."CO®APMA TPEUIUHI™" AJl

1."TBPTOBCKA JIMT'A - TAIT" AL

B01AC17 Tirofiban MmapeHTeparHa 1."dAPKOJI" AJL
BO1AC24 Ticagrelor HIEPOPATHA 1."CO®APMA TPEIIVIHI™" Al
TBBpJAA
1."®bOHUKC ®APMA" EOO
BO1ADO02 Alteplase napeHTepaita 2."CODAPMA TPEIIUHI™ AI[)I
. repopainHa 1."®bOHUKC ®APMA" EOO/]
BOLAFOL Rivaroxaban S 2."CODAPMA TPEMJIUHT" Al
BO1AF02 Apixaban HICPOPATHA 1."CO®APMA TPEIIVIHI™" Al
TBBpAA
1."®bOHUKC ®APMA" EOO
BO1AX05 Fondaparinux HapeHTepanrHa 2."MEJAEKC" OO/
2."CO®APMA TPEMIUHI" AJl
B02BB01 Human fibrinogen | mapenTepanna 1."Maruna®apm bwarapus" EAJ]
Coagulation factor
B02BDO01 IX ?I VIl and X in | mapentepanua 1"EKOC MELMKA" OO/
T 1."MEJIEKC" OO/]
combination
Human 1."®APMUMIIOPT" AJ]
B02BD01 Prothrombin napeHrepaita 1."CO®APMA TPEUJIUHI™" AJ]
Complex 1."TTPO ®APMALIUA" EOO/]
Coagulation factor
B02BD02 VIII (Moroctocog | mapenrepaina 1."CO®APMA TPEUJIUHI™" AJ]
alfa)
1."®bOHUKC ®APMA" EOOQ
Coagulation factor 2."MAPUMIIEKC - 7" EOO/L
B02BD02 VIII (Octocog alfa) napeHTepaiHa 2."MEJEKC" OO/
3."OAPMUMIIOPT" A/]
3."EKOC MEJIUKA" OO]I
Coagulation factor
B02BD02 VI (rurioctocog napeHTepairHa 1."EKOC MEJIJUKA" OO/]
alfa pegol)
Coagulation Factor
B02BD02 VIII (Simoctocog | mapeHTepaiHa 1."OAPMUMIIOPT" AJ]
Alfa)
Coagulation Factor
B02BD02 VIIIg(Turoctocog napeHTepaHa 1."@BOHHIKC OAPMA" EOO/L
Alfa) 2."CO®PAPMA TPEUIWHI™" AJ]
Human coagulation 1."MEJIEKC" OO
B02BD02 factor VIII ’ flapentepaa 2."®APMUMITOPT" AJl
factor VIII
B02BD03 inhibitor bypassyng | mapenTepanna 1."EKOC MEJJUKA" OO/]
activity
B02BD04 Ic;? agulation factor | enreparna 1."MEJIEKC" OOJ{
B02BD04 Coagulation factor | . @+ cpamma 1."CO®APMA TPEIZMHI™ AJ{
IX (nonacog alfa)
Coagulation factor
B02BD06 V111, Factor von napeHTepaHa 1."®APMUMIIOPT" A
Willebrand
Eptacog alfa 1."®bOHUKC ®APMA" EOOQ
B028D08 (aztivatged) HaperTepaiia 2."CODAPMA TPEI/IUHI" AJ]
Ferric 1."®bOHUKC @APMA" EOO
BO3ACO1 napeHTepailHa 2."CODAPMA TPEUAVHI™" ALl
carboxymaltose

3."TIPO ®APMALIUA" EOO/]
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BO3ACO02

Saccharated iron
oxide

HapeHTepaiHa

1."®bOHUKC ®APMA" EOOJ]
2."TIPO ®APMALIIA" EOOJT
3."CODAPMA TPENIMHI™ AJ]

BO3AC06

Iron (I11) (as
isomaltoside)

HapeHTepanrHa

1."®bOHHUKC ®APMA" EOOJ
2."MEJIEKC" 0OJ]
2."CO®APMA TPEMIUHI" AJl

BO3AC06

Iron(111)-
hydroxide dextran
complex

HapeHTepanrHa

1."®bOHUKC ®APMA" EOO/]
2."MEJEKC" OO/]

BO3BAO1

Cyanocobalamin

HapeHTepanHa

1."CO®APMA TPEUIUHI" AJl

BO5SAA0Q1

Albumin

HapeHTepanrHa

20%-100ml

1."MEJIEKC" OO
2."CO®APMA TPEMIUHI" AJl
3."Marna®apm bearapus" EAJ]
4."®APMUMIIOPT" A/l
5."TTPO ®APMALIMA" EOOJL

BO5AA01

Albumin

HapeHTepanHa

5%-250ml

1."Maruna®apm bbarapus" EAJ]
2."®APMUMIIOPT" A/l
2."CO®APMA TPEMIUHI™" A/
2."TIPO DPAPMAILIUA" EOO/]

BO5AAQ1

Albumin

NnapeHTCpaiHa

20%-50ml

1."Marna®apm bearapus" EAJ]
2."CO®APMA TPEMJIUHI™" AJ]
3."®APMUMIIOPT" ALl
4."TIPO ®APMAIIUA" EOO/]

BO5AAQ6

Gelatin agents

napeHTCpaiHa

1."®bOHUKC ®APMA" EOOJ]
2."B.BPAYH MEJIUKAJT" EOOJ]
2."COJIOMEJI" EOOJ]
2."®APKOII" AJl

BO5AAQ7

Hydroxyethylstarch

HapeHTepanHa

Poly(O-2-hydroxyethyl)
starch-6%

1."®bOHUKC ®APMA" EOO/]
2."MEJIEKC" OO[{

3."[IPO DAPMAILS" EOO/]
3."®APKOJI" AJl

BOSBAO1

Amino acids

napeHTepaiHa

Hepa 10% + electrolites

1."B.BPAYH MEJJUKAJI" EOO
1."TTPO ®APMALIUA" EOO/]
1."COJIOMEA" EOO/]

BO5BAO1

Amino acids

napeHTCpaiHa

N-Hepa-8%

1."®bOHUNKC ®APMA" EOOJ]
2."MEJIEKC" OO/
3."®APKOJI" AL

BO5BAO1

Amino acids

napeHTCpaiHa

Amino Acids /Isoleucine,
Leucine, Lysine,
Methionine, Phenylalanine,
Threonine, Tryptophan,
Valine, Arginine, Histidine,
Alanine, Glycine, Proline,
Serine, Tyrosine, Taurine/-
10%

1."®LOHUKC ®APMA" EOO/
2."MEJIEKC" 00]]
3."®APKOJI" AJl

BO5BA02

Purified soybean
oil

napeHTCpaiHa

Purified soybean oil -20%

1."®bOHUKC ®APMA" EOO/]
2."MEJIEKC" OO[{
2."DAPKOJI" A/l

BOSBA03

Glucose

HmapeHTepanrHa

10%-500 ml

1."B.BPAYH MEJIUKAJI" EOOJ{
1."[IPO ®APMALUA" EOOJL
1."COJIOMEJZ" EOOJ]
1."®APKOJI" ALl

1."®bOHUKC ®APMA" EOOJ]

BO5BAO3

Glucose

MapeHTepaiHa

5%-500 ml

1."CO®APMA TPEUJUHI" AJl
1."MEJIEKC" OO/]
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1."TTIPO ®APMALIUA" EOOJT

BO5BA10 Combinations napenrepanda | NUTRIflex Omega Special | 1."COJIOME[" EOOJ
2."B.BPAYH ME/IUKAJI" EOO/]

BO5BA10 Combinations napenrepanda | Periolimel N4E 1."MEJEKC" OO/

Glucose, L-alanine; L-
arginine; L-aspartic acid; L-
glutamic acid; Glycine; L-
histidine; L-isoleucine; L- 1."®bOHUKC ®APMA" EOO/1
N lysine; L-methionine; L- 2."MEJEKC" O0/]
BO5BA10 Combinations napeHTepaiHa phenylalanine: L-proline: L- | 3."®APKOJ" AJl
serine; L-threotine; L- 4."TIPO ®APMALUA" EOO/
tryptophan; L-tyrosine; L-
valine; Calcium chloride;
sodium glycerophosphate;
1."B.bPAYH MEJIUKAJI" EOO{

BO5BA10 Combinations napenrepansa | Nutriflex Special 1."TTPO ®APMAILIUA" EOO/]
1."COJIOME[]" EOO/]
1."®bOHUKC ®PAPMA" EOO

BO5BA10 Combinations napentepanna | Aminoplasmal 5% E ivvgg;gﬁé /:[[?HE 0011
4."6.FBPAYH ME/IUKAJI" EOO/]
1."TITPO ®APMALIMA" EOO/]

BO5BA10 Combinations napenrepansa | Aminoplasmal 10% E 1."COJIOME[Z" EOO/J]
2."B.BPAYH MEJIVKAJI" EOO/J]
1."®APKOI" ALl
1."MEJEKC" OO/

BO5BA10 Combinations napenrepanda | NUTRIflex Omega plus 2."TTIPO ®APMALIMA" EOO/]
2."COJIOME[Z" EOOJ]
3."B.BPAYH MEJIUKAJI" EOOJL

BO5BA10 Combinations napenrepanda | Olimel N7E 1."MEJEKC" OO/

BO5BA10 Combinations napenrepansa | Olimel NSE 1."MEJIEKC" OO/1

BO5BA10 Combinations napenrepanna | Olimel N9E 1."MEJEKC" OO/
1."®bOHUKC ®APMA" EOOQ
2."MEJEKC" OO/

Calcium chloride/ 2."CO®APMA TPEMIUHI" AJl

B05BB01 Electrolytes napentepanda | Potassium chloride/ Sodium | 3."TTIPO ®APMAILIUA" EOO/I

chloride-500 ml 3."COJIOME" EOO
3."®APKOJI" AJl
3."b.bPAYH MEJAUKAJI" EOOL
1."®bOHUKC ®APMA" EOOQ
Calcium chloride/ 2."MEJIEKC" OO/]],
B05BB01 Electrolytes napentepanHa | Potassium chloride/ Sodium | 3."®APKOJI" ALl
chloride-1000 ml 4."B.BPAYH MEJIMKAJI" EOOJ]
4."COJIOME]Z" EOOJ]
Sodium chloride/Potasium
chloride/Magnesium
B05BB01 Electrolytes HapeHTepansa chloride . 1."MEJIEKC" OO/
hexahydrate/Sodium acetate
trihydrate/Sodium
gluconate-500ml
Sodium chloride/ Potassium
chloride/ Magnesium 1."®APKOJI" A
BOSBBOL Electrolytes napesTepania chloride hexahydrate/ 2."TIPO ®APMAIIUA" EOO/]

Calcium chloride dihydrate/
Sodium acetate trihydrate/
L-Malic acid-500 ml

2."COJIOMEA" EOO/]
3."B.BPAYH MEJIUKAJI" EOO]
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Sodium chloride, Potassium

1."®bOHUKC ®APMA" EOOJ]
2."MEJEKC" OO/
2."CO®APMA TPEMIUHI™" A/

B05BB01 Electrolytes napenrepanua | chloride, Sodium lactate, 3."TIPO ®APMAIUS" EOO/J]
Calcium chloride-500 ml 3."COJIOMEN" EOO/]
3."®APKOJI" Al
3."b.bPAYH MEJUKAJI" EOOL
Calcium chloride/
Potassium chloride/ Sodium | y
B0O5BB01 Electrolytes MAPEHTEPATHA |\ e i im lactate-500 1."MEJIEKC" OO[T
mi
Sodium acetate
trihydrate/Sodium 1."®APKOJI" ALl
B05BB01 Electrolytes napenrepanda | chloride/Potasium 2."ITIPO ®APMALIMA" EOO/]
chloride/Magnesium 3."MEJJEKC" OO
chloride hexahydrate
Sodium chloride/ Potassium
chloride/ Magnesium 1."®APKOJI" A/l
chloride hexahydrate/ 2."TTIPO ®APMALIMA" EOO/]
BOSBBOL Electrolytes flapentepaa Calcium chloride dihydrate/ | 2."COJIOME" EOOJ]
Sodium acetate trihydrate/ | 3."B.BPAYH MEJJUKAJI" EOO]
L-Malic acid-1000 ml
Sodium chloride/Potasium
chloride/Magnesium
B05BB01 Electrolytes HapeHTepaTHa chioride . 1."MEJIEKC" OO
hexahydrate/Sodium acetate
trihydrate/Sodium
gluconate-1000ml
1."®APKOI" Al
1."MEJIEKC" OO/

BO5BBOL Sodium chloride | napertepasma | 250 mi ;gﬁgﬁ%ﬁgﬁEaﬁ
3."b.bPAYH MEJUKAJI" EOOL
3."CO®APMA TPEMIUHI" AJl
1."B.bPAYH MEJUKAJI" EOO{

. . 1."COJIOMEJ" EOOJ

B05BB01 Sodium chloride napentepansa | 1000 ml 1"DAPKOJI" AJl
1."MEJIEKC" OO/
1."®APKOJI" A/]
1."MEJIEKC" OO

. . 2."TTIPO ®APMALIUA" EOO/]

B05BB01 Sodium chloride napentepansa | 100 ml 3."COGAPMA TPEIIMHI™ ALl
4."COJIOMEJ" EOOJ
5."b.bPAYH MEJAUKAJI" EOO/L
1."B.bPAYH MEJUKAJI" EOO/{
1."CO®APMA TPEP'I}II/IHF" Al

B05BB01 Sodium chloride napentepanna | 500 ml 1"223(?1\122%%]—[0140}51 EOOA
1."®APKOJI" A/]
1."MEJIEKC" OO/]

Glucose, sodium 1."CO®APMA TPENMJUHI" AJl

B05BB02 chloride napenrepanda | 500 ml |"MEJEKC" 0O/

B05BB02 GIucc_Jse, sodium napenTepanta | 1000 ml 1."MEJIEKC" OO[]

chloride

B0O5BCO01 Mannitol napenrepansa | 10%-500 ml 1."MEJIEKC" OO

B0O5BCO01 Mannitol napenTepansa | 10%-250 ml 1."MEJJEKC" OO[1

B0O5BCO01 Mannitol napenrepanna | 15%-500 ml 1."CODAPMA TPEMMHI" Al

8l|Page




1| BO5CX01 Glucose napenrepansa | 10%-10 ml 1."CO®APMA TPEUJIUHI™" AJ]
1| B0O5CX01 Glucose napenrepansa | 40%-10 ml 1."CO®APMA TPEUJIUHI" AJ]
1| BO5CX01 Glucose napenrepansa | 25%-10 ml 1."CO®APMA TPEMJIUHI™" AT
icodextrin, sodium chloride,
. . pastop 3a sodium lactate, calcium
1 | BOSDA Isotonic Solutions | mepuronnanna . C 1."EKOC MEJIUKA" OO
. chlor!de, magnesium
chloride
glucose monohydrate,
. pasTBOp 32 sodium chloride, sodium
1| B05DB Hypertonic nepuronuana | lactate, calcium chloride | 1."EKOC MEJIKA" OO
Solutions . -
Maan3a dihydrate, magnesium
chloride hexahydrate
1. "MEJIEKC" OO]]
1. "CO®APMA TPEUJIUHI™" AJ
. . 1. "®bOHUKC ®APMA" EOO,
1| BO5XA01 Potassium chloride | mapenTepanna 2. "B.BPAYH MEJIUKAJI" E OéII[
2. "COJIOMEJ" EOO/1
2. "OAPKOJI" A/
1. "ObOHUKC ®APMA" EOO
2. "MEJEKC" OOJ{
. 2. "CO®APMA TPEUJVHI™ ALl
1| B0O5XA02 S;rilsr:gtzydmgen napeHTepaiHa 3. "®APKOII" A
4. "TIPO ®APMALIUA" EOOJ
5. "B.bBPAYH MEJIUKAJI" EOO/]
5. "COJIOMEJ" EOOJ
1."®bOHUKC ®PAPMA" EOOQ
1| BO5XB02 Alanyl glutamine | mapenrepainna 2."MEJEKC" OO/
3."TIPO ®DAPMALIMA" EOOJ
1."®bOHUKC ®APMA" EOOQ
o 2."MEJIEKC" 0O]]
1| BO5XX Z?afsgzxﬁs) napenTepanHa 3."5.BPAYH MEJTUKAJT" EOOJT
3."TIPO ®APMALIUA" EOO/]
3."COJIOME[I" EOOJ{
AHaTOMO- MexayHapoaH
TepaneBTHYE | O HEMATEHTHO
OIl | H xkoa /ATC- | naumeHoBanue | Haumn Ha IIpeI0KeHust 32 H3MbIHHTETH 110
Ne Ko/ /INN/ NMPUII0KEHHE 3abenexka PAMKOBOTO CHIOPa3yMeHHe
HapeHTepaH 1."MEJEKC" OO/]
2 |LO1BAO1 Methotrexate a Solution for injection 2."®bOHUNKC ®APMA" EOO/]
napenrtepand | concentrate for solution for
2 | L01XC02 Rituximab a infusion MKB M05,M06 1."POILI BBJITAPUA" EOOJ
mapeHTeparH
2 | L01XC15 Obinutuzumab |a 1."POLI BBJTAPUA" EOO/,
MapeHTepaH
2|L01XC18 Pembrolizumab |a 1.®apmuer EAJ]
1."®bOHUKC ®APMA" EOO/]
2."AJITA PAPMACIOTUKBJIC"
nepopanHa EOO/[
2 | LO1XE23 Dabrafenib TBBpIA 3."CODAPMA TPEMJIMHI" A/l
1."MAPUMIIEKC - 7" EOOJ
2 | LO2AEOQ3 Goserelin AMIUIaHT 2."COJIOME" EOO/]
MapeHTepaH
2 | LO2AE04 Triptorelin a solution for injection 1."®bOHUKC ®APMA" EOO/]
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nepopaiHa 1."®bOHUKC ®APMA" EOO/]
2| L02BB03 Bicalutamide TBBpIA 2."MEJEKC" OO/
nepopajiHa
2| L02BG03 anastrozole TBBpIA 1."MEJIEKC" OO/
1."MAPUMIIEKC - 7" EOO/]
2."MEJIEKC" OO/}
mepopaiHa 3.JAHCOH BI' OO
2| L02BG04 Letrozole TBBpAA 3."COJIOMEZ" EOO
1."MAPUMIIEKC - 7" EOO
2."®bOHNKC ®APMA" EOO/]
nepopanHa 3.JAHCOH BI' OO
2 | L02BG06 Exemestane TBBpAA 3."COJIOMEN" EOO/]
Mycophenolic | mepopansa 1."®bOHUKC ®APMA" EOO/]
2 | LOAAAO6 acid TBBpAA 2."CO®APMA TPEUIUHI" AJ]
1."AJITA ®PAPMACIOTUKBJIC"
EOOX
NapeHTepatH 1."CODAPMA TPEMJIMHI™ AT
2 | LOAAA09 Basiliximab a 2."®bOHUKC ®APMA" EOO/]
nepopanHa
2| LO4AA10 Sirolimus TBBpJA 1."CO®APMA TPEWIUHI™" A]l
1."MAPUMIIEKC - 7" EOO/]
2."MEJIEKC" OO/
nepopajHa 2."CO®APMA TPEMJIMHI™" A/l
2| LOAAA13 Leflunomide TBBpAA 3."COJIOME" EOO
1."®bOHUKC ®APMA" EOO/]
2."AJITA ®PAPMACIOTUKBJIC"
nepopanHa EOOJ
2 | LO4AA18 Everolimus TBBpIA 3."CO®APMA TPEWIUHI™" Al
nepopanHa
2 | LOAAA40 Cladribine TBBp/A 1."®bOHUKC ®APMA" EOO/]
1."MEJIEKC" OO/[]
napeHTepaiH 2."®bOHUKC ®APMA" EOO
2| LO4ABO4 Adalimumab a 3."CO®APMA TPEMIUHI" AJ]
napentepanu | concentrate for solution for
2 | LO4ACO7 Tocilizumab a infusion 1."POIII BBJITAPUA" EOO
1."®bOHUKC ®APMA" EOO/]
2."AJITA PAPMACIOTUKBJIC"
nepopaHa EOOA
2 | LO4AADO02 Tacrolimus TBBp/Ia 3."MEJIEKC" OO/1

Ilo oTHOmICHHE Ha CJICOHUTEC JICKAPpCTBCHU HNPOAYKTH, KOMUCHUATA NpCAjiara Ha BB3JIOXUTCIIA, OGIHGCTBeHaTa

nmophyKa J1a Obe MpeKpaTeHa, Mpy MPaBHATE OCHOBAHMSI IOCOYSHH MO-A0TY:

ATC INN ®opma Ha 3abeneKKka IIpaBHO ocHOBaHHe
NpUJI0KeHHe
Ha ocnoBanue ui. 110, an. 1, T.
1 ot 30I1, TBi1 KaTO HAMA
MoJIaIcH! OepTH 3a Ta3H
BO1AB12 | Bemiparin napeHTepaiHa HOMEHKJIATypa.
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BO1AC16

Eptifibatide

napeHTepaIHa

Ha ocnopanme . 110, an. 1, T.
1 ot 30I1, Thi1 kKaTO HAMA
nogaeHu oepTH 3a Ta3u

HOMCHKJIATYypa.

BO1AEO7

Dabigatran etexilate

nepopaiHa
TBBpJIA

Ha ocnopanue uin. 110, an. 1, T.
1 ot 30I1, TBi1 KaTO HAMA
rogaeHu oepTH 3a Ta3u

HOMEHKJIATypa.

B02BD02

coagulation factor VIII
(efmoroctocog alfa)

NnapeHTCpajaiHa

Ha ocnopanue uin. 110, an. 1, T.
1 ot 3011, Tbi1 KaTO HAMA
rogaaeHu oepTH 3a Ta3u

HOMEHKJIaTypa.

BO5SAA01

Albumin

MnapeHTCpajaiHa

5%-500ml

Ha ocnopanue uin. 110, an. 1, T.
1 ot 3011, TBi1 KaTO HAMA
rogaxeHu oepTH 3a Ta3u

HOMEHKJIATypa.

BO5BB02

Glucose, sodium chloride

napeHTepaiHa

250 ml

Ha ocnoBanue uin. 110, an. 1, T.
1 ot 30I1, TBI KaTO HIMA
NoJIaZicHu OPEePTH 3a Ta3H

HOMEHKJIaTypa.

B0O5DB

Hypertonic Solutions

pas3TBoOD 32
MEepUTOHUATTHA
Ja3a

glucose
monohydrate,
calcium chloride
dihydrate,
magnesium chloride
hexahydrate, sodium
chloride, sodium
hydrogen carbonate,
sodium lactate

Ha ocnoBanwme un. 110, an. 1, T.
1 ot 30I1, TBi KaTO HIMA
noJIaZicHu OPEePTH 3a Ta3H

HOMEHKJIaTypa.

LO2AEQ1

Buserelin

HUMILIIaHT

Ha ocnopanue uin. 110, an. 1, T.
1 ot 30I1, Thii KaTO HAMA
roaaeHu odepTy 3a Ta3u
HOMEHKJIATypa.

LO1BCO1

Cytarabine

HapeHTepaiHa

Suspension for
injection 50 mg/ml

Ha ocnoBanue ui. 110, an. 1, T.
1 ot 30I1, TBi1 KaTO HAMA
roaaeHu opepTy 3a Ta3zu
HOMEHKJIATypa.

L01XX23

Mitotane

nepopanHa
TBBpJA

Ha ocnoBanue uin. 110, an. 1, T.
1 ot 30I1, TBi1 KaTO HAMA
roaaeHu odepTy 3a Ta3u
HOMEHKJIATypa.

LO3AB04

Interferon alfa-2a

napeHTepaiHa

Ha ocnoBanue uin. 110, an. 1, T.
1 ot 30I1, TBi1 KaTO HAMA
noJIaZicHu oPepTH 3a Ta3H
HOMEHKJIaTypa.

BO5XA03

Sodium chloride

napeHTepaiHa

0,9%-10ml

Ha ocnoBanme ui. 110, an. 1, T.
2 ot 3011, Thii KaTO BCUYKH
odepTH WK 3asBJICHUS 32
y4acTHe HE OTTOBAPSAT HA
YCJIOBHSITA 3a MPEJCTaBsHE.

BO5BA10

Combinations

napeHTepaiHa

Nutriflex Lipid Peri

Ha ocnopanme . 110, an. 1, T.
2 ot 3011, Thii KaTO BCUYKH
odepTH Wi 3asBICHUS 32
y4acTHe Cca HEMOAXOISIIH.
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Ha ocnoBanue wi. 110, an. 1, T.
2 ot 3011, Thii KaTO BCUYKH
Clopidogrel, mepopaHa oepTH WK 3asBICHUS 32
BO1AC30 | Acetylsalicylic acid TBBpPIA y4acTHe ¢a HETOIX O ISIITH

C u3BBPIIBAHETO HA TOPHOTO KJIacupaHe, padoTaTa Ha KomucusaTa npukiaoyu Ha 01.09.2020 r.
IIpencenaren: 3aanyeno Ha ocHoBaHue Wi. 36a ot 3011, BbB Bpb3Ka ¢ §137 ot 133U 3011
1. Pymsana CraBpeBa, IbpikaBeH eKCIepT B Jupekust ,,OI1;

UYnenose: 3aanueHo Ha ocHoBaHue wi. 36a ot 3011, BB Bpb3ka ¢ §137 ot II33U 3011

2. Koncrantunoc frnuc, appxaBeH ekcnepT B aupekius "OI1";

3. I-p Ceetitana PaifueBa — mbpkaBeH eKcriepT B oTaen ,,JI11°;

4. Mar. ®apwm. Tans ['eprunoBa — riaaBeH excriepT B otaen ,,JII1;

5. Mar. ®@apwm. [Iperenuna [lonoBa — crapiu excrnept B otaen ,, JIIT*;

6. Illenaii EmuHOBa, rnaBeH FOPUCKOHCYNT B aupekims ,,OI1, pesepBeH mpezacenaren ydacTBal Ha
3aKpUTHUTE 3aceqaHus nposeaeHu B neproaa ot 19.08.2020 r. 1o 01.09.2020 r.

7. Kpuctuna KoctoBa, riaBeH IOPUCKOHCYIT B AupeKius ,,OI1", pesepBeH dieH yuacTBaia Ha MyOIUIHOTO
3acemanue mposeaeHo Ha 05.08.2020 r.
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