IIPOTOKOA Nec2
o 49A. 54, aa. 7 ot IIII30I1
3a KOHCTAaTallHH Ha KOMHCHSITA

Huec, 05.03.2020 rox. B 11:00 waca, KoMucHdTa 3a IIPoBeXJAaHe Ha OTKpHUTAa IIPOoleaypa IIo
30I1 3a BB3AaraHe Ha OOIIECTBEHA IOPBHYKA C IpeaMeT: ,J/locTaBKa Ha A€KApPCTBEHHU ITPOAYKTH U
XpaHUTEAHH NOOAaBKH M Ha A€KAPCTBEHH ITPOAYKTH 3a A€UYEHHE Ha XeMaTOAOTHYHH 3aboAgBaHUA U
Ha TTallMeHTH C TepMHHaAHA OBOpedHa HemZoCTAaTHYHOCT Ha XeMoauasmusa 3a medHocrTta Ha YMBAA
“Tipodp. m-p Croaun KupkoBuu” A, rp. Crapa 3aropa“ HaszHadeHa cbCc 3amnoBem Ne P-10-
42/13.01.2020 rom, B CAETHUA CHCTaB:

IIpeacenarTea:
1. [1-p 'eopru MuHKOB — 3aM. [JAUpeKTOp MEAUIIMHCKA AEHHOCT

YaeHnose:

2. [Hou. n-p Hawma IlomoB - Bp.M.[A. Hauvaanuk Kawmamka mno Hedpoaorus c mperHOCT
Xemoaguaauia

3. [-p Mapua duukoBa Tomopona - Bp.U.[l. Hauaanuk otneaeHue mo KAMHUKa XeMaTOAOTHS
U MeOUITMHCKA OHKOAOTHS

4. Muaka 'enkoBa _ YrpaBuTeA OOAHUYHA amnTeKa, MarucThbp papMalieBT

5. Banga BormanoBa — pwroBoguTea 3011

6. Cuexxanka MapokoBa — 'naBHa Mmen. cecTpa

7. ApnB. Tarauna KekeBcka — BBLHIIIEH €KCIIEPT

PezeBHH YyAeHOBE:

1. Karepuna HYaabkoBa — IOpUCKOHCYAT 30II
2. Ans. Xpucro [lanaiioToB — BBHIIIEH €KCIIEPT
3. [/Iuana MiBaHoBa —CYETOBOIUTEA

[IPOBEIE CBOETO BTOPO 3acegaHue.
KomucusaTra mpoabAXKH CBosiTa paboTa IO pas3TAeXAaHe Ha TEXHUYECKUTE IPEIAOKEHUS Ha
YIaCTHHUIIUTE.
1. Kowmucugra 3amodHa pasraexkaaHe Ha TeXHUYECKOTO nmpensokeHue Ha ,MEJOPAPMA*
EOO/. Y4acTHUKGEBT € II0JaA IIPEIAOKEHUS 3a U3IIbAHEHHE Ha ITopbUYKaTa 3a:

1.1 obocobena mo3urtusg Nol, HOM:
7 A03BB01 BUTYLSCOPOLAMINE Solution for injection 20 mg/ml -1 ml 21600 ByckonamuH amn. 20mr/mn 1mn
8 AO03FAQ1 METOCLOPRAMIDE Solution for injection 10 mg/2 ml 25000 EnvtaH amn. 10mr/2mn
166 CO07AG02 CARVEDILOL tabl. 25mg 1400 AsepHon 16. 25mr
178 C08CA01 AMLODIPINE Film coated tablet 5mg 2400 Akcen 16. 5mr
179 C08CA01 AMLODIPINE tabl. 10mg 1800 Akcen 16. 10mr
186 G02CB01 BROMOCRIPTINE Tablet 2.5mg 600 BpomokpuntuH Megokemm 16. 2,5mr
AMOXICILLINE Powder for solution for
202 JO1CR02 CLAVULANIC ACID injection 1000mg/ 200 mg 7000 Megoknas ¢n. 1000mr/200mr
Powder for solution for
204 J01DC02 CEFUROXIME injection/infusion 1500mg 37000 AKceTuH ¢n. 1500mr
Powder for
205 J01DD04 CEFTRIAXONE solution for injection | 1g 172000 MepakcoH ¢a. 1r
Powder for solution for
208 JO1DEO1 CEFEPIME injection 1g 3000 Andaued on. 1r
JIOCTABKA HA AEKAPCTBEHU TTPOAYKTU U XPAHUTEAHU JOBABKU Y HA AEKAPCTBEHU ITPOAYKTU 3A AEHEHUE HA 1

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP

[Iporoxomn 2




Powder for solution for
209 J01DD12 CEFOPERAZONE injection 1000mg 1200 Megpoued bs. 1000mr

Powder for solution for

210 JO1DHO2 MEROPENEM | Mection/infusion 1000mg 6000 Mepone dn. 1000mr
_Stf)lut'lon for injection /| 55q mg/ml - 2

220 JO1GB06 AMIKACIN Infusion ml/img 16000 | Cenemuupn amn. 250Mmr/ mr 2mn

236 MO01ABO05 DICLOFENAC Solution for injection 75 mg/3 ml 32000 | Aamupan amn. 75mr/3mn

284 NO5ALO05 AMISULPRIDE Film coated tablet 400mg 3600 Megaocynnug 6. 400mr

285 NO5AX08 RISPERIDONE Film coated tablet 1 mg 7200 Mepopucnep 6. Imr

286 NO5AX08 RISPERIDONE Film coated tablet 2mg 7200 Megopcnep 76. 2mr

287 NO05AX12 ARIPIPRAZOLE | Tablet 10 mg 560 3ukanop 16. 10mr

288 NO5AX12 ARIPIPRAZOLE | Tablet 15 mg 1800 3ukanop 16. 15mr

292 NO6ABOS PAROXETINE tabl 20mg 4200 Napukc 16. 20mr

295 NO6AB10 ESCITALOPRAM Film coated tablet 10mg 4000 MepcuHon T6. 10mr
Prolonged release

304 NO6AX16 VENLAFAXINE capsule, hard 75mg 16000 Enndaii 16. 75mr
Gastro resistant

305 NO6AX21 DULOXETINE capsule, hard 30mg 1680 OHenap 16.30mr

[Tpuaoxkenue Ne 2 1o o6paszenia Ha BB3AOKHUTEASI, ChIABPKAII0 U3SIBACHUATA Ha YIaCTHHUKA, ChIAACHO
H3UCKBaHUATA Ha BB3A0KUTeAd U [Ipuaokenne No 2A - mocaeIHOTO Ha XapTUEH HOCHUTEA U Ha JHCK.

Y4yacTHUKET € IIpeAcTaBUA HOTapHaAaHO 3aBepeHOo IlbaHoMomtHO oT Axuaeac llanrapuc, B
Ka4yecTBOTO My Ha ympaButrea Ha ,Menodapma“ EOO/, c koeto ymbaHOMoIaBa ['eopru Baasken
KaTtnHOB na nmpencraBagBa yYaCTHHKA, B OPUTHHAA U B IIPEBOJ Ha OBATAPCKU €3HK; [leKaaparnus 3a
CBraacHe C KAay3uTe Ha [AoroBopa; J[lekaapaiygd 3a CpoKa Ha BaAMAHOCTTA Ha odeprara;
Jlekaapanud 3a cria3BaHe 3aIbAXKEHHUATA, CBBP3aHU C JaHBIU U OCUTYPOBKH, OIla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa M yCAOBHSATA Ha TPyd mo da. 39, aa. 1, T. 1, 6ykBa ,a“ ot IIII30II;
OTopHu3allOHHO IIHMCMO OT IIPOM3BOANTEAd Ha A€K. IPOAYKTH; 3aBEepPEHO KOIIHEe Ha pa3pelleHUe 3a
ynorpeba Ha AeK. IIPOAYKTH; 3aBepeHU Komus ¢ rpud ,BsapHo c opurmHasa“ Ha PaspemreHusa 3a
ynorpeba Ha AeKapCTBEH IIPOAYKT 3a opeprUpaHUTe AEKAPCTBEHH IIPOAYKTH.

TexHu4yeckKOTO IIpenaoxKeHHe 3a obocobeHa mo3unuss Nol - wu3bpoeHHTe B TabaHIIaTa
HOMEHKAAQTYPH U IPEACTABEHUTE C HETO JOKYMEHTH OTTOBapSAT Ha U3HCKBAHHSTA Ha BB3AOKUTEAS U
KOMHCHSATA [OOIIyCKa [0 ITOCAEABAII0 y9acTHe B Irpolleaypara ydacruuka ,MEJOPAPMA“ EOO/.

1.2. 06ocobena mo3urus Ne 4, HOM :
AMOXICILLINE 250mg/62.5mg/5ml/1 Mepoknae cycn. 250mr/ 62,5 mr /5mn

420 JO1CRO02 CLAVULANIC ACID susp. 0oml 600 100mn

424 | J01DCO02 CEFUROXIME tabl. 500mg 600 AkceTuH 76. 500mr

425 J01DC02 CEFUROXIME tabl. 250mg 600 AkceTuH T76. 250Mr

453 NO3AX09 LAMOTRIGINE Tablet 50 mg 3600 Jlamotpuke 16. 50mr

454 NO3AX16 PREGABALIN Capsule,hard 75, mg 560 CupananeH 16. 75mr

463 NO7CA01 BETAHISTINE tabl 16mg 4320 Beptumep 16. 16Mmr

464 NO7CA01 BETAHISTINE tabl 24mg 4800 Beptumep 16. 24mr

[Tpuaoxkenme Ne 2 1o obpazeria Ha BB3A0KUTEAT, ChABPIKAII0 U3IBACHUATA Ha YIACTHUKA, CBIAACHO
H3UCKBaHUATA Ha BB3A0KUTEAD U [Ipraoxkenue No 2A - mocaeJHOTO Ha XapTHEH HOCUTEA U Ha JUCK.

Y49acTHUKBT € NpencTaBHA HOTAPHAAHO 3aBEPEHO IIBbAHOMOIIHO oT Axuaeac llanrapuc, B
Ka4yecTBOTO My Ha ymnpaButrea Ha ,Menodapma“ EOO/, c koeto ymbaHOMoOIaBa ['eopru BaaskeB
KaTuHOB na npeacraBasBa yIaCcTHHKA, B OPUTHHAA B B IPEBO Ha OBATAPCKU €3UK; [lekaaparus 3a
chraacHe C KAay3uTe Ha [JoroBopa; J[lekaapalyg 3a CpoKa Ha BaAHMAHOCTTAa Ha odeprara;
ekaapaliyd 3a cria3BaHe 3abAXKEHHUATA, CBBP3aHU C JaHBIIN U OCUTYPOBKH, OIla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTOCTTa M yCAOBHSTA Ha Tpyn mo 4a.39, aa.l, T.1, 6ykBa ,n“ ot IIII3OII;
OTOpHU3alIOHHO IIHCMO OT IIPOHU3BOOUTEAS Ha A€K. IIPOAYKTH; 3aBE€PEHU KOIIHY Ha pa3pelleHHe 3a
ynotpeba Ha A€K IIPOAYKT.

TexHHYECKOTO IIpemaoKeHHe 3a obocobeHa mo3urus No4 - wu3bpoeHHTE B TabAHIaTa
HOMEHKAATYPHU U IpeAcTaBeHUTE C HETO0 JOKYMEHTH OTTOBapsT Ha U3NCKBAHUSTA HAa BB3AOKUTEAS U
KOMUCHSITA JOIIyCKa J10 IIOCAeABAlIII0 yiacTue B IIpolieaypara ydactHuka ,MEJOPAPMA“ EOO/.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 2
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




2. Komucuara 3amodHa pasrae€kiaHe Ha TEXHHUYECKOTO IIpeasoxkeHHe Ha ,BYAMAP MA“
OO/l. Y4acCTHUKGET € II0JaA IIPEIAOKEHN 3a U3IIbAHEHHE Ha ITIOphYKaTa 3a:

2.1 obocobena mo3urius No 1, HOM:

182 |DOS8AGO2 | Povidone- iodine |QOintment |10% -90g 2400 Homacent Kynpo 10% ma3

IMpuaosxkenue Ne 2 110 oOpaseria Ha BB3AOKUTEAS, ChIBPKAII0 U3IBACHUATA HA YIYAaCTHHUKA, CbIAACHO
M3HUCKBaHHUATA Ha BB3A0XKUTeAS U [Ipuaoxkenue Ne 2A - mocaAeZHOTO Ha XapTUEH HOCUTEA U Ha OHCK.

YyacTHUKBT € HOpencraBua OTOPH3AIMOHHO IIHCMO OT Ipou3BoauTead; PaspemnieHue 3a
yrmorpeba Ha A€EKapCTBEH MPOAYKT, BEOHO C pa3pelleHus 3a IIPOMsIHa U AUCTOBKA C MH(OPMAaIHs 3a
noTpedutead, KpaTku XapaKTepUCTHUKH Ha MPOAYKTa, YBEeOOMAEHHE 3a OomoOpeHHe 3a IIPOMSHA,
paspelleHre 3a IIpoMsHa, AUCTOBKA — HH(popMAaIlUd 3a IoTpedbuTessd, YBEJOMAEHHUS 3a IIpUeMaHe Ha
IpoMsSHa, pa3pellleHue 3a IpoMsHa, [lekaapanud 3a ChrAacHe C KAay3uTe Ha 0roBopa; KOIIHe Ha
IPOEKTO-A0TOBOPA; [Jekaapalua 3a cpoKa Ha BaAUAHOCTTA Ha odeprara; [Jekaapalus 3a cra3BaHe
Ha 3abAXKEHUSTA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, Olla3BaHE Ha OKOAHATa Cpela, 3aKpuia Ha
3aeTocTTa Ha TPYyXQ Io 4a. 39, aa.l, 1.1, 6ykBa ,a“ ot [ITI30II.

TeXHUYECKOTO TpeasokeHHue 3a obocobeHa mosumms Nel- wu3bpoeHuTe B Tabauiiara
HOMEHKAATYPH U HPEeACTaBEeHUTE C HETO JOKYMEHTH OTTOBapPST HA U3UCKBAHUSTA HA BB3AOKUTEAS U
KOMHCHSATA [OIyCKa A0 IIOCAEABAIII0 yYacTHe B IIpolieflypaTa y4acTHHKA ,BYAMAP MA“ OO/.

2.2. obocobena mo3uriusg No6, HOM:

522 | A06AB05 [OLEUMRICINI  [6p. | 1000ml  [24 [PULMHOBO MACHO KYMNPO 1000 mn.

[Tpuaozkenue Ne 2 110 ob6paszenia Ha BB3AOKHUTEASI, ChIBPKAII0 U3IBACHHATA HA YIACTHHUKA, ChAAQCHO
M3HUCKBaHHUATA Ha BB3A0XKUTeAS U [Ipuaoxkenue No 2A - mocaAeZHOTO Ha XapTUeH HOCUTEA U Ha HCK.
YyacTHUKBT € npencraBus OTOPHU3AIMOHHO ITMCMO OT IIPOU3BOAUTEAS]; 0€e3CpPOYHO
Paspemenne 3a ymoTpeba Ha AEKapPCTBEHHUTE IIPOAYKTH B €QHO C KpaTKa XapaKTepUCTHUKa Ha
MIPOAYKTA U AWCTOBKA C HMH(popMamus 3a norpebutesd, [ekaapaliud 3a ChbrAacHe C KAAy3UTe Ha
IIOTOBOPA; KOMHE Ha MNPOEKTO-AoroBopa; [leKaapalliud 3a cpoKa Ha BaAMAHOCTTA Ha odyepTarta;
[ekaapalya 3a cria3BaHe Ha 3aIbAXKEHUATA, CBBP3aHU C JaHBIU U OCUTYPOBKH, Olla3BaHe Ha
OKOAHATAa Cpefa, 3aKpHuAa Ha 3aeToCTTa Ha TPYA ITo 4a. 39, aa.l, 1.1, 6yksa ,a“ ot [ITI30II.
TeXHUYECKOTO IIpemsokeHHe 3a obocobeHa mo3unmsa No6 - u30poeHHTE B TabauIlaTa
HOMEHKAATYPH U HNPEACTaBEHHUTE C HETO JOKYMEHTH OTTOBAPST HA U3UCKBAHUSTA HA BB3AOKUTEAST U
KOMHCHSATA JOMyCKa 10 IIOCAEIBAII0 YIaCTHE B Ipoleaypara ydacTHHKA ,BYAMAP MA“ OO/I.

2.3. obocobena mozunug Nob, HOM:

523 | | GLYCERINUM 6p. 1000m| 96 | FMULIEPVH 85 % 1000 mn. |
[Tpuaoxkenue Ne 2 o obpaselia Ha Bb3AOKHUTEAS, ChABPKAIIO U3IBACHHUSITA HA YIACTHUKA, ChrAACHO

M3UCKBaHUATA Ha BB3A0KUTeAS U [IpuaoxkerHue No 2A - IOCAETHOTO Ha XapTUEeH HOCUTEA U Ha JIHCK.

YyacTHUKET e npeactaBuA OTOPHU3AIIMOHHO ITHUCMO OT ITPOU3BOUTEAS; OITHUCAHUE U AUCTOBKA
c uHdopmanua 3a norpedutead, [lekaapamus 3a CbraacHe C KAaay3uTe Ha [OOroBopa; Komue Ha
POEKTO-A0TOBOPA; [Jekrapanusa 3a cCpoKa Ha BaAUAHOCTTA Ha odeprara; [Jekaapanus 3a cra3BaHe
Ha 33bAXKEHUATA, CBBP3aHU C JAaHBI U OCUTYPOBKH, Ola3BaHe HAa OKOAHATA Cpeaa, 3aKpuAa Ha
3aeTocTTa Ha TPYyZ Io 4a. 39, aa.1, 1.1, 6ykBa ,a“ ot [1TI30II.

TeXHUYECKOTO TpeAoKeHre 3a obocobeHa to3urusgs Ne 6 - u30poeHHTE B TabaullaTa
HOMEHKAAQTYPHU U IPEACTABEHUTE C HETO JOKYMEHTH OTTOBAapPAT HAa MU3UCKBAHUATA HA BB3AOKHUTEAT U
KOMHCHSITA JOIIyCKa A0 ITOCAE€ABAIl0 y4acTHE B IIpollieAypaTra ydacTHHKA ,, BYAMAP MA“ OO.

2.4. obocobena mozuryd Nob, HOM:

| 525 | DOBAX08 | SP. AETHYLICUS [6p. | 70% 1000ml [ 4000 | ETUNOB CMNWPT KYMNPO 70% 06/06 1000 mn. |

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 3
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




[Tpuaoxenue Ne 2 110 obpaseria Ha Bb3AOKHUTEAT, ChABPIKAII0 U3IBACHUATA Ha YIaCTHUKA, ChIAaCHO
H3UCKBaHUATA Ha BB3A0KUTEAd U [IpuaozkeHne Noe 2A - mOCAEIHOTO HA XapTUEH HOCHUTEA U HA JYCK.

Y4yacTHUKBT € mnpencraBua OTOPH3AIIMOHHO ITHCMO OT IIPOHU3BOAUTEAS; 0O€3CPOYHO
paspelreHue 3a yrorpeda Ha A€eKapCTBEHHUTE IIPOAYKTH, AUCTOBKA C MH(OPMAIIU 3a IIOTPpeduTeAd U
KpaTKa XapaKTEepHCTHKa Ha A€KApCTBEHUS IIPOAYKT, YAOCTOBEPEHHUS 3a IIpHeMaHe Ha IIPOMSHA;
Iekaapaliyg 3a cbraacHe C KAay3HWTe Ha OJOroBOpa; KOIHE Ha IIPOeKTOo-AoroBopa; [lekaapalius 3a
CpoKa Ha BaAUOHOCTTA Ha odeprara; [ekaapalyd 3a cla3BaHe Ha 33 bAXKEHHATa, CBBP3aHU C
JaHbILIM U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpeda, 3aKpHhaa Ha 3ae€TOCTTa Ha TpyAd o 4a. 39,
as.1, .1, oyksa ,,a“ ot ITI130II.

TeXHUYECKOTO MpemsokeHHe 3a obocobeHa mo3unmss No6 - u30poeHHTE B TabauIlaTa
HOMEHKAAQTYPHU U IIPEACTABEHUTE C HETO JOKYMEHTH OTTOBApAT Ha M3HUCKBaHHUSATA Ha BB3AOXKUTEAT U
KOMHCHSATA JOMyCKa 10 ITOCAEIBAII0 YIaCTHE B IIpolleaypara ydacTHuKa ,BYAMAP MA“ OO.

2.5. obocobena moauriys Nob, HOM:
|526 | D08AX08 | SP. AETHYLICUS |6p. [90% 1000ml [840 |ETWNOB CAWPT KYMPO 90% 06/06 1000 mn. |

IMpuaoskenue Ne 2 110 oOpaseria Ha BB3AOKUTEAS, ChIBPKAII0 U3IBACHUSTA HA YIYAaCTHHUKA, CbIAACHO
M3UCKBaHHUATA Ha BB3A0XKUTeAS U [Ipuaoxkenue No 2A - mocaAeZHOTO Ha XapTUEeH HOCUTEA U Ha IHCK.

YyacTHUKBT € 1npencrtaBua OTOpHU3allIOHHO IIHCMO OT I[IPOU3BOAUTEAS; be3cpodHo
Paspemenue 3a yrorpebda Ha AeKapCTBEHUTE IIPOAYKTH, AUCTOBKA C MH(OPMAIIUS 3a IIOTPeOuTeAd U
KpaTKa XapaKTepHCTHKa Ha AEKapCTBEHUd IIPOAYKT; YIOCTOBEPEHMs 3a IIpHeMaHe Ha IIPOMSHA;
Iekaapaliiyg 3a cbraache C KAay3WTe Ha JOroBopa; KOIHME Ha IIPOeKTOo-AoroBopa; [lekaapaliys 3a
CpOKa Ha BaAWAHOCTTA Ha odeprara; [lekaapalius 3a cla3BaHe Ha 3aIbAXKEHUSTa, CBBP3aHU C
OaHBIIM U OCHUTYPOBKHM, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeTocTTa Ha Tpyd IIo da. 39,
as.1, t.1, 6ykBa ,,a“ ot ITI130II.

TeXHUYECKOTO MpensokeHHe 3a obocobeHa mo3unmss Ne6 - u3dpoeHHTE B Tabauilata
HOMEHKAATYPH U HPEeACTaBEHUTE C HETO JOKYMEHTH OTTOBapPST HA U3UCKBAHUSTA HA BB3AOKUTEAS U
KOMHCHSTA JOIyCKAa 10 IIOCAEABAIII0 YIaCTHE B Ipoleaypara ydacTHHKa ,BYAMAP MA“ OO[.

2.6. obocobena moauriysd Nob, HOM:
| 527 | D0BAX08 |SP. AETHYLICUS [6p. |95% 1000ml [300 |ETMNOB CMWPT KYMPO 95% 06/06 1000 mn. |

[Tpuaoxkenue Ne 2 110 o6paszena Ha BB3AOKHUTEAS, ChIBPIKAII0 U3SIBACHHATA HA YIACTHHUKA, CHAACHO
M3UCKBaHUATA Ha BB3A0XKUTeAS U [IpuaoxkerHue No 2A - IOCAETHOTO Ha XapTUEeH HOCUTEA U Ha JIHCK.

YyacTHUKET € npenctaBua OTOPHU3aIIMOHHO ITHUCMO OT ITPOU3BOAUTEAST; Be3cpouHo Pa3pernieHue
3a ymorpeba Ha ACKAPCTBEHHUTE IIPOAYKTH, AMUCTOBKA C HHQOpPMAIHUsS 3a IMOTPEeOHTEeAd W KpaTKa
XapakTepUCTHUKa Ha A€KapCTBEHUd MPOAYKT; YAOCTOBEPEHHS 3a IIpHeMaHe Ha IIPOMSHA;
[ekaapaliiyug 3a cbraache C Kaay3WTe Ha OOr0BOpPa; KOIME Ha IIPOeKTOo-AoroBopa; [lekaapalius 3a
CpOKa Ha BaAUAHOCTTA Ha odeprara; [lekaapalius 3a cla3BaHe Ha 3aQbAXKEHUSITa, CBBbP3aHU C
OaHBbIIM U OCHUTYPOBKM, Olla3dBaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeToCTTa Ha TPyA IIo 4YA. 39,
aa.1l, t.1, oykBa ,,a“ ot ITI130II.

TeXHUYECKOTO TMpemAoKeHHe 3a obocobeHa to3urss Ne6 - wu3bpoeHuTe B Tabauilata
HOMEHKAATYPHU U NPEeACTAaBEHUTE C HETO JOKYMEHTH OTTOBapdaT Ha U3UCKBAHUATA HAa BB3AOXKUTEAS U
KOMHCHSTA JIOITyCKa 0 ITOCAEABAIII0 YYacTHE B IIpolleAypara ydyacTHUKa ,,BYAMAP MA“ OO.

2.7. obocobena moauriyd Nob, HOM:

‘528 ‘DOSAGOS SOL. JODI SPIRITUOSA \ 6p. \5% 1000m| \ 30 ‘ETAHOJ'IOB PA3TBOP HA M0[ KYTPO 5% 1000 mn.

HpI/IAO}KeHI/Ie Ne 2 o o6pa3eL1a Ha BB3AOKHUTEAA, CBABP2KAIIIO U3ABACHHUATA HAa YI4aCTHHKA, CbIrAaCHO
HN3HCKBaHHATA HA BB3AOZKHTEAA U HpI/IAO}KCHI/IC Neo 2A - IIOCACAHOTO Ha XapTHEH HOCHUTEA U Ha NHUCK.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 4
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




YyacTHUKBT € 1npencrtaBua OTOpH3allMOHHO IIHCMO OT I[IPOU3BOAUTEAd; bescpodHo
Paspemienne 3a yrorpeba Ha AeKapCTBEHUTE IIPOAYKTH, ONOOpEHHE U paspelleHHe 3a IITPOMSHA,
AVICTOBKa € MHQoOpMaIUg 3a MNOTPeOHUTeAs W KpaTKa XapaKTepHUCTHKa Ha A€KapCTBEHUS IIPOAYKT;
YpocToBepeHHsd 3a IIpueMaHe Ha IpoMmsdaHa; J[lekaapallusa 3a CchrAacHe C KAaay3uTe Ha [JoroBopa;
KOITMEe Ha IIPOEKTO-I0roBopa; [Jekaapaliusa 3a cpoKa Ha BaAUOHOCTTa Ha odeprara; [Jekaapamnusa 3a
CIia3BaHe Ha 3aJbAXKEHUSTa, CBbP3aHU C OaHBIM M OCHUTYPOBKH, Olla3BaHE Ha OKOAHAaTa cpena,
3aKpHAa Ha 3a€TOCTTa Ha TPy 1o 49a. 39, aa.1, 1.1, 6ykBa ,,a“ ot [IT130II.

TeXHUYECKOTO MpensokeHHe 3a obocobeHa mo3unmss Ne6 - u30poeHHTE B TabAuIlaTa
HOMEHKAAQTYPHU U IIPEACTABEHUTE C HETO JOKYMEHTH OTTOBapdAT Ha M3HUCKBaHHUATA HAa BB3AOXKUTEAT U
KOMHUCHSTA JOIIyCKa 10 IIOCAEABAIII0 yIaCTHE B IIpolieypara ydiacTHukKa ,BYAMAP MA“ OO/I.

2.8. obocobena moazurius Nob, HOM:

529 | D08AX01 | HYDROGENIUM PEROXYDATUM | 6p. [ 30%1000G | 3600 | BOOOPOMEH MEPOKCW 30% 1000 mn |

[Tpuaoxkenue Ne 2 1o o6paszenia Ha BB3AOKHUTEASI, ChABPKAIIO U3IBACHUATA HA YIACTHHUKA, ChIAACHO
M3UCKBaHUSATA Ha BB3A0KUTeAd U [Ipraokenue No 2A - mocAeJHOTO HA XapTHEH HOCUTEA U Ha JUCK.

YyacTHUKET € npeacTaBua OTOPHU3AIMOHHO IIHUCMO OT IIpPOuU3BoAUTeAd; [lokaand 3a OolleHKa Ha
O6esomacHocTTa; [lekaapalysa 3a CchraacHe C KAay3uTe Ha JO0roBopa; KOIIHE Ha IIPOEKTO-I0T0BOPA,;
Jekaapaiua 3a cpokKa Ha BaAHOHOCTTa Ha odeprarta; [erkaapalus 3a Cclia3BaHe Ha 3abAXKEHHUATA,
CBBP3aHHU C JaHBIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpesa, 3aKpHhaAa Ha 3aeTOoCTTa Ha TPYZA M0
4a. 39, aa.1, 1.1, 6ykBa ,,a“ ot ITII30II.

TexHHU4YecKOTO IpenaokeHHe 3a obocobeHa to3uimsa Ne6 - wu3bpoeHuTe B Tabaullata
HOMEHKAATYPU U MIPECTaBEHUTE C HETO JOKYMEHTH OTTOBapAT Ha M3UCKBAHUSATA HA BB3AOXKHUTEAT U
KOMHCHSATA [OIyCKa A0 IIOCAEABAIII0 YYacTHe B IIpoliefilypaTa y4acTHHKA ,BYAMAP MA“ OO/.

2.9. obocobena moauriysd Nob, HOM:
[532 ] | VASELINUM ALBUM | 6p. | 1kg | 60 | BA3ENVH |

[Tpuaoxenwme Ne 2 1o obpazeria Ha BB3AOKUTEAd, ChABPIKAII0 U3IBACHUATA Ha YIaCTHHUKA, CBIAACHO
M3UCKBaHHUATA Ha BB3A0XKUTeAS U [Ipuaoxkenue No 2A - mocAeZHOTO Ha XapTUEeH HOCUTEA U Ha IHCK.

YyacTHUKBT € 1npenactaBua OTOpPH3AIMOHHO TIHCMO OT IIPOH3BoAUTeAd; [oKaan 3a
0e30mmacHOCT Ha KO3METHYEeH ITPOAYKT; [lekaapalius 3a chraacHue ¢ KAaay3UTe Ha J0TOBOpPa; KOIIMe Ha
IPOEKTO-A0TOBOPAa; [lekaapaliua 3a CpoKa Ha BaAUAHOCTTA Ha odeprara; [lekaapaliua 3a cia3BaHe
Ha 3aIbAXKEHHUIATa, CBbP3aHU C OAaHBIU M OCUTYPOBKH, Olla3BaHE Ha OKOAHATa cpela, 3aKpHAa Ha
3aeTocTTa Ha TPyXQ Io 4a. 39, aa.l, 1.1, 6ykBa ,a“ ot [ITI30II.

TeXHUYECKOTO MpenAokeHHe 3a obocobeHa mo3unmss Ne6 - u30poeHHTE B Tabauilata
HOMEHKAATYPH U NPEACTaBEHHUTE C HETO JOKYMEHTH OTTOBapPST HA MU3UCKBAHUSTA HA BB3AOKUTEAS U
KOMHCHSATA JOMyCKa 10 IIOCAEABAIII0 YIaCTHE B Ipoleaypara ydacTHHKA ,BYAMAP MA“ OO/.

2.10. obocobena mo3uriug Nob, HOM:
1533 | loL.vAsELINI  |6p. [ 1000mI|50 | TEYEH NAPA®MH KYNPO 1000 mn. |

[Tpuaoxxkenue Ne 2 1o o6paszena Ha BB3AOKHUTEAS, ChIBPIKAII0 U3SIBACHHATA HA YIACTHHUKA, CHAACHO
M3HUCKBaHUATA Ha BB3A0KUTEAT U [IpuaoxkerHue Ne 2A - IOCAETHOTO Ha XapTUEH HOCHUTEA B Ha JIHCK.

YyacTHUKBT € 1npencraBua OTOpHU3aIlMOHHO IIHCMO OT ITPOU3BOAUTEAS; bBe3cpodyHo
paspelIieHue 3a ynorpeba Ha AEKapCTBEHHUTE IIPOAYKTH, ANCTOBKA C HH(OPMAIHUs 32 OTPeObuTeAs U
KpaTKa XapaKTepPHCTHKa Ha ACKAPCTBEHUS IIPOAYKT; YOOCTOBEPEHUd 3a IIpUEMAaHE Ha IIPOMSHA;
Jlekaapaiysa 3a CcbraacHe C KAay3uUTe Ha OOroBOpa; KOIIME Ha IIPOEKTOo-NOoroBopa; [lekaapanusa 3a
CpOKa Ha BaAUAHOCTTA Ha odeprara; [lekaapaliks 3a cOa3BaHE Ha 3abAKEHUSTA, CBBP3aHU C
OaHBI U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpeaa, 3aKpHaa Ha 3aeTocTTa Ha TpPynQ Io 4a. 39,
aa.1l, T.1, oykBa ,,a“ ot ITI130II.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 5
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




Y4aCcTHUKDBT € II0aA IIPEOAOKEHHUA 3a U3IIBAHCHHE Ha IIOpBhYKaTa 3a:

TeXHUYECKOTO TIpemsokeHHe 3a obocobeHa to3uiuss Nob

- u3bpoeHuTe B TabaulaTa
HOMEHKAAQTYPH U IIPEACTABEHUTE C HETO JOKYMEHTH OTTOBApAT Ha M3HUCKBaHHUSATA HA BB3AOXKUTEAT U
KOMUCHSTA JOIyCKa JI0 IIOCAEABAIII0 yiacTHe B IIpolieaypara ydiacTHHKa ,BYAMAP MA“ OO/I.

3. Komucusara 3aroyHa pasraekaaHe Ha TeXHUYECKOTO IpenaoxkeHue Ha ,MEIEKC“ OOL.

3.1 obocobena moauriusa Nel, HOM:
Mpobutop 40 wMr npax 3a
2 A02BC01 OMEPRAZOLE Powder for solution for infusion 40mg 8000 VHJY3MOHeH pa3teop x 10
JNansonpon t8bpAn kancynu 30 mr X
3 A02BC03 LANSOPROSOLE Gastro resistant capsule, hard 30mg 280 28
[eraH nHxekunoHeH pasteop 10 mr/2
8 AO03FA01 METOCLOPRAMIDE Solution for injection 10mg/2 ml 25000 [mnx25
L-ORNITINE,L- Concentrate for solution for Xena-Mepy koHu. 3a WHQYy3MOHeH
10 A05BA00 ASPARTATE infusion 5000mg/10 ml 2400 pasteop 5000 mr/10 mn x 10
MeHTUNWH VHXXEKLMOHEH /
MHY3MoHeH pasTtBop 20 mr /mn — 5
21 C04ADO03 PENTOXYFILLINE Solution for injection/ infusion 20 mg/ml -5 ml 24000 |[mnx5
8,94mg/ ml-10ml KanumeB rnioKoHaT  WHXEKLMOHEH
CALCIUM (exBuBaneHT Ha pasTBop 955 wmr/ mn-10 wmn
41 A12AA03 GLUCONATE Solution for injection 89,4 Calcium)mg | 28800 | (ekBmBaneHTeH Ha 89 Kanumn)x 10
'mioko3a 5% + Copuym xnopug 0.9%
GLUCOSE5%+NA Bakctep wHdysmoHeH pasteop 500
55 B05BB02 CHLORIDUMO.9 Solution for infusion 5%+0,9%-500ml | 54000 | mn x 20
Inioko3za Bbakctep 5% WHY3NOHEH
56 BO5BAO03 GLUCOSE 5% Solution for infusion 500ml 38880 | pastBop 500 mn x 20
Imioko3a Bakctep 10% wHGy3noHeH
57 BO5BA03 GLUCOSE 10% Solution for infusion 100 g/l -500 ml 46000 | pasteBop 500 mn x 20
Manuton bBakctep 10% p-p 3a
59 B05BCO01 MANNITOL Solution for infusion 100g/I-500 ml 18000 | nHdpysma 100r/n 500mn x 20
ELECTROLYTES PuHrep Nakrat bakctep uHdY3MOHeH
60 B05BB01 Solution for infusion 500ml 4800 pa3teop 500 mn x 20
ELECTROLYTES PuHrep Bakctep VNH(Y3NOHEH
62 B05BB01 Solution for infusion 500ml 80000 | pastBop 500 mn x 20
ELECTROLYTES Mnaswva-fant 148 (PH7.4)
63 B05BB01 /PLASMA-LAYT/ Solution for infusion 500ml 4000 MH(py3noHeH pasteop 500 mn x 20
HaTpunes xnopva Ankanoung
MHY3MoHeH pa3teop 9 mr/mn 500 mn
67 B05BB01 SODIUM CHLORIDE Solution for infusion 9g/1 500 ml 140000 | x 20
Cognym  xnopug  bakctep  0.9%
68 B05BB01 SODIUM CHLORIDE Solution for infusion-cTbkno 9g/l - 500 mi/ml 14000 | nH@y3noHeH pa3teop 500 mn x 20
Cognym  xnopug  bakctep  0.9%
70 B05BB01 SODIUM CHLORIDE sol.inf.- cTbkno 0.9% 250ml 10000 | MHdy3noHeH pasteop 250 mn x 30
Cognym  xnopug  bakctep  0.9%
71 B05BB01 SODIUM CHLORIDE sol.inf.-cak n-oB 0.9% 1000ml 10000 | mH@y3moHeH pa3teop 1000 mn x 10
Cognym  xnopug  bakctep  0.9%
72 B05BB01 SODIUM CHLORIDE sol. Inf.- cTbkno 0.9% 100ml 22000 | nHdpysnoHeH pasteop 100 mn x 50
Mepvonumen N4E emyncus  3a
78 BO5BA10 COMBINATIONS Emulsion for infusion 1000ml 480 MHy3ms 1000 mn x 1
COMBINATIONS/Olime Onumen N5SE emyncusa 3a uHdyaus
79 BO5BA10 I-NSE/ Emulsion for infusion 2000ml 150 2000 mn x 1
COMBINATIONS/Olime Onumen N7E emyncus 3a uHdysus
80 B0O5BA10 I-N7E/ Emulsion for infusion 2000ml 100 2000 mn x 1
XymaH AnbymuH 200 r/n Bakcanta
MHY3MoHeH pa3sTteop 200 r/n 100 mn
83 BO5AAQ1 HUMAN ALBUMIN Solution for infusion 200 g/l -100 ml 900 x 1
®pakcunapmH 9500 anti-Xa 1U/ml
89 B01AB06 NADROPARIN Solution for injection 38001U 72000 | nHxekuunoHeH pastsop 0,4 mn x 10
®pakcunapuH 9500 anti-Xa  1U/ml
90 B01ABO06 NADROPARIN Solution for injection 57001U 12000 | nHxekumnoHeH pasteop 0,6 mn x 10
92 B01AX05 FONDAPARINUX Solution for injection 2.5mg/ 0.5 ml 3600 Apwkctpa amn.2,5 mr/0,5 mn x 10
93 BO1AX05 FONDAPARINUX Solution for injection 7.5mg/0.6 ml 800 ApvkcTpa amn.7,5 mr/0,6 mn_x 10
25000 U /5ml -5 XenapuH WZF nHXeKUMOHeH pasTBop
103 B01AB01 HEPARIN inj ml 8400 5000 IU /mn 5 mn x 10
OonamuH WZF ,koHueHTpaT 3a
Concentrate for solution for MHY3MOoHeH pa3teop 40 mr/mn 5 mn
122 C01CA04 DOPAMINE infusion 40 mg/ml - 5 ml 13000 |[x10
MeTokop WHXeKUMOHeH pa3Teop 1
165 C07AB02 METOPROLOL Solution for injection 1mg/ml-5ml 480 mr/mn 5 mn x 10
OekcametasoH KPKA pastBop 3a
193 HO02AB02 DEXAMETHASONE sol.inj. 4mg 1ml 52000 | mHxekuum 4mr/ mn - 1mn x 25
201 JO1AA12 TIGECYCLINE Powder for solution for infusion 50mg/5ml 200 TureumknuH ~ CaHgou  npax  3a
JIOCTABKA HA AEKAPCTBEHU ITPOIYKTU U XPAHUTEAHU [JOBABKU U HA AEKAPCTBEHU TTPOIYKTU 3A AEYEHUE HA 6

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A

JEWUHOCTTA HA YMBAA “TITPO®. [1-P CTOSH KUPKOBUY” AJl, TP. CTAPA 3ATOP
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MH(y3noHeH pasteop 50 mr/5 mn x
0

AMOXICILLINE

Amokcumknas 1000 mr/200 mr npax 3a

202 JO1CRO02 CLAVULANIC ACID Powder for solution for injection 1000 mg/200 mg | 7000 VNHXEKLMOHEH pasTBop X 5
LledTprakcoH-Hankacdapma npax 3a
205 J01DD04 CEFTRIAXONE Powder for solution for injection 1g 172000 | nHxekumoHeH pastsop 11 x 10
Lledpasonun Mandpapma 2 r npax 3a
206 JO01DB04 CEFAZOLIN Powder for solution for injection 2000mg 22000 | MHxeKuMoHeH pa3teop.2 1 x 10
Mmunenem UunactatuH [MaHdapma
IMIPENEM 500 mr/500 mr npax 3a UHQY3NOHEH
211 JO1DH51 CILASTATIN Powder for solution for infusion 500 mg/500 mg 3000 pa3teop x 10
Bucenton KOHUeHTpaTt 3a
Sulfamethoxazole, Concentrate for solution for | 80mg/ml + 16mg/ nHdy3noHeH pasTteop 80 mr/mn + 16
212 JO1EEOQ1 Trimethoprim infusion ml —5ml 1200 mr/mn 5 mn x 10
Asakc punmupanu tTabnetn 500 mr x
215 JO1FA10 AZITHROMYCIN Film coated tablet 500mg 3000 5
powder and solvent for solution
for injection/ infusion or oral lMnaHutek ,npax u pasTBop 3a
223 JO1XA02 TEICOPLANIN solution 400mg 300 VHXKEKLMN 1 MHGY3nn 400 mr x 1
Linnpodnas KOHUeHTpaT 3a
Concentrate for solution for MHy3unoHeH pasteop 10 mr/mn 10 mn
224 | JO1IMAO02 CIPROFLOXACIN infusion 10 mg/ml-10 ml | 26000 |[x 10
dnekcnag WHPY3MOHeH pastBop 5
227 JO1IMA12 LEVOFLOXACIN Solution for infusion 5 mg/ml - 100 ml | 1200 mr/mn 100 mn x 1
Jivnesonunp CaHpos p-p 3a MHDY3uS
231 J01XX08 LINEZOLID Solution for infusion 2 mg/ml-300 ml 90 2 mr/mn-300 ma x 1
[ndnasoH wnHdy3noHeH pa3teop 2
232 J02ACO01 FLUCONAZOLE Solution for infusion 2 mg/ml-100 ml | 1440 mr/mn 100 mn x 1
BopukoHason Canpgou npax 3a
233 J02AC03 VORICONAZOLE Powder for solution for infusion 200mg 100 MH(y3noHeH pastesop 200 mr x 1
Menbek pas3TtBop 3a uHxekumm 15
237 MO1AC06 MELOXICAM Solution for injection 15mg/ 1,5 ml 5000 mr/1,5 mn x5
KeToHan uHxekumoHeH pastsop 100
238 MO1AEOQ3 KETOPROFEN Solution for injection 100 mg/2 ml 5000 mr/2mn x 50
AyKCMINEH pasTBOP 3@ WHXEeKuun
239 MO1AE17 DEXKETOPROFEN Solution for injection/ infusion 50 mg/2 ml 13000 | /uHdby3us 50 mr/2 mn x 5
CeBodriypaH TEYHOCT 3a UHXanauus
247 NO1ABO08 SEVOFLURANE Inhalation vapour, liquid 250ml 700 ¢ napa 250 mn x 6
MK-Mepu uHdy3noHeH pasteop 0,4
272 N04BB01 AMANTADINE Solution for infusion 0,4mg/ mI-500ml | 480 mr/mn 500 mn x 1
Mwpasonam 5 wmr/mn 3 wMmn
290 NO5CDO08 MIDAZOLAM Solution for injection 5mg/ml - 3 ml 8600 VHXEKUMOHeH pasTteop X 10
Mwpasonam 1 mr/mn 5 Mn
291 NO05CD08 MIDAZOLAM Solution for injection 1 mg/ml-5ml 13000 | nHxekumnoHeH pa3sTteop x 10
370 mg I/ml - 100 CkaHnykc 370 Mr/mMn MHXeEKUMOHEH
318 V08AB04 IOPAMIDOL Solution for injection ml 450 pasTteop 100 mn x 10
350mg/ ml-100 MomepoH pa3teop 3a uHxekumm 350
321 VO08AB10 IOMEPROL Solution for injection ml 150 mr/mn 100 mn x 1
Powder and solvent for dispersion CoHo Bio npax u pasTtBoputen 3a
322 VO8DAO5 Sulphur hexafluoride for injection 8 pl/ml 120 avcnepcus 3a nHxekumm 8 pl/mn x 1

[Tpuaozkenue Ne 2 1o o6pa3zena Ha BB3AOKUTEAS, ChABPIKAII0 U3IBACHUATA

Ha yJYaCTHHKA, CbraaCHO

M3UCKBaHUATA Ha BB3A0KUTeAS U [Ipuaoxkernue No 2A - IOCAETHOTO Ha XapTUEeH HOCUTEA U Ha JIHCK.

Y4acTHUKEBT € IIpEeACTaBHUA OTOPHU3AIIMMOHHHU ITHMCMa OT IIPOHU3BOAUTEANUTE HAHU ITPUTEXKATECAHUTE

Ha pas3pelleHHeTo 3a yrorpeba Ha opepupaHuTe AeK. IPoAyKTH; Baannuu Pa3perenus 3a ynorpeba
Ha A€KapCTBEHUTE MNPOAYKTH, PellleHHe 3a U3IrbaAHEeHHe Ha EBporeiickaTa KOMUCHsS 3a U3MEHEHHE
Ha pas3pelleHHeTo 3a TBhProBUsl, U3OaMeHO 3a ,Sono Vue — cepeH xekcadayopun”; [Jexkaaparus 3a
chraacHe C KAay3uTe Ha AoroBopa; J[ekaapalivsa 3a CpoKa Ha BaAHMAHOCTTA Ha odeprara;
[eraapaiig 3a cria3BaHe Ha 33bAKEHHATA, CBBP3aHH C JAaHBIH U OCHUTYPOBKH, Olla3BaHe Ha
OKOAHATAa Cpela, 3aKpHuaa Ha 3aeToCTTa Ha TPYXA ITo 4A. 39, aa. 1, 1.1, 6yksa ,a“ ot [ITI30II.

TexHUYECKOTO TIpensokeHue 3a obocobeHa mo3uima Nol-

n3bpoeHuTe B TabauIlaTa

HOMEHKAAQTYPHU U IIPEACTABEHUTE C HETO JOKYMEHTHU OTTrOBaApAT Ha U3UCKBaHUATA Ha BB3AOKHUTEAA U

KOMHCHSTA JOIIyCKa MO0 IIOCAEABAIlO yYacTHe B IIpolieaypara ydacTHuka ,,MEAEKC* OO/.

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A

JEWUHOCTTA HA YMBAA “TITPO®. [1-P CTOSH KUPKOBUY” AJl, TP. CTAPA 3ATOP

3.2. obocobena moauriysa No2, HOM:
BrHOKpUT uHxekumoHeH pasteop 2000 IU/1 mn x
Erythropoietin 6 npegBapuTEenHO  HaMbfHEHW  CMIPUHLIOBKU
325 B03XA01 | (Epoetin alfa) Solution for injection 2000 1U/1 ml 9600 (cTBKIO)
JIOCTABKA HA AEKAPCTBEHU ITPOIYKTU U XPAHUTEAHU JOBABKU U HA AEKAPCTBEHU ITPOIYKTU 3A AEYEHUE HA 4

[Iporoxomn 2




BuHokput unHxekunoHeH pasteop 3000 1U/0,3
Erythropoietin M X 6 NpeaBapuTENHO HambIIHEHU CMPUHLOBKU
326 | BO3XA01 | (Epoetin alfa) Solution for injection 30001U/0,3ml 9600 (cTBKI0)
BuHOKpUT UMHXekumoHeH pasTteop 4000 1U/0,4
Erythropoietin Mn X 6 npeaBapuTENHO HambiIHEHW CMPUHLIOBKA
327 | B03XA01 | (Epoetin alfa) Solution for injection 40001U/0,4ml 2000 (cTbKNO)
solution for injection in pre- ApaHecn MHXXEKLMOHEH pasTBop B
filled syringe with needle npeaBapuTenHO HanbfiHeHa cnpuHuoska 40
329 | B03XAO02 | Darbepoetin alfa guard 40mcg/0,4 ml 60 Mmkr/0,4 M x 1
Solution for injection in pre- ApaHecn MHXXEKLIMOHEH pasTBop B
filled syringe with needle npegBapuTenHo HambfiHeHa cnpuHuoBka 80
330 | B03XA02 | Darbepoetin alfa guard 80mcg/0,4 ml 60 Mkr/0,4 mn x 1
333 | Al1CCO04 | Calcitriol Capsule, soft 0.25mcg 12660 | Octeo [ meka kancyna 0.25 mkr x 30
CuHakanueT TeBa cunmupana Tabnetka 30 mr x
334 | H05BX01 | Cinacalcet Film coated tablet 30mg 4200 30
335 | H05BX02 | Paricalcitol Capsule, soft 1lmcg 2240 TeanapvBuT meka kancyna 1 Mkr x 28
Cesenamvep Cangou dwvnvupaHa Tabnetka 800
336 | VO3AE02 | Sevelamer Film coated tablet 800mg 12960 | mrx 180

[Tpuaoxkenme No 2 o obpaseria Ha BB3AOKUTEAS, ChABPIKAIIO U3IBACHUATA Ha YIaCTHUKA, CbrAACHO
M3UCKBAHUSTA Ha BB3A0KUTeAd U [IpraokeHne No 2A - mocaeJHOTO HA XapTUEH HOCUTEA U Ha IUCK.
YYacCTHUKET € MPeACTaBHA OTOPHU3AIIMOHHU ITHCMa OT IIPOU3BOAUTEAUTE UAU IPUTEKATEAUTE
Ha pas3pelleHHeTo 3a yroTpebda Ha odepupaHuTe AeK. IPOAYKTH; Baanguu Paspemenus 3a ynorpeba
Ha AE€KApCTBEHHUTE ITPOAYKTH; PelreHus 3a U3IbAHEHHE Ha EBponeiickata KOMHCHUS 32 U3MEHEHUE
Ha paspelleHrUeTo 3a ThProBusd; [ekaapaliys 3a ChrAaacue C KAay3UTe Ha O0oroBopa; [lekaaparud 3a
CpOKa Ha BaAHMOHOCTTA Ha odpeprara; [lekaapamus 3a Clla3BaHe Ha 3abAXKEHUATA, CBBP3aHHU C
JAaHBIIM U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpeda, 3aKpHAa Ha 3aeTOCTTa Ha TPynQ o 4A. 39,

as.1, .1, 6ykBa ,,a“ ot ITI130II.

TeXHUYECKOTO TIIpelAOKeHHe 3a obocobeHa mo3urms No2 -

n3bpoeHuTe B TabaHIaTa

HOMEHKAAQTYPH U IIPEICTAaBEHUTE C HETO JOKYMEHTH OTTOBapAT Ha U3WCKBAHUATA Ha BB3AOKUTEAT U
KOMHUCHSATA OIyCKa 0 IIOCAEABAIII0 yYacTHe B IIpolieflypaTa ydacTHHKaA ,MEIEKC“ OO/I.

3.3. obocobena moazurug No3, HOM:

Concentrate for solution PukcaToH koHUeHTpaT 3a nHdy3noHeH pasteop 500 mr/50
337 L01XC02 Rituximab for infusion 500 mg/50 ml | 480 | mnx1

Concentrate for solution PukcaTtoH koHueHTpaT 3a uHdy3noHeH pasteop 100 mr/10
338 L01XC02 Rituximab for infusion 100mg/10 ml | 480 Mn X 2

Brentuximab Powder for concentrate ApueTpuc npax 3a KOHLUEHTPAT 3a NHAY3NOHEH pa3TBop
340 L01XC12 vedotin for solution for infusion 50mg 72 50 mr x 1
3ap3no pa3Teop 3a nHxekuun/mHdysus 30 MU (60

Solution for | 30OMU(300 mcg MU/mn) 0,5 mn x 5 npegBapuTenHo HambHEHN

344 L03AA02 Filgrastim injection/infusion / 0,5ml) 40 CNPUHLIOBKM
10 mg/ml-0.6

345 L03AA13 Pegfilgrastim Solution for injection ml/mg 20 |3mekcTeH3o nHxekumoHeH pastsop 10 mr/mn 0.6 mn x 1
346 L03AA14 | Lipegfilgrastim | Solution for injection 6 mg/0,6 ml 20 |JloHKyekc nHxeKunoHeH pasteop 6 mr/0,6 mn x 1

Concentrate for solution ®nynapabvH AKTaBuC Npax 3a pasTBoOP 3a UHXeKLnn/
349 L01BB05 Fludarabine for injection/infusion 50 mg 400 | uHdy3us 50 mr x 1
350 L01BCO01 Cytarabine Solution for injection 50mg/ml -20 ml | 100 |AnekcaH MHxeKunoHeH pa3teop 50 mr/mn 20 mn x 1

2 mg/ml - 25

354 L01DB03 Epirubicin Solution for injection ml/mg 2000 |EnucmHaaH nHxXeKumoHeH pastsop 2 Mr/mn 25 mn x 1

Powder for solution for BopTe3omunb AkTaBuC npax 3a UHXeEKUMOHEH pa3Teop 3.5
359 L01XX32 Bortezomib injection 3.5 mg 400 | mrx1

Powder for solution for
361 L01XX45 Carfilzomib infusion 10mg 80  |Kunponuc npax 3a uHgpy3anoHeH pasteop 10 mr x 1

Powder for concentrate | 2,5mg/mi(100m BeHpamyctuH MannaH npax 3a KOHUEHTparT 3a
366 L01AA09 Bendamustine | for solution for infusion 9) 480 | uHdpy3noHeH pasteop 2.5 mr/mn 50 mn (100 mr) x 5

Powder and solvent for

Coagulation solution  for injection/ MMyHalnH npax 1 pa3tBop pasTeop 3a

367 B02BD04 factor IX infusion 6001V 200 | vixekumn/uHdysust 600 U x 1

HpI/IAO}KeHI/Ie Ne 2 o o6pa3eL1a Ha BB3AOKHUTEAA, CBABP2KAIIIO U3AdBACHHUATA HAa Y4aCTHHKA, CbIrAaCHO

M3HUCKBaHUATA Ha BB3A0KUTEAS U [IpuaoxkerHre No 2A - IOCAETHOTO Ha XapTUEH HOCUTEA M Ha JIHCK.

Y49acTHUKET € IIpeacraBUA OTOPHU3AIIMOHHH ITHMCMa OT IIPOU3BOAHUTEAUTE HAU IIPUTEXKATECAUTE

Ha pa3pelleHueTo 3a yrnorpeba Ha opepupaHuTe A€K. IPOAYKTH; Baanauu Pazperenua 3a yrnorpeba
Ha A€KapCTBEHUTE ITPOAYKTH; PellleHus 3a u3mbaHeHHEe Ha EBporelickaTa KOMHUCHA 3a U3MEHEHHE

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 8
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP

[Iporoxomn 2



Ha pa3pelIeHHeTOo 3a T'bProBHUs; [lekaapalys 3a cbraacue ¢ Kaay3uTe Ha OoroBopa; [Jekaapaiiys 3a
CpoOKa Ha BaAMOHOCTTA Ha odeptara; [ekaapaiyd 3a clazBaHe Ha 33 bAKEHHATA, CBBP3aHU C
OaHbIM U OCUTYPOBKM, Olla3dBaHE Ha OKOAHATa Cpela, 3aKpHaa Ha 3aeToCTTa Ha TPyA IIo dYA. 39,
aa.1, t.1, 6yksa ,,a“ ot ITI130II.

TeXHUYECKOTO IIpemAoKeHHe 3a obocobeHa mo3umusa Ne3 - wu3bpoeHuTEe B TabauIiaTa
HOMEHKAATYPHU U NPEeACTAaBEHUTE C HETO JOKYMEHTH OTTrOBapsAaT Ha U3UCKBAHUSTA HAa BB3AOKUTEAS U
KOMHCHSATA JOMyCKa /10 ITOCAEBAIII0 YIaCTHE B Ipolieaypara ygyactauka ,MEJEKC“ OO/.

3.4.060cob6eHa mo3ursa No4, HOM:

380 A06ABO6 SENNA GLYCOSIDES fl 75ml 120 X-npen nepopaneH pastsop 2.34 r/75 mn x 1
100000iu/ dyHroctatH 100 000 1U/mn rpaHynu 3a cycneHsus

402 D07AA02 NYSTATIN susp ml-50ml | 300 3a ycTHa nurasmua 50 mn x 1

Sultamicillin (Ampicillin, Powder for solution

419 JO1CR0O4 Sulbactam) for injection 1.0g/0.5g, | 9000 | YHasuH 1,5 r npax 3a MHXeKUMOHeH pa3Teop dn X 1

424 J01DC02 CEFUROXIME tabl. 500mg 600 Akced 500 mg dwmnmupanu Tabnetkm x 20

430 JO1FA10 AZITHROMYCIN Film coated tablet 500 mg 4500 Asakc punmupanm Tabnetn 500 mr x 5

439 MO01AC06 MELOXICAM tabl 15 mg 300 Men6ek ®opt Tabnetkn 15 mr x 30
15mg/ 5ml

492 R05CB06 AMBROXOL syr 100ml 2200 Ambpekc 15 mr/5 mn cupon 100 mn x 1
30mg/5ml

493 R05CB06 AMBROXOL syr 150ml 1200 Amb6pekc 30 mr/5 mn cupon 150 mn x 1

511 J02ACO01 FLUCONAZOLE caps. 150mg 4000 KaHnguson tebpam kancynu 150 mr x 3

[Tpuaoxkenme Ne 2 1o obpaseria Ha BB3AOKUTEAT, ChABPIKAII0 U3IBACHUATA Ha YIACTHHKA, CBIAACHO
M3UCKBaHHUATA Ha BB3AOKUTeEAd U [Ipuaokenue No 2A - MOCAETHOTO HA XapTUEH HOCUTEA U Ha JIUCK.

Y4acTHUKBT € IPeACTaBUA OTOPHU3AITMOHHH ITHCMAa OT IIPOU3BOIUTEAUTE HAHM ITPUTEKATEAUTE
Ha pas3pelleHHeTo 3a yrorpeba Ha opepupaHuTe AeK. IPoayKTH; Baaunuu Pa3perenus 3a yrmorpebda
Ha AeKapCTBEHUTE ITPOAYKTH; PelteHus 3a usmbaHeHUe Ha EBporielickaTa KOMHUCHL 3a U3MEHEHME
Ha pa3pelIeHHeTo 3a T'bProBud; [Jekaapanus 3a Cbraacue C KAaay3uTe Ha AoroBopa; [Jeraaparyda 3a
CpoKa Ha BaAUOHOCTTA Ha odeprara; [lekaapalps 3a cIa3BaHe Ha 3aIbAKEHUSTa, CBBP3aHU C
OaHbOH U OCUTYPOBKH, OIla3BaHE Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeToCTTa Ha TPyA mo 4a. 39,
as.1, T.1, 6ykBa ,,a“ ot ITI130II.

TexHHUYECKOTO IIpemaoxKeHHe 3a obocobeHa mo3uruss Ne 4 - u3bpoeHHTEe B Tabaunarta
HOMEHKAATYPHU U MIPEACTABEHUTE C HETO JOKYMEHTH OTTOBapPAT Ha M3UCKBAHUSATA HA BB3AOKHUTEAT U
KOMHCHSTA JOIIyCKa A0 IIOCAE€ABAIlO y4acTHe B Ipolieaypara y4acTHuKa ,,MEAEKC* OO.

4. Komucugara 3amodyHa pasTAeKAaHe Ha TEeXHUYEeCKOTO IIpensoxkeHue Ha ,,B.BPAYH
MEOHUKAA“ EOOl. Y4aCTHHKET € IIOoZaA IIPEIAOKEHUS 3a U3II'bAHEHHE Ha ITophYKaTa 3a:
4.1. obocobena mosurmg Nol, HOM:

Solvent for Bopga 3a nHxekuun,10 mn MPC
44 VO7AB00 | Water for injection parenteral use 10ml 14000
GLUCOSE5%+NA NACL 0,9% + I'mioko3a, 5% EP,
55 B05BB02 | CHLORIDUMO.9 Solution for infusion 5%+0,9%-500ml 54000 500 mn
56 B0O5BA03 | GLUCOSE 5% Solution for infusion 500ml 38880 'nioko3sa, 5%,EP, 500 mn
57 BO5BA03 | GLUCOSE 10% Solution for infusion 100 g/l - 500 ml 46000 'nioko3a, 10%, EP, 500 mn
59 B0O5BC01 | MANNITOL Solution for infusion 100g/I1-500 ml 18000 Manuton, EP, 500 mn
ELECTROLYTES
60 B05BB01 Solution for infusion 500ml 4800 XapTmaH, pasteop, 500 mn
61 BO5AA06 | GELATIN AGENTS Solution for infusion 500ml 1920 enodysuH banaxc,4%,EP500 mn
62 B05BB01 | ELECTROLYTES Solution for infusion 500ml 80000 PwuHrep, pastsop, EP, 500 mn
ELECTROLYTES/
63 B05BB01 | PLASMA-LAYT/ Solution for infusion 500ml 4000 CrepodpyHauH ISOEP,500 mn
JIOCTABKA HA AEKAPCTBEHU ITPOIYKTU U XPAHUTEAHU JOBABKU U HA AEKAPCTBEHU ITPOIYKTU 3A AEYEHUE HA o]

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A

JEWUHOCTTA HA YMBAA “TITPO®. [1-P CTOSH KUPKOBUY” AJl, TP. CTAPA 3ATOP
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500ml6.8g/1/0.30r/1/0.20g/
64 B05BB01 | ELECTROLYTES Solution for infusion | 1/0.3g/l/3.27g/1 /0.67 g/l/ml 1200 CrepodyHaumH ISO EP, 500 mn
Concentrate for
65 B05XA01 | POTASSIUM CHLORIDE solution for infusion 150mg /ml - 10 ml 20000 Kanues xnopug 14,9%, 10 mn MPC
SODIUM HYDROGEN Concentrate for
66 BO5XA02 | CARBONATE solution for infusion 8,4 g/100 ml - 20 ml 15000 Hatpues Bukap6oHart, 8.4%, 20 mn
67 B05BB01 | SODIUM CHLORIDE Solution for infusion 9g/l - 500 ml 140000 HaTtpues xnopug, 0.9%,EP, 500 mn
69 B05BB01 | SODIUM CHLORIDE Solution for infusion 0.9% - 250 ml 22000 HaTtpues xnopug, 0,9%, EP,250mn
72 B05BB01 | SODIUM CHLORIDE sol. Inf.- cTbkNO 0.9% 100ml 22000 HaTtpues xnopug 0,9%, EP,100 mn
Solution for
73 BO5XA03 | SODIUM CHLORIDE injection 9mg/ml-10mi(0.9%) 36000 Hatpues xnopug 0,9%, EP, 10 mn
AmuHonnasman b. bpayH 10 % E,
75 BO5BA01 | AMINO ACIDS sol.inf. 100.0 g/I-500 ml 2400 500 mn
Glass bottle
76 B0O5BA01 | AMINOACIDS/N-HEPA/ Solution for infusion 500 mix1 200 Amunnonnasman Xena,10%,500 mn
Emulsion for
78 BO5BA10 | COMBINATIONS infusion 1000ml 480 Hytpudnekc Cnewwsn, 1000 mn
103 B01AB01 | HEPARIN inj 25 000 IU/5ml - 5ml 8400 XenapuH Hatpuw, 25,000 IU, 5 mn
182 | DO08AGO02 | Povidone- iodine Ointment 10% -90 g 2400 BpayHOBUAOH yrHBEHT
183 | DO8AGO02 | POVIDONE-IODINE Ointment 10%- 250 g 300 BpayHoBuaoH yHreeHT, 250 r.
7,59/100g (iodine 10%) -
184 | D08AG02 | POVIDONE-IODINE Cutaneous solution 1000ml 2100 BpayHon pa3tsop,1000 mn.
Solution for
220 J01GB06 | AMIKACIN injection/infusion 250 mg/ml - 2 ml/mg 16000 AmukaumH, 2,5 mr/mn, EP, 100 mn
Solution for
221 | JO01GBO06 | AMIKACIN injection/infusion 5 mg/ml -100 ml 2000 AmukauwH, 5 mr/mn, EP, 100 mn
230 | J01XD01 | METRONIDASOLE Solution for infusion | 500mg/100mI-100ml 42000 MeTponugason, 5 mr/mn, 100 mn.
Solution for
249 | NO1BB09 | ROPIVACAINE injection 5 mg/ml-10 ml 1200 PonusakauH,5mr/mn,10mMn
Emulsion for
250 | NO1AX10 | PROPOFOL injection/infusion 10 mg/ml -20 ml 14000 Mponodgon-Jiunypo10 mr/mn,20 mn
260 | NO02BEO01 | PARACETAMOL Solution for infusion 10mg/ml-100 ml 2500 MapaueTtamon, 10mr/mn, 100 mn

HpI/IAO}KeHI/Ie Ne 2 o o6pa3eua Ha BB3AOKUTEALA, ChABPXKAIIO0 U3dBACHHATA HA YIaCTHHKA, CbIrAaCHO
HN3HMCKBaHHATA HA BB3AOZKHUTEAD U HpI/IAO}KeHI/Ie Ne 2A - IIOCAEAHOTO Ha XapTHEH HOCHUTEA U Ha OHCK.
Y4acTHUKEBT € IIpEACTaBUA BaAUJHHU Pa3peI_UeHI/IH 3a yHOTpe6a Ha ACKAQpPCTBEHUTE IIPOAYKTH,

[erkaapaig 3a chraacue C Kaay3uTe Ha [OoroBopa; [Jekaapamnydg 3a CpoKa Ha BaAHMAHOCTTA Ha
odepraTta; [eraapalid 3a cra3BaHe Ha 3abAKEHHATA, CBBP3aHU C JAHBIM U OCUTYPOBKH,
ora3zBaHe Ha OKOAHATa cpena, 3aKpHAa Ha 3aeTOCTTa Ha Tpyd mo dA. 39, aa.l, T.1, 6ykBa ,a“ ot
[MII30I1, OTopHU3aIMOHHO MTHUCMO OT ITPOU3BOAUTEAT HA 0PEePHUPAHUTE A€KAPCTBEHU HPOAYKTH.

Komucugara cuura, e IpensoK€HUETO Ha ydacTHHKA II0 HOMeHKAaaTypa 220 He oTroBaps Ha
TeXHUYeCcKaTa CIEITU(PUKAITUST Ha BB3A0KHUTEAS. BUIHO OT mMocAeHATA, BB3AOKHUTEAST € TTIOCOYHA a
ce odpepupa AMIKACIN amp 2,5 mg/ml — 2 ml. YyactHuksT e npenasoxua AMIKACIN 2,5 mg/ml,
100 ml. Koan4yecTBOTO aKTUBHO BEIIIECTBO, IIPEIAATaHO OT YYaCTHHKA HE OTroBaps Ha KOAUYECTBOTO
aKTHUBHO BEIIIECTBO, IIOMCKAHO OT BB3A0XKUTEAd, T KaTo 250mg/ml — 2 ml e paBHo Ha 500 mg.

C oraefl TOpHHUTE KOHCTATAIIMM M Ha OocHoBaHue d4a. 107, 1.2, 6ykBa ,a“ 30I1 komMucuara
opeasara _Ha BB3AOKHUTEAS [a OTCTPAHHW OT IIOCAEABAINO VYaCTHHE B HPOIeAypaTra ydacTHUKA
,B.BPAYH MEAHUKAA“ EOOO 3a HoM. equauiia No 220 ot obocobeHna mmosurmg No 1.

TexHHU4YECKOTO IIpenaokeHue Ha ydactHUKa ,B.BPAYH MEHKAA“ EOOH 3a ocTaHaAuTe
HOMEHKAATypU OoT obocobeHa moauimndg Ne 1 - m30poeHHTE B TabAWIlaTa U IIpPEACTaBEHUTE C HEro
OOKYMEHTH OTTOBapsSIT Ha H3UCKBAHUATA Ha BB3AOXKHUTEAd UM KOMHCHUATA [O0IyCKa MO0 IIOCAeIBAII0
ydacTHe B IIpoliegypara y4acTHHKaA ,,b. BPAYH MEJHKAA“ EOO/L.

4.2. obocobena mo3uiiud No 4, HOM:

520
920

437
446

IBUPROFEN
PRILOCAINE

MO1AEQ1
N01BB04

Oral suspension 40 mg/ml - 100 ml Mo6ynpodeH, 40 mn/mn, 100 mn

sol.inj. 20 mg/ml 5ml Takunpun 20 mr/mn, 5 ml

HpI/IAO}KCHI/Ie Ne 2 o o6pa3eL1a Ha BB3AOKHUTEAA, CBABP2KAIIIO U3ABACHHUATA HAa YI4aCTHHKA, CbIrAaCHO
HN3HCKBaHHATA HA BB3AOZKHUTEAAD U HpI/IAO}KCHI/IC Neo 2A - IIOCACAHOTO Ha XapTHEH HOCHUTEA U Ha OHCK.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 10
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP
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YyacTHUKET € npencraBua Baauauu PaspemreHus 3a ynorpeba Ha AeKapCTBEHUTE MPOAYKTH;
Jexkaapanua 3a CbraacHe C Kaay3UTe Ha [A0ToBopa; [lekaapallyd 3a CpoKa Ha BaAHAHOCTTA Ha
odeprara; [lekaapamus 3a cla3BaHe Ha 3aIbAXKEHHATA, CBBP3aHU C [OAHBIM U OCHUIYPOBKH,
oIla3BaHe Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeTocTTa Ha Tpynd mo da. 39, aa.l, .1, 6ykBa ,a“ ot
[ITI30II, OTopH3allMOHHO ITMCMO OT IIPOU3BOAUTEAD Ha O(pepHUpaHUTE A€K. IIPOLYKTH.

TexXHUYECKOTO IIpenaokeHHe 3a obocobeHa mo3unmsa Ne4 - u3dpoeHuTe B Tabauiiara
HOMEHKAATYPH U IIPEACTAaBEHUTE C HETO JOKYMEHTH OTTOBapsT Ha U3HCKBAHHUSTA HAa BB3AOKUTEAS U
KOMHUCHSATA OOIyCKa [0 IIOCAEABAIIl0 ydacTHe B IIpolleaypara ydactHuka ,B.BPAYH MEIHKAA“
EOOA.

4.3. obocobena mosurug Ne 5, HOM:

516 FRESUBIN ORIGINAL DRINK 6p. 200 ml 2400 HyTpukomn Oputk MNntoc, 200 mn

[Tpuaokenme No2 1o oOpaseria Ha BB3AOKUTEAS, ChIBPKAII0 U3IBACHUATA Ha YYaCTHUKA, CbIAACHO
M3HUCKBaHUATA Ha BB3A0XKUTeAS U [Ipuaoxkenue Ne 2A - mocaAeZHOTO Ha XapTUEH HOCUTEA U Ha OHCK.

Y4acTHUKBT € IIpeAcTaBHUA BaAHAHO Pa3spelieHne 3a yrmorpeba Ha AeKapCTBEHUS IIPOAYK;
Ieraapaliiys 3a chraacue C Kaay3uTe Ha OoroBopa; [lekaapamud 3a CpoKa Ha BaAMOHOCTTa Ha
odepraTa; [ekaapald 3a cras3BaHe Ha 3aIbAKEHHATA, CBBP3aHU C JAHBIIM U OCUTYPOBKH,
orlazBaHe Ha OKOAHAaTa cpela, 3aKpuaa Ha 3aeTocTTa Ha Tpyn mo 4da. 39, aa.l, 1.1, 6ykBa ,a“ oT
[ITI3O0II, OTopH3allMOHHO ITMCMO OT IIPOU3BOAUTEAd Ha opepupaHuTe AeK. [IpoayKTH.

TeXHUYECKOTO MpensokeHHe 3a obocobeHa mo3unmss NoS - u30poeHHTE B Tabauiiata
HOMEHKAATYPHU U IPEeACTAaBEHUTE C HETO JOKYMEHTH OTTOBapdAT Ha U3UCKBAHUATA HAa BB3AOXKUTEAT U
KOMHCHSATA OOIyCKa M0 IOCAEABAII0 ydacTHe B IIpoleaypara ydactHuka ,B.BPAYH MEIHKAA“
EOOA.

5. Komucuara 3arodyHa pasraekJaHe Ha TeXHUYECKOTO IIpenaoxkeHue Ha ,MarHa®apm
BBATAPHUS“ EALl. Y4acTHUKBT € IIOZIaA IIPEAOKEHU 3a U3II'bAHEHHE Ha IIophyKaTa 3a:
5.1. obocobena mozuryd Nol, HoM:

Immunoglobulins, normal human, for 100 mg/ml - 50 MpuBwmxeH pa3teop 3a nHdy3smsa 100
45 JO6BA02 | intravascular adm. Solution for infusion ml 70 mr/mn 50 mn
200 mg/ml - 50 Anbypexkc 20 pa3TBop 3a MHY3us
82 BO5AA01 | HUMAN ALBUMIN Solution for infusion ml 540 200r/n 50 mn *1
200 g/l - 100 Anbypekc 20 pa3TBop 3a MHy3us
83 BO5AA01 | HUMAN ALBUMIN Solution for infusion ml 900 200r/n 100 mn *1

[Tpuaozkenue Ne 2 1o obpaszena Ha BB3AOKHUTEAS, ChIBPIKAII0 U3SIBACHHATA HA YIACTHHUKA, CHIAACHO
M3UCKBaHUATA Ha BB3A0KUTeEAd U [Ipraoxkenue No 2A - mocaeHOTO Ha XapTHEH HOCUTEA U Ha JUCK.

Y4acTHHUKBT € MIpPEeACTaBUA HOTApHaAHO 3aBEPEHO I'bAHOMOIIHO, ¢ KoeTo lOangn CredaHoB
XpHUCTOB, B Ka4eCTBOTO My Ha M3mbaHUTEAEH OAUPEKTOP yIrbaHOMoOIlaBa MpeHa JandoBa llaHoBa —
K®HOBa ma mpencraBasgBa ydacTHHKA B mpolieaypu no 3011, Baauguu Paspenienus 3a ynorpebda Ha
AEKApPCTBEHHUTE NpPOoAyKTH; OTOPHU3AIIMOHHO IIHCMO OT IIPOU3BOAUTEAS Ha OQepUpaHUTE A€K.
OpoayKTH; [ekaapamma 3a cbhraacue C Kaay3uTe Ha [goroBopa; J[lekaaparyg 3a cpoka Ha
BaAUOHOCTTA Ha odeprarta; [lekaapalysd 3a Clia3BaHe Ha 3abAXKEHHUATA, CBBP3aHU C OAHBIU U
OCUTYPOBKH, OIla3BaHe€ Ha OKOAHaATa Cpea, 3aKpHaa Ha 3aeTocTTa Ha Tpynd Io da. 39, aa.l, T.1,
oykBa ,,a“ ot I1I130II,.

TeXHUYECKOTO TpenAokeHHe 3a obocobeHa mo3urmss Nel - u3bpoeHHTEe B Tabauilara
HOMEHKAAQTYPHU U IIPECTABEHUTE C HETO JOKYMEHTH OTTOBapAT Ha M3UCKBaAHHUSATA Ha BB3AOXKUTEAT U
KOMUCHSTA [OIycKa [0 IIOCA€ABAlll0 ydacThe B IIpolleAypara ydacTHUKa ,MarmadPapm
BBATAPHUSI“ EAL.

5.2. 060co0ena nmo3umus Ned, HOM:

436 MO1AEOQ1 IBUPROFEN oral susp. 20mg/ml-100ml 520 HYPO®EH 3A OELUA-NMOPTOKAJT 100 mr/5 mn 100 mn

437 MO1AEOQ1 IBUPROFEN Oral suspension | 40 mg/ml - 100 ml 520 | HYPO®EH ArOJA 40 mr/mn 100 mn cycneHsus

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 11
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




METAMISOLE
447 N02BB02 SODIUM tabl 500mg 24000 | AlITO30H Ta6n.500Mr.*20
450 NO2BEOL | PARACETAMOL supp 150mg 4800 | EQPEPAITAH 150Mmr. cynos.*10

[Tpuaoxkenure Ne 2 1o obpazeria Ha BB3AOKUTEASd, ChABPIKAII0 U3IBACHUATA HA YIACTHHKA, CHIAACHO
M3UCKBaHUATA Ha BB3A0KUTeAd U [Ipuaoxkenne No 2A - mocaeIHOTO Ha XapTUEH HOCHTEA U Ha JHCK.

Y4acTHUKBT € IIPEeACTAaBHA HOTAPHUAAHO 3aBEPEHO IIbAHOMOIIHO, ¢ KoeTo lOauan CredaHoB
XpHUCTOB, B Ka4eCTBOTO My Ha M3mbaHUTEA€H OUPEKTOP yIrbaHOMoOIaBa Mpena landoBa llaHoBa —
K®HOBa ma mpencraBasgBa ydyacTHHKA B npouenypu no 30I1; Baanguu Paspernienus 3a ynorpebda Ha
AEKapCTBEHUTE IIPOAYKTH, OT KOMTO BaAHOHO KBbM JaTaTa Ha IoaaBaHe Ha odepTuTe Ha
Paszperienue 3a yrorpeba 3a A€K. IIPOAYKT OT HOM. 437, BaauIeH 3a CPOK OoT S roAd. oT 24.01.2015r.;
Tpu OTOpPH3AIIMOHHU ITHCMa OT IPOU3BOAUTEANTE Ha odepupaHUTe A€K. IPOAYKTH; [lekaapaiuda 3a
chraacHe C Kaay3uTe Ha [JoroBopa; J[lekaapaliyg 3a CpoKa Ha BaAHMJHOCTTAa Ha odeprara;
Iekaapaiyg 3a clia3BaHe Ha 3aQbAXKEHHATA, CBBP3aHU C JaHBIM U OCUTYPOBKHU, Olla3BaHE Ha
OKOAHATAa Cpela, 3aKpHuaa Ha 3aeToCTTa Ha TPYZA I1o 4UA. 39, aa.l, 1.1, 6yksa ,a“ ot IITI30II.

TeXHUYECKOTO mpensokeHHe 3a obocobeHa mo3unmsa No 4 - u3dpoeHHTE B TabAuIlaTa
HOMEHKAAQTYPHU U IIPEACTABEHUTE C HETO JOKYMEHTH OTTOBApAT Ha M3HUCKBaHHUATA HA BB3AOXKUTEAT U
KOMHCHSITA [OOIyCKa [0 IIOCAeABAlll0 ydacTHe B IIpolleAypara ydacTHHKa ,MarHadapm
BBATAPHUS“ EAL.

6. Komucudgara 3aroyHa pasraekjaHe Ha TEXHUYECKOTO ITpeiaoKeHUue Ha ,,TOII XOCIITHTAA
CBPBHC“ A/l. Y4aCTHUKET € I0JIaA IIPEIAOKEHH 32 U3I'PAHEHUE Ha ITOpPhYKaTa 3a:
6.1. obocobena mozuryd Nol, HOM:

| 83 | BOSAA0L [HUMAN ALBUMIN | Solution for infusion | 200 g/l - 100 mI[ 900 [Uman Albumin 20% |

[Tpuaozkenue Ne 2 110 obpaszenia Ha BB3AOKHUTEASI, ChIBPKAII0 U3SIBACHHATA HA YIACTHHUKA, ChIAAQCHO
M3UCKBaHUSATA Ha BB3A0KUTeAd U [Ipraokernue No 2A - mocAeJHOTO HA XapTHEH HOCUTEA U Ha JUCK.
Y4acTHHUKET € IIpeACTaBHA OIIHC Ha JOKYMEHTHTE, KBAETO B T.2 € JAeKAapHUpaa, de IIpeacTaBs
JLAokymernm, uzdaden Ha Ton Xocnuman Cwovpeuc A/, yodocmosgepsieau, npasama MYy 3a
npedcmasumesicmeo Ha4 Mepumopusima HA Ysiama CmMpaHa UlU 3a KOHKpemHama npoueoypa, 3a
cpoka Ha 0ozoeopd”, a B T.3 — [IOKYMEHT C HOMED 3a paspelleHue 3a ynoTpeda Ha A€K. IPOAYKT.
Y4yacTHUKEBT € IpeAcTaBHA: 3aBepeHo Komnue ¢ rpud ,BsapHo ¢ opurmHasa“ Ha crpaBKa OT
peructbpa Ha Hanmmonasen CubBeT IO LIeHU U peuMOypcupaHe Ha aekKapcTBeHuTe KbM 09.01.2020r,
OT KOETO € BHUJEH HOMEPBHT Ha pas3pelleHHeTo 3a ynorpedba Ha A€KapCTBEHUS INPOAYKT C IMOCOYEHHU
IIEHY Ha IPOU3BOAMUTEA U Ha THPIOBEIl Ha €pP0; KCEPO-KOoIHe Ha IIPOEKT Ha AoroBopa; [lekaapalius
3a cBraacrue C KaAy3uTe Ha [JoroBopa; [lekaapanusd 3a CpoKa Ha BaAWAHOCTTA Ha odepTara,

[ekaapaiya 3a cIa3BaHe Ha 3aIbAXKEHHATA, CBBP3aHU C JaHBIM U OCHUIYPOBKH, Olla3BaHe Ha
OKOAHATAa Cpela, 3aKpHAa Ha 3aeToCTTa Ha TPYA 1o 4A. 39, aa.l, 1.1, 6ykBa ,a“ ot IIIT30II.

Y4acTHHUKBT He € IPEeACTaBUA JOKYMEHT HU3[a[eH Ha HEroBO HMe, YIOCTOBepsBalll IIpaBaTa
My 3a IIPEACTaBHUTEACTBO Ha TepUTOPHLATA Ha IlgAaaTa CTpaHa HMAU 3a KOHKpeTHaTa IIpolleaypa, 3a
CpoKa Ha [0TOBOpPAa, U3AAAEH OT IPUTEKATEAdT Ha pas3pelIeHHeTO 3a yIroTpeba Ha AeKapCTBEHUS
OPOAYKT HAU OT HpeACcTaBUTEAS II0 4A. 26, aa. 1 ot 3AIIXM mau oT mpencTaBUTEA Ha AHUIETO II0 YA.
26, aan. 1 mAm Ha mpUTeXaTeAs Ha pas3pelIeHHeTo 3a yroTpeda, chraacHo J[lOmMbAHUTEAHUTE
pasmopentdu, naparpadg 1, T. 50 or 3AIIXM u 3aBepeHO Kommme Ha PaspemreHueTo 3a yrorpeba Ha
AEKapCTBEHUS NPOAYKT, uzmaneHo or MAA wmam no pena Ha Peraamenr /EC/ Ne 726/2004 Ha
EBponetickus napaamMeHT U Ha CpBeTa, KaKBOTO € HM3HUCKBAHETO Ha BBH3AOKHUTEAT B yTBBpAcHATa
JOOKyMEHTAallud.

OT OmMCaHOTO OO0 TYK € BHAOHO, Y€ YYaCTHHUKELT HE Ce€ € ChoOpas3srA C HM3UCKBAHUAT Ha
BB3AOKHUTEAd Ha CTpaHula 22 0T yTBbpJAcHaTa MAOKyMEHTAallud, a CBII0 TakKa € IIPEeACTaBHA U
JOKYMEHT, C IIEHOBO CBhIBPIKAaHHE, Ha eTall OoTBapsgHe Ha odepTa 3a mpoBepKaTa H I10 JOILyCTHMOCT,
KOT'aToO HE ca HaAHWIIE NIPEAIIOCTAaBKH [1a Ce pasraek/aa IieHaTa.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 12

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




C oraea ropHUTE KOHCTATALIMM M Ha ocHoBaHuMe d4A. 107, 1.2, 6ykBa ,a“ 30Il xkoMmucuara
opeasara Ha BB3AOKHTEAS A2 OTCTPAHM OT IIOCAEABAIID YIACTHHE B MPOIleaypaTa yiacTHHKA ,, TOII
XOCIITHTAA CBPBHC“A 3a oM. eauuuiia No83 ot obocobena mosurmg Nel.

6.2. obocobena moauriud No3, HOM:

344 |[LO3AAO02 |Filgrastim Solution for injection/infusion 30 MU (300 mcg/0,5 ml) 40 Nivestim
345 | L03AA13 |Pegfilgrastim Solution for injection 10 mg/ml-0.6 ml/mg 20 Ziextenzo
346 |[LO3AA1L4 |Lipegfilgrastim Solution for injection 6 mg/0,6 mi 20 Lonquex
359 |[L01XX32 |Bortezomib Powder for solution for injection 3.5mg 400 Bortezocon
366 Powder for concentrate for solution Bendamustine
L01AAQ9 |Bendamustine for infusion 2,5 mg/ml (100 mg) 480 Actavis

Y4yacTHUKBT € IpenctraBUA [IpuaokeHme Ne 2 1o obpasella Ha BB3AOKHUTEAd, CHABPIKAIIO
H3dBACHHUATA Ha yYYaCTHHKA, CBhIAACHO H3HCKBAHHSATA Ha BB3A0KUTeAsd W IlpuaoxeHme No 2A -
IIOCA€THOTO Ha XapTHEH HOCHTEA U Ha JYCK.

Y4acTHUKET € IIpeNCTaBHA OIIHC Ha JOKYMEHTHUTE, KBIETO B T.2 € JAeKAapHupaa, de IIpecTaBs
Jdokymernm, wusdadoern Ha Ton Xocnuman Cwepeuc A/, ydocmosepsisau, npasama MYy 3a
npedcmasumesicmeo Ha4 Mepumopusima HA Ysiama CmMpaHa Ul 3a KOHKpemHama npoueoypa, 3a
cpoka Ha dozogopa“, a B T.3 — [JJOKyMEHT C HOMep 3a pa3pellleHue 3a yrnorpeda Ha A€K. IIPOAYKT.

YY4acTHUKET € IIPEJCTAaBUA: 3aBEPEHH KoIusd Cc rpud ,BapHo c opurmHasa“ Ha AHekC 1 KbM
[OTOBOP 3a MOKYIIKO-IIpoaazkba Ha AeKapcTBeHH ITponyKTu oT 01.04.2016r mexkny ,Tonm Xocrmuraa
CepBuc“ A u ,,AaBoreH Papma Bwarapua“ EOO]I, c KoHTO CTpaHUTE Ce CIopasyMdBaT Aa
yoObAKaBaT CpoOKa Ha fAedicTBue Ha poroBopa mo 31.12.2019r. uw caMOpBYHO HIMNHCBaHE Ha
HOMEHKAATypaTra, 3a KOATO Ce OTHacs, a MMeHHOo - Ne344; 3aBepeHO Komue c rpud ,BapnHo c
opuruHaaa“ Ha J[loroBop Mexay ,AkTaBHc* EAJl 1 y4yacTHUKa 3a IIOKYIIKO-Ipomaxkba Ha
AEKApPCTBEHU NPOAYKTU, XPAaHUTEAHU MNOOaBKH U KO3MeTHKa, ewxatoueHu 8 Ilpunoxerue 1 u/unu
ITpunoskerue 2 Kbm 002080pa, KOUTO HE ca IIPEeACTAaBEHU U CAMOPBYHO HU3IIUCAHU HOMepaTa Ha HOM.
eIUHUIIA, 3a KOUTO CE OTHACAT, a UMeHHO - Ne346 u 366; 3aBepeHO Komue C rpud ,BsapHo c
opuruHasa“ Ha [[oroBOp MexXay ,PapmMakoHC“All 1 yJacTHHKA 3a IIOKYIIKO-IIPOaasKba Ha CTOKH ChC
COOCTBEHOPBHYHO HM3MHUCBAHE Ha HOMEHKAATypaTa, 3a KOdATO Ce OTHAacd, a HMeHHO - No359.
Y4acTHUKBT € IIpPeACTaBHA U 3aBepeHOo Komue c rpud ,BapHo c opurnHasa“ Ha CIpaBKH OT
peructepa Ha Harmonasen CBBeT IO IIEHH U peHMOypcHpaHe Ha A€KapCTBEHHUTE IPOAYKTH KbBM
01.2020r, ot KOeTo € BUZIEH HOMEPHT Ha pa3pelleHHueTo 3a yrorpeba Ha AeKapCTBEHUTE ITPOAYKTH, C
IIOCOYEHU IIeHH Ha OPOU3BOAMTEA U HA THProBell Ha epo; KCepOo-KOITHe Ha IPOEKT Ha [JOroBOpPa;
[ekaapalimsa 3a chraache C Kaay3uTe Ha [J0ToBopa; [lekaapaliyd 3a CpoKa Ha BaAWAHOCTTA Ha
odeprara; [lekaapamus 3a cIasBaHe Ha 33 bAXKEHHATA, CBBP3aHU C [JaHBIM H OCUTYPOBKH,
ora3zBaHe Ha OKOAHATa cpela, 3aKpHAa Ha 3aeTocTTa Ha TpyZa 1o 4a. 39, aa.l, 1.1, OykBa ,a“ ot
[ITI3OII.

B Tlpuaoxxenme No2A, 3a HoM.eauHHIla Ne344, B KOAOHA 9 yYaCTHHKBT € IIOCOYHA KaTo
IMpumesxamen Ha pa3zpeweHuemo 3a ynompeba e Pfizer Europe MA EEIG, a I[Ipou3gooumesn /KoAOHA
10/ e Hospital Enterprises B.V., Xonandus. 3a HoM. eguHunia Ne 345, B KoaroHA 9 y9aCTHUKET €
3anucaa, 4e I[Ipumexxamen Ha paspeweHuemo 3a ynompeba e Sandoz GmbH, a mpouszgooumen
/xonona 10/ e Sandoz GmbH, Aecmpus.. 3a HoM. emuHuiia Ne 346, B KOAOHA 9 yYaCTHHKBT €
3anucaa, ye Ilpumexxamen Ha pa3peweHuemo 3a ynompeba e Teva B.V., a I[Ipouszgooumen [KOAOHA
10/ e Pharmaceuticals Europe, Hunepaanaua. 3a HoMm. eguHuiia Ne 359, B KoaoHa 9 yYaCTHHKET €
3anucaa, de IIpumexxamen Ha paspeweHuemo 3a ynompeba e dapmakoHc Al, a npouszgooumen
/KonoHa 10/ e dapmaronc A. 3a HoMm. emumuuiia Ne 366, B KoAOHA 9 YIACTHUKET € 3aIlucas, de
ITpumesxxamen Ha pa3peweHuemo 3a ynompeba e Actavis Group PTC ehf., a IIpouzgooumes [KoroOHaA
10/ e S.C.Sindan — Pharma S.R.L. PymwvHusl.

Komucusara ycraHoBgBa, e yYaCTHHUKBT € IIPEACTaBHA NOKYMEHTH, B KOHUTO Ca IIOCOYEHU
IIEHU Ha OoPepHpaHUTE AEKAPCTBEHU IIPOAYKTH B TEXHUYECKOTO IIPEIAOKEHHE, KOETO HE OTroBOpa

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 13
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




Ha yCAOBHATA Ha BB3AOKHUTEAA, CbrAACHO KOUTO IICHOBHUTE IIPEAAOKEHNA HA YIaCTHHUKA CE€ IIOCTaB4AT

B OTOEAEH 3arledyaTaH Henmpo3padeH MAHMK M HE CAelBa Oa ObOaT BUAMMH LIEHH Ha A€KApPCTBEHU
MIPOAYKTH B APYTH JOKYMEHTH, U3BBH T€3HU, ChIbPIKAIIU CE B IIEHOBOTO ITPEIAOKEHUE.
C orAea ropHHUTE KOHCTATAIIMM M Ha ocHoBaHmue 4A. 107, 1.2, 6ykBa ,a“ 30Il xkoMmucudara

npeasaara Ha BB3AOKHUTEAA A OTCTPAHH OT ITIOCAEABAIIO VUYACTHHE B IIpoLeaAypaTa Y4aCTHHKA ”TOH

XOCIIHTAA CBPBHC“A 3a voM. equuuny No344, 345, 346, 359, 366 ot o6ocobeHa mmo3urimg No3.

7. Komucugara

3aliodYHa

pasraexaaHe

Ha TEXHHYECKOTO

npenaoxkeHue Ha L JIIPO

PAPMAIIHA“ EOOL. Y4acTHUKET € ITofaA IPeqAOKeHHUS 3a U3II'bAHEHHE Ha IIophyKaTa 3a:
7.1. obocobena mo3urysa Nol, HOM:

20 mg/ml - 1 Buscopamine,Solution for injection, 20 mg/ ml-1ml,-
7 | A03BB01 | BUTYLSCOPOLAMINE | Solution for injection ml 21600 ,Pack: 10
8 | AO3FA01 | METOCLOPRAMIDE Solution for injection 10 mg/2 ml 25000 Elitan, Solution for injection, 10 mg/2 ml, mg, Pack: 100
SACCHARTET FERRIC 20 mg/ml - 5 IDAFER, Solution for injection, 20 mg/ml - 5 ml, -, Pack:
54 | BO3AC02 | OXIDE Solution for injection ml 5600 5
Kabiven Peripheral, Emulsion for infusion, 1440, ml,
77 | BO5BA10 | COMBINATIONS Emulsion for infusion 1440ml 850 Pack: 1
0,1 mg/ ml -2 REMESTYP 0,2, Solution for injection, 0,1 mg/ml - 2 ml,
189 | HO1BAO4 | Terlipressin Solution for injection | ml 2400 mg, Pack: 5
Powder for solution SOMATOSTATIN LYOMARK, Powder for solution for
191 | HO1CBO1 | SOMATOSTATIN for injection/infusion 3mg. 420 injection/infusion, 3, mg, Pack: 5
Powder for solution AXETINE 1,5 G, Powder for solution for injection, 1500,
204 | J01DCO02 | CEFUROXIME for injection/ infusion 1500mg 37000 mg, Pack: 100
Powder for solution MEDAXONE, Powder for solution for injection, 1, g,
205 | J01DD04 | CEFTRIAXONE for injection 1g 172000 Pack: 100
Powder for solution Alphacef, Powder for solution for injection, 1, g, Pack:
208 | JO1DEO1 | CEFEPIME for injection 1g 3000 10
Powder for solution MEDOCEF, Powder for solution for injection, 1000, mg,
209 | J01DD12 | CEFOPERAZONE for injection 1000mg 1200 Pack: 10
Powder for solution Merope, Powder for solution for injection/infusion, 1000,
210 | JOIDH02 | MEROPENEM for injection/infusion 1000mg 6000 mg, Pack: 25
150 mg/ ml - Clindamycin Kabi, Solution for injection, 150 mg/ml - 4
218 | JO1FF01 | CLINDAMYCIN Solution for injection | 4 ml 4000 ml, mg, Pack: 5
Solution for 250mg/  ml- Selemycin, Solution for injection/infusion, 250 mg/ 2ml,
220 | J01GB06 | AMIKACIN injection/infusion 2ml/ mg 16000 mg, Pack: 10
powder for solution COLISTIN TZF, powder for solution for
COLISTIMETHATE for injection/infusion injection/infusion and inhalation, 1 000 000, 1U, Pack:
229 | J01XB01 | SODIUM or inhalation 1MIU 1200 20
2 mg/ml-300 Linezolid Kabi, Solution for infusion, 2 mg/ml-300 ml, -,
231 | J01XX08 [ LINEZOLID Solution for infusion ml 90 Pack: 10 Kabipack 6yTunka
10 mg/ml - 5 LYSTHENON, Solution for injection, 10 mg/ml - 5 ml,
240 | MO3ABO01 | SUXAMETHONIUM Solution for injection ml 14400 mg, Pack: 5

[Tpuaoxxkenue Noe 2 110 o6paszenia Ha BB3AOKHUTEAS, ChIBPIKAIIO U3IBACHUATA HA YIACTHHUKA, CHAACHO
M3UCKBaHUATA Ha BB3A0KUTeAS U [IpuaoxkerHure No 2A - IOCAETHOTO Ha XapTUEeH HOCUTEA U Ha JIHCK.

YyacTHUKBT € mpeactaBuA OTOPH3AIIMOHHU ITHCMa OT HPOU3BOIUTEAUTE Ha OgepHpPaAHUTE
A€K. IPOAYKTHU OT obocobeHa mo3urusa Ne 1, pasperreHusa 3a yroTpeda Ha AEKAPCTBEHUTE ITPOAYKTH
ot HoM. Ne Ne7, 8, 54, 77, 189, 191, 204, 205, 208, 209, 210, 218, 220, 229, 231.

3a AeK. IpPOAYKT 0 HOMEHKAATypa 220 BB3AOKHTEAIT € IToUCcKaa na ce opepupa AMIKACIN

Solution for injection/infusion 250 mg/ml - 2 ml/mg. Y4acTHUKBT € IIPEIAOKUA

Selemycin,

Solution for injection/infusion, 250 mg/ 2ml, mg. KoaAnyecTBOTO aKTHBHO BEILIECTBO, IPEIAATaHO OT
y4acTHHUKA He OTroBaps Ha KOAMYECTBOTO aKTHBHO BEIIECTBO, IIOMCKAHO OT BB3AOXKHUTEAS, TbH KaTO
250mg/ml - 2 ml e paBaO Ha S00 mg.

3a aek. mpoaykT or HoM. Ne 240 y9acTHUKBT HE € IIpeAcTaBUA PaspeleHue 3a ynorpeba Ha

AEKapPCTBEH ITPOAYKT.

Y4acTHUKEBT € IpeacTaBua [lekKaapaliysa 3a cbraacHe C Kaay3uTe Ha J0ToBopa; lekaapamnus 3a
CpOKa Ha BaAUOHOCTTA Ha odeprata; [erkaapaliyud 3a Cria3BaHe 3albAKEHUATA, CBBP3aHU C JaHBIH
U OCUTYPOBKH, OIa3BaHE Ha OKOAHATA Cpela, 3aKpHAa Ha 3aeTocTTa Ha Tpyda mo 49a.39, aa.l, 1.1,
oykBa ,,1“ ot [1TI30II.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 14

XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP

[Iporoxomn 2




CBbraaCHO TOPHUTE KOHCTATAIIMH M Ha ocHoBaHue 4ya. 107, 1. 2, 6ykBa ,A“ or 30Il koMucugra
opensara Ha BB3AOKHTEAS a OTCTPAHHU OT ViYaCTHE B Ipoleaypara ydactHuka ,,JIPO PAPMAITHAA
EOO/ 3a HoM. emuuunia No 220 1 HoMmeHnraatypa Ne 240 ot o6ocobena mmo3urg No 1.

7.2. obocobeHa mo3uiuda Ne 3, HOM:

Powder for solution for
359 | LO01XX32 | Bortezomib injection 3.5mg | 400 Vortemyel, Powder for solution for injection, 3.5, mg, Pack: 1
360 | LO1XX35 | Anagrelide Capsule, hard 0.5mg 600 THROMBOREDUCTIN, Capsule, hard, 0.5, mg, Pack: 100
Zoledronic Concentrate for solution Zoledronic acid Actavis, Concentrate for solution for infusion, 4mg/5ml,
370 | MO5BA08 | acid for infusion 4 mg/5 ml | 400 -, Pack: 1

[Tpuaoxenue Ne 2 1o obpaseria Ha Bb3AOKHUTEAd, ChABPIKAII0 U3IBACHUATA Ha YIaCTHUKA, ChIAaCHO
H3UCKBAaHHUATA Ha BB3A0KUTEeAd U [Ipuaoxkenne Ne 2A -1ocAeJHOTO Ha XapTHEH HOCUTEA M Ha JUCK.

Y4yacTHUKET € mpencraBua OTOPH3AIIMOHHU ITHCMa OT IIPOU3BOAUTEAUTE Ha OEepHUpPaAHUTE
A€K. TIPOAYKTH OT obocobeHa mosurims Ne3; Baammum Paspermienus 3a ynorpeba Ha AeKapCTBEHUTE
IponyKTH; J[lekaapaius 3a cbraacue C Kaays3uTe Ha [goroBopa; [lekaapanyg 3a Cpoka Ha
BaAHAHOCTTA Ha odeprara; [Jekaapaliisa 3a cIas3BaHe 3aIbAXKEHHATA, CBBP3aHU C OJaHBIU H
OCHUTYPOBKH, OIla3BaHE Ha OKOAHATa Cpena, 3aKpHaa Ha 3aeTocTTa Ha Tpyaa o 4a.39, aa.l, 1.1,
oykBa ,a1“ ot [1TI30II.

TexXHHUYECKOTO IIpemaokeHHe 3a obocobeHa mo3unmsa Ne3 - wu3dpoeHuTe B Tabauilata
HOMEHKAAQTYPH U IPEACTABEHUTE C HETO JOKYMEHTH OTTOBapAT HA U3UCKBAHUATA Ha BB3AOKUTEAT U

KOMHCHUSTA [O0IIyCKa MO0 IIOCAeBAIll0 ydacTHe B Ipollenypara ydacTHuka ,I[IPO PAPMAIIHA“
EOOA.

7.3. obocobena mozuryd Ne 4, HoOM:

Dicynone, Solution for injection, 250 mg/2 ml, -,
390 | B02BX01 ETAMSYLATE Solution for injection 250 mg/2 ml | 19200 Pack: 4
Ka-Vit, Oral drops, emulsion, 20 mg/ml - 5 ml, -,
391 | B02BA01 |PHYTOMENADION | oral.drops.emul.20mg/ml 5ml 20mg/ml 120 Pack: 1
HEXOPRENALINE Gynipral, Solution for injection, 5mcg/ml - 2 ml, -,
416 | G02CA00 SULFATE sol.inj. 5mcg/ml- 2 ml 80 Pack: 5
Penicillin Crystallisate TZF,
Powder for solution for injection, Penicillin Crystallisate TZF, Powder for solution for
508 | JO1CEOQ2 Benzylpenicillin 5000 000, IU, Pack: 1 5000 000, IU | 12000 injection, 5 000 000, IU, Pack: 1
Penicillin Crystallisate TZF,
Powder for solution for injection, Penicillin Crystallisate TZF, Powder for solution for
509 | JO1CE02 Benzylpenicillin 1 000 000, IU, Pack: 1 1000 000, IU, | 7000 injection, 1 000 000, IU, Pack: 1

[Tpuaoxkenme Ne 2 110 obpazeria Ha BB3A0KUTEAT, ChABPIKAII0 U3IBACHUATA Ha YIACTHUKA, ChIAACHO
M3UCKBaHUATA Ha BB3A0KUTEAD U [Ipraoxkenue No 2A - mocaeHOTO Ha XapTHEH HOCUTEA U Ha JUCK.

Y4acTHUKET € npeacraBua OTOpPHU3AIIMOHHU IUCMAa OT IIPOU3BOAUTEAUTE HA OPePUPAHUTE ACK.
IpoayKTH oT obocobeHa mo3uiga Ne4, HoMm. emuHui NeNe 390, 391, 508 um 509. Baaumgnu
Paspemnienns 3a ymorpeba Ha A€KapCTBEHHUTE IIPOAYKTH; [leKaapalius 3a ChraacHe C Kaay3uTe Ha
noroBopa; [lekaapalysg 3a CpoKa Ha BaAMAHOCTTa Ha odeprara; [lekaapaliys 3a Cclia3BaHe
3aIbAKEHUSATA, CBBbP3aHU C JaHBIM U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa Cpena, 3akpHaa Ha
3aeTocTTa Ha Tpyaa o 4a.39, aa.1, 1.1, oykna ,,a“ ot ITI130II.

Y4acTHUKBT HE € MIPEACTaBHA AOKYMEHT 3a A€K. U3aeaus oT HoM. Ne 416, usmaneH Ha HETOBO
HMe, YOOCTOBepdaBalll ITpaBaTa My 3a IPEeACTaBUTEACTBO Ha TEPUTOPHUATA Ha IFgAaTa CTpaHa HAH 3a
KOHKpEeTHaTa IIpolle/lypa, 3a CpoKa Ha [JOoroBopa, KaKBOTO € H3HCKBAaHETO Ha BB3AOKHUTEAd Ha
cTp.22/23 ot yrBEPACHATA JOKYMEHTAIIN.

Y4YacTHUKET HE € IPEACTaBHA H 3aBEPEHO OT HETO KOIMe Ha paspelleHHeTo 3a yroTpeba Ha
AEKapCTBEHUS NPOAYKT, u3maneHo or MAA wmam no pena Ha Peraament /EC/ Ne 726/2004 Ha
EBpometickuga nmapaameHT U Ha CpBeTa - B IPEBOJ Ha OBATAPCKU €3UK 3a AEK. ITPOAYKT OT HOM.
eauHuIa No416.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 15
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




CBbraaCHO TOPHUTE KOHCTATAIIMM M Ha ocHoBaHMe 4A. 107, T. 2, oyksBa ,a“ ot 30I1 komucugra
opensara Ha BB3AOKHTEAS a OTCTPAHU OT ViacTHUEe B Hpoleaypara ydactuuka ,,JIPO PAPMAITHAA
EOO/ 3a HoM. emuuui No 416, ot 06ocobeHa nmosurimg No 4.

7.4. obocobeHa mmo3urya No5, HOM:

516 FRESUBIN ORIGINAL DRINK Op.| 200 ml |2400 Fresubin vanilla/ choco 200 ml x 4

[Tpuaoxenure Ne 2 1o obpaseria Ha Bb3AOKUTEAT, ChABPIKAII0 U3IBACHUATA Ha YIaCTHUKA, ChIAaCHO
M3UCKBaHUATA Ha BB3A0KUTeAd U [Ipuaokenne No 2A - mocaeIHOTO Ha XapTUEH HOCHUTEA U Ha JHCK.

Y4acTHUKBT € IIpencraBHA OTOpPHU3AIIMOHHO IIHMCMO OT IIPOM3BOAUTEAd Ha odepUpaHud
IIPOAYKT OT obocobeHa mosurua NoS, HoM. exmHuI NoNe 516. [Ilekaapalius 3a ChrAacHe C KAAy3UTe
Ha gorosopa; [leKaapallys 3a CpoKa Ha BaAHMJHOCTTAa Ha odeprara; [leKaapalyus 3a clla3BaHe
3aIbATKEHUATA, CBBP3aHU C JaHBIU H OCHTYPOBKH, Olla3BaHE Ha OKOAHATa Cpela, 3akKpHaa Ha
3aeTocTTa Ha Tpyaa o 4a.39, aa.1, 1.1, 6yksa ,,a“ ot ITI130II.

TeXHUYECKOTO MpensokeHHe 3a obocobeHa mo3unmsa Ne4 - u30poeHHTE B TabaAuIlaTa
HOMEHKAAQTYPH U IIPEACTABEHUTE C HETO JOKYMEHTH OTTOBapdAT Ha M3HUCKBaHHUSATA HA BB3AOXKUTEAST U
KOMHCHSTA [OIyCKa [0 IIOCAE[BAaI0 ydacTHe B IIpolieaypara ydacTHuka ,IIPO PAPMAITHSA“
EOOL 3a noMm. equauiid No 516, ot obocobeHna rmo3uiiys No 5.

8. KomucugTa 3all0yHa pasraeXkKaaHe Ha TEXHHYECKUTE IPEJAOKEHMS Ha yJIacTHHKA
»dAHCOH-BIr“ 004

Y4aCTHUKBT € II0/IaA TPENAOKEHUS 3a H3IIbAHEHHE Ha IIOphuKaTa 3a HOMEHKAATYPH OT
obocobenu mo3ummu Ne 1, Ne 3 u Ne 4, KakTOo caenBa:

8.1. Homenkaatypu oT ob6ocobeHa rmo3urims Neo 1:

Solution for | 20 mg/ml OPOTABEPWH OC 20mr/mn, 2mn
5 A03AD02 | DROTAVERINE | injection -2ml 14400 WHXXEKLMOHEH pasTeBop
ASCORBINIC Solution for | 100 mg/ml BUTAMUH C OC 100mr/mn,5mn
39 Al1GAO01 | ACID injection -5ml 24000 WHXXEKLMOHEH pasTBop
Solution for | 10mg/ml- JIMOOKAWH OC 10mr/mn,10mn,
104 C01BB01 | LIDOCAINE injection 10ml 4800 WHXXEKLMOHEH pasTBop
Solution for | 10 mg/ml OYPOIEMNO OC 10mr/mn, 2mn,
157 C03CA01 | FUROSEMIDE injection -2ml 72000 WHXXEKLMOHEH pasTBop
Solution for | 40 mg/ ml FTEEHTAMUWUUWMH OC 40mr/mn, 2mn,
219 J01GB03 | GENTAMICIN injection -2ml 22000 WHXXEKLMOHEH pasTBop
Solution for | 75 mg/3 OVKNO®NEKC 25mr/mn, 3 mn,
236 MO1ABO5 | DICLOFENAC injection ml 32000 WHXXEKLMOHEH pasTBop
Solution for | 100 mg/2 KeTo®JIEKC 50mMr/mn, 2 mn,
238 MO1AEO03 | KETOPROFEN injection ml 5000 WHXXEKLMOHEH pasTBop
500
METAMISOLE | Solution for | mg/ml- 2 OMAJITMH 500mr/mn, 2mA,
259 N02BB02 | SODIUM injection ml 120000 WHXXEKLMOHEH pasTBop

Y4acTHUKBT € IIPEeACTaBHA HOTAPHAAHO 3aBE€PEHO I'BAHOMOIIIHO Ha AHIIETO, YI'BAHOMOIIIEHO Aa
nionane odeprara; IIpuaokenrne Ne 2 1o obpaselia Ha BB3AOKHUTEAS, ChABPIKAIIO H3IBACHHUATA Ha
y4acTHHKA, CBrAACHO H3HCKBaHUATA Ha BB3A0KUTeAd U [IpuaokeHue Ne 2A - mocaAegHOTO Ha
XapTHEH HOCHTEA M Ha [JUCK; OTOPH3AllMOHHO IIMCMO OT mpousBogutread ,Bermpom“ Al 3a
opepupaHUTE HOMEHKAAQTYpPH OT obocobeHa mo3umus Ne 1; paspemeHwe 3a yrnorpeda Ha
OpOTaBepPHH, BEOHO C pa3pelleHHue 3a IIPoMsHa; paspelleHue 3a yroTrpeba, BEIHO C IIOLHOBSIBaHE
Ha paspelleHHeTo 3a yIoTpeba; paspellleHHe 3a IIpoMsHa H paspelleHHe 3a I[IPeXBbPASHE Ha
IIpaBaTa BBPXY paspellleHue 3a yrnorpeba Ha ButamMuH C; paspelleHue 3a yrorpeda, paspelleHue 3a
IIpoMdAHaA M paspelleHHe 3a [IPEeXBBPASHE Ha IIpaBaTa BBPXY paspelleHHe Ha AHJO0KaMH;
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paspelIeHue 3a yrnorpeda Ha (pypo3eMun; paspenieHe 3a yrnorpeda, ABe pa3pelieHus 3a IIpoMsaHa U
paspelIieHre 3a MOPEeXBBPASHE Ha IIpaBaTa BBPXY paspelleHue 3a yroTpeba Ha TIeHTaMHIUH,
paspelIieHue 3a yroTpeba, paspelleHHe 3a IIPOMsHa U pas3pelleHHe 3a IIPeXBBbPAdHE Ha IIpaBaTta
BBPXy paspellleHue 3a yroTpeba Ha OTUKAOQEHAaK; paspelleHHe 3a ymnorTpeba, paspelleHHe 3a
IpoMSIHAa B THPTOBCKOTO UME Ha A€KapCTBEHUd ITPOAYKT U pa3pellleHUe 3a IIPEXBBPASHE Ha IIpaBaTa
BBPXY paspellieHue 3a yroTpeba Ha KeTo(PAeKC; pa3pelleHre 3a yrnorpeba, pa3pellieHue 3a IIpoMsaHa
B THPrOBCKOTO MMe€ Ha AEKapPCTBEHUS MHPOAYKT U pas3pellleHHe 3a MPEXBBbPASHE Ha IIpaBaTa BBPXY
paspenieHue 3a ymorpeba Ha  oMaaruH; [lekaapamus 3a Cbhraacue C KAaay3uTe Ha [JOroBOpa;
Jekaapaliiygd 3a cpoka Ha BaAUJHOCTTA Ha odeprara; [lekaapalius 3a clia3BaHe Ha 3abAXKEHUATA,
CBBpP3aHU C JaHBIH U OCUTYPOBKHU, Olla3BaHE Ha OKOAHATA Cpela, 3aKpHAa Ha 3aeToCTTa Ha TPYX II0
4a. 39, aa.1, 1.1, 6ykBa ,,a“ ot ITI130II.

TeXHUYECKOTO IIPENAOKEHHUE 3a HOMEHKAATYPHUTE OT ob6ocobeHa mo3uiiuss Ne 1- u30poeHUTE B
TabAuIiaTa HOMEHKAAQTYPHU MW IMPEACTABEHUTE C HET0 MOKYMEHTH OTrOBapdaT Ha H3UCKBaHUATA Ha
BB3AOKUTEASd U KOMHCHATA OOIIyCKa 10 TIOCAEIBAIII0 YYacTHe B IpolleaypaTa ydacTHUKa ,JAHCOH-
Br« oon.

8.2. HomenkaaTypu oT obocobeHa mo3surius Ne 3:

Powder for
solution for | 3.5
359 L01XX32 | Bortezomib | injection mg | 400 BopTe3okoH 3.5 Mr, npax 3a MHXEKUMOHEH pa3TBop

Y4YacCTHUKET € IPEeACTaBHA HOTAPHUAAHO 3aBEPEHO ITbAHOMOIIIHO HA AHIIETO, YI'bAHOMOIIIEHO Oa
nogane odeprara; [Ipuasoxkenre Ne 2 1o obGpaselia Ha BB3AOKUTEAS, ChABPIKAIIO HU3IBACHHUSTA HaA
yJacTHUKA, CBLAACHO H3UCKBAHHUSTA Ha BB3A0KUTeAd U IlpuaokeHuwe No 2A -mocaegHOTO Ha
XapTHEH HOCHUTEA U Ha OHUCK; OTOPH3AIIMOHHO IIHCMO OT Iipou3BoauTeAsd ,PapmakoHc” Al 3a
odepupaHaTa HOMEHKAATypa oT obocobeHa no3uiud Ne 3; paspellieHue 3a yriorpeba Ha O0pTe30KO0H;
[eraapaius 3a Chraacue C KAay3uTe Ha [O0roBopa; [lekaapalius 3a CpoKa Ha BaAWJHOCTTA Ha
odeprara; [lekaapamusa 3a croadBaHe Ha 3abAKEHHSTA, CBBP3aHU C MOAaHBIM U OCHIYPOBKH,
orlazBaHe Ha OKOAHATa Cpena, 3aKpHaa Ha 3aeToCTTa Ha Tpyx mo dUa. 39, aa.l, T.1, 6ykBa ,a° oT
[TI130II.

TexXHUYECKOTO MpPenAOKEeHHEe 3a HOMEHKAaTypara oT obocobeHa mo3uriug Ne 3 - u3bpoeHuTE B
TabAMIlaTa HOMEHKAATYPH H MPEACTAaBEHUTE C HETO MJOKYMEHTH OTroBapsiT Ha H3HUCKBAHHUATA Ha
BB3AOKUTEAd U KOMHCHATA OOIIYCKa 10 TIOCAEBAII0 yYacTHe B IIpolieaypaTa ydacTHUKA ,,JAHCOH-
Br« oon.

8.3. Homenkaatypu ot ob6ocobeHa mo3urius Ne 4

500 mg/ml + 2
mg/ml + 0,02
Pitofenone and mg/ml -2 ml, -, CMNA3SMO®APM, 500mr/mn + 2mr/mn +
378 AO03DA02 analgesics amp Pack: 5 7561 0.02mr/mn - 2mn
DIOSMINUM ,
400 CO5CA53 | COMBINATIONS | tabl. 500mg 7000 | OmodonaBoH 500mr x 60 cdomnm Tabn
Oral
METAMISOLE drops, OwmanruH 500mn/mn nepopanHn Kanku
448 N02BB02 SODIUM solution 500 mg/ml 320 pa3TBop
Oral DECAJEPIAH, 0,5mr/mn, 120 mn,
470 RO6AX27 | DESLORATADIN | solution 0,5 mg/ml-120 m| 100 nepopaneH pasTeop
BUTAMIRATE
491 R05DB13 CITRATE Syrup 0,15 % 200 ml 25 CuHTtyc cupon 0,15% 200mn
BpoHxoMAKC, 15 mr/5mn, 120mn,
492 R05CB06| AMBROXOL syr 15mg/ 5ml 100ml| 2200 cupon
JIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKU 11 HA AEKAPCTBEHU ITPOIYKTU 3A AEHEHUE HA 17
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BpoHxoMAKC, 30 mr/5mn, 120 mn
493 R0O5CB06| AMBROXOL syr 30mg/5ml 150ml | 1200 cupon
Hedera helix
folium extractum
499 RO5FB00 siccum Syrup 7 mg/ml - 200 ml 120 XEOECIMAH, 7 mr/mn, 100mn, cupon
powd.or
BARIUM allrectal OK BAP MUJIBE, 90r, npax 3a
503 VO08BA02 SULFATE susp. 100g 500 | nepopanHa/pekTtanHa cycneHaus 100r

Y4acTHUKET € IIpeAcTaBUA HOTapUaAHO 3aBEPEHO II'bAHOMOIIIHO Ha AHUIIETO, YI'BAHOMOIILIEHO Oa
nonane odeprara; [Ipraoxkenne No 2 1o oOpasella Ha BB3AOKUTEAs, CHIbPIKAII0 U3SIBACHHATA Ha
y4acTHHKA, CBIAACHO H3HUCKBaHUATA Ha BB3A0KUTeAs U [Ipuaokenme Ne 2A - mocaemHOTO Ha
XapTHEeH HOCHUTEeA M Ha [OUCK; OTOPHU3AIlMOHHO IIMCMO OT IIpousBomutead ,Bermpom“ Al u ot
sPapmanieBTuuHu 3aBogu MwuaBe“ A/l 3a guodaaBoH u K Bap MwuaBe 3a odepupanHutre
HOMEHKAATYpPH OT obocobeHa no3urng Ne 4; paspelieHue 3a yrorpeda Ha ciazModapM; pa3pelieHue
yrnoTpeba Ha OMaATHH; paspelleHHe 3a yrnoTpeba Ha aecAOpaTHUOU, pas3pellleHHe 3a IIPoMsaHa Ha
THPTOBCKOTO HaMMEHOBAaHHE OT AECAOPATHUAVH Ha [OECAA€praH M pa3pelleHHe 3a IIPEXBBbPATHE Ha
IIpaBaTa BBPXYy paspellleHue 3a ynorpeba; paspelleHue 3a ynorpeba Ha CHHTYC U pas3pelleHHe 3a
IIpeXBbPASIHE Ha IIpaBaTa BbPXY paspellleHue 3a yrnorpebda; paspelnieHue 3a yrnorpeda Ha aMOpPOKCOA,
paspelIleHre 3a MOPeXBBbPASHE Ha IIpaBaTa BBHPXY paspelleHre 3a yrnorpeba u paspelleHue 3a
IIPOMSHA Ha THPrOBCKOTO HAaWMMEHOBaHHE OT aMbpokcoa Ha Bpouxo Makc; paspemierne 3a yrorpebda
Ha aMOpokcoa 1o HOM. 493, paspenleHHe 3a IPEXBHPATHE Ha IIpaBaTa BBPXY pas3pelleHue 3a
ymorpeba M paspellleHHUe 3a IIPOMsHa Ha THhProBCKOTO HamMeHoBaHHe oT aMOpokcoa VP 30 mg/ml
Ha Bponxo Maxkc; paspeleHue 3a ynorpeba Ha XemecriaH; paspelieHue 3a yrorpeba Ha [JK BAP
MUABE, [lekaapaliyig 3a CbraacHe C KAQy3HUTE Ha AOroBopa; [lekaapanud 3a CpoKa Ha BaAUIHOCTTA
Ha odeprara; [Jekaapaliysg 3a Clla3BaHe Ha 3aIbAXKEHUSTa, CBBP3aHU C AaHBIU U OCUTYPOBKH,
orla3BaHe Ha OKOAHAaTa cpena, 3aKpHaa Ha 3aeTocTTa Ha Tpyn mo ua. 39, aa.l, .1, 6ykBa ,a“ ot
[ITT30II.

Komucugara cumura, 4e IpPeaAOKEeHHETO Ha yJacTHHKa 3a HOMeHKaaTypa 499 ot obocobGeHa
nosuniuda Ne 4 He o0TroBapsd Ha H3HUCKBAHETO Ha BB3A0XKHTeAd. CbBraacHO TexXHHYecKaTra
crielpHKaIsa BB3A0KHUTEAIT € IIocKaa fa ce odpepupa Syrup 7 mg/ml - 200 ml, a y9acTHUKBT €
mojias IpeaAoKeHue 3a Xenecrniad, 7 Mr/ma, 100ma, cuporr.

TexXHUYEeCKOTO IPENAOKEHHE 3a HOMEHKAATYPHUTE OT o0ocobeHa mo3uiius Ne 4 - n30poeHUTE B
Ta6AI/ILIaTa HOMEHKAATYPHU U INPEACTABEHUTEC C HEro AOKYMECHTH OTrOBaApAT Ha H3HCKBaHUATaA Ha
BB3AOKUTEAS] U KOMHUCHSITA OOIIyCKa [0 [IOCAEABAIIIO yYacTHe B IIpolleAypaTa yuacTHUKA ,,JAHCOH-
Br« oon.

9. KoMmucusara 3amodHa pas3raekJaHe Ha TeXHHYEeCKOTO ITpeaasokeHue Ha ,, I'BPTOBCKA AHUTA
- TAOBAAEH AIITEYEH IIEHT'BP“ Al.

9.1 Y4yacTHUKDBT € IIOHAaA IIPEJAOKEHHS 3a H3II'bAHEHHE Ha IIophbukKaTa 3a HOMEHKAATYpPU OT
obocobeHa mo3uiyga No 1:

LANSOPROSOL | Gastro resistant LanzAcid gastro-resistant capsule,
3 A02BCO03 | E capsule, hard 30mg 280 hard 30 mg x 30
34 Al10BF01 | ACARBOSE Tablet 100mg 300 Aroba tablet 100 mg x 30
Solution for 10mg/ml- Lidocaine-Tchaikapharma Solution for
104 C01BB01 | LIDOCAINE injection 10ml 4800 injection 10 mg/ml-10 ml x 100
Solution for 20mg/ml- Lidocaine-Tchaikapharma Solution for
105 C01BB01 | LIDOCAINE injection 10ml 12000 injection 20 mg/ml-10 ml x 100

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 18
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ROSUVASTATI
128 C10AA07 | N CALCIUM film. tabl 20mg 2400 Rossta film-coated tablet 20 mg x 30
Solution for 10 mg/ml Furoser solution for injection 10mg/ml -
157 C03CA01 | FUROSEMIDE injection -2ml | 72000 2ml x 10
Powder for
solution for Lifurox powder for solution for
204 J01DCO02 | CEFUROXIME injection/infusion | 1500mg | 37000 injection/infusion 1. 5g x 10
Powder for
solution for 17200 | Ceftriaxon - Tchaikapharma powder
205 J01DD04 | CEFTRIAXONE injection 19 0 for solution for injection 1g x 10
Powder for
solution for Cefotaxime-Tchaikapharma powder for
207 J01DD01 | CEFOTAXIME injection 19 7400 solution for injection 1 g x 1
Powder for
solution for Bacteripime powder for solution for
208 JO1DEOQ1 | CEFEPIME injection 19 3000 injection/infusion 1 g x 1
Powder for Meropenem-Tchaikapharma powder
solution for for solution for injection/infusion 1g x
210 JO1DHO02 | MEROPENEM injection/infusion | 1000mg | 6000 10
Powder for
concentrate for
solution for Vancocin CP powder for solution for
222 JO1XA01 | VANCOMYCIN infusion 1000mg 960 infusion 1g x 10
LEVOFLOXACI Solution for 5 mg/ml - Levor solution for infusion 5mg/ml -
227 JOIMA12 [N infusion 100 ml 1200 100 mI x5
DEXKETOPROF Solution for 50 mg/2 Dexketoprofen-Tchaikapharma
239 MO1AEL17 | EN injection/infusion ml 13000 | solution for injection 50mg/2ml x 100
271 N04AA02 | BIPERIDEN Tablet 2mg 24000 Akinestat tablet 2mg x 50
CentroQueen film-coated tabl.100 mg
282 NO5AHO04 | QUETIAPINE Film coated tablet | 100 mg | 2000 x 30
CentroQueen film-coated tabl.200 mg
283 NO5AHO04 | QUETIAPINE Film coated tablet | 200 mg | 2000 x 30
284 NO5AL05 | AMISULPRIDE Film coated tablet | 400mg 3600 | Alonet Film-coated tablet 400 mg x 30
288 NO5AX12 | ARIPIPRAZOLE Tablet 15 mg 1800 Avripipa tabl. 15 mg x 30

Y4acTHHUKET € IIPEeACTaBHA HOTApHAaAHO 3aBE€PEHO II'bAHOMOIIIHO Ha AMIIETO, YITBAHOMOIIEHO Oa
nogane odeprara; [Ipuaoxkenue Ne 2 10 obpa3zella Ha BB3AOKHTEAS, ChABPKAIIO HU3IBACHUATA HA
y4acTHHKA, CBrAACHO H3HCKBaHUATA Ha BB3A0KUTeAd U [IpuaokeHume No 2A - mocAegHOTO Ha
XapTHEH HOCUTEA U Ha OMCK; [lekaapalius 3a CpoKa Ha BaAHMOHOCTTa Ha odeprara; [Jekaapaliusa 3a
crlazBaHe Ha 3abAXKEHUSTA, CBBP3aHU C MaHBIM U OCHIYPOBKH, Olla3BaHE Ha OKOAHaATa cpeaa,
3aKpHAa Ha 3aeTOCTTa Ha TPyA 1o 4A. 39, aa.l, 1.1, 6ykBa ,a“ ot [ITI130I1; oTOpHU3aIlMOHHO ITHCMO OT
npousBoguteass ,Yaiikajgapma BucokokadecTrBeHHTE AeKapcTBa“ Al 3a  odepupaHuUTe
HOMEHKAAQTYpH OT obocobeHa mosurug Ne 3; paspemieHus 3a yrnorpeba Ha apoba; Ha AMLOKAWH 3a
HoM. 104 u 105; Ha poccra; Ha Qypo3ep; Ha AUDPYPOKC; Ha IedTPUAKCOH; Ha IePOTaKCUM; Ha
OakTepHUIINM; Ha Ha MEPOIIEHEM; Ha BAHKOIIMH; Ha A€BOpP; Ha AEKCKeTOnpodeH; Ha aKHWHecCTaT; Ha
HEeHTPOKYHH 110 HOM. 282 u 283; Ha aaoOHeT; Ha apuNHuHa; [lekaapallys 3a ChlAaCHe C KaAy3UTe Ha
JI0TOBOPA;

TeXHUYECKOTO IIPEIAOKEHHE 3a HOMEHKAATypUTe OT obocobeHa mo3umusa Ne 1- u3bpoeHHUTE B
TabAHUIIaTa HOMEHKAATYPH U MPEACTaBEHHUTE C HET0 MOKYMEHTH OTTOBapAT Ha HU3UCKBAHHUSATA Ha
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BB3AOKUTEAT M KOMHCHUATA [OOIyCKAa [0 IIOCAEABAII0 ydYacTHe B IIpolleAypaTa ydacTHUKA
»I'BPTOBCKA AHTA - TAOBAAEH AIITEYEH LIEHT'BP“ ALl.

10. Komucudara 3alodyHa pasTA€XkJaHe Ha TEXHHUYECKOTO IIpensokeHue Ha ,, PBOHHKC
PAPMA“ EOO/.

10.1.

Y4aCTHUKBT € I[oJaAa IIPENAOKEHHSI 3a H3II'bAHEHHE Ha I[IopbhbYyKaTa 3a CAEOHUTE
HOMEHKAATYPHU OT 06ocobena mo3uirus No 1:

Powder and solvent
for solution for

1 A02BA03 | FAMOTIDINE injection 20mg 96000 KBAMATEJI AMIL 20MTI" X 5/KVTUSI/
8 AO03FA01 | METOCLOPRAMIDE | Solution for injection 10 mg/2 mi 25000 JET'AH AMII. 10MI'/2MJI X 25
MACROGOLI- Powder for oral
9 A06AD65 | COMBINATIONS solution 649 2400 DOPTPAHC IMTPAX 64I'P X 4/OTTAKOBKA/
Powder and solvent
for solution for
17 A16AA02 | ADEMETIONINE injection 500 mg 19200 TPAHCMETHWJI AMIL 500MTI" X 5/KYTUS/
THIOCTIC ACID
19 A16AX01 | TURBO-SET Solution for injection 600mg 50ml 7200 THUOT' AMMA TYPBOCET AMIIL. 600MI/50MJI X 5
24 A10AB01 | INSULIN HUMAN Solution for injection 100iu/ml-3ml 3600 XYMVYJIVH R AMIL. 100IU/MJI 3MJI X 5
Powder and solvent
for solution for
49 B02BD08 | Eptacog alfa (activated) injection 2 mg (100 KIU) 15 HOBOCEBTBH 100KIU 2MTI" X 1 CITPUHITJOBKA
SACCHARTET
54 B0O3AC02 | FERRIC OXIDE Solution for injection 20 mg/ml - 5 ml 5600 UJADEP COJL. 20MI'/MJI SMJI X 5
75 B0O5BA01 | AMINO ACIDS sol.inf. 100.0 g/l - 500 mi 2400 AMMJHOBEH COJI.10% 500MJI
AMINOACIDS/N-
76 BO5BA01 | HEPA/ Solution for infusion | Glass bottle 500 ml x 1 200 AMUHOCTEPWJI XEIIA ®JI.8% S00MJI X 1
77 BO5BA10 | COMBINATIONS Emulsion for infusion 1440ml 850 KABUBEH INEPU®EPAJI COJI.1440MJI
87 B01AB05 | ENOXAPARIN Solution for injection | 60 mg/0.6 ml (6000 1U) 1200 KJIEKCAH IIITPULL AMIL. 60MI'/0.6MJI X 6 /KYTUSI/
88 B01AB05 | ENOXAPARIN Solution for injection | 80 mg/0,8 ml (8000 IVU) 800 KJIEKCAH HITPULL AMIT. 80MI'/0.8MJI X 6 /KYTUSI/
89 B01AB06 | NADROPARIN Solution for injection 38001U 72000 DOPAKCHUITAPUH IIITPUIT AMII. 0,4MJI X 10
90 B01AB06 | NADROPARIN Solution for injection 57001U 12000 OPAKCHUITAPUH IUITPUL] AMIL. 0,6MJI X 10
92 B01AX05 | FONDAPARINUX Solution for injection 2.5 mg/0.5 ml 3600 APUKCTPA AMIL. 2.5MTI" 0.5SMJI X 10
93 B01AX05 | FONDAPARINUX Solution for injection 7.5 mg/0.6 mi 800 APHUKCTPA AMIL7.5MTI" 0.6MJI X 10
Powder and solvent
for solution for
94 BO1AD02 | ALTEPLASE injection 50mg 100 AKTUJIN3E ®JI. 50MI" X 1 /KYTUS/
103 | BO01AB01 | HEPARIN inj 25000 IU/5 ml -5 ml 8400 XEIAPHH ®JI. 250001U 5 MJL.X10
104 C01BB01 | LIDOCAINE Solution for injection 10mg/ml-10ml 4800 JINJJOKAVH AKOPJT ®JI. 10MI'/MJI 10MJI X 10
105 | C01BB01 | LIDOCAINE Solution for injection 20mg/ml-10ml 12000 JIMJAOKAWH AKOPJ] ®JI. 20MI'/MJI 10MJI X 10
108 | C01BD01 | AMIODARONE Solution for injection 150 mg/3 ml 12000 KOPIIAPOH AMIL. 150MI" 3MJI X 6/KYTUSI/
GLYCERIL
111 | CO01DA02 | TRINITRATE Solution for infusion 1 mg/ml - 50 ml 1200 HUTPOHAJI UH®.P-P 50MJI
Concentrate for
122 C01CA04 | DOPAMINE solution for infusion 40 mg/ml -5 ml 13000 JIOITAMUH AMIT.4% 200MTI'/5MJI X 10 POLFA
123 | CO01CA07 | DOBUTAMINE Solution for infusion 5 mg/ml - 50 ml 500 JIOBYTAMUH AJIMEJIA ®JI. SMI'/MJI 50MJI
157 | CO03CA01 | FUROSEMIDE Solution for injection 10 mg/ml -2 ml 72000 DOYPO3EMUJL AKOPJ] ®JI. 10MI/MJI 2MJI X 10
172 | CO08CA06 | NIMODIPINE Solution for infusion 10 mg/50 ml/mg 1200 HUMOTOII S UH®.P-P 10MI/50MJI 5S0MJI X 1
JEKCAMETA30H KRKA AMII. 4MI'/MJI IMJI X
193 | H02AB02 | DEXAMETHASONE sol.inj. 4mg 1ml 52000 25/0TTAKOBKA/
Powder for solution
201 JO1AA12 | TIGECYCLINE for infusion 50mg/5ml 200 TUT ALTAJT ®JI. 50MI/5MJT X 10
PIPERACILLIN Powder for solution TMMUTIEPALTMJINH/TASOBAKTAM KABU ®JI.
203 | JOICRO5 | TAZOBACTAM for injection 49/500mg 800 4T'P/0.5TP X 1
Powder for solution
204 | JO1DCO02 | CEFUROXIME for injection/infusion 1500mg 37000 AKCETHH ®JI. 1,5T X 100
Powder for solution
205 | JO1DD04 | CEFTRIAXONE for injection 1g 172000 MEJIAKCOH @JI. 1TP X 100
Powder for solution
206 J01DB04 | CEFAZOLIN for injection 2000mg 22000 HEDPA3OJIMH-MUIT ®JI.2TP. X 10
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Powder for solution
207 | J01DDO01 | CEFOTAXIME for injection 1g 7400 LHEP®OTAKCUM-MUII @JI. ITP 15MJI X 10
Powder for solution
208 | JO1DEO1 | CEFEPIME for injection 1g 3000 LEQEINM AMIL1000MI" 20MJI X 10
Powder for solution
209 | J0i1DD12 | CEFOPERAZONE for injection 1000mg 1200 MEJIOLIE® ®JI. 1T'P. X 10
Powder for solution
210 | JO1DHO02 | MEROPENEM for injection/infusion 1000mg 6000 MEPOIIEHEM KABU 1TP X 10
Powder for solution
216 | JO1FA10 | AZITHROMYCIN for infusion 500mg 800 CYMAMEJ] AMIL 500MI X 5
KIIMHAAMULIMH-MUIT AMIL.150MI'/MJT 4MJT X
218 JO1FF01 | CLINDAMYCIN Solution for injection 150 mg/ml - 4 ml 4000 S/KYTU/
Solution for
220 | JO1GBO06 | AMIKACIN injection/infusion 250 mg/ml - 2 ml/mg 16000 CEJIEMULIVIH AMII. 500MI" 2MJI X 10
Concentrate for
224 | JO1MAQO2 | CIPROFLOXACIN solution for infusion 10 mg/ml -10 ml 26000 IUITPUHOJI AMII. 100MI" 10MJI X 5/KYTUS/
225 | JO1IMAO02 | CIPROFLOXACIN Solution for infusion | 200 mg/100ml - 100 ml | 2800 [IMITPMHOJI ®JI. 200MI/100MJI 100MJI X 1/KYTUS/
226 | JO1IMAO02 | CIPROFLOXACIN Solution for infusion | 400 mg/200 ml - 200 ml 800 LIUITPUHOJI ®JI. 400MI/200MJI 200MJI X 1
227 | JO1MA12 | LEVOFLOXACIN Solution for infusion 5 mg/ml - 100 ml 1200 JIEBAJIOKC ®JI. SMI/MJI 100MJI
powder for solution
COLISTIMETHATE for injection/infusion
229 JO01XB01 | SODIUM or inhalation 1MIU 1200 KOJINCTUH AMIL 1MIU X 20
232 | JO02AC01 | FLUCONAZOLE Solution for infusion 2 mg/ml - 100 ml 1440 JDIIA3Z0H UH®.P-P OJI. 2MI/MJI 100MJI
Powder for solution
233 | J02AC03 | VORICONAZOLE for infusion 200mg 100 BUOEH/ ®JI. 200MI" X 1/KYTHS/
240 | MO03AB01 | SUXAMETHONIUM Solution for injection 10 mg/ml -5 ml 14400 JIMCTEHOH AMII. 1% SMJI X 5/OTTAKOBKA/
Powder and solvent
for solution for
243 | MO3AC06 | PIPECURONIUM injection 4mg 24000 APIIYAH AMIL. 4MTI" 2MJI X 25
246 | NO1AX03 | KETAMINE Solution for injection 50 mg/ml - 10 ml 720 KAJIUIICOJI ®JI. S0MI/MJI 10MJIL. X 5
LIDOCAINE
254 | N01BB52 | CHLORHEXIDINE Urethral gel 0.25g Lidocaine 1400 KATEXEJHIUJIOKAUH I'EJI 12,5TP X 25
260 | NO2BEO1 | PARACETAMOL Solution for infusion 10mg/ml - 100 ml 2500 ITAPALTETAMOJI ®JI. 10MI'/MJI 100MJI X 10
Powder and solvent
for solution for
268 | NO3AGO01 | VALPROIC ACID injection 400mg 600 JEINAKWH ®J1.400MI" 4MJT X 1
Solution for infusion
297 | N06BCO01 | CAFFEINE CITRATE and oral solution 20 mg/ml - 1 ml 60 MEVMOHA AMIL IMJI X 10
299 | NO06BX03 | PIRACETAM Solution for injection 3000mg 15ml 9600 HOOTPOIINJI AMIL.3I'P/15MJI X 12/KYTHSI/
300 | N06BX18 | VINPOCETINUM Solution for infusion 5mg/ml-2ml 14400 KABUHTOH AMIL. 5MI'/MJI 2MJI X 10/KYTUS/
Endotracheopulmona
NATURAL ry instillation,
312 | RO7AA02 | PHOSPHOLIPIDS suspension 80 mg/ ml-1,5ml 600 KYPOCHPD ®JI.ZOMI/MJI 1.5SMJI X 2

HpI/IAO}KeHI/IC Ne 2 1o o6paseua Ha BB3AOKHUTEAMA, CBABPZKAIIO HN3ABACHHUATA HaA Y4YaCTHHKA,

CBrAACHO M3UCKBaHUATA Ha BB3A0KUTeAd U [Ipruroxxkenue No 2A - mocaeIHOTO Ha XapTHEH HOCUTEA U

Ha OAHCK.

KBM TSX, PECII. paspelieHudra

Y4acTHUKEBT € MIPEeACTaBUA 3a HOMEHKAATypuUTe OoT obocobeHa mosurus Ne 1 paspelieHus 3a
ynorpeba Ha IpeasaraHUTE AEKApPCTBEHU IIPOAYKTH U paspellleHHdTa 3a IIOJAHOBABaHE, ITPOMSIHA

3a MIpPeXBBPASHE Ha IIpaBaTa KBM paspellleHudaTa 3a yrnorpeba;

L[CKAapaHI/IH 3a CBraaC”He C KAay3UuTE Ha [O0roBopa, L[CKAapaLII/IH 3a CpOKa Ha BaAHMJHOCTTaA Ha

odeprarTa; [deraapaiysa 3a cria3BaHe 3abAKEHUSTA, CBBP3aHU C OJaHBI U OCUTYPOBKH, OIAa3BaHE
Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeTocTTa Ha Tpyada mo 4a.39, aa.1, 1.1, 6yksa ,a“ ot IITI30OII.
Y49acTHUKET € HpPencTaBHA!

- I'BAHOMOIIIHO M OTOPHU3AIIMOHHO IMHCMO 3a HoM. 1, 243, 246 u 300;
- I'BAHOMOIIHO M OTOPHU3AIIMOHHO ITHCMO 3a HoMm. 204, 205, 209, 220;
- OTOpPH3AIIMOHHO MHUCMO 3a HOM. 87, 88, 108, 268;

- II'BAHOMOIIIHO X OTOPH3AIIMOHHO ITHCMO 3a HOM.
- II'BAHOMOIIIHO X OTOPH3AIIMOHHO ITHCMO 3a HOM.
- II'BAHOMOIIIHO X OTOPH3AIIMMOHHO IITHCMO 3a HOM
- II'BAHOMOIIIHO X OTOPHU3AIIMOHHO ITMCMO 3a HOM

- OTOPH3AIIMOHHO IIHCMO 3a HOM. 19;

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP

8;

9;

. 193, 224, 225, 226, 227, 232;
. 17;
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- CIIEIIMaAHO I'BAHOMOIITHO ¥ OTOPHU3AIIMOHHO IIHCMO 3a HOM. 24;

- II'PAHOMOIIHO W OTOPH3AIIMOHHO IHCMO 3a HoMm. 103, 122;

- II'BAHOMOIIHO ¥ OTOPH3AIIMOHHO IHCMO 3a HOM. 49;

- [OHUCMO 3a JUCTPUOyIUd 3a HOM. 54;

- I'bAHOMOUIHHM U OTOPHU3AIIMOHHO IIHCMO 3a HOM. 75,76,77;

- oTopu3allMoHHO mucmo 3a HoM. 203,208,210,227,260;

- II'bAHOMOIIHO U ITHCMO-YIOCTOBEpPEHUE 3a HOM. 94;

- I'BAHOMOIITHO U Aekaapanms 3a HoM. 104,105,157;

- II'bAHOMOIIHO U AeKAapanud 3a HoM. 111;

- II'PAHOMOIIHO U OTOPH3AIIMOHHO IHCMO 3a HOM. 123;

- HU3PUYHO I'bAHOMOIITHO U OTOPU3AIIMOHHO IIUCMO 3a HOM. 172;

- I'BAHOMOIITHO M OTOPU3AIIMOHHO IMHUCMO C ITOCOYBAHE, Y€ 3a CPOKa Ha JoroBopa Iie 6baat
OCUTYPEHHU A€K. IPOAYKTHU 3a HoM. 201,233;

- otopusaiuu 3a HoMm. 206,207,218;

- OTOPU3AIIMOHHO IIHMCMO 3a HOM. 229;

- II'PAHOMOIIHO ¥ OTOPH3AIIMOHHO IIHCMO 3a HOM. 216;

- I'BAHOMOIITHO ¥ OTOPH3AIIMOHHO IIHUCMO 3a HOM. 254;

- II'BAHOMOIIHO H OTOPU3AIIMOHHO ITHCMO 3a HOM. 240;

- I'BAHOMOIIIHH W OTOPU3AIIMOHHO IHUCMO 3a HOM. 297,312;

- I'bAHOMOIIHO, MPHUAPYKHUTEAHHM IIHNCMa KBbM IIepHOOUYEH [JOKAaX 3a 0e30I1acHOoCT,
OTOPHU3AITMOHHO NHCMO 3a HoM. 299, mmcMa 3a HOpurexxaBaH cepTUdHUKAT 3a maodpa
IIPOU3BOACTBEHA MIPaKTUKA U 3a CIlazeHHu cpokoBe 10 4a. 30, aa. 1 ot SAIIXM;

TeXHUYECKOTO IpPEeIAOKEeHNE 3a HOMEHKAATYpPHUTe OT 00ocobOeHa mo3unus Ne 1- u3bpoeHuTe B
TabAWIlaTa HOMEHKAATYPH W MPEACTABEHUTE C HEro MOKYMEHTH OTroBapsT Ha HM3WCKBaHUSTA Ha
BB3AOKHUTEASS U KOMHCHSTA [OOIIyCKa MO0 IIOCA€OBAI0 Yy4YacTHEe B IIpolleAypaTa ydacTHUKA
»@PDBOHHKC PAPMA“ EOOL.

10.2. Komucugdra 3arodyHa pasTAeXkaaHe Ha TeXHUYeCKOTO IpensokeHue Ha ,PBOHHKC
PAPMA“ EOOL. Y4YaCTHUKBT € IIoJaA IIPEIAOKEHHd 3a U3II'bAHEHUE Ha IopbhbiKaTa 3a CAEIHUTE
HOMEHKAATYPH OT 00ocobeHa no3urus No 2:

75 ngl0,3
331 | BO3NAO03 | Methoxy polyethylene glycol-epoetin beta Solution for injection ml 48 MUPIIEPA AMII. 75MKT 0.3MJI X 1
100
332 | BO3NAO3 | Methoxy polyethylene glycol-epoetin beta Solution for injection | pg/0,3 ml 24 MUPILIEPA AMIL.100MKT 0.3MJI X 1
334 | HO5BX01 | Cinacalcet Film coated tablet 30mg 4200 CHUHAKAJILET AKOPJI TABJL 30MI" X 28

[Ipuaoxxkenne No 2 1o oOpaserna Ha BB3AOKHUTEAS, ChABPIKAIIO H3IBACHUATA Ha YYaCTHHKA,
CBTAACHO M3UCKBaHHUSATA Ha BB3A0KUTEAS U [Ipraoxkenue No 2A - mocaeJHOTO Ha XapTHEH HOCUTEA U
Ha TUCK.

Y4acCTHUKEBT € MPEACTaBHA 32 HOMEHKAATypHUTE OT obocobeHa mosurus No 2 paspelleHus 3a
ymorpeba Ha IMpeasaraHUTE A€KapCTBEHU IIPOAYKTH, pa3pelleHHs 3a OpoMsaHa, pelleHHe 3a
U3II'bPAHEHHE Ha KOMHCHSITA 3a IIOAHOBSBaHE Ha pas3pellleHHe 3a IIyCKaHe Ha Ila3apa; [’bAHOMOIIIHO;
OTOPU3AIIMOHHO IIHUCMO; ITBAHOMOIIIHO OT IIpHUTEXaTeA Ha pasp. 3a yroTpeba; Aeraapanusa 3a
YI'BAHOMOIILIEH IIPEeACTaBUTEA Ha IIPUTEXKATEeAs Ha pas3pelleHHeTo 3a yrnoTpeda; [lekaapamus 3a
chraacHe C KAay3uTe Ha [goroBopa; J[ekaapaiyg 3a CpoKa Ha BaAMAHOCTTA Ha odeprata;
eraapaliys 3a cria3BaHe 33 bAKEHUSITA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, Olla3BaHe Ha OKOAHaTa
cpena, 3aKpHAa Ha 3aeToCTTa Ha Tpyaa mo 4a. 39, aa. 1, 1. 1, 6yksa ,a1“ ot IIT130II.

TeXHUYECKOTO MPEIAOKEHHE 32 HOMEHKAATYpUTE OT obocobeHa mo3urius Ne 2 - u36poeHuTE B
TabAWIlaTa HOMEHKAATYpPH W MPEACTABEHUTE C HETO MOKYMEHTH OTroBapsT Ha HM3UCKBaHUSTA Ha
BB3AOKUTEAST U KOMHCHUsSTa [OIIycKa OO IIOCAeBAIll0 ydacTHe B IIpolieAypaTa ydacTHUKAa
»@PDBOHHKC PAPMA“ EOOL.

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 22
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




10.3. Komucugara 3arodyHa pa3sraeXkgaHe Ha TEeXHUYECKOTO IIpenaokeHue Ha ,PBOHHKC
PAPMA“ EOO. Y4acTHHUKEBT € [I0JaA IIPEIAOKEHUS 3a U3I'bAHEHHE Ha opbhUKaTa 3a CAETHUTE
HOMEHKAATYpPH 0T 000cobeHa mo3uirud No 3:

337 L01XC02 | Rituximab Concentrate for solution for infusion 500 mg/50 mi 480 TPYKCUMA @JI. 500MI" X 1
338 L01XC02 | Rituximab Concentrate for solution for infusion 100mg/10 ml 480 TPYKCUMA ®JI. 100MI" X 2
Brentuximab Powder for concentrate for solution
340 L01XC12 | vedotin for infusion 50mg 72 AJILETPUC ®JI. 50MI" X 1
30 MU (300
344 LO3AA02 | Filgrastim Solution for injection/infusion mcg/0,5 ml) 40 AKODUJI @JI. 30MU (300MKI/0,5MJI) X 5
10 mg/ml-0.6
345 L03AA13 | Pegfilgrastim Solution for injection ml/mg 20 ITEJICPA3 ®JI. 6MI/0,6MJI X 1
346 L03AA14 | Lipegfilgrastim Solution for injection 6 mg/0,6 ml 20 JIOHKBEKC ®JI. 6MI" 0,6MJI X 1
348 LO1BAO1 | Methotrexate Concentrate for solution for infusion | 100mg/ml-10ml 20 | METOTPEKCAT AKOPJ ®JI.100MI'/MJI 10 MJT X1
350 L01BCO1 | Cytarabine Solution for injection 50 mg/ ml-20ml | 100 LIMTAPABVH AKOPJ] ®JI. 100MI/MJI 10MJI X 1
351 L01BCO7 | Azacitidine powder for suspension for injection 25 mg/ml/mg 1440 BUIA3A ®JI. 25MI/MJT X 1
353 L01CB01 | Etoposide Solution for infusion 20 mg/ml -5 ml 200 ETOIIO3UI AKOPJ @JI. 20MI'/MJI SMJL
355 L01DB07 | Mitoxantrone Concentrate for solution for infusion | 2 mg/ml - 10 ml 40 MUTOKCAHTPOH ®JI. 2MI/MJI 10MJI X 1| EBEWE
356 LO1XEO08 | Nilotinib Capsule, hard 150mg 1680 TACUI'HA KAIIC. 150MI” X 28
357 LO1XEO08 | Nilotinib Capsule, hard 200mg 1680 TACUT'HA KATIC. 200MI” X 28
358 LO1XE18 | Ruxolitinib Tablet 5mg 672 JUKAKABU SMI" TABJL X 56
359 L01XX32 | Bortezomib Powder for solution for injection 3.5mg 400 BOPTE30MUB AKOPJ] ®JI. 3,5MI" X 1
363 L01XX52 | Venetoclax Film coated tablet 100mg 1120 BEHKJIMKCTO TABJI. 100MI" X 112
364 VO3ACO03 | Deferasirox Film coated tablet 180mg 900 EKCJDKEN TABJL 180MT X 30
Powder for concentrate for solution | 2,5 mg/ml (100
366 LO1AAQ9 | Bendamustine for infusion mg) 480 | BEHIAMYCTHH ®JI. 2,5MI/MJI 50MJI (100MI) X 5
368 B02BX05 | Eltrombopag Film coated tablet 25mg 896 PEBOJIEM]I TABJL 25MT X 28
Zoledronic
370 MO05BA08 acid Concentrate for solution for infusion | 4 mg/5 ml 400 30JIEJPOHUK ALIMJ AKOPJ ®JI. 4MI'/5MJI X1

3aBEPEHO IT'BAHOMOIIIHO 3a YII'BAHOMOIIEHO AHIIE,

[Ipuaoxxkenne No 2 1o oOpaserna Ha BB3AOKHUTEAS, CHABPKAIIO H3IBACHUATA Ha YYaCTHHKA,
CBrAACHO M3UCKBaHUATA Ha BB3A0KUTeAd U [Ipraoxxkenue No 2A - mocaeIHOTO Ha XapTHEH HOCHUTEA U
Ha OUCK.
Y4aCTHUKEBT € IIPeACTaBHA 3a HOMEHKAATypHUTE OT o0ocobeHa 1o3unuss Ne3 HOTApHaAAHO

II€CTHaOECET PEUICHUA 3a H3IIBAHEHHE

Ha

KOMHCHSTA 3a [MOAHOBSIBaHe Ha pa3pelleHure 3a IIyCKaHe Ha I1azapa; eQHO paspellleHHe 3a MPoMsaHa
— IPEXBBPASHE Ha IIpaBa BBHPXy paspelleHre 3a ynorpeba; TpHU paspelleHus 3a yroTpedba Ha
IIpeJAaraHuTe A€KapPCTBEHU MPOAYKTH, AECET IIbAHOMOIIHHU ITbAHOMOIIIHO, IIECT OTOPHU3AIIMOHHU
IIMCMa; TPU [AeKAApallMy 3a YI'bAHOMOIIEH IIPEACTaBUTEA Ha IIPUTEKATEAs Ha pas3pelleHHeTo 3a
ynoTpeba; MHCMO-TIOTBBPKACHHE; [lekaapaliusa 3a Chraacue C KAay3uTe Ha J0roBopa; [lekaapaiud
3a CpoKa Ha BaAMAHOCTTA Ha odeprara; [eKaapallus 3a Cla3BaHe 3abAXKEHUSATa, CBBbP3aHU C
JAHBIA U OCUTYPOBKH, OIIa3BaHeE Ha OKOAHATA Cpejia, 3aKpHUAa Ha 3aeTOCTTa Ha Tpyaa I1o 4a. 39, aa.
1, . 1, 6ykBa ,,a“ ot [II130II.

TeXHUYECKOTO IPEAOKEHHE 3a HOMEHKAATYPHUTE OT 000ocobeHa mosuliusg Ne 3 - u3bpoeHUTE B
TabAUIlaTa HOMEHKAATYPH U MPEACTAaBEHHUTE C HETO AOKYMEHTH OTTOBapsAT Ha HU3UCKBAHHUSTA Ha
BB3AOKUTEAd U KOMHCHUATA [OIyCKa [0 IIOCAEABAIN0 ydYyacTHEe B IIpolleaypaTa ydacTHHKA
,,PBOHUKC ®APMA“ EOO/I.

10.4. Kommcusara 3arodyHa pasrAeXAaHe Ha TEXHHYECKOTO IIpenaoxkeHue Ha ,,PbOHHKC
PAPMA“ EOOA. Y4YacTHUKBT € IIoJaA IPENAOKEHHd 3a U3II'bAHEHHE Ha IopbhbiKaTa 3a CAEIHUTE
HOMEHKAAQTYPH OT 06ocobeHa mo3urus No 4:

JUILIMHOH AMIL. 250MI" 2MJI X
390 | B02BX01 ETAMSYLATE Solution for injection 250 mg/2 ml 19200 4/0OIMAKOBKA/
0,2 mg/ml -1
417 | GO2AB01 Methylergometrine Solution for injection ml 7200 METEPI'MH AMIL. 0.2MI'/MJI 1IMJI X 100
418 | HO1BB02 OXYTOCIN sol.inj. 5iu/miiml 12000 OKCHUTOIIMH AMIL. 51U /1IMJI X 5/KYTUS/
Sultamicillin (Ampicillin,
419 | JO1ICRO04 Sulbactam) Powder for solution for injection 1.09/05¢g, 9000 YHA3UH ®JI. 1,5TP X 1/KYTUS/

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP
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432 | JO5ABO1 ACICLOVIR tabl. 400mg 5040 ALIMKJIOBUP TABJI.400 X 35 AJIUY L

433 | JO5ABO01 ACICLOVIR Powder for solution for infusion 250 mg 600 30BUPAKC AMIL 250MI" X 5
462 | NO6BX06 CITICOLINE amp 1000mg/4mi 2400 COMA3VHA AMIIL1000MI/4MJI X 5/KYTUSI/
SODIUM
AMIDOTRIZOATE,
MEGLUMINE 0.1 g/ml +0.66
502 | VO3AA00 AMIDOTRIZOATE infusion for injection g/ml -20 ml 1500 YPOI'PA®UH AMIL 76% 20MJI X 10

Penicillin Crystallisate TZF,
Powder for solution for injection, 5
508 | JO1CEO2 Benzylpenicillin 000 000, IU, Pack: 1 5000 000, IU 12000 TIEHULIMJIAH 5 000 000 ®J1.

Penicillin Crystallisate TZF,
Powder for solution for injection, 1
509 | JO1ICE02 Benzylpenicillin 000 000, IU, Pack: 1 1000 000, 1Y, 7000 TIEHULIMJIAH 1 000 000 ®JI.

[Ipuaoxkenne No 2 1o oOpaszera Ha BB3AOKHUTEAS, CHABPKAIIO H3IBAEHUATA Ha yYaCTHHKA,
CBrAACHO M3UCKBaHUATA Ha BB3A0OKUTeAd U [IpuaoxkeHne No 2A -mocAeJHOTO Ha XapTUEH HOCHUTEA U
Ha UCK.

Y4aCTHUKEBT € TMPEeACTaBHA 3a HOMEHKAATypHUTe OT obocobeHa mo3uiuad No 4 HoTapHuasHO
3aBEPEHO ITBAHOMOIIIHO 3a YII'BAHOMOIIIEHO AMIIE; ABE pas3pelleHud 3a IpoMdaHa — IIPOMdAHa B THPT.
HAVMEHOBaHHE Ha AEKApCTBEHHs IIPOAYKT; MAEBET pa3pelleHus 3a ynorpeba Ha IpemsaraHuTe
AEKapCTBEHU MPOAYKTH; 7 II'bAHOMOIIHH; IIECT OTOPH3ALIMOHHH IIMCMa; TPHU MOeKAapalluu 3a
VI'BAHOMOIILIEH IIPEeACTaBUTEA Ha IIpUTeXaTeAs Ha paspelleHHeTo 3a yIoTpeba; ITHUCMO-
MIOTBBP3KAEeHUE; [leKaapalldsd 3a Cbhraacue C Kaay3uTe Ha [0roBopa; [lekaapamus 3a CpokKa Ha
BaAUOHOCTTA Ha odpeprara; [Jekaapalya 3a croasBaHe 3aIbAXKEHUSTa, CBBbP3aHU C JaHBIU U
OCUTYPOBKH, OIla3dBaHe Ha OKOAHATa Cpela, 3aKpHAa Ha 3aeTOCTTa Ha Tpyna Io 4ua. 39, aa. 1, 1. 1,
oykBa ,,a“ ot I1TI30II.

TeXHHUYECKOTO MpPEemAOKEeHHE 3a HOMEHKAATypuTe oT obocobeHa mo3urnus Ne 4 - n3bpoeHuTe B
TabAUIlaTa HOMEHKAATYPH M MIPEACTaBEHHUTE C HETO AOKYMEHTH OTTOBapAT Ha H3UCKBAHHUATA Ha
BB3AOKHUTEAS M KOMHUCHATA MOOIyCKa A0 IIOCAEABAI0 ydacTHe B IIpolleAypara ydacTHHKa
»PBOHHKC ®PAPMA“ EOO/.

10.5. Komucugra 3arodyHa pasTAeXkaaHe Ha TeXHUYeCKOTO IpensokeHue Ha ,PBOHHKC
PAPMA“ EOOI. Y4YacTHUKBT € IoJan IIPEeNAOKEHHd 3a H3I'bAHEHHE Ha IopbhykKaTra 3a
HoMeHKAaTypa Ne 516 ot obocobena nosurug No 5.

516 FRESUBIN ORIGINAL DRINK op. 200 ml 2400 OPE3YBUH BAHWJINA 200ma x 4

Y4acTHUKET € IIpelacTaBUA IPeaAOKeHNE 3a U3II'bAHEHHEe Ha nopbukara [Ipuaozkenue Ne 2 1o
obpazena Ha BB3AOKHUTEAS, CHABPIKAII0 H3IBACHUSATA Ha YYaCTHHKA, ChMAACHO H3UCKBAaHHATaA Ha
BB3A0KUTeAs U [Ipuaoxkenne Ne 2A - rocaegHOTO Ha XapTHEH HOCUTEA U Ha AUCK; [lekaapaliys 3a
cBraacHe C Kaay3uTe Ha [AoroBopa; J[lekaapalygd 3a CpoKa Ha BaAMAHOCTTAa Ha odeprara;
Ilekaapaliiyd 3a criasBaHe 3abAXKEHUATA, CBBP3aHU C JaHBIM U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeToCTTa Ha Tpyaa 1o 4a. 39, aa. 1, 1. 1, 6ykBa ,,a“ ot II[130I1; oTopU3aIimOHHO
IIHCMO OT IIPOU3BOAUTEAS.

10.6. Komucuara 3amodyHa pasraekjaHe Ha TEXHUYECKOTO IIpPeIAOKEHHEe Ha. YYacCTHUKEBT €
oA IIPEIAOKEHUE 3a U3II'bAHEHHE Ha IIopbhbuKaTa 3a HoMeHKaaTypu Ne 522, 523, 524, 525, 526,
527, 528, 529, 530, 531, 532, 533 ot o60ocobeHa mo3urysa No 6:

522 A06AB05 OLEUM RICINI op. 1000ml 24 MACJIO PULTMHOBO 900I'P X
523 GLYCERINUM op. 1000ml 96 IJIMIIEPUH 1200I" X

524 D01AEQ2 SOL PIOCTANINI op. 0,01 200 IMMOKTAHMWH 1% 50MJI

525 D08AX08 SP. AETHYLICUS op. 70% 1000ml 4000 CIIMPT ETHUJIOB 70% 1J1/0,800KI/ X
526 D08AX08 SP. AETHYLICUS op. 90% 1000ml 840 CIIMPT ETUJIOB 90% 1J1/0,800KI/ X
527 D08AX08 SP. AETHYLICUS op. 95%1000ml 300 CIIMPT ETHUJIOB 95% 1J1/0,800KI/ X

LJIOCTABKA HA AEKAPCTBEHU ITPOAYKTU U XPAHUTEAHU TOBABKH 1 HA AEKAPCTBEHU IMTPOAYKTHU 3A AEHEHUWE HA 24
XEMATOAOTMYHU 3ABOASIBAHNA U HA TIALIMEHTU C TEPMUHAAHA BBEPEYHA HEJOCTATBYHOCT HA XEMOAMAANSA 3A
JEVHOCTTA HA YMBAA “ITIPO®. [1-P CTOSIH KUPKOBUY” Afl, TP. CTAPA 3ATOP HpOTOKOJ'I 2




SOL. JODI

528 D08AG03 SPIRITUOSA op. 5% 1000ml 30 T-PA MOJI 5% 1000MJI X

HYDROGENIUM
529 D08AX01 PEROXYDATUM op. 30%1000G 3600 MEPXUWJAPOJI 30% 1000I" (KAIIOH X 4 BP)
530 LANOLINUM kg 1kg 36 JIAHOJIMH 1KI' HOBA OITAKOBKA X
531 TALCUM PULV op. 50g 200 TAJIK 50I" X
532 VASELINUM ALBUM | 6p. 1kg 60 BA3EJIMH IKT X
533 OL. VASELINI op. 1000ml 50 ITAPA®UH TEYEH 800I'P X

Y4aCTHUKEBT € IIPeCTaBHA IIPEIAOKEHME 3a U3II'bAHEHUEe Ha IopbukaTa I[Ipuaoxkenme No 2 1o
obpasenia Ha BB3AOKUTEAS, CHABPIKAII0 HN3IBACHUSATA Ha y4acTHHKA, ChAACHO H3UCKBaHHATa Ha
BB3A0KUTeAd U [IpuaokeHne No 2A - rocaelHOTO Ha XapTUEH HOCUTEA U Ha AUCK; [leKaapalius 3a
chraacHe C KAay3uTe Ha [goroBopa; J[lekaapalyg 3a CpoKa Ha BaAHMJHOCTTAa Ha odeprara;
Jexkaapaiuda 3a cria3BaHe 3abAXKEHHUATA, CBbP3aHU C JaHBIIU U OCUTYPOBKH, OIla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3aeTocTTa Ha Tpyaa 1o 4a. 39, aa. 1, 1. 1, 6ykBa ,a“ ot I[II130II; paspemnienuda 3a
yrnoTpeba 3a €THAOB CIIMPT XMMaKC 3a HOM. 525 m 526, 3aeqHO C KpaTKa XapaKTepHUCTHKa Ha
MIPOAYKTa U H300pazkeHHe Ha OIlaKoBKaTa, C oTOeas3BaHe oT HMAA KbM paspemreHre PY No
20000393/14.01.2010r.; pa3peireHue 3a ynorpeba 3a eTHAOB CIHUPT II0 HOM. 527, BEIHO C KpaTKa
XapaKTepUCTHKA Ha IMPOAYKTa; paspelleHHe 3a yroTpeda Ha AeKapCTBEH IIPOAYKT M IIOTHOBEHO
paspelIeHue 3a yrorpeda Ha HomoBa TUHKTYpPa; OTOPU3AIIMOHHO ITHMCMO OT IIPOU3BOAUTEAS ,XUMaKC
Papma“ EOO/;

11. KoMmucusra 3arodyHa pasraekaaHe Ha TEXHUYECKOTO IIPENAOKEHNE HA YIACTHUKA
COPAPMA TPEHUAUHI“ Al e nomas TPeOAOKEHHUS 3a H3I'PAHEHHWE Ha IIOphYKaTa 33 CACIHUTE
HOMEHKAATYpPH OT o0ocobena mo3urus No 1:

Powder and solvent for
1 A02BA03 FAMOTIDINE solution for injection 20mg 96000 | KBAMATEJI amm. 20mr Smiu x 5
Powder for solution for
2 A02BCO01 OMEPRAZOLE infusion 40mg 8000 | COIIPAJI amm. 40mr X 5
4 A03ADO01 PAPAVERINE Solution for injection 20mg/mliml 12000 | [MTATIABEPUH amn. 20mr/1m x 10
5 A03AD02 DROTAVERINE Solution for injection 20mg/mi2ml 14400 | HO-IIIIA amm. 40mr 2mi x 25
6 A03BAO1 ATROPINE Solution for injection 1mg/mi-1 ml 10000 | ATPOIIMH CVYJI®YPUK amm. Imr/ Imm x 10
7 A03BB01 BUTYLSCOPOLAMINE Solution for injection 20mg/mliml 21600 | BYCKOJIU3UH amm. 20mr/Ima x 10
AO03FA01 METOCLOPRAMIDE Solution for injection 10 mg/2 mi 25000 | AET'AH amn Smr/ma 2mi x 25 6p
MACROGOLI-
9 A06AD65 COMBINATIONS Powder for oral solution | 64g 2400 | ®OPTPAHC nakerue npax 3a opaiieH p-p x40p
Concentrate for solution
10 | AD5BA0O L-ORNITINE,L-ASPARTATE for infusion 5000mg/10ml 2400 | XEIIA MEPI amn. 5rp 10ma x 10
11 | AD5BA03 SILYMARIN Capsule, hard 90mg 36000 | KAPCHJI kamc. 90mr x 30 - Codapma
Powder and solvent for
17 | A16AA02 ADEMETIONINE solution for injection 500 mg 19200 | TPAHCMETMII . 500mr + pa3Ts. Smi x 5
19 | A16AX01 THIOCTIC ACID TURBO-SET | Solution for injection 600mg 50ml 7200 | TUOTAMA TYPBO-CET ¢u. 600mr 50mi x 5
Solution for injection/
21 C04AD03 PENTOXYFILLINE infusion 20 mg/ml -5 ml 24000 | TEHTO®WJIMH amim. 100mr/5mi x 10
24 A10ABO1 INSULIN HUMAN Solution for injection 100iu/ml-3ml 3600 | AKTPAIIM/J HM PENF. ¢u. 3mn x 5
25 A10ADO1 INSULIN HUMAN Suspension for injection | 100iu/ml-3ml 240 MUKCTAP/I 30 HM PENF.¢pa.3mn x 5
26 | A10ABO5 INSULIN ASPART Solution for injection 100 U/ mi-3 ml 240 HOBOPAIIN/ ¢1.100IU 3mi x 10 - HOB -
29 | A10AEO05 INSULIN DETEMIR Solution for injection 100 U/ml -3 ml 180 JIEBEMUP HM PENF. ¢u1. 3mm x 10 - HOB
31 A10ADO5 INSULIN ASPART Suspension for injection | 100U/mI-3ml 240 HOBOMUKC 30 ITEHOWJI ¢u1.3mn x 10 - HoB
38 A10BX07 Liraglutide Solution for injection 6 mg/ml-3 ml 30 BUKTO3A wumx p-p 6mr/ma 3mn x 3
39 |AlIGA01 ASCORBINIC ACID Solution for injection 100 mg/ ml -5 ml 24000 | BUTAMMH C amm. 500mr/5mi x 10-Codapma
40 Al1HAQ2 PYRIDOXINE Solution for injection 50mg/mi-2ml 4800 | BUTAMUH B 6 amm. 100mr/2mi x 10
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8,94mgml-10ml (exs. KAJIL,. T'JTIOKOHUKYM amm.8.94mr/mi 10mi1 x
41 | A12AA03 CALCIUM GLUCONATE Solution for injection Hag89,4Calcium)mg | 28800 | 50
42 | A12CC02 MAGNESIUM SULPHATE Solution for injection 4095 mg/10 ml 3600 | KOPMAI'HE3MH amm. 400mr 10ma x 5
Solvent for parenteral
44 V07AB00 Water for injection use 10ml 14000 | CTEPUJIM3UPAHA BOJA amn. 10mn x 50
Immunoglobulins, normal human,
45 JO6BA02 for intravascular adm. Solution for infusion 100 mg/ ml - 50 ml 70 OKTAI'AMA un p-p 10% 5 rp. 50 mn
Powder and solvent for HOBOCEBBH 2Mr mpax + p-p 3a HHX pP-p
49 B02BD08 Eptacog alfa (activated) solution for injection 2 mg (100 KIU) 15 3apeJieHa CIIPUHIIOBKA
Powder and solvent for
50 B02BD01 Human Prothrombin Complex solution for injection 500 1U 40 Okraruiekc, npax + p-p 3a usx p-p 500IU x 1
53 BO3BAO1 CYANOCOBALAMIN Solution for injection 1 mg/ml-1ml 6000 | BUTAMUH B 12 amn. 1000mkr/1ma x 10
54 BO3AC02 SACCHARTET FERRIC OXIDE | Solution for injection 20 mg/ml -5 ml 5600 | MTADEP amm. 100mr 5mi x 5
GLUCOSE5%+NA TJIIOK.5%+HATP.XJIOP.0.9%UH®.P-
55 B05BB02 CHLORIDUMO.9 Solution for infusion 5%+0,9%-500ml 54000 | PxS00MJI ITJL.b
56 BO5BA03 GLUCOSE 5% Solution for infusion 500ml 38880 | IVIIOKO3A MH®V3. P-P 5% x 500mu1 m1.6aHka
58 BO5CX01 GLUCOSE Solution for injection 40% - 10 ml 4200 | I'JTFOKO3A amm. 40% 10mi x 50
MAHUTOJI BUODAPM 15% wund.p-p 500m1
59 B05BC01 MANNITOL Solution for infusion 100g/1-500 ml 18000 | Ganka
60 B05BB01 ELECTROLYTES/Ringer Lactate | Solution for infusion 500ml 4800 | XAPTMAH undy3.p-p 500mi 6anka
62 B05BB01 ELECTROLYTES/RINGER/ Solution for infusion 500ml 80000 | PUHTEP uuys3. p-p x 500m1.6anka BUODPAPM
Concentrate for solution
65 BO5XA01 POTASSIUM CHLORIDE for infusion 150 mg/ ml - 10 ml 20000 | KAJIMYM XJIOPATYM amn. 15% 10mu x 50
SODIUM HYDROGEN | Concentrate for solution
66 B05XA02 CARBONATE for infusion 8,4 9/100 ml -20 ml | 15000 | HATPMEB BUKAPBEOHAT amm. 8.4% 20mia x 5
14000
67 B05BB01 SODIUM CHLORIDE Solution for infusion 9g/1 - 500 ml 0 HATP.XJIOPU/I ur¢.p-p 0.9% x500mu1 11.6aHKa
HATP.XJIOPUL HUH®.P-P 0.9% X250MJI
69 B05BB01 SODIUM CHLORIDE Solution for infusion 0.9% - 250 ml 22000 | IJLBAHKA
9 mg/ml - 10 ml
73 BO5XA03 SODIUM CHLORIDE Solution for injection (0.9%) 36000 | HATPUYM XJIOPATYM amm. 90mr/10ma x 50
82 BO5AA01 HUMAN ALBUMIN Solution for infusion 200 mg/ ml - 50 ml 540 AJIBYHOPM ¢i1. 20% 200r/1 x 50mi1
83 BO5AAQ1 HUMAN ALBUMIN Solution for infusion 200 g/l - 100 ml 900 AJIBYHOPM d1. 20% 200r/11 x 100mu
Concentrate for solution
85 BO1AC11 ILOPROST for infusion 20 meg/ 180 VJIOMEJIVH amm. 20mkr/1mi x 5
86 BO1AC24 TICAGRELOR Film coated tablet 90mg 4032 | BPUJIMK 16. 90mr 4 x 14
60 mg /0.6 ml (6000
87 BO1AB05 ENOXAPARIN Solution for injection 19)] 1200 | KJIEKCAH umx.p-p Ham.crp.60mr/ 0.6Mix6
80 mg/ 0,8 ml (8000
88 | BO1ABO5 ENOXAPARIN Solution for injection 19)] 800 KJIEKCAH nmx.p-p Har.crp.80mr/ 0.8Mix6
89 B01AB06 NADROPARIN Solution for injection 38001U 72000 | ®PAKCUITAPUHamimmp. 0.4ma x 10
90 | BO1ABO06 NADROPARIN Solution for injection 57001U 12000 | PPAKCHUITAPUH amm.imp.0.6mia x 10
92 B01AX05 FONDAPARINUX Solution for injection 2.5mg/ 0.5 ml 3600 | APUKCTPA amm. 2.5 mr/0.5 M x 10
93 B01AX05 FONDAPARINUX Solution for injection 7.5mg /0.6 ml 800 APUKCTPA amm. 7.5mr/0.6 M x 10
Powder and solvent for
94 B01AD02 ALTEPLASE solution for injection 50mg 100 AKTUJIM3E cyxa ammn.50mMr+pasts. x 1
Powder and solvent for
95 B01ADO7 RETEPLASE solution for injection 10U (1U/ ml-10 ml) | 40 PAINMMJIMCHH amm. 101U + pa3ts.10mm x 2
3500 IU anti- Xa/ 0,2
96 B01AB12 BEMIPARIN Solution for injection ml 20000 | 3UBOP amn.3,500 1U/0.2mx x 2
101 | BO1AF01 RIVAROXABAN Film coated tablet 15mg 2660 | KCAPEJITO 16. 15mr x 28
102 | BO1AF01 RIVAROXABAN Film coated tablet 20 mg 3360 | KCAPEJITO 16. 20Mmr x 28
103 | BO1ABO01 HEPARIN inj 25000 IU/ 5ml-5ml | 8400 | XEITAPUH ¢ur. 25000IU/5ml x106p
104 | C01BBO1 LIDOCAINE Solution for injection 10mg/mi-10ml 4800 | JIMAOKAUH amm. 100mr/10m x 50
Solu tion for
105 | C01BBO1 LIDOCAINE injection 20mg/ml-10ml 12000 | JIMAOKAMH amm. 200mr/10mi x 50
108 | C01BDO1 AMIODARONE Solution for injection 150 mg/3 ml 12000 | KOPIAPOH amm. 150mr/3mi x 6
Solution for injection/
120 | C01AA05 DIGOXIN infusion 0.25 mg/ml - 2ml/mg | 2200 | AMT'OKCUH amm. 0.25mr/mit 2ma x 10
Concentrate for solution
121 | CO1CA03 Norepinephrine for infusion 1 mg/ml-4ml 2500 | HOPEIMMHE®PUH amm. 1mr/mu 4mi x 10
Concentrate for solution
122 | CO1CA04 DOPAMINE for infusion 40 mg/ml -5 ml 13000 | AOTIAMMUH awmi. 4% Smiu x 10
124 | C01CA24 EPINEPHRINE Solution for injection 1mg/ml - Iml/mg 4000 | AAPEHAJIMH amm. Imr/lmax 10
131 | C02AC01 CLONIDINE Solution for injection 0.15mg 9600 | XJIODA3OJIMH amm. 0.15mr/ma 1ma x 10
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157 | CO3CA01 FUROSEMIDE Solution for injection 10 mg/ml -2 ml 72000 | ®YPO3EMU]I amm. 10mr/ma 2mi x 10
160 | CO3CA04 TORASEMIDE Solution for injection 10 mg/2 mi 9600 | TPUDAC amm. 10mr/2ma x 5
172 | CO8CA06 NIMODIPINE Solution for infusion 10mg/50mi/mg 1200 | HUIMOTOII S ¢ 10mr /50ma x 1
Solution for injection
175 | CO8DA01 VERAPAMIL /infusion 2.5mg/ml-2 ml 1440 | U3OKOP amm. Smr/2mi x 10
185 | G0O2AD04 CARBOPROST Solution for injection 0.25mg/ml-1ml 80 IMTPOCTHUH 15M awmm. 0.25mr/mm Imn x 1
189 | HO1BAO4 Terlipressin Solution for injection 0,1 mg/ml -2 ml 2400 | PEMECTHUII amm.0.2mr/2mn x 5
192 | HO2AB01 BETAMETHASONE Suspension for injection | 7 mg/ml - 1 ml 1400 | ®JIOCTEPOH amm. Imnx 5
JEKCAMETA30H amm4mr/min  Iman x  10-
193 | HO2ABO02 DEXAMETHASONE sol.inj. 4mg 1ml 52000 | Codapma
Powder and solvent for METWIITPEJHU30JIOH  amm.15.78Mr+ p-p
194 | HO2AB04 METHYLPREDNISOLONE solution for injection 15.78mg 40000 | 1mux10
Powder and solvent for METWJIITPEAHWU30JIOH ami. 40mr+ p-p 1mit x
195 | HO2AB04 METHYLPREDNISOLONE solution for injection 40mg 30000 |10
Powder and solvent for METWIITPEJHWU3O0JIOH amm. 250Mr + p-p Smi
196 | HO2AB04 METHYLPREDNISOLONE solution for injection 250mg 500 x5
Powder for solution for
201 | JO1AA12 TIGECYCLINE infusion 50mg/5ml 200 TUT AT . 50mr x 10
AMOXICILLINE Powder for solution for
202 | JO1CRO02 CLAVULANIC ACID injection 1000 mg /200 mg 7000 | AMOKCHKIJIAB ¢ui. 1.2rpx 5
Powder for solution for 17200
205 |J01DD04 CEFTRIAXONE injection 1g 0 LED®TPUAKCOH ¢ 1rp 50m.x 10 - MUIT
Powder for solution for
206 |J01DB04 CEFAZOLIN injection 2000mg 22000 | 3EMMJIEH ¢ 1rp x 10
Powder for solution for
210 [JO1DHO02 MEROPENEM injection/infusion 1000mg 6000 | MEPOIIE Irp npax 3a undys p-p ¢ x 25
214 | JO1FA09 CLARITHROMYCIN Film coated tablet 500mg 12000 | ®POMMJINL 16. 500Mmr x 14
Powder for solution for
216 | JO1FA10 AZITHROMYCIN infusion 500mg 800 CYMAME/ ¢ 500mr x 5
KIIMHOJAMUIVH amm.150mMr/mMn 4mn x 5 -
218 | JO1FF01 CLINDAMYCIN Solution for injection 150 mg/ ml -4 ml 4000 | MUIT
219 |J01GB03 GENTAMICIN Solution for injection 40 mg/ ml -2 ml 22000 | TEHTAMMIIMH amm. 80mr/2mi x 10 - Copapma
Solution for injection/
220 | J01GBO06 AMIKACIN infusion 250mg/ ml-2mi/mg | 16000 | AMMKALIVH amm. 250mr/mi 2mo x 10
Powder for concentrate
222 | JO1XA01 VANCOMYCIN for solution for infusion | 1000mg 960 BAHKOMMUIIMH dur. 1rp 15mm x 5-MUIT
Concentrate for solution
224 | JO1MAO02 CIPROFLOXACIN for infusion 10 mg/ml -10 ml 26000 | IATIPUHOJI amm. 100mr 10m1 x 5
200mg/ 100 ml - 100
225 | JO1MAO02 CIPROFLOXACIN Solution for infusion mi 2800 | LIUIIPUHOJI undy3. p-p200mrx 100ma
400 mg/ 200 ml - 200
226 | JOIMA02 CIPROFLOXACIN Solution for infusion mi 800 LIATTPUHOJI undys. p-p 400mr x 200ma
227 | JOIMA12 LEVOFLOXACIN Solution for infusion 5mg/ml-100 ml 1200 | JEBOKCA p-p Smr/mia 100ma x 5
228 | JOIMA12 LEVOFLOXACIN Film coated tablet 500mg 3360 | JIE®JIOKC dum. 6. 500mr x 7
powder for solution for
injection/infusion or
229 |J01XBO1 COLISTIMETHATE SODIUM inhalation 1MIU 1200 | KOJIMCTUH dr. 1 000 000 x 20
500 mg/ 100 ml - 100 METPOHUJA30JT  und.p-p  x100mn -
230 | J01XDO01 METRONIDASOLE Solution for infusion ml 42000 | BUODPAPM
231 | JO1XX08 LINEZOLID Solution for infusion 2 mg/ml-300 ml 90 JIMHE3OJIU/I und p-p2mr/mi i cak 300mu x10
232 | JO2ACO01 FLUCONAZOLE Solution for infusion 2 mg/ml - 100 ml 1440 | AUDIA3OH ¢u. 2mr/mi 100m
Powder for solution for
233 | J02AC03 VORICONAZOLE infusion 200mg 100 BU®EH/ ¢pn1. 200mr x 1
235 | JOSAH02 OSELTAMIVIR Capsule, hard 75mg 1200 TAMUDITY kamnc. 75mr x 10
236 | MO1ABO05 DICLOFENAC Solution for injection 75mg/3ml 32000 | AJIMUPAJI amm. 75mr 3mn x 5
237 | MO1ACO06 MELOXICAM Solution for injection 15mg/ 1,5 ml 5000 | MEJIBEK amm. 15mr/1.5ma x 5
238 | MO1AEO3 KETOPROFEN Solution for injection 100mg/2 ml 5000 | KETOHAJI amm. 100mr/2mu x 50
Solution for injection/ JEKCKETOIIPO®EH 50Mr/2mn umx p-p x5
239 | MO1AE17 DEXKETOPROFEN infusion 50 mg/2 mi 13000 | Pomd
240 | M03AB01 | SUXAMETHONIUM Solution for injection 10mg/ml-5ml 14400 | JJUCTEHOH amm. 1% 5 ma x 5
Powder and solvent for
243 | MO3ACO06 PIPECURONIUM solution for injection 4mg 24000 | APAYAH amm.cyxa 4mr/2mi x 25
246 | NO1AX03 KETAMINE Solution for injection 50mg/ml - 10 ml 720 KAJIUIICOJI am. 50mr/Ima x 10mi x 5
SEVOFLURANE -cbc 3atBopena | Inhalation vapour,
248 | NO1ABO08 c-Ma 3a ITbJIHCHE liquid 250ml 700 CEBOPAH ¢u1. 250m x 1
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Emulsion for [MPOIIO®OJT JIMIIYPO . 10mr/man 20mix10
250 | NO1AX10 PROPOFOL injection/infusion 10 mg/ml - 20 ml 14000 | bpayu
254 | N01BB52 LIDOCAINE CHLORHEXIDINE | Urethral gel 0.25¢ Lidocaine 1400 | KATEXEJI ren + nugokaus x 12.51p x 25
255 | N0O2AA01 MORPHINE Solution for injection 20 mg/ml -1 mi 1800 | MOP®UH amm. 20mr/ma 1m x 10
256 | NO2ABO2 PETHIDINE Solution for injection 50 mg/ml- 2 ml 14000 | JIMJOJI amm. 50mr/ma 2mi x 10
257 | N0O2AX02 TRAMADOL Capsule, hard 50mg 3000 TPAMAJIT'MH karnc. 50mr x 20 -
258 | N0O2AX02 TRAMADOL Solution for injection 50mg/ml-2ml 5000 | TPAMAJITMH amm. 50mr/mi 2mi x 10
12000
259 | N02BB02 METAMISOLE SODIUM Solution for injection 500mg/mi-2 ml 0 AHAJITUH amn. 1rp 2mn x 10
263 | NO3AA02 PHENOBARBITAL Solution for injection 100mg/ml-2 ml 960 OEHOBAPBUTAJI Na amn. 200mr/2mi x 10
272 | N04BB01 AMANTADINE Solution for infusion 0,4mg/ml-500 ml 480 TIK-MEPI[ undys. p-p x 500m1
273 | NOSAA01 CHLORPROMAZINE Solution for injection 25mg/ml-2ml 2400 | XJIOPITPOMA3MH amm. 25mr/mu 2mi x 10
276 | NOSADO1 HALOPERIDOL Solution for injection 5mg/ml- 1 ml 1200 | XAJIOIIEPUJOJI amn. Smr/1miu x 10
289 | NO5BAO1 DIAZEPAM Solution for injection 5 mg/ml-2 ml 9600 | IMA3EIIAM amn. 10mr/2ma x 10
299 | N06BX03 PIRACETAM Solution for injection 3000mg 15ml 9600 | HOOTPOIIWJTamm.3rp/15mut 15mi x 12
300 | NO6BX18 VINPOCETINUM Solution for infusion 5 mg/ml-2 ml 14400 | BUIIETHH amn. Smr/mn 2mn x 10
307 | NO6DA04 GALANTAMINE amp 10mg 1ml 7200 HUBAJIVH amn. 1% Imax 10
308 | RO5CBO02 BROMHEXINE Solution for injection 2 mg/ml-2 ml 14400 | BPOMXEKCHH amm. 4mr/2mi x 10
311 | RO3DA0S AMINOPHYLLINE Solution for injection 24mg/mli10ml 6000 CODPADUIINH amn. 240mr/10mi x 50
313 | RO6AC03 CHLOROPYRAMINE Solution for injection 10mg/ml-2ml 4800 | AJIEPT'O3AH amm. 20mr/2mu x 10
314 | RO6AD02 PROMETHAZINE Solution for injection 25mg/ml-2ml 3600 | AHTHAJIEP3MH amn. 50mr/2mm x 10
320 | VO8CA02 Gadoteric acid Solution for injection 0.5 mmol/ ml-20ml_ |5 KJIAPMCKAH ¢ 0,5 mmosr/mit 20mi x 10
324 | VO8ABO02 IOHEXOL Solution for injection 350 mg I/ mI-100 ml | 3600 | OMHUITAK dur. 350mr/ma 100mu1 x 10

YyacTHUKSET € npencraBua [IsaHomoIHo ot JuMutekp 'eoprueB [IUMHUTPOB, B KA4€CTBOTO MY
NsmeanuTeaeH mgupekrop Ha ,Codapma Tpevinmur A, ¢ Koero yirbaHOMomIaBa VBan 2KeaeB
HauyeB na mpencraBasgBa ydacTHuKa B Ipouenypu no 3O0II; [Ipuaoxxkenme No 2 1o oOpaseria Ha
BB3A0KUTEAS, ChABPIKAIIO U3IBACHHUATA HA YYAaCTHHUKA, CbIAACHO U3UCKBAaHUSATA HAa BB3AOXKUTEAT U
[Ipuaoxkenne No 2A - mocAeqHOTO Ha XapTHUEH HOCHUTEA M Ha OUCK; [leKaapamus 3a chraacHue C
KAQy3UTE€ Ha [0roBOpa, KCEPOKOIIHME Ha IIPOEKTOAOrosopa; J[lekaapalyd 3a BasHAHOCTTA Ha
odeprara; [Jekaapalyda 3a clia3BaHe 3aQbAXKEHUSATA, CBBP3aHU C AAaHBIU U OCUTYPOBKH, OIla3BaHe
Ha OKOAHATa Cpelia, Ha 3aeTOCTTa M YCAOBHATA Ha TpyAd mo 4a.39, aa.l, 1.1, OykBa ,a“ ot IITI30II;
OTopHu3allioHHO OHUCMO OT mpom3BomuTeas , Codapma“ A, Heraapanua ot HMamn. [JupektTop Ha
»<Coapma“ AJl, 4ye BCUYKHU ACK.NIPOAYKTHU, ITpou3BekaaHu ot ,Codapma“ Al nmpurekaBaT BaAUIHH
Paspemenus 3a ynorpeba; Baangnu paspeleHue 3a ynorpeba 3a BCHYKH oepHpaHU A€KapCTBa,
nmpousBeneHu ot ,Codapma“ A B Tasu obocobeHa mno3uiyd; OTOPH3AIIMOHHO ITMCMO 3a HOM.
equHuIla Noe216 u 227; BaaugHu paspelieHud Ha PaszpermeHue 3a ynorpeda Ha A€K. IPOAYKTH 38 AEK
poayKTH oT Ne216 u 227, paspellleHHe 3a ynoTpeba Ha A€K. OPOAVKTH oT No95; oTOpH3allMOHHO
IIMCMO U BAaAHUJHO pa3pelleHue 3a yroTpedba Ha AeK. IIPOAYKTH OT HoM. Ne94; 0TOPHU3aIIMOHHO ITHCMO
M BaAHJHO paspelleHue 3a yrmorpebda Ha AeK. IIpoayKTH oT HoM. NoNel, 243 u 246, oTOpH3aIlOHHO
IIMCMO W BaAHZHO pas3pelleHre 3a yrnoTpeba Ha AeK. IPOAYKTH oT HOM. NoNo24, 25, 26, 29, 31, 38 u
49; oTOPHU3AIIMOHHO ITMCMO M BAaAHZHO pa3pellleHHe 3a yroTrpeba Ha AeK. IIPOAYKTH OT HOM. No299;
OTOPU3AIIMOHHO IIMCMO M BaAWOHO paspelleHre 3a ynorpeba Ha AeK. IMPOAYKTH OoT HOM. Nel60;

Ha

paspeleHue 3a ynorpeda Ha AEK.IIPOAYKT OT HOM.eAuHHIA No96; oTOpH3aIIMOHHO ITUCMO U BaAUHO

pes3peleHne 3a yrnorpeda Ha A€K. IMPOAYKTH OT HoM. Ne86; OTOpH3aIlMOHHO IHUCMO U BaAUIHU
Paspemienus 3a ynorpeba Ha AeK. IPOAYKTH OT HOM. equHUIH Ne320 u 324; OTOpH3alIMOHHO ITHUCMO
u BaangHu PaspenreHus 3a ynorpeba Ha A€K. NPOAYKTH OT HOM. exmHuimr NoNelO3, 122 u 231;
OTOpH3allMOHHO IITMCMO ¥ BaAuAHO Pa3spemeHue 3a ynorpeba Ha AeK. OpPoayKT oOT Nel7;
OTopH3allMOHHO TTHCMO W BaAHMAHHU PasperneHus 3a ymorpeba Ha Aek. mpoaykTu orT NeNe85, 101,
102, 172; OTopu3allMOHHO TUCMO U BaAUAHO Paspernienue 3a yrorpeba Ha AeK. IPoayKTU oT No254;
OTopu3alioHHO mucMo U Pa3spereHus 3a ynorpeba Ha A€K. HPOAYKTHU OT HoM. emuHuUI NoNelO,
272; BaaugHu PaszpelnieHus 3a yrmorpeda Ha A€K. OPOAYKTH oT HoMm. emauHui NeNe 60, 66 u 250;

OTopHu3allMOHHO MIHCMO OT IIPOM3BOAUTEAS Ha A€K. HNPOAYKT OoT HoM. enuHuila NeS4 u Ne390 u
BaAauAHO PasperieHure 3a ynorpeba Ha A€K. IIPOAYKTH 3a HOM. equHHNA NoS4; OTOPHU3AIIMOHHO ITHCMO
OT YITBAHOMOIIEHUs IIpeAcTaBUTeA Ha PaspemreHmero 3a Ymorpeba Ha AEK.IIPOAYKTH OT HOM.
equHuIn No Nol85, 201, 233, 344, 419 u BaaugHU paspelleHus 3a ynorpebda; OTOPHU3AIIOHHO
IINCMO ¥ BAaAWJHO pas3pelleHue 3a yrnorpeba 3a AeK. IPOAYKTH OT HOM. emuHuna No248; BaaumHO
pasperieHue 3a ynorpeda Ha A€K. OPOAYKT OT HoM. exuHuIiia Nol89; oTOPH3aIIMOHHO ITHCMO H
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BaAHHO pa3pelleHne 3a yrorpeba 3a AeK. IPOAYKTH OT HOM. emauHuin Ne Noe 228 u 237;
OTOPH3AIIMOHHO ITHCMO M BaAHHO pa3pelleHHe 3a yIoTpeda 3a AeK. IPOAYKTH OT HOM. enquHHUIlH No
Ne 55, 56, 59, 62, 67, 69, 230.

3a HOMeHKaaTypHa enuHuIla NoeS9 y4acTHUKBT € odepHpas A€K. IIPOAYKT C THPTOBCKO
HauMeHoBaHue Manutoa Buodapma 15 % unad. p-p 500 Mma 6anka. B koroHa 5 Ha TexHuueckara
criertndpukanus, [IpuaoxkeHne 1 BB3A0KUTEAIT € IIOCOYHA KOAMYECTBO aKTUBHO BellecTBo — 100g/1 -
S500ml._C oraexn ropHuUTe KOHCTATAIIUM KOMHCHUATA IpUEeMa, Ye IPEIAOKEHHETO 33 U3I'bAHEHHEe Ha
y4acTHHKA 3a HOM. eauHuna No 59 He oTroBapsd Ha HU3HCKBAHUATA HA BH3AOXKUTEAL .

YYaCTHUKBT € IIPEACTaBHA OTOPHU3AIIMOHHO ITHCMO M BaAHIHO pa3pelleHHe 3a yroTpeda 3a AeK.
HIPOAYKTH OT HOM. equHHUI No No205, 218, 222; oTOpH3allMOHHO IHUCMO U BAaAUZHO pa3pelleHHte 3a
yrnoTpeba 3a A€K. IPOAYKTH OT HOM. equHHIU No 45, 50, 82, 83; oTOpH3aIITMOHHO ITHCMO ¥ BaAHIHO
paspeleHue 3a yrorpeba 3a AeK. IPOAYKTHU OoT HoM. equHuI No202 u 238; BaanAHO paspellleHue 3a
ynorpeba 3a AeK. IPOAYKTH OT HOM. eauHuIla No8; oTOpH3AIIMOHHO ITHCMO OT ,MenokeMu AUMHUTHI
TII m BaaumHO paspellleHHe 3a ynorpeba 3a AeK. NPOAyKTU OT HoM. enuHUIU Noe210 m No236,
BaAUJHO pa3pelleHye 3a ynorpeba 3a AeK. IPOAYVKTU OT HOM. eanHUIY No206;

3a HoMeHKaaTypHa enuHHIla No206 y4acTHHUKBT € odepHpas A€K. HNPOAYKT C THProBCKO
HauMeHoBaHUe 3emnraeH 1g mpax. B koaoHa 5 Ha TexuHmdeckara crnenudukanus, [Ipusoxenue 1
BB3AOKUTEAIT € IIOCOYMA KOAWYECTBO aKTHUBHO BemlecTBO 2000mg. OdepupanHusa HOPOAYKT C
IIOCOYEHO KOAMYECTBO Ha AaKTHBHO BEIIECTBO HE OTroBaps Ha H3HUCKBAHETO HA BB3AOXKHUTEAS.
Y4acTHUKET He € IIpeACcTaBUA U JOKYMEHT, U31a/IeH Ha HEroBO UMe, yAOCTOBEpABAalll IIpaBaTa My 3a

[IPeACTaBUTEACTBO Ha TEPUTOPHULTA Ha IigAaTa CTpaHa MAM 3a KOHKpeTHaTa IIpolleaypa, 3a CpoKa Ha
[IOTOBOpa, U3Na[eH OT: IIPUTeKATEAdT Ha pas3pelIeHHeTO 3a yrnoTpeba Ha A€KapCTBEHHS IMPOAYKT
WAU OT IIPEACTaBUTEAS I10 YA. 26, aa. 1 o 3AIIXM, UAM OT IpeacTaBUTEA HA AUIIETO II0 YA. 26, aa. 1
WAM Ha IIpUTEXAaTeAd Ha paspelieHHeTo 3a yroTpeba, cbraacHo [IOIMBAHHUTEAHHUTE pasnopendu,
naparpad 1, 1. 50 or 3AIIXM, KakBOTO € H3HCKBAaHETO Ha BB3AOXKHUTEeAsS Ha cTp.22-23 ot
yTBBpAcHaTa OOKyMeHTarmmd. C  oraea  TOPHUTE KOHCTATAIIUMM __KOMHCHSATA IIpHUEMa, de
IPEOAOKEHHUETO 3a H3IIbAHEHME Ha VYacTHHKa 3a HoMm. emuHHIa No 206 He oTroBapsg Ha
M3UCKBAHUSLTA HA BBH3AOKHUTEAS.

Y4acTHUKSBT € IPeCTaBUA OTOPU3AIIMOHHO IIHCMO U BaAHJIHHU pas3pelleHus 3a yroTpeba Ha
AEK.IIPOAYKTH 3a HOM. enmHuin NoNel92, 214, 224, 225, 226, 232; oTopH3allMOHHO IIHNCMO U
BaAUIHO paspellleHue 3a yrnoTpeda Ha AeK.MPOAYKT 3a HoM. enuHHIA No240; 0OTOPHU3aIIMOHHO ITHCMO

M BaAHJHO pa3pelleHHe 3a ynoTpeba Ha AEK.IPOAYKT 3a HOM. eauHHIa No229; oTOpH3aIIMOHHO
IINCMO W BaAHAHU pas3pelleHHud 3a yroTrpeba Ha A€K.IPOAYKT 3a HOM. enuHHIU Nel9 m Ne42;
OTOPH3AIIMOHHO IIHUCMO W BAaAWHHU paspelleHHsd 3a yrnoTpeba Ha AEK.ITPOAYKTH 3a HOM. €IHHUIIN
NeNe 89, 90, 92, 93; oTOpH3AIIMOHHO ITMCMO U BaAHHO pas3pelleHue 3a ynorpedba Ha AeK.IIPOAYKT 3a
HoM. equHuIla No235; BaAUAHM paspelleHus 3a yIIoTpeba Ha AEK.IPOAVKTH 3a HoM. eauHuIt No No
5, 87, 88, 108.

B koaona 12 ,Hanuuue Ha omopusayus (0a/He)“ Ha IlpuaoxkeHne 2A yIaCTHUKBT € IIOCOYHA
L2He“ 3a Hom. emuuuitn NeNe 5, 8, 9, 60, 66, 87, 88, 95, 96, 108, 189, 206, 239, 250. Caen KaTo
pasraefa IMIpPEeACTaBEHUTE OT y4YacTHHKA MOOKYMEHTH, KOMHCHATa YCTAHOBH, de 3a IIOCOYEHHTE

HOMEHKAATYpPHU HAWCTUHA AWIICBA OOKYMEHT, HU3Oa€H Ha HMETO Ha ydacTHUKA, yAOCTOBEpsBalll
IpaBaTa My 3a MIPEACTaBUTEACTBO Ha TEepPUTOPHATA Ha IigAaTa CTpaHa HAM 3a KOHKpeTHaTa
IIpoleaypa, 3a CpokKa Ha AOroBOpa, U3OA[AEH OT: IIPUTEXKATEASIT Ha pa3pelIeHHeTO 3a yIoTpedba Ha
AEKapCTBEHHUS NPOAYKT HUAU OT IIPELCTABUTEAd II0 YA. 26, aa. 1 oT 3AIIXM mau oT mpezncraBUTEA Ha
AWIIETO TI0 4YA. 26, aa. 1, MAM Ha OpuUTeXRaTeAd Ha pas3pelleHHeTo 3a ynorpeba, CbraacHO
JombaHuTEeAHUTE pasnopendu, naparpad 1, T. 50 ot 3AIIXM. 3a AeK. IPOAYKTHU OT HOM. €IUHUIIH No
9 1 No 239 y4yacCTHHKET HE € IIPEeACTaBHUA U BaAUIHO PaspereHue 3a yrorpeba.

B'b30CHOBA HA FOPHUTE KOHCTATAIIMYM KOMUCHUATA MIPHEMA, Y€ MPEJAOKEHHUETO 3a U3II'bAHEHUE
Ha y4yacTHHKAa 3a HoM. eguuuit NoeNe5, 8, 9, 59, 60, 66, 87, 88, 95, 96, 108, 189, 206, 239, 250 »e
OTTOBaps Ha HW3WCKBAHUSATA HA BBL3AOXKHUTEAd B VTIBBPAcHATA AOKYMEHTAIIMSA U IIpesara Ha
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Bn3aoxkureas, Ha ocHoBaHHe 4a. 107, 1.2, OykBa ,a“ or 30Il, na orcrpanu ydactHuka ,Codapma
TpetimuHT“A/l OT TIOCAEOBAILIO YYaCTHUE B IIpolleaypaTa 3a U30poeHUTe I10-TOPe HOM. €IUHUIIH.

11.1 VYyactHukbsT ,Codapma Tpenuur® A/l e momas IIPENAOKEHUS 3a H3I'BAHEHHE Ha
IIopBYKAaTa 3a CACTHUTE HOMEHKAATYypPU OT ob6ocobeHa mo3uirysa No2:

solution for injection in pre-
filled syringe with needle 40mcg/0,4
329 B03XA02 | Darbepoetin alfa guard ml 60 APAHECITT uHx. p-p B cnipyHL,. 40mkr x 1
solution for injection in pre-
filled syringe with needle 80mcg/0,4
330 B03XA02 | Darbepoetin alfa guard ml 60 APAHECTT nHX. p-p B cnpuHy,. 80mkr x 1
Methoxy polyethylene
331 B03XA03 | glycol-epoetin beta Solution for injection 75 pg/0,3 ml 48 MWPLEPA PFS 0.3mr 75 mrr x 1
Methoxy polyethylene 100 pg/0,3
332 B03XA03 | glycol-epoetin beta Solution for injection ml 24 MWPLIEPA PFS 0.3mn1 100 mrr x 1
333 A11CC04 | Calcitriol Capsule, soft 0.25mcg 12660 | OCTEO D kanc. 0.25mr x 30 - Tesa-
334 H05BX01 | Cinacalcet Film coated tablet 30mg 4200 | MUMMAPA T16. 30Mmr x 28
335 HO05BX02 | Paricalcitol Capsule, soft 1mcg 2240 | TEBATAPUBWT kanc. 1mkr. x28
336 VO3AE02 | Sevelamer Film coated tablet 800mg 12960 | PEHAXKEN 16. 800mr x 180

YuacTHUKBT € npencraBua [IsaHoMoIHO oT duMuthp 'eoprues JUMUTPOB, B KAYECTBOTO MY
Ha HsmbanuteaeH aupekTop Ha ,Codapma Tpeiinmar® A/l, ¢ Koero ymbaHoMmomiaBa lBan 2KeaeB
HauyeB na mpencraBasgBa ydacTHuKa B Ipouenypu no 3O0II; [Ipuaoxxkenme No 2 1o oOpaseria Ha
BB3AOKUTEAd, CHABPKAIIO U3IBACHUATA HA YIACTHUKA, ChrAACHO M3HUCKBAHUATA Ha BB3AOXKUTEAS U
[Tpuaoxkenue No 2A - mocaeoHOTO Ha XapTHEH HOCHUTEA U Ha OUCK; [leKaapaluga 3a Cbhraacue C
KAAQy3UTE€ Ha [O0roBOopa, KCEPOKOIHE Ha IIPOEKTO-HoroBopa; [lekaapallvs 3a BaAHOHOCTTA Ha
odeprara; [deraapalys 3a clia3BaHe 33 bAKEHUSTA, CBBbP3aHH C AAaHBIIU U OCUTYPOBKH, OIla3BaHEe
Ha OKOAHA Cpeza Ha 3aeToCTTa U yCAOBHATa Ha TPyA Io 4ua.39, aa.l, T.1, 6yksa ,a“ ot [III30II;
OTOpH3allMOHHO IIHCMO U BaAHIHU pas3pelleHud 3a yrnorpeba Ha AeK.IIPOAYKTU 3a HOM. equHUIN No
Ne333 u 335; Otopu3allMOHHO IMHCMO U BaAWIHU paspelleHrs 3a yroTpeda Ha AEK.IIPOAYKTHU 3a
HoM. equHHAII NoNo329, 330 u 334; OTOopHU3allMOHHO ITMCMO U BaAHIHH pa3pelleHusd 3a yrorpeba Ha
AEK.IIPpOAYKTH 3a HoM. exuwHUnu NeNe331 u 332; PaspemieHue 3a OycKaHe Ha Iias3apa Ha
AEK.IIPOAVKTH 3a HOM. eauHuIla No336.

3a HoM. eguHHIla Noe 336 y4acTHUKET HE € IIPEACTaBUA JOKYMEHT, U30aJcH Ha HETOBO HME,
yIOOCTOBeEpsSBalll IIpaBaTa My 3a IIPEACTAaBUTEACTBO Ha TEpUTOpUsSTa Ha IigaaTa cTpaHa HAM 3a
KOHKpEeTHaTa IIpollelypa, 3a CpoKa Ha J0TroBOopa, U3[a/eH OT: IIPUTeXKaTeAdT Ha pas3pelleHueTo 3a
ynorpeba Ha AeKapCTBEHHUS MNPOAYKT HMAUW OT MIpefcTaBUTeAd IO 4A. 26, aa. 1 ot 3AIIXM wmam ot
IIPEeNCTaBUTEA HA AHIETO IO 4YA. 26, aa. 1, MAM Ha IIpUTEXKAaTeAs Ha paspelleHHeTo 3a yroTpeoda,
ChraacHo JJombAHUTEAHUTE pasnopendu, maparpad 1, T. SO ot 3AIIXM.

Bb30CcHOBA HA TOPHUTE KOHCTATAIIMYM M Ha ocHoBaHue 4A.107, 1.2, 6.“a“ or 30I1, koMHucHuITa
opeasara Ha BB3AOKHUTEAd a2 OTCTPAHH OT VYacTHe B HOpoleaypara ydacTHuka ,Codapma
Tpetimuur® A 3a goMm. eamauIia No 336.

11.2. YyactuukbsT ,Codpapma Tpeiimuur® A/l e momas IIPENAOKEHHS 3a H3IIIbAHEHHE Ha
IophYKaTa 3a CAEIHUTE HOMEHKAATYPHU OT obocobeHa ro3urida No3:

Brentuximab Powder for concentrate for
340 | LO1XC12 vedotin solution for infusion 50mg 72 AQLIETPUC don 50mr x 1
Concentrate for solution for
342 | L01XC24 Daratumumab infusion 20 mg/ml-20 ml 20 OAPSAJIEKC ¢n. 20mr/mn 20mn
343 | LO1XE27 Ibrutinib Capsule, hard 140mg 2160 MMBPYBUWKA KAIC 140MI" X 90
344 | LO3AA02 Filgrastim Solution for injection/infusion 30MU(300mcg/0,5ml) 40 HWBECTWM p-p 3a nHx/mHd 30 [U/0.5 mn x 5
345 | LO3AA13 Pegfilgrastim Solution for injection 10mg/ml-0.6 ml/mg 20 HEVYJTACTA vHx.p-p 0.6mn x 1
346 | L03AA14 Lipegfilgrastim Solution for injection 6 mg/0,6 ml 20 JIOHKYEKCwuHX.p-p cnp-ka 6mr 0,6mn
Concentrate for solution for
349 | L01BBO5 Fludarabine injection/infusion 50 mg 400 SJITYOAPABWH 50Mr npax 3a uHx
Concentrate for solution for BWHOPENBWH EBW koHL 3a uHd p-p 10MI/MI
352 | LO1CA04 Vinorelbine infusion 10 mg/ml -5 mi 1000 5MN X 1
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EMNNPYBULWH EBW koHu 3a nHd p-p 2MII/MN

354 | L01DBO03 Epirubicin Solution for injection 2 mg/ml - 25 ml/mg 2000 25MJ1 X 1
356 | LO1XEO08 Nilotinib Capsule, hard 150mg 1680 TACUIMHA kanc. 150mr x 28
357 | LO1XEO08 Nilotinib Capsule, hard 200mg 1680 TACUIMHA kanc. 200mr x 28
358 | LO1XE18 Ruxolitinib Tablet 5mg 672 I>KAKABW 16 5mr x 56
359 | LO1XX32 Bortezomib Powder for solution for injection 3.5mg 400 BOPTE3OMWB AK 3,5Mmr don. npax 3a nHxx1
361 | LO1XX45 Carfilzomib Powder for solution for infusion 10mg 80 KAVMNPOINWC npax 3a nHdy3. p-p 10mr x 1
362 | L01XX52 Venetoclax Film coated tablet 10mg 280 BEHKITMKCTO dounm. 6. 10mr x 14 (7x2)—
363 | L01XX52 Venetoclax Film coated tablet 100mg 1120 BEHKITMKCTO 16. 100Mr x 112 (4x28) -
364 | VO3ACO03 Deferasirox Film coated tablet 180mg 900 EKCIDKEWA 6. 180mr x 30

Powder for concentrate for
366 | LO1AA09 Bendamustine solution for infusion 2,5 mg/ml (100 mg) 480 BEHOAMYCTWH 2,5 mr/mn ¢on x 100mr
368 | B02BX05 Eltrombopag Film coated tablet 25mg 896 PEBONENA dvnm 16 25mr x 28

Concentrate for solution for 30NEHOPOHOBA KNCEIJ. koHL 3a nHo p-p
370 | MO5BA08 | Zoledronic acid infusion 4 mg/5 ml 400 4mr/5mnx5mn

YuacTHUKSBT € npeacraBuA [IbanomoniHo ot JAumutep 'eoprueB JuMUTpPOB, B KA4E€CTBOTO
My Ha UsneaHutTeaeH gupektop Ha ,,Codapma Tpedguar® A, c koeto yirbaHOMoIaBa Ban 2KeaeB
HaueB nma mpencraBasgBa ydacTHHKa B npouenypu rno 30I1; ITpuaoxkenume Ne 2 mo obOpazena Ha
BB3A0KUTEAS, ChABPIKAIIO U3IBACHHATA HA YIACTHHKA, ChbIAQCHO U3UCKBaHUATA Ha BB3AOXKUTEAT U
[Tpuaoxkenue No 2A - mocaeoHOTO Ha XapTHEH HOCHUTEA U Ha OUCK; [leKaapaluga 3a Cbraacue C
KAQy3UTE€ Ha [OOTOBOpPa, KCEPOKOIIME Ha IIPOEKTO-AoroBopa; [lekaapaliys 3a BaAWOHOCTTA Ha
odeprara; [Jekrapalyud 3a clia3BaHe 3aIbAXKEHUSTA, CBbP3aHU C JaHBIU U OCUTYPOBKHU, OIla3BaHe
Ha OKOAHATa Cpeza, Ha 3aeTOCTTa M yCAOBHATA Ha TpyAd mo 4a.39, aa.l, T.1, OykBa ,a“ ot I[ITI30II;
OTOpH3allMOHHO IIHCMO U BaAHIHU pas3pelleHud 3a yrnorpeba Ha AeK.IIPOAYKTU 3a HOM. equHUIN No
Ne 346, 349, 359 u 366; Pa3zpelleHne 3a IIyCKaHe Ha Iazapa Ha AEK.IPOAVKTH 3a HOM. €IHHHIA
Ne370; OTOpH3aIIMOHHO MHHCMO W BaAWOHU pas3pelleHud 3a ynorpeba Ha A€K. OPOAYKTH 3a HOM.
equauI No Ne352 m 354; OropH3alliOHHO ITMCMO W BaAWIHH paspelleHusd 3a yrorpeda Ha
Aek.IIpoayKTH 3a HoM. equHUIH No Ne345 u 361; OTopr3aniOHHO IIUCMO U BaAWIHO paspelleHre 3a
ynorpeba Ha AeK.IPOoAYKT 3a HoM. enuHUIa No340; OTOpH3allMOHHU ITHCMa U BaAUIHU pa3pelleHus
3a yrnorpeda Ha AeK. IpoAyKTHU 3a HoM. exuHUIM No No342, 343; OTOpHU3aIllMOHHO IIHNCMO U BaAUIHU
paspelleHusa 3a ynorpeba Ha AeK.IpoayKTH 3a HoM. enuHUIU No No 344; OTOopH3allOHHO IIHUCMO U
BaAUOHU pas3pelleHHus 3a yIroTpeba Ha AeK.NPoayKTH 3a HoM. emuHuIM No Ne356, 357, 358, 364,
368, 417.

3a Aek. npomyKTU OT HOM. equHHUIM No362, Noe363 u Ne370 y4yacTHHUKBT HE € IIPEACTaBHA
OOKYMEHT, H3[aZlecH Ha HEroBo HMe, YIOCTOBepdBalll IIpaBaTa My 3a IIPEACTaBHTEACTBO Ha
TEPUTOPHUSITA Ha 1igAaaTa CTpaHa HMAW 3a KOHKpeTHaTa IIpolleypa, 3a CpoKa Ha JIoroBopa, U34a/leH OT
IIPUTEXRATEAIT Ha pa3pelleHueTo 3a yrnorpeba Ha AeKapCTBEHUS IIPOAYKT HUAHM OT IIPEACTABUTEAS II0
4A. 26, aa. 1 ot 3AIIXM uAM OT HIpPEeACTaBUTEA HA AWUIIETO II0 4YA. 26, aa. 1, MAU Ha HIpUTERATEAS Ha
paspelIieHueTo 3a ynorpeba, ceraacHo JombaAHUTEAHUTE pasnopendu, maparpad 1, T. 50 ot 3AIIXM.
3a A€K. IPOAYKTH OT HOM. enuHHUIM Ne362 u 363 y4acTHHKEBT HE € IIPEeACTaBUA U PaspemieHue 3a

ymotpeba Ha A€K. ITPOAYKTH.

B3 ocHOBa Ha TOpPHUTE KOHCTATAIIMM M HA OoCHOBaHue 4A.107, 1.2, 6.
Ha BB3AOKHTEAd [a OTCTPaAHM OT IIOCAEABAIO yYyacTHe B Ipoleaypata ydactHuka ,Codapma
Tpetimuur” A/ 3a HoMm. eauHUAIII No362, No363 1 No370.

[{PN11

a“ xoMHucHdgTa IIpeasara

11.3. YuactHukbsT ,Codapma Tpediguur® A/l e Tomas TIPemAOKEHUS 3a HUIIIbAHEHUE Ha
IophYKaTa 3a CAEIHUTE HOMEHKAATYPHU OT obocobeHa mo3uirud No4

377 A03BB01 BUTYLSCOPOLAMINE Coated tablet 10 mg 3000 | BYCKOJIN3WH gp. 10mr x 20 - Cocpapma
500mg/ml+2mg
/mi+0,02  mg/
ml-2 ml,-, Pack:

378 AO03DA02 Pitofenone and analgesics amp 5 7561 | CITASMAJITOH amn. 2mn x 5

379 AO06AD11 LACTULOSE syr 200ml 400 | NAKTYNO3A-MUI cup. 65r/ 100mn x 200mn

383 A07BC05 DIOSMECTITE pulv. 39 11520 | CMEKTA naketye 3.76rp x 60

Thiamine, Riboflavin, Pyridoxine, Solution for
385 A11EA00 Nicotinamide injection 2ml 7200 | BATAMWH B KOMIJIEKC amn. 2mn x 10
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BENFOTHIAMINE+CYANOCO 40mg/90mg
386 A11DB00 BALAMIN +PYRIDOXINE caps. 250mcg 3000 | MUIITAMA N kanc. x 100
388 JO7AMO1 TETANUS TOXOID amp 0.5ml 7200 | TETATOKC amn.0.5mMn x 10
389 JOBAA03 SNAKE VENOM ANTISERUM sol.inj 100AE 30 MPOTMBO3MUNCKM CEPYM amn. 1001U
Solution for
390 B02BX01 ETAMSYLATE injection 250 mg/2 ml 19200 | ANLUMHOH amn. 250mr 2mn x 4
3,5 mg/ml 10
393 C01BCO03 PROPAFENONE amp. ml 1200 | PUTMOKAPA amn. 3.5mr/mn 10mn x 50
398 C02DD01 SODIUM NITROPRUSSIDE powd inf 30mg + sol.5ml 80 HAHUIMPYC amn. 30mr + pa3te. 5mn x 1
403 D03AA00 DEFLAMOL ung 18g 800 | AE®NNAMOIJI yHrB. x 18rp
404 DO06BA01 SILVER SULFADIAZINE crem 1% 509 300 OEPMAS3WH kpem 50rp
9,30 mg/g
OXYTETRACYCLINE + +3,10 mg/g -
409 D07CA01 HYRDROCORTISONE Spray 32,25¢ 300 OKCUKOPT aeposon x 32.25rp
Solution for 0,2 mg/ml -1
417 G02AB01 Methylergometrine injection ml 7200 | METEPI'MH amn. 0.2 mr x 10
418 H01BB02 OXYTOCIN sol.inj. 5iu/miiml 12000 | OKCUTOLMH amn. 51U 1mn x 5
Sultamicillin (Ampicillin, Powder for solution
419 JO1CR0O4 Sulbactam) for injection 1.0 /0.5 g, 9000 | YHA3WMH don. 1.5rp x 1
AMOXICILLINE CLAVULANIC 250mg/62.5mg/ AMOKCWKNAB ®OPTE cycn. 312mr/5mn  x
420 JO1CRO02 ACID susp. 5ml/100ml 600 100mn
421 J01DB01 CEFALEXIN tabl. 1000mg 4400 | OCINEKCWH 16. 1000Mmr x 24
Powder for oral 200 mg/5 ml -
428 JO1FA10 AZITHROMYCIN suspension 20ml 500 | ABATPWII cycn. 200mr/5mn 20mn
Prolonged release
granules for oral
429 JO1FA10 AZITHROMYCIN suspension 2,9 50 3VMMAKC rpaH. 2rp x 1
430 JO1FA10 AZITHROMYCIN Film coated tablet 500 mg 4500 | ABAKC 16. 500mr x 5
431 JO1MAO2 Ciprofloxacin Film coated tablet 500 mg 24000 | UNMPO®JIOKCALIMH 16. 500Mmr x 10
Powder for solution
433 JO5AB01 ACICLOVIR for infusion 250 mg 600 | 3OBUPAKC amn. 250mr x 5
436 MO1AEQ1 IBUPROFEN oral susp. 20mg/ml-100ml 520 MWl 3A OEUA cycn. 20mr/mn 100mn
40 mg/ml - 100
437 MO1AEQ1 IBUPROFEN Oral suspension ml 520 MUI" IXKYHWBP opanHa cycn 40mr/mn 100Mn
444 N01BB02 LIDOCAINE Ointment 5%-40g 520 | IMAOKAWH yHre. 5% 40rp
445 N01BB02 LIDOCAINE spray 10% - 38g 300 JNIMAOKAWH aeposzon 10% x 38rp
447 N02BB02 METAMISOLE SODIUM tabl 500mg 24000 | ®PELLAJITH 16. 500Mr x 20
448 N02BB02 METAMISOLE SODIUM Oral drops, solution 500 mg/ml 320 | AHANTWH 3A OELIA kanku 500mr/mn 20mMn
449 NO2BEO1 PARACETAMOL tabl 500mg 18800 | MAPALIETAMOIJT 16. 500mr x 20 - Agudapm
450 NO02BEO1 PARACETAMOL supp 150mg 4800 | E®EPAJITAH cynos. 150mr x 10
455 NO3AEO1 CLONAZEPAM tabl 0.5mg 20600 | KITIOHAPEKC 16. 0,5 mr x 30
460 NO5CM11 SODIUM BROMIDE sol.inj 100mg/ml 5ml 9600 | HATPUYM BPOMATYM amn. 500mr/5mn x 10
462 NO6BX06 CITICOLINE amp 1000mg/4ml 2400 | COMA3MHA amn. 1000mr/4mn x 5
100
Pressurised mcg/metered
inhalation, actuation - 200 CANBYTAMOJT aeposon  100mkr/10Mn X
465 R0O3AC02 SALBUTAMOL SOL suspension doses/mg 720 | 200g03u
Solution for
466 R03CA02 EPHEDRINE injection 50mg/ml-1 ml 1200 | E®EOPVH XMOPOXIN. amn. 5% 1mn x 10
468 RO6AX13 LORATADINE tabl 10mg 3600 | IOPATAOWNH 16. 10mr x 30
15mg/ 5ml
492 R0O5CBO06 AMBROXOL Syr 100ml 2200 | COJIBONAH cup. 15mr/5mn 100mn
30mg/5ml
493 R0O5CB06 AMBROXOL syr 150ml 1200 | AMEPEKC cup. 30mr/5mn 150mn
ANTI- D [RH] HUMAN Solution for 625 IU/ml -2
505 J06BB01 IMUNOGLOBULIN injection ml 200 PE3OHATWB amn. 625IU/mn 2mn x 1
Penicillin
Crystallisate TZF,
Powder for solution
for injection, 5 000
508 JO1CEQ2 Benzylpenicillin 000, IU, Pack: 1 5 000 000, IU 12000 | NEHNLUWNWH TZF ¢pn. 5000000 1U
Penicillin
Crystallisate TZF,
Powder for solution
for injection, 1 000
509 JO1CE02 Benzylpenicillin 000, 1U, Pack: 1 1 000 000, IU, 7000 | MEHNUWMIWH kpuct TZF chn. 1000000 IU
511 J02AC01 FLUCONAZOLE caps. 150mg 4000 | @YHIONNOH AKTABWUC kanc. 150mr x 4
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| 513 | NOSAA04 \ CLOMIPRAMINE ‘ Coated tablet ‘ 25 mg ‘21600 ‘AHACDPAHMJ'I.qp. 25mr x 30

YuacTHUKET € npeacraBuA IIbanomomntao ot Jumutsp 'eoprueB JuMUTPOB, B KA4€CTBOTO
My Ha UsmbaHuTeaeH aupektop Ha ,Codapma Tpeiinmuur® AL, ¢ Koeto yrrbaHOMoIaBa MBan 2KeaeB
HauyeB nma mpencraBasgBa ydacTHuKa B Ipouenypu no 3O0II; [Ipuaoxkenme No 2 1o oOpaselia Ha
BB3AOKUTEAS, ChABPIKAIIO U3IBACHUATA Ha yIaCTHHUKA, CbIAACHO U3UCKBAHUATA Ha BB3AOKUTEAT U
[Tpunroxkenne Ne 2A - mocaegHOTO Ha XapTHEH HOCHUTEA UM Ha [OUCK; [lekaapaliyisg 3a cbhraacHe C
KAQy3UTE Ha [0ToBOpa, KCEPOKOIIME Ha IIPOEKTOAOroBopa; [lekaapaliyd 3a BaAHAHOCTTA Ha
odeprara; [lekaapalyd 3a clia3BaHe 3aQbAXKEHUSATA, CBBP3aHU C AAaHBIU U OCUTYPOBKH, OIla3BaHe
Ha OKOAHATa Cpela, Ha 3aeTOCTTa M yCAOBHATA Ha TPyAd mo 4a.39, aa.l, 1.1, OykBa ,,a“ ot IITI30II,
OTOpHU3AIIMOHHO IIHCMO M BaAWIHH pPa3pelleHUs 3a yrnoTpeba Ha AEK.IIPOAYKTH 3a HOM. enuHUIIM No
Ne 377, 378, 3835, 393, 398, 403, 448, 460, 466, 468; [lekaapauua ot Ham. [dupekrop Ha
»Codapma“ Al, 4ye BCUYKHU AEK.IIPOAYKTH, IpousBexkaaHu oT ,Codapma“ A/l nmpurexkaBaT BaAUIHU
Paspemenus 3a ymnorpeba; Baaunuu paspenienue 3a ynorpeba 3a BCHUKU odepUpaHU A€KapCTBa,
npousBesneHu ot ,Codapma“ A B Taszu obocobeHa mo3uriud; OTOPHU3AITMOHHO ITUCMO U BaAWUIHU
paspeuieHus 3a ynorpeba Ha AeK.IpoayKTu 3a HoM. emuHHUIH Ne No444 u S511; OTopH3aimOHHO
IIMCMO ¥ BaAWOHO paspelleHre 3a yrorpeba Ha AEK.IIPOAYKTH 3a HOM. emuHuna No4l8;
OTOpH3AIMOHHO ITMCMO M BaAHAHO paspelleHHe 3a yroTpeba Ha AEK.IPOAYKTH 33 HOM. €IUHHIA
No462; OTOopH3allMOHHO ITHCMO W BaAWOHH pa3pelleHud 3a yrnorpedba Ha AEK.IIPOAYKTH 3a HOM.
equHuIn No No447 m 449; OTOpH3allMOHHO IIMCMO M BaAWAHU paspelleHusd 3a yrnorpeba Ha
Aek.IIpoaykKTH 3a HoM. equHUIU No Ne430 u 493; OTOpH3allIOHHO IIMCMO U BaAWJIHO pa3pelleHte 3a
ynorpeba Ha AeK.IPOAYyKTH 3a HoM. emauHuna No 431; OrTopH3allMOHHO ITHCMO U BaAHIHO
paspelieHre 3a ymorpeba Ha AEK.IIPOAYKTH 3a HOM. enuHHIA Ne379; OTOPHU3AIIMOHHO ITHCMO U
BaAUOHO paspellleHue 3a ynorpeba Ha AEK.IIPOAYKTH 3a HoM. enmHHIA NoS505; OTOopH3aIlOHHO
IIMCMO W BaAHJHO paspelleHue 3a ynorpeba Ha AEK.ITPOAyKTH 3a HoM. enmHuIla No404, 420, 421,
513; OTopH3allMOHHO ITHCMO M BaAWOHO paspellleHHe 3a ynorpeba Ha AEK.IIPOAYKTH 3a HOM.
equHUIL No Ne436, 437; OropuH3allMOHHO IIMCMO U BaAMAHO pas3pelleHue 3a yroTpeba Ha
AEK.IIPOAYKT 3a HOM. eauHuIa No383; OTOPH3aIlMOHHO TUCMO M BaAMIHO paspellleHHe 3a yrorpebda
Ha A€K.IIPOAYKT 3a HOM. enuHuila Ne492; OrTopH3allOHHO IIHUCMO M BaAMAHO paspelleHHe 3a
yrnoTrpeba Ha AEK.IPOAYKT 3a HOM. enuHuna Ne388; BaauaHO paspellleHHe 3a ynorpeba Ha
ACK.IPOAVKT 32 HoM. eauHHuIla No389; OTOpHU3AIIMOHHO ITHCMO U BaAUOHO pa3pellleHHe 3a yroTpeda
Ha AEK.IIPOAYKTH 3a HoM. eauHuna No445; OTOpH3allMOHHO IIHCMO M BaAMAHO paspelleHue 3a
ymotpeba Ha AeK.IIPOAYKTH 3a HOM. eguHuIa No No409, 508, 509; OTOopHU3aIlMOHHO ITUCMO U BAAHIHO
paspelieHue 3a yrioTpeba Ha AEK.IIPOAYKT 3a HoM. emauHura Noe386; OTOpH3allMOHHO ITMCMO U
BaAUIHO pa3pellleHue 3a yroTpeba Ha AeK.IIPOAYKTH 3a HoM. exuHHIIa No4 19; BaaMAHO paspelnieHue

3a_ymoorpeba Ha AEK.OPOAYKTU 3a HOM. enuHuna Ne429; OTopHU3allMOHHO IIMCMO U BaAWIHO

paspelieHue 3a ymnorpeba Ha AeK.IPOAYKTH 3a HoM. enmHHIa Ne390; OTOpPHU3AIIMOHHO ITHCMO U
BaAUOHO paspelleHue 3a yraoTpeda Ha AeK.IIPOAYKTH 3a HoOM. eauHUI Ne433 u  465;
OTOpHU3aIMOHHO ITMCMO M BAaAHZHO paspellleHHe 3a yrnoTpeba Ha AEK.IIPOAYKTH 3a HOM. €OUHHIIA
No417; OTopH3allMOHHO ITMCMO U BaAHJHO paspellleHHe 3a yrnoTpeba Ha AEK.IIPOAYKTH 3a HOM.
enuHUIIa No428;

B mpensoxkeHHETO CH 3a U3I'BbAHEHHE 3a HOM. eaumHHNA Noe450 y4acTHHKET € odepupas AeK.
IPOAYKT C ThproBcko HauMeHoBanue EDPEPAAT'AH cymos. 150mr x 10, a 3a HoM. equHHIa No455 -
KAOHAPEKC 16. 0,5 mr x 30. OT omHMCaHOTO IIO-TOPEe € BHAHO, Ue 3a HoM. equHUI Ne450 u 455
YYaCTHUKBT HEe € MPEeACTaBHA BaAuAHU PaspelieHud 3a ynorpeba Ha AEK.IITPOAYKTH U OOKYMEHT,
U3aZIeH Ha HEeroBO UMe, yAOCTOBepdBalll IIpaBaTa My 3a IIPEACTAaBUTEACTBO Ha TepUTOpHATa Ha
ngaaTa CTpaHa MAW 3a KOHKpeTHaTa IIpolleaypa, 3a CpoKa Ha JA0roBopa, U3AANEH OT IIPUTEKATEAdT
Ha pa3pelIeHueTo 3a ynorpeba Ha AeKapCTBEHUS IIPOAYKT HAH OT IIPEeACTAaBUTEAS I10 4YA. 26, aa. 1 oT
3AIIXM mAM OT IPEeACTaBUTEA Ha AHUIIETO IIO YA. 26, aa. 1, MAM Ha IIpUTEXAaTeAd Ha pPa3pelIeHHeTo 3a
ynorpeba, cbraacHo JomrbAHUTEAHUTE pasnopendbu, naparpad 1, T. SO0 or 3AIIXM. OTopU3ariiOHHO
IIUCMO HE € IPeaCcTaBeHO U 3a AeK. IPOAYKTHU OT HOM. exuHUIY Noe389 u 429.
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Bon3ocHOoBa Ha rOpHHUTE KOHCTATAILIMM M HA OoCHOBaHMe 4A.107, 1.2, 6.“a“ KoMucHUgTa Opeasara
HA BB3A0KHTEAd [1a OTCTPAHM OT IIOCAEABAII0 VYACTHE B Impoleaypara vydactHuka ,Codapma
Tpetimuur” A 3a HoMm. eauHuI NoNe 389, 429, 450 u 455.

11.4. YuactHuksT ,Codapma Tpedinuur® A/l e momaa HIpPEeNAOKEHUs 3a U3II'bAHEHHE Ha
IIopBYKAaTa 3a CACTHUTE HOMEHKAATYpPHU OT obocobeHa mo3uiiusa No 6:

523 GLYCERINUM 6p. 1000ml 96 MWLIEPWH 1000mn - BT

525 D08AX08 SP. AETHYLICUS 6p. 70% 1000ml 4000 ETWIIOB CIUPT 70% x1000mn BT
526 D08AX08 SP. AETHYLICUS 6p. 90% 1000ml 840 ETWNOB CINNPT 90% 1000mn - BT
527 D08AX08 SP. AETHYLICUS 6p. 95%1000m| 300 ETWNOB CMWPT 95% 1000mn - BT
528 D08AGO03 SOL. JODI SPIRITUOSA 6p. 5% 1000mI 30 TUHKTYPA 10[ p-p 5% 1000mn - BT
529 D08AX01 |[HYDROGENIUM PEROXYDATUM | 6p. 30%1000G 3600 NEPXNOPOI 30% 1000mn - BT
531 TALCUM PULV 6p. 509 200 TAJIK npax x 40 rp BT

YuacTHUKET € npencraBua [Ieanomornao ot Jumutrsp 'eoprues uMUTPOB, B KAYECTBOTO MY
Ha UsmbanureaeH aupektTop Ha ,Codapma Tpeiinuur® A/l, ¢ koero ymbaHoMmomiaBa lBan 2KeaeB
HaueB nma mpencraBasgBa ydacTHuKa B mpouenypu rno 30I1; ITpuaoxkenme Ne 2 mo obpasena Ha
BB3AOKUTEAd, CHABPKAIIO U3IBACHHATA HA YIACTHUKA, ChrAACHO M3UCKBAHUATA Ha BB3AOXKUTEAS U
[Tpuaoxkenue No 2A - mocaeoHOTO Ha XapTHEH HOCHUTEA U Ha OUCK; [leKaapanuga 3a Cbraacue C
KAAQy3UTE€ Ha [OOTrOBOpa, KCEPOKOIIMe Ha MIPOeKTomoroBopa; [lekaapamuda 3a BaAWZHOCTTA Ha
odeprara; [Jekaapalyd 3a clia3BaHe 3abAXKEHUSTA, CBBbP3aHU C JaHDBIU U OCUTYPOBKH, OIla3BaHe
Ha OKOAHATa cpena, Ha 3aeTOCTTa U yCAOBHSTA Ha TpyAd Ho 4a. 39, aa.l, 1.1, O6yksa ,a“ ot IITI30II;
OTOpH3allMOHHO ITHCMO U BaAHIHU pas3pelleHud 3a yrnorpeba Ha AeK.IPOAYKTHU 3a HOM. eauHUITU No
Ne523, 525, 526, 527, 528, 529, 531.

TeXHUYECKOTO MpensokeHHe 3a obocobeHa mo3unmss Neb6 - u3dpoeHHTE B Tabauiiata
HOMEHKAATYPHU U IPeACTaBEHUTE C HETO JOKYMEHTH OTTOBapdaT Ha U3UCKBAHUATA HA BB3AOXKUTEAT U
KOMHUCHSATA [OIyCKa [0 IIOCA€ABAaIll0 ydacTHe B IIpollegypara ydactHuka ,Codapma
TpesiauHr“All.

Ha ocnoBanue ua. 57, aa. 3 ot I[ITI30II, komucudgaTa B3e pellieHUe OTBApPSHETO Ha II€HOBUTE
IIPEOAOKEHHS Ha y4aCTHHUIUTE Aa ce U3BbpLIX Ha 24.06.2020 rox. ot 11:30 yaca B 3acenareaHara
3ana Ha YMBAA ,IIpod. [A-p Crogn Kupkosua“ A, rp.Crapa 3aropa, ya.“T'enepaa CroaeToB® 2.

[IpencenaTeAdT Ha KOMUCHUSATA Oa H3TOTBH U H3NPATH [0 YYaCTHHUIIUTE CBHOOIIIEHHE 3a
OTBapsiHE Ha IIEHOBUTE IIPEIAOKEHHS C II0OCOYBaHe Ha AaTaTa, MICTOTO U Jaca.

CrpuroTo crobIlieHHe na ce MyOAMKyBa Ha Ipodraa Ha KyIlyBada, B €AEKTPOHHOTO AOCHE Ha
IopBYKaTa.

Komucugara npurarouu cBogra pabora Ha 17.06.2020r.

3anuueHo cvanacHo wi. 2 om 33N/,

IIpencenmarea:
gbe gp. ¢ U 36a, an. 3 om 301

1. O-p I'eopru MUHKOE
3anuueHo cvanacHo wi. 2 om 33N/,
YaeHose: eve ep. ¢ un. 36a, an 3 om 30I1
2. TIpod. n-p Vaua ITonos —
3anuuero cvanacHo i 2 om 33A7,

3. O-p Mapusa [dunkoBa Tomoposa gbe ep. ¢ un. 36a, an. 3 om 30I1

4. Muaxa I'enkoBa - . 3aiuueHo cuanacHo ua. 2 om 3377,

eve ep. ¢ wi. 36a, aan. 3 om 30I1
5. Banga Bormanosa -
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3aiuueHo covanacHo ua. 2 om 3371,

eve gp. ¢ un. 36a, an. 3 om 30I1
6. CuexxaHka MapokoBa —
3aiuueHo cvanacHo ua. 2 om 331,

7. Ans. Tarana KekeBcka — ebe gp. ¢ ua. 36a, an. 3 om 30I1
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