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3a pesynratuTe oT paBorara HAa KOMMCUATA, HasHadeHa OT Ynpaeurensa Ha “KOI-

Byprac”| EOQll, sa npobexkmaHe Ha OTKpUTa nOpoledypa, € openMeT: “JlocTaBKa Ha

HeKapCT eHM NpOOYKTM, pAa=NpelNelieHM B neameceT o000ocoBeHM MOBMLUM, CBIJIACHO
| DpuloxkeHa cneuupuranma’”

|
Hpouenypéwa e perucrpupasa B AOI nom W 00232-2017-0002,

OTKPUTA C PemeHue N 05/15.02.2017 ©. - AOI N 772 621/16.02.2017 r.,
ny@nMKVBaHo oBgermenne B PON W 772 617/21.02.2017 r.
u B OB Hg EC W 2017/S 036-064773 na 21.02.2017 1.

‘CECTaE%T Ha xXOMMCKATa, HasHadeHa CcbC sanoeen W 065/27.03.2017 o,
e, KaKTo:CHEﬂEa:
lipencemnaresn: JapuHa CTogHOBA — TVIaBHa MeIOMUMHCKa CecTpa, ~KOll-Byprac”EQOL;
UjieHOBE !

1. MpMHd TomopoBa — MamcrTep-dapMmalesT, yhopasuTen Oojuuuna anrexa, KO-
Byprac”EQQ];

2. HeaHua| llerpoBa - paBocnocofeH wopucT, no un.20, an.4, 7.3 or 30II;

3, MMHKq KoeB - cr.excnepr, Iupexuwa “3BICHT3C” - OBmmHa Byprac, no umn.Z20,

am.4, 7.3 or 30I;

4, ﬂmaHa‘ABnmmeBa — HauanHuk otnes, P3M Byprac, mo un.20, am.4, 7.3 or 30I.
CeCTaB®BT Ha KOMUCUMATA € WU3MEHEH CBhC 3anoceen N 089/03.05.2017 .,

nopanu HarpaBeH CaMOOTBOJI Ha MHBaMa OT I'bBPBOHAYAJHO OIpefeJeHMTe HUIeHOBe Ha

xoMucuaTa - MuHRo Koerp w Jvana Apmxuepa. HOBMTe HWIeHOBE, OlpelelieHM C

TopeuMTHMpaHaTa BanoBen M 1o [NpelIoXeHMe Ha npelcenaTelisa Ha KoMucuATa, Ca:

- Bapa IleHueBa — TyaBeH cuemosomurTen Ha ,KOI-Byprac™ EOQON;

- PYMHH3|KOMMTOEa - cueToBOomMTEN B ,KOl-Byprac" EQOI.

2. lepBoHauanHo ONpenfeleHMTe Cobe 3anoeen I 065/27.03.2017 1. CpoOKOBe
M 3Balady Ha KOMMCUATA HEe ca MBMeHAHU.
|

3. | PaBoTaTa Ha KOMMCHATA OpoTede NpKM Ccoas3BaHe MBUCKBaHMATa Ha 3010 u
[II30I1 B MeTHMpX HoclenoBaTeJIHy SdaCelaHus.

Ha | mepBOTO CM SacelaHWe KOMMCHMATA OOIYy4YM M OTBOPKM OHNAaKOBKUTE C
HOOKYMEHTHM Ha y4aCTHUUMTE, NOANKCA TEXHUUECKUTE UM MNPeJIOXKEeHUS U IUIMKOBeTe C
LeHOBM [IpeIUIoXeHMA, IpPOBepr 2a CbhOTBETCTBME Ha IPWIOKeHMTEe OOKYyMeHTH U

C
T

OIIMCaHM1 e OT YUaCTHHUIMTEe, Cliell KoeTo HM3IBBpULM M M[NPpOoBepKa 3a ChOTBETCTEME
KpMTepMMTP 54 HOHGOP 1M MBWMCKBaHMATa 3a JMYHO C'BCTOAHNE , nocTrapeHm o



BonajnoxuTensa. HeMCTBUATE M KOHCTaTaLMMTE Ha KOMUCUATA Ca NOOPOIHO ONMCaHM B
Npotoxkon N 1 or 28.03.2017 1., NPUIOXEH KbLM HACTOAWMA IOKIAIL.

Ha FTOpOTO Cr 3acelaHUe KOMMCHMATA MSBELPUM paslUlexiaHe Ha TexXHUYeCKUTe
NpemoXeHnsa Ha  ydacTHMLMTEe 1M [OpOoBepKa Ba  TAXHOTO CBOTBETCTBMUE C
NpenBaruTesIHO ODAReHUTEe YCJIoBMA. KoMuMcuaTa onpeleny naTa ¥ d9ac 3a oTBapsdHe
Ha LEHCBUTE NPeOJIOKEeHMA Ha YUACTHUUMUTE, a NPencelaTeNsaT W nonmica croblleHue
3a ToBa,| koeTo Oeme nydimryesaHo Ha Ilpoduia Ha KylyBaua Ha 26.04.2017 .
HelicTBuATa ¥ KOHCTATaUMMTE Ha KOMUCUATA Cca NOAPOBHO onmucaHu B l[IpoTokos N 2
or 05.04,)2017 1., HOPUIOKeH KbBM HACTOSWMA IOKIAIL.

Ha frpeToT0 CM 3acellaHMe KOMMCHSATA OTBOPM, OMNOBECTM M IOUNNMCA LEHOBUTE
NpelJiokeHMa Ha YYaCTHULMTE [I0 OTIEJHM HOMEHKJIaTYPU JIeKapCTBEeHUM MNPOOYKTHU, IO
KOUTO OQepTHuTe Ha BCEeKM yHacTHMK O4xa HNonycHaTy N0 OLUeHSBaHEe U KIacupaHe.
Cinen ToBa onMca M CERICCTABM OPEenlaraHuTe OT YYacTHMUMUTE eIMHMYHM LeHwn Ha JIII
C MBMUCKBaHMATa, IlOoCTaBeHM oOT DBesimoxmTensa. Ciaen ToBa KOMUCKMATA KIacupa
obepTUTe Ha yYaCTHMUMTE O OTOENHM HOMeHRJIaATypu JIII M yCTaHOBM, He Ba UeTUupu
oT HOMeHKJjaTypuTe JIII clnenga ma ce OPMUMIQXAT MBMCKBaAHMATA Ha umn.58, an.3 or
[II30I1 - nyBJaMuHO npoBexnaHe HA xpebuit, =3a onpeneﬂHHe}Ha MBHOLIHMTEJ MeXIOy
KJacupaHUTe Ha I[IBPBO MACTO &@epTM. KomMmcusaTa omopelenu narTa M dac 3a
NyOIMUHOTO NpoBeXInaHe Ha xpebua, a npencemgarTenar i nbnnmca crobmeHne 3a
TOBAa, quTO Ceme nyOnuxysaHo Ha Ilpoduina Ha kynyeaua Ha 02,05,2017 1.
JericTBuATa M KOHCTaTauuuTe Ha KOMUCHMATA ca nompofHo onmcaHw B Ilporoxoj N 3
or 02.05.2017 1., OpUIOXeH KbM HACTOAWMA IORJAL. !

Ha HMeTBspTOTO CHM 3BacelaHMe KOMUCHUATa NpoBene Xxpedul =3a onpeneligHe Ha
MBIOBJIHMTEN MexAy KJIACUpaHuTe Ha [NIBPBO MACTO obeptu. Kommcusara obopMm
OKOHUATEJHOTO KJaCHMpaHe Ba BCUYKM HOMeHKJaTypu JII, crasBaiky nzbpaHua omT
BB3JIOXUTETS KPUTEPUN =a B%Bna#aﬁe Ha ofmecTBeHaTAa nob%qxa. HevicrBusara u
KOHCTaTaluMTe Ha KOMMUCHMSATA Ca NoOpoOHO ommcaHu B IporTokbia N 4/05.05.2017 .

4, YwacTHuUUM B OpouenypaTa, [NOOany OIOaKoBKKM ¢ HJOKYMEHTHM 3a ydacTue,
ca:
»COIIOMEL” EOQJl, ¢ Bxomsam N 01/22.03.2017 1.,
13:25 uyaca;
»TBPT'OBCKA JIMI'A HAUD” All, c¢ sBxomsm N 02/23.03.2017 r., xogTo e
nocgrenniia s 08:45 ugaca;
”ManKC“ 00, ¢ Bxogmsum N 03/23.03.2017 1., kodTo| e nocrenuia s 10:15
yaga;
»PBOHMKC ®APMAY™ EOQOOI, ¢ Bxomsam N 04/23,03,2017 1., XK0ATO e [0oCTbhOMIA
B 13:35 vaca;
~EHOPAPMY EOOL, c Bxomsam N 05/24.03.2017 1., KOATO & IOCTBIOIWUIA B
08:50 ugaca;
»IIBO @APMAIMAY EQOIN, ¢ Bxomsam Nt 06/24.03.2017 1., KOATO €& [oCcTBIMIA B
09:45 uyaca;
,COOAPMA TPEWOMHI' AJll, ¢ Bxomsm N 07/24.03.2017 »., KOATO € MNOCTBIOMIA
B 09:50 uaca;
»QAPKOII” A, ¢ Bxomaw N 08/24.03,2017 p., xkogro e nocrsnwya B 10:30
yaca.
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KOSTO € MNOCTBIMIA B

5.1, Ha 28.03.2017 »., B 09:00 uyaca, B kabuHeTa Ha VIPABUTENH Ce
NpoBelle [MEPBOTO BacemaHMUE Ha} kommucuaTa. Ha 3acelaHyeTo He IPUCHCTBaxa
NpencTaBuTe M Ha YYaCcTHUMUUTS WM Ha CcpelcTBarTa Sa MACOBO OCBeIOMABAHE.
[lpemcepnaTesdaT Ha KOMUCKUATA QOnqu ¢ llpumemMo-npenapaTesleH [OIPOTOKOJ  OT
cinyxuTesn Ha KOI-Byprac ocem Opos 3amnedaTaHu HENPO3PadyHy ONaKOBKM M Onmc Ha
y4acTHMUMTE, IOIadM OOKYMEHTM |3a ydacTue B NOpolLeAypaTa 3a Bb3jaraHe Ha
obmecTBeHaTa [NophYKa, KOMTO ca uzbpoeHu B T.4.



B wu3nbBJIHEHMEe MBMCKBaHMATa Ha wWI1.51, an.8 om HHBOH,} BCMUKM UYJIEHOBE Ha
KOMMCUATA MNONBIHWXA NOekKjlapalMM, OTHOCHO MSUCKBAHUATA Ha\qﬂ.103, an.2 or 30I1
M wi.52 gT IISOII. !

Kommcusara, ciuen xarTo ce yOenu, 4Ye NPeIJOXeHMATa ca HOCTBIMIM B CPOK, B
sanevyaTaHM, HEeNpo3pPauHM OIAaKOBKM, C HeHapylleHa LAJIOCT, MNPUCTBIM KbM TIXHOTO
OTBAapsHe, IO pena Ha IIONyYaBaHeTO MM. 3a BCfAkKa OTHeJIHAa! nomadeHa ONakKOBKa C
OOKYMEHTM, KOMMCUATA [IPOBEPM 3a HaJMuuMeTo Ha C%OTBeThMH OpoON BanevyaTaHu
nymnKoBe, | ¢ Hammuc ,llpemgaraHy UeHOBM HapaMmeTpmu‘, C%oéﬁasﬁo HOMEHKJIaATYpUTE
JIIT 3a koMTO Cce yuyacTBa. Clen ToORa TPUMA OT UJIEeHOBETE Hal KOMUCHMATA I[OoLONMcaxa
TeXHUUESCKUTE MNpenjioXeHUsa 1 IaMkoBeTe ,llpemyaraHM LeHOBU| napameTpu" Ha BCEKU
eIMH OT YYaCTHUIUTE . ‘

Kommcuara pasrmiena OOKYMEHTUTE Ha ydYacTHUUMTE, 3a C%OTBETCTBme C KpUTepumTe
3a NOIOOOp M MBUCKBAHMATA 23a JMYHO CBLCTOSAHME, I[IOCTABEHUM OT BLajnokurend,
YCTaHOBM CBOTBETCTBMETO MM M HOOyCHa odepTuTe MM N0 OlUeHABaHe W KIacupaHe.

5.2. Ha 05.04.2017 romuHa, C OPOORIXEHMA Ha 12.04L nu 19.04.2017 ., B
09:00 wuyaca, B KaBuHeTa Ha yIOpPaBUTeNd Cce [OpPOBele BTOPOTO BacemaHue HA
koMMcHATa. KoMmcHusaTa NpUCTEOM KBM pasTiexiaHe Ha TeXHﬁquKMTe IPenJIOXEeHNU S
33 WUBNBJIHEHME Ha IIOPDbUYKATa Ha yYyYaCTHMLMTE, II0 omnenHMﬁe HOMeHKmIarypu JII,
mo KOMTO IM e IOoINyCHaja [0 yuacTue B IHOpouedypara. Pazruiexma  ce
CLOTBETCTBMETO UM C IIOCTaBEHUTE MIUCKBAHMSA HA BBIIOKATEINS 3a M3MLIHEHME Ha
[opwYKaTa, MO penma Ha NOCThIBAHETO Ha obepTuTe.

KoMmcusiTa yCcTaHOBU:
5.2.1. YuacTHUKBT ,COJIOMEN” EOOI npenjara nocTaBka Ha

K i Bpoi
o) [l atvhroto | MPomHoaH mpoara | Mpimewarenva | CPOKHe
n 8 ATC INN lokapcresHa nekapcTeeHo 4 TBbproecko HavneHosaHue rasa PaspelleHeTo 3a rOI_'qI;?,CT .
Ne n hopha BEW8CTBO KofgiegTs, onakoa ynorpeba s
a rOANHY
(mApKa} Ka i
1] 2 3 4 5 6 7 8 9 10 11
Clexane, Solution for g\?::chrbml/::
Enoxaparin sol.inj,pre- 4000 injection, 100 mg/ml-0,4 ml
7|1 | BOTABOS | <o dium filled syr. | 1U/0,4m 500 | (4000 IU).-, Pack:10 pre-filled | '° BE-E';SE““ 3roa
syringes Bwnrapus
powd.and TARGOCID, powder and i‘:{:chmmc
. . solv. for solvent for solution for 7
Siji°|| 201wz Telcaplanin solution for 40pmg o injection/infusion or oral ! EE:'E';S%M Saiog
injection | N solution, 400 mg, Pack:1 Barapus ]
powder for Colisti |
. . i olistin Alvogen, Powder for Alvogen IPCo
9 | 11| JO1XBO1 eccs)l(')sdt;mﬁthat ?nqgjé{icz?nfg:- 1TMIU 50 | solution for injection/infusion, 10 §.ar.l, 2 roa,
) : 1MIU, Pack:10 TMokcembypr
infusion - | —
Canodpu-
solutio for 50 tha/ml- Cordarone, Solution for ABSHTUC
10 | 4 | CO1BDO1 | Amiodarone intravenous ~ g 150 | infusion, 50 mg/ml-3ml, mg, , 6 Bwrrapus 2 rog
e 3ml . 3
infusion Pack:6 EQOL,
- Brrrapus
I Canodu-
solution for Profenid 100 mg |.V., Pov\:/der ABEHTUC
13| 1 | MO1AEQS | Ketoprofen iniection 100mg 200 | for solution for infusion, | 50 Brnrapus 3roa
| 100mg, Pack:50 ; EOOL,
| Brrrapus

YUaCTHUKELT € I[IPpenJjioXMJI Oa MUI3NBJIHM »gocTaBkaTa Ha JII k! 13.1. Ketoprofen,
solution | for injection ¢ mexapcTBed mnponykr Profenid 100 mg I.V., Powder
for solution for infusion. Ilpennoxenuar JIII He oTrTOBapd Ha WS3MCKyeMaTa OT
BL3JIOoXMTENA JleKkapcTBeHa dopma. }

Kommcusita mpennara obdeprara Ha ydvacTrHuKa 3a JIII N 13.1. na Gele oTCTPpaHeHa

OT y4dacTue B OpouengyparTa Ha OcCHoBanHme uwn.l1l07, 7.2, 6.“aF oT 30II.
|
|




Odeprure Ha VYIaCTHMKA Ba ocTa”Hanure Homenxnawyppﬂ JII OTCDOBAPAT Ha
MBUCKBAHUATA Ha BeooxMTenss ®u koMMCHMATA I'M  LOOycka OO OLSHSABaHE U
KJIaCUpaHe.

5.2.2. YyacTHUKBT ,TBPTOBCKA JIMI'A HAIL” AT npexajara JOoCTaBKa Ha :

Bpoa
Ne Konuyecteo Misorvid B Cpok Ha
(] Ha aTMBHOTD npea ; i rofHoct
n g ATC INN Neraporaenia nEkapeTeeHn 3 THproecko HauMeHoBaHue nars ”Dme»:aian.. Idl ot MPY
Ne thopma i) Konavue i paspearueTe 33 ynorpeta i
1] cTEE
(mApxa) ona TeOMHA
QBKE
i@ 3 4 5 6 7 8 g 10 11
powder for . 7 . Yalikagapma
113 A28 Esomeprazole solution for 40m 50 Ez%ﬂ:ﬂsrzgﬁuggﬂ?gkraph:Irma' 10 Bucoxokavectaenute 2
Co5 P injection/infusio o iniection/infusiondOmax10 nekapcraa Afl,
n I : g Bwnrapus
A10A _ Humalog, solution for injection,
51 insulin Humen OB 300U 160 | 100 IU/mI - 3 ml 10(2x5) 10 | EliLilly Nederland BV | 2
BO1 injection ; !
cartridges(multipack)
AOA Siknan Humulin R, suspention for
5|2 Insulin Human HSpention 300U1 30 | injection, 100 IU/ml - 3 ml & 5 | EliLilly Nederland B.V 2
BO1 injection p
cartridges
Yaitkadhapma
g | 2| J91C | Amoxicilin/ tabl. film - 875 500 CLIMOX, Film coated tablet 14 Bucokokayecteenure 5
ROZ2 | Clavulanic acid coated mg/125 mg 875 mg/125 mg x 14 nexapcrsa Afl,
Benrapus
pawder for o Teha , Yaiikathapma
9|3 Jo1D Cefotaxime solution for 1 40 C:&%:ﬂ??si?&%ﬁaf?:?r:"E:?tion 1 BucokokavecteeHuTe 2
Do injection/ g p ) jec nekaperaa Afl,
infusion 19 x Bnrapus
Yaitkathapma
JOIM | ; film-coated LEVOR film-coated tablets BucokokavecTeeHUTe
98| aqp |Levofloxacin tablets 500mg 80 500mg x 10 10 nekapcrea Af, %
Benrapus
Yairkatbapma
1 Co3C . solution for 10 ma/ml - FUROSER solution for injection BucokokavecrseHute
0 |®| aoy |Furcsemide injection 2ml 12001 45 mg/mi - 2ml x 10 L nexapcTea Al 4
Bunrapus
. Yankathapma
Dexketoprofen-Tchaikapharma
1 MO1A solution for ! A BucokokauecteeHute
3 el 5
3| 2| gy |Dexketoprofen injection 50mg 000 )s(o1|gt0|0n for injection 50mg/2ml | 100 nexaperea Al 3
Bwnrapus

YUacCcTHUKET € [pelloxu]l Oa W3II'BJIHKM JocTaBKaTa Ha JI N 5.1. Al0ABOl-Insulin
Human, solution for injection ¢ JeKapcTBeH IOPOOYKT, C  TBPTOBCKO
HauMeHoBaHMe Humalog, xodire e ¢ ATC: Al0AB04 wm INN: Insulin lispro.
pemnoxeHuaT JIII He oTToBaps Ha MBUCKyeMUTe OT Bo3joxutensa ATC (xkcjoHa 3) U
INN (koJsioHa 4) . ‘

YYACTHUKBT € OpeIoxyyl Oa M3NEIHM JocTaBkaTa Ha JII N 5.2, Al0ABOl-Insulin
Human, suspention injection ¢ sexapcrTBed npomykr Humulin R, xkodito B IIJIC
burypupa c enMHCTBEHa JeKapCcTBeHa bopma Solution for injection.
lpegnoxeHuaT JIII He oOTropaps Ha W3UCKyeMaTa OT Bb3JIOKATENS JeKapcTBeHa
bopmMma (koJiosa 5) . |

Komucusma npenmara odpepTuTe Ha ydacTHMKA Ba JII N 5.1. m JO W 5.2.ma Bwmpar
OTCTPAHEHU OT ydwacTue B IpolellypaTa Ha OCHOBaHue 4,107, T.2, ©.%a"™ or 30I.
OdeprTuTe Ha yuacTHMKA BSa OCTaHaAIMTe HOMeHKIarypn IJI oTroBapsT Ha
UBUCKEAHUATA Ha BEEIOKUTEeNsT M KOMUMCHUSTA IM gonycﬁa OO OUueHsIBaHe U
KJlacupaHe.

5.2.3. VdacrHUKBT ,MEIEKCY OOJ mnpemjiara IOocTaBKa Ha :

YonudecTeo BEpoin B Cpok Ha
o] i:]: Nexapcreska | H@ 8TvBHOTG n’;‘:‘LHD npejana Mpuraskaren Ha rogHoeT
n 0 ATGC INN mg‘la nexapcraeko || oL TBRTOBCKD HEMMEHDSEHWS rara paapelleHnsTo a8 or MPY
2] n P BRILECTED raa onakose yroTpeba -8
[Mn_pxa} Ka TOfMHK
1 2 3 4 5 [+] ¥ 8 - 10 11
A0ZB powder for Esomeprazole-- Yaikachapma
13 065 Esomeprazole solution for 40mg 50 | Tchaikapharma, 10 BucokokayecTreHN 2
injection/infus Powder for solution for Te nekapcraa All,




jon “—|_‘_

injection/infusion40mg,
Pack:10

Ebirapus

Ondansetron Accord,

Accord Healthcare |

AO4A solution for | 2mg/m!-4 solution for injection/ Limited,
Aot | Ondansteron injection ml 9000 infusion, 2mg/ml-4 ml, 10 OBeANHEHD 3
Pack:10 Kparncrtso
. - ALOXI, Solution for Helsinn Birex
AG4A | o lonosetron golution for - 11i0,05mg/mi 30 | injection, 0,05 mg/ml-5| 1 Pharmaceuticals 5
AD5 injection - 5ml
ml, Pack:1 l-td., Mipnangus o
Vitamin C VP, Solution
A11G I solution T | Berllpom AQ,
A01 Ascorbic acid iFlEEden 500mg 3500 | for injection, 100 mg/m: 10 Erenrapus 2
— 5ml, Pack:10 N
Fraxiparine sol.inj.
i
Nadroparin SOUOnOr 1 58001y | 2200 | M 2O 10 Trading Limited, 3
B06 injection injection, 3800 U, Vpnianans
Pack:10 P
Fraxiparine sol.inj.
BO1A W 9500 anti-Xa IU/ml - 0,6 Aspen Pharma
Bog | Nadroparin S‘i’n}Je'cc;?o:r 5700 U 200 | ml x 10, Solution for 10 Trading Limited, 3
injection, 5700 U, Wpnanaus
Pack:10 N
) Ol. Olivarum 15 % Amino . Periolimel N4E, . ~
3315(? acid s01.6.3%,+E; Glucose erri1rl1|flj|sci>gnfor 2000m| 100 | Emulsion for infusion, 1 %z;%rgpé;}:;n;apzﬂ 2
s0l.18.75 % 2000ml, Pack:1 o
Electrolytes (Magnesium
chloride hexahydrate PLASMA-LYTE 148
) 0,3g;Sodium chloride . : e |
BéJOEHB 5,26g;Potassium chloride S?";SZIZ;OF /F1)I(—)|070r‘:1/I 3000 (PfH .7'4)'130(6'8“0;1 for 1 IBél(I;gre;Z»é;bnrapMﬂ 2
0,37g;Sodium acetate e i u5|.0n, My A, Benrapus
trihydrate 3,68g;Sodium Pack:1
Gluconate 5,02g/1) i
Electrolytes (Magnesium
chloride hexahydrate PLASMA-LYTE 148
' 0,3g;Sodium chloride ! . . =
BOSB ! ; ) solution for | /PH 7,4/ - (PH 7.4), Solution for Bakctep bwnrapus
5,26g;Potassium chloride o ! 4000 | . Lh 20 2
BOT | g/37g:S0dium acetate infusion 500mi |nfu3|.on, 500,mll, EOOR, Bvnrapus
trihydrate 3,68g;Sodium Pack:20
Gluconate 5,02g/1) -
MANNITOL BAXTER
BOSB ) . 1009/1-500 10% , Solution for Bakctep bwarapns
cot | Mannitol solfor inf mi 1000 infusion, 100g/-500 ml, | 2¢ | EOOQ, Buarapus | °
B Pack:20
GLUCOSE 5% +
SODIUM CHLORIDE _
VOED . ! solution for | 50 g/9 g/l - 5 - Bakcrep bwnrapns
co1 Glucose/Sodium chloride infusion 1000m| 500 O,9_An Ba'xter, Solution 10 EOOQ, Buarapws 3
for infusion, 50 g/9 g/l -
N 1000 ml, g, Pack:10
Sodium Chloricl Baxter
BO5C . . sol.for inf 0,9% - 0,9%,Solution for Bakctep Brnrapus
Boq | Sodium chloride Iglass/ 250ml 1500 infusion, 9 mg/ml - 250 =0 EOOQ, brnrapus s
B ml, ml, Pack:30 -
powder for CEFOTAXIME- Yankacbapma
Jo1D ) solution for TCHAIKAPHARMA, BuicokokavecTBeHM
Dot | Cefotaxime injection/ '9 40 powder for solution for Te Nekapctea Afl, 2
infusion injection, 1g, Pack:1 Bvnrapus |
JO1FA . ) tabl. film - AZAX, Film coated Hoben ®apma
10 Azithromyein coated 500mg 70 tablet, 500 mg, Pack:5 2 EOQ[, BEvnrapus 2
Gentamicin VP
Jo1G . solution for | 40 mg/ml- ) S BetlMpom AL,
Gentamicin I 350 | solution for injection, 40 10 3
BO3 2ml ! ;
injection m mg/ml- 2ml, Pack.10 Bwnrapus
dand Planitec, powder and
. powd.anc solvent for solution for
JOL’SA Teicoplanin Sl o 400 mg 50 | injection/infusicn or oral 1 S L 2
02 solution for . CnoeeHus
injection solution, 400 mg,
B Pack:1
Co1B Lidocaine Accord, Accord Healthcare
BO1/ | . . solution for | 20mg/ml- solution for injection, Lirnited,
No1p | Lidocaine injection 10ml 1000 20mg / ml-10ml, mg, 10 ObepnHeHro 2
BO2 Pack:10 KparcTso
Co1B Lidocaine VP, solution
BO1/ . ) solution for | 20mg/ml- N 2 ) Betlpom AL,
NO1B Lidocaine injection omi 150 | for injection, 20mg / mi- 10 BLarapus 5
B02 2ml, , Pack:10
HO2A - solution for 35 | Dexamethason KRKA, KRKA, d.d., -
po2 ||| Pexamethasane injection 4mg 000 | solution for injection, 4 25 Cnogerua °




ma/ml - 1 ml, Pack:25
] , Tracrium, solution Glaxo Group Ltd.,
T 1| MOSA | A acurium solution 10 mgiml- | 454 injection, 10 mg/m| - 5 OBeHeHo 2
2 Co04 injection 2,5ml
2,5ml, Pack:5 Kpancteo
., ) Tracrium, solution Glaxo Group Ltd.,
11 2 | MOSA Y Avracurium solution 10mg/mi-| g4 injection, 10 mg/ml - 5 O6eAnHeHo 2
2 Co4 injection 5ml
5ml, Pack:5 Kpancteo
1 MO1A Lution KETONAL, solution for Lek
1 Ketoprofen Sotion Ior| 4 homg 200 | injection, 100mg/2ml, 50 Pharmaceuticals 3
3 E03 injection J
i Pack:50 d.d., CnoseHus
Dexketoprofen- Yankadapma
1 MO1A N solution for Tchaikapharma, BucokokauectBeHn
3| 2| 17 |Dexketoprofen injection °0mg 5000 | < lution for injection, 50 100 | T¢ nekapcrsa Afl, 3
mg/2 ml, Pack:100 Bbrirapus
WD CA Panpharma
1 NO&C |, solution for | & mg/mi - PANPHARMA, solution g S
5 Mid e AV ' :
4 D08 idazolam injection 3ml 350 for injection, 5 mg/ml - 10 La(l;oﬁo;lss, 4
3ml, Pack:10 PaHy
2 | 5 | BO3A |lron (Ill) - hydroxide dextran solution for | 50 mg/ml - 100 E)??}!?EERSS%TU/%} ] 5 Pharmacosmos 25
0 C06 | complex injection 2ml 2 mi JPZCK‘é 9 A/S, Oanuns :

YUaCTHUKBT € MNOpeioRui Oa MB3NBIHKM JocraBkara Ha JdI N 10.3. Lidocaine,
solution| for injection ¢ JeKapcTBeH OPOOYKT, ¢ THEPTOBCKO HAaWMEHOBaHMUE
Lidocaine VP or [IPY Berllpom AJl Bwirapus. lpemioxeHmMaT oT ydacTHuMka JII He ce
Chibpka B IJIC-TlpuioxeHne 2, KaKBOTO WSMCKBAHE BL3JOXMTEIAT € BIOMcal B
oOABJIEHMETO M OOKYMEHTaluMsTa [0 npolenypara.

Komucusira npepnara odeprara Ha yuwacTHmxa sBa JII M 10.3. ga 6mne orcrpanexa
oT ydacTHe B Npouenypara Ha ocHosBaHue un.l07, ».2, 6.%aY owr 30II.

Opeprure  Ha yvacTHMKA Sa oOCTaHAIUTE HOMeHKJarypu JI orTrosapsT Ha
UBMCKBaHUATA Ha BrebnoxMTens M KOMUCHMSTA I'M JONYCKA O OLSHSBaHE u
KJIacHUpaHe .

5.2.4. YyacTHUKET ,$BOHMKC $APMA“ EQOOI npemilara OOCTaBKa Ha

o Korn-so Ha bpon B
(6] ’:' ETUIHOTO I'lpo;nosn ripeana Mprtexaten Ha rc?z%i::iT
n o ATC INN NekapcTRaHa popma | nekapcree e TBProBeko HaMMEHOBEHWE rara pazpeuleHneTo aa ﬁpy 8
Ne | p HO B-BO onaxkoe ynotpeba A ——
{MspKa) g Ka a
112 3 4 5 5 7 8 9 10 11
! .- solution for KBAMATE AMIT. Gedeon Richter
1 | 2| A02BAOK | Famotiding injection 20mg | 12800 | Homr xa/Ky TSI 5 Pk °
powder for so- E3OMENPA3O0/] ®N. Pharmaceutical
1| 3 | AO2BCOS | Esomeprazole lution for in- 40mg 50 | 40MI X 10 10 | Works Polpharma 1.75
jection/infusion NMONPAPMA S.A, (PL) -
= solution for OEFAH AMN. Lek Pharma-
3 | 1| AOSFAO] | Metoclopramide injection 10mg 11000 10MI/2MIT X 25 25 ceuticals d.d. B
. . solution for 2mg/mi 3O®PAH AMMM. 8MTI Novartis Pharma
3 | 2 | A04AADE | Ondansteron injecon | -aml | 9999 jamn x 1 yTinsy ' | GmbH 3
) 0,05mg
! solution for ! OEPAHT ®J1. ) a
3 | 3 | AD4AAQS | Palonosetron injection /g;l’”- 30 0.05MI/MI 5 MJI 1 Mednchemie I-td. 3
; - _— TPAHCMETWII AMIT. Mylan Healthcare
4 | 1 | A16AAD2 | Ademetionine powd.inj.+solv | 500mg 1200 500MT X 5/KYTUS/ 5 GrbH 3
; _— . - TPAHCMETUIJI Mylan Healthcare
4 | 2 | A16AAD2 | Ademetionine tabl.gastr.res | 500mg 100 TABJ. 500MT" X 10 10 GrbH 3
L ) 4000
! . . sol.inj,pre-filled KJIIEKCAH AMIT. CaHodur-ABeHTuc
7 | 1 | BO1ABOS | Enoxaparin sodium sy IU/OI,4m 500 40MT 0,4MJ1 X 10 10 Evnrapust EOO]] 3
. SPAKCUMAPHH -
. solution for Aspen Pharma
7 | 2 | BO1ABO6 | Nadroparin injection 3800 IU 2200 )LiJl;I(I):‘VILl AMM. 0,4MN1| 10 Trading Limited 3
. SPAKCUNAPUH
,: solution for ) Aspen Pharma
7 | 3 | BO1ABO6 | Nadroparin injection §700 IV 200 >L1J|1'|(IJ3I/ILJ. AMM. 0.6MIT | 10 Trading Limited 3
Menarini
7 | 4 | B01AB12 | Bemiparin sodium solution for | 404 100 | 3MBOP 3500 Ml X2 | 2 | !nternational 2
i injection Operations
_ Luxembourg SA. |
9 | 1| JO1AAOZ | Doxycycline caps. 100mg 600 | AOKCULIMKNH 6 Aktasuc EAL 4




KAIC.100MI" X 6 AK

=y . 875 AMOKCUKIAB 3
Amoxicillin/ tabl. film - - Lek Fharma-
9 JO1CR02 Clavulanic acid coated mg/125 500 | TABN.875MI/125MI 20 ceuticals d d.
mg X20 —
powder for
. solution for LE®OTAKCUM-MUN MIP Pharma
9|3 |J01DDOY] | Cefotaxime injection/ 19 40l onarpismnx1o | 10 | GmbH
infusion
. . tabl. film - A3AKC TABS. 500MI HoGen dapma
9 JO1FA10 | Azithromycin coated 500mg 70 X5 3 E00N
) 500
! G solution for CENEMUMLUWNH AMI. ) '
9 JO1GBO06 | Amikacin injection m_g;Zmrlnl 350 500MT" 2 MIT X 10 10 | Medochemie Ltd.
- tabl. film - LMNPO®NOKCALNH
9 JO1MAO2 | Ciprofloxacin : 500mg 600 | TABJ1. 500MI" X 10 10 | AKTABUC A
coated AK
o film-coated N NE®JIOKC TABJL. Hoben dapma
9 JOTMA12 | Levofloxacin tablets 500mg 80 500MT” X7 7 EOC
solutio for 50 KOPOAPOH AMI. ..
g CO1BDO1 | Amiodarone intravenous | mg/ml- 150 | 150MI 3 M/ X 6 6 E:ﬁff"f,,:gggﬁc
B infusion 3ml IKYTYSY/ il
1 Dopamine concentrate for 40 OONAMWH AMIN.4% Warsaw
0 CO1CAD4 H grochloride solution for mg/ml - 100 | 200MI/5MJ1 X 10 10 | Pharmaceutical
Y i infusion 5ml POLPHA Works Polfa S.A
1  ; solution for 1 mg/ml HUTPOHAN NH®. G. Pohl-Boskamp
p |} 7] COTRAGH| Glyceryltrinitrate infusion - 50ml 60| p.p 50 Mn ' | GmbH &
Menarini
1 . TPU®AC TABI. 10 International
0 CO3CAQ4 | Torasemide tablet 10 mg 450 M X 30 30 Operations
- i Luxembourg S.A.
Menarini
1 . solution for 20 TPUN®AC AMIT. International
0 CO3CAD4 | Torasemide injection mg/4 ml 300 20MIr/4Mn X 5 5 Operations
Luxembourg S.A.
. Menarini Interna-
; CO3CAD4 | Torasemide S?#.’:ft?oior = 1/2 mi 1600 Ighljlllgjél\aﬁ),\(ﬂg 5 tional Operations
) 9 Luxembourg S.A.
1 solution for 0,1 PEMECTUM AMI.
1 HO1BAO4 | Terlipressin inlection mg/ml - 700 | 0,2MIF 2 M X 5 5 Ferring GmbH
Jec 2ml IKTVS)
JNEKCAMETA3OH
1 . solution for KRKA AMM. 4MI/MN .
1 H02ABO0Z2 | Dexamethasone injection 4mg 35000 1 MM X 25 25 | KRKA, d.d.
/ONAKOBKA/
. 10 TRAKPUYM AMIT.
: MOSACO | Atracurium SOWMON | mgimi- | 300 | 25Mr72,5M0 X 5 | Glaxo Group Ltd
Jec 2.5ml 5IKYTUS
, 10 TPAKPUYM AMI.
! MOACE | Atracurium souton | mgimi- | 800 | SOMI/SMN X 5 | Glaxo Group Ltd
lec 5ml 5IKYTUSI
. . der and .
1 MO3ACO | Pipecuronium powde APZYAH AMI. 2MJ1 Gedeon Richter
2 6 |bromide ssliEnefer i 4y 100 | x 25 25 Ipig,
sol.for inj.
. . 10 NMCTEHOH AMIN. .
3| 4 | M03ABOY | Suxamethonium solatonfor | mgimi - | 1700 | 1% 5 M1 X 5 | akeda Austria
lec 5 ml 5/0TMAKOBKA/ ’
1 solution for NEKCO®EH AMIT. Berlin-Chemie
3 MO1AE17 | Dexketoprofen Qin'ection 50mg 5000 | 50MI/72MN X 5 AG (Menarini
Jec 5/IKYTUSI/ Group)
OVNHACTAT ®J1.
; MOTARO | parecoxin so‘;\f"fd' ao??n 40mg 50 | 40MI 2MN+PA3TB. | 1 | Pfizer Limited
Hor SoLin. X 1/KYTUSI/
1 KCAHAKC TAEJ. Pfizer Europe MA
4 NO5BA12 | Alprazolam tablf‘t 0,5mg 2000 0.5MF X 100 100 EEIG
o . HOOTPOMWN AMI.
2| 1| N0BBXO3 | Piracetam Dogeror A 120 | 3rP/5MA X 12 | UCB Pharma SA
jec 9 12/KYTUSI/
- - SEHTAHWUN &/, o | o
; NO1AHO1 | Fentanyl ‘I’A”;'C"U”OEO' ("/25”m”?9 1,000 | 250MKT 5MA X 5 g’lf;d"on RIShIZE
jec 5/0MAKOBKA/
1 o solution for 500mg/ KANMNCON . Gedeon Richter
gl[] || NONAXEH] Ketamine injection 10ml 20| s00mr 10 Mn X 5 5 | Pl
1 solution for 100mg/ TRPAMALON AMIM, Stada
gil| 4§ NO2AXGE) Tramado| injection 2ml | 9990 jo0mr 2mn X 5 | Arznsimittel AG




S/IKYTUA/!
. HAJTOKCOH AMIT. Warsaw =k
3| 1| v03aB15 | Naloxone solutionfor | Quma! 40 | 0,4MF/MI X 10 | Phamaceutical 4
jec 10/KYTUA/ Works Polfa S.A
| | Immunoglobuline, . 50 MMYHOBEHWH .\
o | 1| 4068A02 | nommal human for | Solution for gy 80 | VHTAKT AMI. 1 E;ﬁ;ﬁg'o 2
intravascular adm. _ ° 5 ml '250MI 5 M1 )
2 . solution for KOHAKWOH AMI. Pow Bwnrapus
g [, || EO2BA0Y PAVSRISRERIENE injection 10mg 160 | 4 omrmn 1 Mt xs 5 |eoon g
2 » | Saccharated Iron solution for WOADEP CON. . .
0 2 | BO3ACOZ2 Oxid injection 100mg 160‘100MF/5MH)§1 1 dapmanor EOQ[ 3
3a npeﬂn¢meHMH OT yudaCTHMKA HH}M 7.1. - KJEKCAH AMII. 40MI" 0,4MJI X 10, Hama
npeECTaBéH, T.e., JIMIICBA MBMCKy§MMHT OT BB3JIOXUTESN S OTOPUBalIMOHEH HOOKYMEHT

or MPY - |Canodu-ABeHTMC Bnirapus EOOI.

YHACTHUKET € OpeJioxuM)l Ha USOBIHK JocTaBkaTa Ha JO N 9.2, Amoxicillin/
Clavulanic acid, Labl. film - coated ¢ JexkapcTBeH NOPOOYKT, C TBPIOBCKO
HauMeHoBaHue AMokcHriIas Taby.875mr/125MrX20 or IIPY Lek Pharmaceuticals

d.d.. IpenmoxeHUAT oT ydacTHMEKa JIII B Tasu dopMa m oT TO3M I[IPY He Ce CcbIbLpXa
B [UIC-Tpunoxenre 2, KAKBOTO MBMCKBAHE BbBLIJIOXUTEJAT € BlIUCAJN B ODABJIIEHMETO U

OOKYMEHTALUATA N0 HNpoLenyparTa.
Ba npedNoXeHWs oT yuHacTHmMra JIO N 10.4, - KOPIAPOH AMI., 150(MI' 3 MJI X 6
JKYTHA/, HAMA npencraBeH, T.Ee, JIVTICBA  MBHMCRYSeMMAT o BERIOKMTE S

oTopMB3alMoOHeH OoryMeHT oT [IPY - CaHodM-ABeHTHMC Buianrapus EQQ].

3a NpemIOXeHVA OoT yuacTHuMka JIO N 10.10. - TPMOAC TABJI. 10 MI X 30, HaMma
HpeHCTaB#H, T.e., JIMIICBA MBMCKyéMMHT OT BBE3JOXUTENd OTOPUIALUMOHEH OOKYMEHT
or MPY - |Menarini Internationall Operations Luxembourg S.A.

3a npelsyioXeHUus oOT yudacTHuMka JII M 11.1. - PEMECTHII AMI, 0,zMI" 2 M X 5
/KTHA/, HaMa npepcrareH, T, e, JIMIICBA MEUCKYEeMUAT o BrziioxmTens
OTOPMB3AaUMOHEH OOKYyMeHT OT I[IPY -| Ferring GmbH.

YUACTHMKBT € MNPeIJIOoXMUIl Oa WUBIIeJIHM JocTaBkaTa Ha JIO N 14.4., Alprazolam,

tablet Oh5mg C JIEKApPCTBEH NPOINYKT,

0,5MI" X

TasM OKOHYATeJHa OIaKOoBKa (KoJg.9)
2, KAKBOTO

no npotlegypara.
Kommcusara cumra, ue

ydacTHuka 3a JII N 7.1.;

MEMCEBRBaHE

Tarka

| .
MBUCKBaAHUATA Ha Be3JIOXUTEIS,

Ha ocHoBanMe ToOpemMsIIOXeHOTO ,

8.2.;

P0u4.

C TBPTOBCKO

oT To3u IIPY He ce
BLaJIoKMTeIaT

UBTOTBEHU U

OKOMIIJIEKTOBAHI,
10.10.;

11.1.;

14.4.

nperJioxeHmaTra

HavMeHoBaHue KCAHAKC TABJ.
00 or IIPY Pfizer Eurdpe MA EEIG. IlpenyoXeHMAT OT yuacTHMka JIII B
ceOoepxa B [JIC-TlpunoxeHne
€ BHOMCaJl B OO4BJEHMETO M IOOKYMeHTaluMATa

Ha

He OTIroBap4aT Ha

Komucusara mnpepnara opeprure Ha ydacTERuUra 5a JIII

B 7.1.; 9.2,; 10.4.; 10.10.; 11.1.; 14.4. gna ©GemaT OTCTPAHEHM OT YyUACTUE B
mpouenypara Ha OCHOBaHMe un.107p T.2, 6.%a"“ or B30I,
O@epmmme§ Ha  ydYacTHMKAa 3Ba ?cTaHanmme HoMeHrgNaTypu JlII oTroBapaT Ha
Msmcxsanﬁzma Ha Bresnoxurens ¥ KOMMCMSITA IM [ONMycKa HO OLeHsBaHe U
KnacmpaHg. i
| |
5.2.5. YdyacTHuUKBT ,EKOSAPM"™ EOQOJ mnpemjara JOocCTaBKa Ha
Ne Kon-Ba Ha Bpoi CE:K
. 1 aTYBHOTO npeana MNputekaten Ha
on 8 ATC INN TlCkapeTEoHa flekapcIseHo npOLHsCGHM Tbproecko HavMeHoBaHWe rana Pa3pEILBHUSTO 33 rOTﬂgTOC
Ne n Popma BEL|ECTBO KonvsecTea onaxkon ynorpeba APy - 8
(MsipKa) ka rOAMHM
1 |2 3 4 5 6 7 8 9 0 11
powder for | Sumamed 500mg Pliva Ljubljana
9 | 4 | JOIFATO | Azithromycin solution for 500mg 50 | powder for solution for 5 o 1uby 2
infusion ‘ infusion il . S

|
obepraTa |Ha yvYacTHMKA OTIrOBApPS HAa WKLUCKEAHMSTa Ha
CHIATa /0| OUEeHABAHE U Kacupare %a JII W 9.4,

Kommcuarad cumra, ue
Bmsnomnménﬂ n pmonycka




5.2.6.

YUIaCTHUKET

SAPMAIIT

, AP0 j{eled e oQopMUI TeXHUUYECKOTO cu
npenjioxeHue, KakKTO Clenna ‘
Ne - Kon-ao Ha Bpoii 8 CE;)K
Ong'l g ATC INN ”e':;gELB;HE n:g;;(;g:io bﬂ)?‘lilﬁ-‘efr'—::a TbpProecko HauMEeHOBaHVie n?:ﬁ; “ pglari)?:;z::é?o*‘ja mfgsc
n BELLEeCTBO onakon yrioypeda nPY -8
(MspKa) [£] rofuiHv
1 2 3 4 5 6 7 8 9 1! 10 11
11 | 1 | HO1BAO4 | Terlipressin s‘l’r:;]‘f'f’t?oﬁ" 0.1 g‘rﬂ/lm' - 700 | REMESTYP 5 7,49 37.45
BMOHO OT ropHoTo, B KoJoHa 10 M KojioHa 11 He ce CbOBpPXAT MIUCKyeMUTe OT
BeanoxyTenda JlaHHuM CchOTBeTHO 32a IIPY u 3a Cpok Ha romHocT Ha JII.
B IpuIoxeHara OT Hero Hekjapauus - oO0p.8, 3a CpOK Ha BaIUAHOCT Ha odeprara
e HOCOH%H CPOK 1O 24.09.20%7 I'., KOWTO € pasJuueH OT BNMCAHUA B
llpennoxeHneTo 3a M3IBJIHEHNME Ha pop%qKaTa - 0Bp.6 - no 26.06.2017 n.
Kommcusira cumra, ue Taxka UMBTOTBEHO M OKOMILIEKTOBAHO, MNPEIUIOKEHMETO Ha

yqacmnmxé sa JIIOI N 11.1

Kommcusara npepnara odpeprara Ha ywacTHMKa 3a JIX N 11.1.
oT yqacmﬁe B OpouenypaTa Ha ocHoeBaHmue wn.l107, 7.2, 6.Y“a“ or 2OII.

|
. HEe OTIOBRapsl HAa MBUCKBAHUATA Ha BEBEBIIOKUTENN.
na ©mne oTcTpaHeHa

o |
5.2. YuacTHukbsT ,COPAPMA TPEUMOMHT ANl npemjara OoCTaBKa Ha
IS -
Ne Kon-so Ha Bpoii B L CS;)K
TUBHOTO npeana nTenkaten Ha
C,)\‘T (?) ATC INN J‘IeggcTBeHa n:Ka;cmLHo [portoatin Toproacko HauMeHOBaHNe ﬁaﬁa paappeu\el-ﬂ/‘evo 33 iPAycc
T n [P BelecTBO LoV S CTRE Qnaxkop ynoTpeﬁa n;;‘[ 8
(mApka) ka rOAMHW
1 2 3 4 5 6 7 8 9 10 11
2RANA . solution for | PAHUTWAWH amn. 25 N
1 1 | AO2BAO0Z | Ranitidire injection 1q0mg 2000 MEMA 2 M 1"“ Codbapma ALl 3
sRAn - solution for KBAMATEJT amn. 20 (Gedeon Richter
1 | 2 | AO2BAO3 | Famotidine | injection 20mg 12 500 ME+5MN 5 Pl 3“ .
powder for | Pharm i
i ‘ _ aceutical
1 3 | AO2BCO5 | Esomeprazole I;ngt';?]/fl% 4?mg 50 Eg;)[l_\/lEnPASOﬂ g, 1 Works Polpharma | 2,5
&
- ‘ S.A.
usion
2 . solution for : MAMABEPWH amn. 3
2 | 1 | AO3ADO1 | Papaverine injection 2ng 200 20MHAmn 1 Codbapma A 2
. ; solution for ATPOMNUH CYNOYPUK X
2 | 2 | AO3BAO1 | Atropine injection 1mg 600 ann. A 1 Lo¢apM{Aﬂ 3
. Butylscopolami | solution for 1 BYCKONN3NH amn. 3
2 | 3 | AO3BBO1 ne injection Zng 130 20mr/mn 1 Codpapma Al 5
solution for | 2mg/ml-4 30OHOAPOH awmn. 3
3 | 2 | AD4AAO1 | Ondansteron injection - 9 000 omr/MA 4 mn 10 | Cochapma A 2
N - > powd.inj.+s | TPAHCMETWI chn. Mylan Healthcare
4 1 | A16AAD2 Ademet|_onme olv 50‘0mg 1200 500 wr + pasra.5un 5 GmbH 3_
P | 0 I
4 | 2 | A16A202 | Ademetionine tabl_g;astr.re 500mg 100 LI:AH(,METMH 76. 500 10 Eélr{:zrgl-lealthcare 3
Concentrat } ~ Merz .
: L-Ornithine-I_- e for 5000mg/10 XENA MEPL, amn. 5 rp "
k: d d ») «
413 fiA0sBRIG Aspartate solution for WI =8 10 mn x1 ! Eaﬁémaceutlcals 3
infusion 5
5 | 1 | A10ABO1 | Insulin Human I?IT(LLCJ,EEIIC(;?I 30001 160 | AKTEATMRAMPENE. |4 Novo Nordisk Ars | 2.5
. suspention : WHCYNTAP/[ HM )
5 | 2 | A10ABO1 | Insulin Human injection 300UI 30 PENF. &n. 3 mn 1 Novo Nordisk A/S | 2,5
A11GAD S solution | BUTAMWH C amn. N
6 1 1 Ascorbic acid injection 509m_gi 3500 500Mr/5mn 1 (;odoa;?!ma Al 1
Calcium |
. |
o s gluconate, solution for | 8,94mg/ml- KARL,.MIOKOHNKYM N
6 [|2 | A2Aq02 Calcium injection 1bm| 1200 amn. 8,94mr/mn 10 mn 1 e El g, 2
Laevulinate |
) . . solution for 1 OPAKCUMAPWH Aspen Pharma
7 || 2 | BotABRd:) Nadroparin injection SShl 1L 2 260 amn. wnp. 0,4 mn _1 Trading Limited 4
y ) : solution for ‘ OPAKCUNAPUH Aspen Pharma
7 []|3 | BO1AEDE,| Nadroparin injection 5790 I 200 amn. wnp. 0,6 mn 1 Trading Limited 4
L ) i Menarini Intern.
4 - | Bemiparin solution for ‘ 3UBOP amn. .
7 | 4 | BO1AB12 ; . 35001V 100 2 Operations 2
sodium |nj_ec,t|on [ 35001U/0,2mn Luxembourg S.A.
9 1 | JO1AAD2 | Doxycycline caps. 100mg 600 | AOKCWLUWNKNWH kanc 6 Axtasuc EAQ 4




100 mr

, ~ | Amoxicillin/ tabl. fim - | 875 mg/125 MEOOKNAB ] .
° JO1CRO2 Clavulanic acid coated mg 500 | g78mr/125mr 14 ~ Madochemie Ltdy <
. - solution for | 40 mg/ml- FEHTAMWLIWVH amn. 3 )
9 JO1GBO3 | Gentamicin injection oml 350 BOMH/2MA 1 Codhapma Afl 4
‘ I solution for | 500 mg/2 AMUWKALIMH amn. ~
9 JO1GBO6 | Amikacin injection mil- 2ml 350 250MH/MN 2 Mn 1 Codapma A 2
. film-coated ‘ JIEBOKCA dvnm Tabn. Actavis Group
9 JO1MA12 | Levofloxacin tablets 500mg 80 500 Mr 7 PTC ehf. 3
N - 1 ONTOKCWH amn. 2
¥ F:
10 CO1AAQS | Digoxin sol. Inj./inf. | 0.5 rpg/ZmI 150 0,25mr/mn 2w 1 Cocpapma AL _ 5__
C01BBO1 ] L
10 1| | Lidocaine S‘?".’“?tf‘ for ‘ZO%Q/T" 1000 Q&FO’%”H amn. 1| Cobapma A 2
NO1BBO2 injection Om mr/10mn
“solutio for e | -
10 C01BDO Amiodarone intravenous 50 mg/ml- 150 KOPOAPOH amn. 1 (:raHoq:JVI-ABeHTIAC 2
1 ) . 3ml 150mr/3mn bwnrapms EOOA
infusion ‘ ~
. concentrate : o Warsaw
10 CO14CAO aograon;mgride for solution | 40 ?gm/lml ) 100 ,ED’.“?HFIAMVIH amn. 4% 1 | Pharmaceutical 3
y for infusion | Works Polfa S.A.
CO1CA2 . ) solution for 1mg/ml - AOPEHANNH amn. L ,
10 4 Epinephrine injection Tml 100 e 1 (,odaap_wla Al 2
CO02AC0 - solution for XNODAZONIAH amn, 5 .
10 1 Clonidine injection 0,15mg 800 0.45mr/mn 1 mn 1 Codapma A 3
C03CAQ . solution for | 10 mg/ml - ®YPOIEMWULT amn. ~ ,
10 1 Ruragemids injection 2ml 1200 | 5omr/zmn L {||GovepnaaAl P
. Menarini Intern.
10 C0340A0 Torasemide S(i)r:%lc?t?o?r 20 mg/4 ml 300 ;gnlfr(/ljﬂfAMi amn. 1 Qperations 4
jec L.uxembourg S.A
. Menarini Intern.
10 CO3fAO Torasemide S?rl,%l(?t?o:?r 10 mg/2 ml 1 600 Ig“mﬁ <. 1 Qperations 4
a 1e¢ ' | Luxembourg S.A
: e solution for | 0,1 mg/ml - PEMECTUWIN amn. A
11 HO1BAQO4 | Terlipressin injection 3mi 700 0,.2Mr/2mn 1 Ferring Gr‘an 2
. Dexamethason | solution for OEKCAMETASOH amr, s
>
11 HO2AB02 e injection 4mg 35 000 ameiwn 1 wn 1 (,oqaa[?_Ma Al 2
S Lyophilisate
. Methylprednisol . METMNNPEOHW3ONOH S
>
11 HO2ABO4 one for.sglutlnon 15,78mg 1500 amn. 15,78mr + p-p1mn 1 Codbapma ALl 5
for injection =
. Lyophilisate
2 Methylprednisol : METUNNPEAHW3ONOH K
11 HO2AB04 one for;qlutllqn 40mg 2700 amn, 40Mr + p-p 1M 1 Codrapma A 5
for injection _—
S Lyophilisate
. Methylprednisol : METUNNPEAHN3ONOH N
11 HO2AB04 ey forggluh_on 125mg 150 amn. 125ur + p-p 2w 5 Codrapma AQ 5
for injection
MO3ACO ) solution 10 mg/ml - TPAKPUYM amn. N
12 4 Atracurium | injection 25l 300 25mr/2.5un 1 Glaxo Group Ltd 2
MO3ACO " solution 10 mg/ml - TPAKPUYM amn, N !
12 4 Atracurium injection Sl 800 50MH/5MN 1 Glaxo C-‘ro"u-p_l_td 2
. . der and i
MO3ACO | Pipecuronium powae APOYAH amn.cyxa (Gedeon Richter
12 6 bromide SRSt g 4mg 1og 4wr/2mn ! Plc 3
sol.for inj. o
MO3ABO | Suxamethoniu | solution for | 10 mg/ml - TIMCTEHOH amn. 1% Takeda Austria
12 =SS | 1700 1 2 2
1 m injection 5 ml 5mn | GmbH
MO1AE1 solution for OEKCKETOMNPO®EH $.C.Rompharm
13 7 IR En injection 50mg 5000 | Somr/2mn ni p-p ° Company S.R.L. 4_
d. and
MO1AHO , pow LOVHACTAT cyxa amn, . m m o
13 4 Parecoxib sscz)l;/i;tj)r 40mg 50 40mr + paaTs. 2mn 1 Pfizer Limited 3
can - solution XITOPTTPOMA3UH 5
14 NO5AAO01 | Chlorpromazine injection 50mg/ 2l 200 | Sun 25MHMI 2MA 1 (,ocbar?!\na ALl 5
" ’ solution for OVASENAM amn. N
14 NO5BAO1 | Diazepam injection 10mg/2ml 300 1OMI2Mn 1 Codbapma Afl 2
NO5CDO ) . solution for | 5 mg/ml - AOOPMWKYM amn. 15mr Pow Brnrapus
14 g | |Midazolam injection 3 350 | 3un ' |eoon 5
N . solution for | 3000mg/15 HOOTPOMNWUN amn. !
15 NOGBX03 | Piracetam injection i 120 3rp/15mn 15 1 UCB Pharrma SA 5_
NOBDAO . solution for | 10mg/ml - HVWBANWH amn. 1% A
15 4 Galantamine injection 1mi 1500 M 1 Codhapma ALY 5 |
NO1AHO solution for | PEHTAHWI amn. GGedeon Richter
16 y Fentanyl injection 0,25mg/5ml 1 000 0.25mr/5MnA 1 Plc 5
y . solution for | 500mg/10m KANNNCON amn. Gedeon Richter
16 NO1AXD3 | Ketamine injection | 29 50mr/1mn x 10mn ! Plc 5
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5 .- solution for : NNAOCH amn. 50mr/mn 5 )
16 NO,_A$02 Pethidine injection 100mg/2mi 300 oM 1 (Cochapma Al 5 _
by solution for ‘ TPAMANTVH amn.
o 3 )
16 NO._AXOZ Tramadol injection 100mg/2ml 6 000 50MH/MA 2 M1 1 (Cocpapma Al 2
R0O3CBO . ) 4 mg/5 ml - BPOMXEKCWH amn. 5 )
17 5 Bromhexine syrup 125ml 50 4Mr2mn 1 (Cohapma Al 3
RO3DAD ; . solution for | 24 mg/ml - CODADGUIINH amn. 5
17 5 Aminophylline injection 10ml SOQ 240M/10Mm51 1 Codapma Al 3
R0O5CBO ) solution for | 2 mg/ml - . | BPOMXEKCWH amn. N ,
17 o Bromhexine injection oml 2000 anr/2mn 1 (Codhapma A 3“
17 R°5ZCB° Bromhexine tabl. 8mg 760 SSPMXEKCV‘H 80N | 54 | Arasnc EAD 5
ROBACO . solution for | 10 mg/ ml - ANEPIO3AH amn. 8 ,
17 3 Chloropyramine injection Sl 4 500 SOMIZMn 1 Codapma Al 5
RO6ADO g solution for | 25 mg/ml - AHTWANEP3UH amn. 3 i
17 > Promethazine injection b 120 50MI2Mn 1 Codpapma Al 5
g | Warsaw
18 VO3AB15 | Naloxone S(i)rlmgél(?t?og)r 0,4mr%ml- 40 SQESSE?HJ amn. 1 Pharmaceutical 4
lec 1 ; i Works Polfa S.A
Immunoglobulin
\ e, normal ) | " | UMYHOBEHWH- .
SIS solution for | 50 mg/ml - BYN BMNO
19 JO6BAQZ | human for . ) ! 80 | UHTAKT amn. 1 2
| intravascular infusion &mi 250mr/5mn SRR
\ adm.
SR A Phytomenadion | solution for ‘ KOHAKWOH amn. 10mr Pow Bwnrapus
20 BO,_BAi\O‘l e injection ! ng 166 TmMn ! 004 3
npmne | Saccharated solution for 1 WOADEP amn. 100mr .
20 BO3ACO2 Iron Oxid injection 1q0mg 160 5 1 Ppapmanor EOOA 3
YUaCTHMKBT € MNOpemyioxuil 03 W3NbJIHKM [JocraBkaTa Ha JIO N 9.2, Amoxicillin/
Clavulanic acid, tabl. film - coated ¢ JekapcTBeH NOPOOYKT, C TBPTOBCKO
HamMeHoBaHuue Mepowxnare B875mMr/125mMrX20 ot IIPY Medochemie Ltd.. IpemnoXeHMAT

or ydacTHuka JIII B wTazm popma u orT Tosu [IPY He ce cbObpxa B [JIC-lpuioxkeHue
2, KakKBOTO WBUCKBAHE DBbLIJIOKUTENAT € BhOucall B OOABJIEHMETO M NOKYMEHTAaLUAaTa
o npouenypara.
YHacTHUKET e OpelUiomuil [Oa MIMTBIHM IocTaBkaTa Ha JIO N 9.9, Levofloxacin ¢
JeKapCcTBeH MNPCoOyKT ¢ TBPINOBCKO HaumMeHoBaHue JIEBOKCA, koiTo He (Qurypupa B
[IC-TIpuiiokeHue 2, KAKBOTO MBMCKBAHE BbIJIOXMTENIAT € BOUcal B ODABJIEHUETO U
OOKYyMEeHTauuATa [NO OpoluenypaTa.
YYacTHUKET He e IIPUITOXNIT,
BB3IOKUTENS OTOPM3ALUMOHHU IOKYMEHTH,
JNEKEAPCTBEHUTE NPOOYKTM, KaKTo CHelBa:
= or [IPY CaHodu-ApeHTHC Bwearapwsa EOOI =a JI N 10.4.;
or IIPY Ferring GmbH =a JO N 11.1.;
or [IPY Pow Bwnrapwus EOOM =a JI N 14.5.
YUaCTHUKLT e [NpenJoXMi HOa W2N0BJAHM JocTaBkaTa Ha JI N 17.1. Bromhexine,
Syrup ¢ JnexapcTsBeH nponyrT BPOMXEKCUMH amn. 4mT/2Mu. lpennoxenmar JIII  He
OTT'OBAPHA Ha M3UCKyeMaTa OT BB2JIoKMTeNd JeKapcTBeHa (Qopwma.
YUacTHUKRBT € [MPenjioXkuil Ia M2NBJAHKM IocTaBkaTa Ha JIO N
tabl. ¢ #nerapcTBeH NpPOOYKT,

T.e.JIMIICBAT npencrapeHu N3JMCKYyeMHTe oT

JorasBamy I[IpPapoToO MYy J[a Tepl'yBa C

I

17.4. Bromhexine,
C TBEPIOBCKO HamMMeHOBaHMe BPOMXEKCHMH Tadma. 8SwmD
or [IPY Axrasuc EAJL. llpennoxeHuaT OT ydacTHuka JII oT Toswu IIPY He ce CcbOBPXA
B IJIC-llpuioxeHne 2, KAKBOTO MBMCKBAHE BBIJIOKUTESAT € BIMUCAJ B OBABJIEHMETO U
ODOKYMEHTAalLMETa [0 Npolenypara.

Ha ocnos#nme TOpemnsJIOXeHOTO, Kohmcmzma npegpnara opepTUTEe Ha ydacTHMKa Ba JII
B 9.2,; 9.9.; 10.4.; 11.1.; 14.5.; 17.1.; 17.4. gpa 6wgar CTCTPaHeHN OT
ydacTMe B [IpolelypaTra Ha ocHOBaHme wr.107, 7.2, 6.%a“ or 30I.
Obeprure | Ha yvacTHMKA Ba écmananmme . HOMeHKJIarypu JII

MBMCKBaAHUATA Ha DBBRIOKUTENST ¥ KOMMCHMsITA I'M LOHOycKa Ho

|
|
Knacmpaﬂﬁ. i
|

OTTOBApAT Ha
OUeHsBaHEe M

5.2.8. YdacTHukbeT ,$APKONIY AI nbennara OocTaBka Ha
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- Cpok
Kon-Bo Ha Bpoii B
Ne TporHosH Ha
i penna n aren Ha
?\ll;] 8 ATC INN ﬂeng;pqaer—la n:;:;(;ig(o 4 Tbproecko HavMeHoBaHWE ! raﬁzﬂ] paai:,IeTLiZ(Hwe:o 3a raaxoc
opma BEL|ECTBO LHUREEE OmaKoe ynotpeba uCy
n (msApxa) 4 i I:opu)l//n—w:
1 2 3 4 5 6 7 8 9 10 1
. . DOXYCYCLIN ACTAVIS . Aktasuc EAL,
9 | 1| JO1AADZ | Doxycycline caps. ) 100mg 600 CAPS. 100MG X 6 __f).,_ B 4
. . . tabl. film - ‘ CIPROFLOXACIN ACTAVIS Aktasuc EAL,
9 | 8 | JOIMAO2 | Ciprofloxacin coated 5q0mg 600 TAB. 500 mg X10 10 Bunrapus 3

Kommcusra cyuTa, 4de O@epTMTEE iHa YHaCTHMKA OTIOBAPSAT HA M3JMCKBAHMATA Ha
BesnoxmTensz M Im Jornnycra noo OI‘.'Lei-IHBaHe n K.nacupaHe.
I

| |

5.3. Ha 02.05.2017 ., B 09:00 uyaca, B xaBuHeTa Ha YIOPABUTENS Ce
NpoBEOE TPeToTo BacegaHue Ha kommcusara. Cbc  cwobmenue wm3x. .l 440 ot
26.04.2017 v., nybauxysadHo Ha Illpodmna Ha Kydybada, y4acTHMULUMTE OGaxa
HAaIJIe®RHO YBelUOMEHM Ba maraTa M dvaca Ha HaCTOAMOTO 3acemaHMe 3a OTBapsHe Ha
LEeHOBUTE | MM NpenjoXxeHWa. Ha sacemaHMeTo Ha KOMUCUMATA He I[pUCECTEAXA
NpelcTaBUTeNM Ha YYaCcTHULUTE ,
KoMMcHATd OTBOPM, OMNOBECTHM M NOANKMCA JIONYyCHATHMTE OO OLEHABAHE M Kilacupane
LEHOBKM OfepTH, 0O pena Ha [OOCThIBAHE Ha NPeNJIOXeHMATa Ha YyUYacTHULKUTE.
KOMMCMHTa ceCTapu cenocraeurTesiHa Tabmmuua N 1, npusmoxenme xLM Iporokoda,
c&n%pmama BCHMUKMK [IpelJIaTaHM LeHM 0T YyYacTHMLMTe 0O OTOEeJIHM HoMeHknatypw JII.
KoMucuaTa OpeleHM LEeHOBUTEe MNpeNoXeHMs] Ha YYaCTHULMUTE B=a ChOTBEeTCTBUMEeTO MM
C M3UCKBAHETO Ha BB3JIOXWTENsa, [OOCOUeHO. B OOABJIEHMeTO - HOpelylaraHuTe
enMquﬂmi IIeHr Xna He HaﬂBMmaBéw CBOTBETHATa CTOMHOCT Ha cCcrumrTe & IUJIC,
npuioxeHye 2, axryasieH keMm 20.03.2017 .
Kommcusira wonHcTaTMpa, de:
5.3.1. HpeﬂnaraHMTe oT yuacrTHMKa ,PbBOHMKC OAPMAY EQOOJ ueHu =& JII N 9.5. n
Jmn W 12.3. ca no-BUCOKM OT LeHKTe Ha cweumrTe B [JIC-Ilpuiokenue 2, aKTyajeH
wpMm 20.03.2017 »., wT.e. LEeHOBUTE [pPeINOXeHMA Ha ydYacTHMKa 3a Tesu JIII He
OTUOBEAPAT Ha NpelBapuTe/HO oOABeHUTe YCJIOBMUA HA NOPHLUKATA.
5.3.2. BcuMYRM OCTaHANM [Opemarady oT ydYacTHULMTE eIOMHMYHM LeHu Ha JII
CBOTBETCTBAT Ha M3MCKBAHETO Ha BbssoxuTens.
Komucusitra npepnara, odeprara HAa ywacTmxa ,PbOHMKC $APMAY ECON Ba JI N 9.5.
n JII N 12.3. ma 6wmme omcmpaHeHh 0T npouemypaTa, Ha ocCcHoBaHme un.l107, T.2,
6.%“a"“ om |BOII.
KommcusaTa NpUCTBOM KBM pasIvlexlaHe 1M CBIOCTABAHE Ha LEHOBUTE IPEINJOKEHMA Ha
ydacTHMLYTE, NONYyCHaTK [O OLeHsABaHe M KIACHMpaHe M He YCTAHOBM HAJNMUYMETO Ha
HeoOudango OJaronpusaTHN o@emeq a or TaM M Ha OCHOBAHMA 3a MNPUJaTaHeTo Ha
.72 OTiSOH !
Kommcusra wm3BBpIIM KIacupaHe, koeTo ogopMy B Tadamua N 2, IPpUIOKEHME KLM
HaCTOHMM# NPOTOKOJ. 3 ‘

Ipn Msampmsane Ha KJIACHUPAHEeTO ce ycraHoBM, uYe 3a JIT NN 1.2.; 10.9.; 10.12.;
11.2. cﬁmeCTByBa OCHOBaHUE Ba npuiiaraHeTo Ha uwj.b58, an.3 o IR0l -
nyOanuHo | NpoBeXIaHe  Ha mpe@hﬁ, 3a onpenesidHe  Ha  MBIBIHUTEN  Mexmny

KnacmpaH‘Te Ha II'BPBO MACTO odeprn.

5n4[ Ha 05.05.2017 ». s 09:00 yaca, B KkaOMHeTa Ha VyIPaBUTeNd ce
[poBEele WeTBEPTOTO BacemaHme Ha kKomucuaTa. Cbe cboblleHrMe wW3x.,N 447 ov
02.05.2017 1., nybamryeaHo Ha Illpodusna Ha KylIyBaua, y4acTHUUMTE GaXa
HAaIneXHO yBeIOMEeHM 3a maTaTa M 4Yaca Ha HACTOAWOTO BacelaHue Ba NyOnnMuHoOTO
npopexnadHe Ha Xpebur. B uM3OwIHeHWMe M3UCKBaHuATa Ha un.b5l, axn.8 or N300I,
HOBUTE BaMecTBaly UJeHOBe Ha KOMMUCHMATA [ONLIHMXAE OeKJapaluy, OTHOCHO
UMBMCKBaHWATA Ha wi.103, ai.?2 dT 30 m wn.b52 ot II30I0. Ha =3aceumaHueTo Ha
KOMMCMHT% He NPUCHCTBAXA NOPENCTABUTENV Ha Y4aCTHULMTE .

|
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3a BCHAKa OT MNOCOYEeHUTEe HOMeHKNaTypu JIII ce NOoOroTBEMxa OTIelNHM OeNn IIVMKOBE,
BBE BCEKM OT TAX De nocTaBeH JMCT, C HanucaHa (upMara Ha YdacTHMKA M 3a Kod
HOMEHKIIATYPAa yUacTBa B XKpelDus.

[lo BCAKa emHa OT HOMeHRJaTypure JIII, uWileH 07 KOMMCHUATE M3TEIVIM 10 eIOUH [IJIMK
C Yy4YacTHMKAa, KOWTO XpebuAT olOpelelis =a WUINBJIHKMTel, a Clleg ToBa U 3a
KJIacupaH Ha BTOpPo/TperTo MACTO YYacTHMK. UYJIedHtT Ha KOoMMcMATAa SBalucBa  Ha
JINcTa Hal YyYacTHMKa MACTOTO, KOeTo My € OTpeneHo oT Xpebud M Cce IOoOnucsa.
JMcreT Ce HmomnMcea M 0T OPYIM TpUMa UWIeHOBe Ha KoMMcHMATAa.

VHOUBUOYATHUTE JMCTKW OT OPOBeNeHMA Xpebull ca NpuMickeHM KeM [IpoToKOIa.

Cilen TOBa KOMMCHMATA ChCTaBM OKOHYATENIHOTO KIACHMPAaHe 10 BCUYKM  OTISJIHM
HOMEHKJIATYPHM JIEKAPCTBeHU NPOLYKTH.

6. KrnacupaHeTo Ha YUYACTHULMTE, CbHOOpasHO U3OpaHUg 0T Bb3JIOKUTENH
KpUTepui ,Hal-HMCKa NOpemiokeda ueHa"™ e, KakTo cliensa:

Ne Konidecteo Ha
on| s ATC MeskgyHapoaHo HenaTaHTHo NekapcreeHa aTMBHOTO MporHoaHKM NTbPBO BTORO TPETO MSICTO U
Ne | O HaumeHosaHue /INN/ dopma NIEKAPCTBEHO B- | KOMW4ecTea MSACTO MACTO C/IELQBALLU
ul BO {MApKa)

12 3 4 5 6 7
1.AHTUYNKYCHW NeKapcTBa 14 550

ADZBAD . solution for
101 5 Ranitidine injection 100mg 2000 CODAPMA X X
1| 2| A9BAY | amotaine S(I)llijctlcot?oi\m 20mg 12500 |  PBLOHUKC COGAPMA X

A0ZBCO der for sol PbOHNKC
13 "5 Esomeprazole ?c?rv‘ilnje/lin?urs?gr{ 40mg 50 MELIEKC COPAPMA TbPIOBCKA

A

2.CnasMonuTuum 930

AOSADD . solution for .
2|1 / Papaverine e 20mg 200 COPAPMA X X

AD3IBAD ) solution for 5
2|2 ; Atropine injection 1mg 800 CO®APMA X )i )

A03BBO . solution for o)
213 p Butylscopolamine nEin 20mg 130 COPAPMA X X
3.AHTUemeTHLM 20 030
3 (1 AOE:FAO Metoclopramide S?A;gi&?o;or 10mg 11000 PHLOHMKC X X
3 | 2| A% ondansteron S nnon | 2mgmi-s mi 9000 BLOHMKC MEJEKC CO®APMA

AD4AAD solution for | 0,06mg/ml - o T
33 . Palonosetron injection sl 30 ObOHWMKC MEJEKC X
4.JlexapcTBa 3a NeYeHrne Ha XNbHKa 1

1800
4YepeH apob
4 |1 A1E’;‘AO Ademetionine powd.inj.+solv 500mg 1200 SbOHWNKC COPAPMA
4|2 A162AA0 Ademetionine tabl, gastr.res 500mg 100 CODAPMA ObOHWKC
=yl Concentrate for
413 AOE'OBA;O L-Ornithine-L-Aspartate solution for 5000;}9/10 500 CO®PAPMA X X
! infusion -

5.AHTMAnabeTHN NnekapcTea 190
511 A101ABO Insulin Human ii(jjt!’ucttligg 300Ul 160 COPAPMA X

ATQ0ABD : . suspention
512 1 insulin Human Injection 300Ul 30 CODAPMA X X
6.BUTaMVUHUN ¥ MUHepanHu fobaskn 4700
6 [ 1] ACAY | Ascorbic acid Ii?l‘é?lgﬂ 500mg 3500 | MELEKC CO®APMA

A12AAD | Calcium gluconate, solution for 8,94mg/mi- ! 5
6|2 3 Calcium Laevulinate injection 10ml [:490 COPAPMA X
7.AHTMTPOMDOTNYHU NeKapcTBa 3000

BO1ABO L ) sol.inj,pre-filled 4000
701 E Enoxaparin sodium o 10/0.4ml 500 CONOME/ X X
7 | 2| 300 | Nadroparin S aeton” | 38001 2200|  MELEKC CO®APMA PbOHMKC
7 | 3| OB Nadroparin S?n']?;';g‘ofn"" 5700 1U 200  ME[LEKC ObOHUKC CODAPMA
7 | 4| 28T | Bemiparin sodium s?r::tg?o;or 35001U 100|  ®bOHMKC COGAPMA X
8.UHy3noHHN pa3TBOPKH 10 100
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Ol. Olivarurn 15 %,

1S al .
g | 1| BOBAY | Amino acid sol.6.3%,+E; | TS " | 2000mi 10|  MEJIEKC X X
Glucose s0l.18.75 % n
Electrolytes (Magnesium
chloride hexahydrate 0,3
- g; Sodium chloride 5,26g
8|2 BO!’FBO Potassium chloride 0,37 sc;lleix:Egir;for ”12070':;1/{ 3000 MEJEKC X X
g Sodium acetate trihy- 4
drate 3,68g;Sodium
Gluconate 5,02g/1) o
Electrolytes (Magnesium
chloride hexahydrate
0,3g; Sodium chloride )
8 (3 8051880 5,26g;Potassium s?ll#ﬂgir:)rf]or /pg:)gr':l/_ 4 000 MEQEKC X X
chloride 0,37g;Sodium
acetate trihydrate 3,689,
Sodium Gluconate 5,029/
BO5BCO : - 5
8|4 ) Mannitol sol.for inf. 100g/1-500 ml 1000 MELEKC
V08DGCO . . solution far 50 g/9 g/l - - -
8|5 y Glucose/Sodium chloride infusion 1000mI 500 MEOEKC
BOSCEO ) ' sol.for inf. 0,9% - -
8|6 p Sodium chloride Iglass/ 250mI 1500 MEEKC )
9.AHTUDaKTepHanHu riekapcTBa 2740
9 | 1| JO1AAD2 | Doxycycline caps. 100mg 800 dbOHUKC CODAPMA GAPKON
g | o | JO1CRO Amoxicillin/ Clavulanic tabl. film - || 875 mg/125 500 TbPIOBCKA X X
2 acid coated } mg NNTrA :
Jo10D0 ' powder for i TbhbPIOBCKA
9|3 1 Cefotaxime LA/ 1g 40 ®bOHUKC MELEKC VA
) - . powder for sol.! '
9 | 4 | JOIFA10 | Azithromycin for infusion ! 500mg 50 EKODAPM X X
9 | 5| JO1FA10 | Azithromycin tactz)l.a{gzn ) 1 500mg 70 MEOEKC x X
JO1GRBO - solution for | 40 mg/mi- .
9|6 5 Gentamicin in=ian \ oml 350 MEOEKC CODAPMA X
JO1GBO S solution for 500 mg/2 ml .
9|7 6 Amikacin injection oml 350 CODAPMA ®bOHWNKC X
9 | 8| TMAY | Giprofioxacin g - 500mg 600 |  GAPKOI OLOHUKC X
JOTMA1 , film-coated TbPIOBCKA I : -
919 2 Levofloxacin tablets 500mg 80 AIVFA OLOHNKC X
1 . ) powd.and solv! :
9 0 JO1XA02 | Teicoplanin for sol.for inject 400 mg 50 MELEKC CONOME] X
1 powder for sol. )
9 1 JO1XB01 | Colistimethate sodium for inj.or 1MIU 50 COJIOMEL] X X
infusion
10.NlekapcTBa 3a CbpAEUHO-CHAOBN 3a60NABAHNUA 5910
10| 1| 1M | bigoxin sol. Inj/inf. | 0.5 mg/2ml 150| CO®APMA X X
Co1 B‘BO
1/ . ! solution for 20mg/mi- .
1012 NO1BBO Lidoczine injection 10ml 000 ME'ELEKC COPAPMA X
2 | J
| i
CO1BEOYV | . ] solution for W
10| 3 | \oiBRoz | Lidocaine injection 20mg/ml-2ml 150 X X X
CO1BDO solutio for )
10| 4 1 Amiodarone intravenous 50 mg/ml-3ml 150 COJIOME X X
infusion
CO010A0 . . concentrate for | 40 mg/ml -5 ~
1015 4 Dopamine Hydrochloride | =t o f ot i 100 CODAPMA OBLOHUNKC X )
CO01CA2 : ) sclution for ‘
10| 6 4 Epinephrine Injection 1ma/ml - 1ml 100 CODAPMA X X
CO1DAQR - solution for 1 mg/ml - /
107 5 Glyceryl trinitrate nfusion somi 60 SbOHUKC X X B
10 | 8 | C92ACY | cionidine Sf’r']:‘e“cot?oﬁ” 0,15mg 800 | CO®APMA X X
CO3CAQ ! solution for 10 mg/ml - TbPIOBCKA
1019 P Furosemide injection oml 1200 MVIFA CODAPMA X o
10 2) C03CA04 | Torasemide tablet 10 mg 450 X X X
10| 1| COSCAY | rorasemide solution for ||+ 55 ma4 mi 300| ObOHUKC CO®APMA X
1 4 injection |
10| 1| CO3CAY | 1asemide solution for 4|4 oo 1600 | ®bOHWKC CODAPMA X
2 4 injection
11.X0pMOHarHW npenapaTty 3a CUCTEMHO NPUNOXEHNe 40 050
HO1BAO A . solution for | 0,1 mg/ml -
11 (1 4 Terlipressin njection | oml 700 X X X -
11| 2 | H02ABO | Dexamethasone solution for | 4mg 35 000 SbOHNKC MEJEKC COPAPMA
f
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2 injection
HO2AB0 . Lyophilisate for!|
1113 / Methylprednisolone solfor injection | 15,78mg 1500 CODAPMA X
HO2AB0 . Lyophilisate for |
1|4 4| Methylprednisolone sol for injection 40mg 2700 CO®APNMA B
HO2ABO . Lyophilisate for!
11| 5 4| Methylprednisolone Sl e, 125mg 150 CO®APMA X B
12.MuopenakcaHTn 2900
MO3ACO i solution 10 mg/ml - - ~ i
12 (1 4 Atracurium ibjectian 2.5ml 300 MEOEKC CO®APMA ®bOHUKC
MO3ACO : solution 10 mg/ml - - L]
122 4 Atracurium njection S5l 800 MEAEKC GbOHWKC CO®LAPMA
MO3ACO | " . powder and .
123 6 (f Pipecuronium bromide solv.for sol.inj, 4mg 100 CO®APMA X X
MU3ABO . solution for 10 mg/m! - 5 ~ oo
12| 4 1| | Suxamethonium injection by 1700 ®bOHUMKC CODAPMA X
13.MpoTvBOBL3INANUTENIHY NeKapcTBa 5250
MMHAED solution for = ;
13 |1 5 Ketoprofen injection 100mg 200 MELOEKC X X
MO1AE I ObOHWKC;
13| 2 7 ! Dexketoprofen S?n?et'gt?oﬁjr 50mg 5000 CODAPMA MEOEKC TbPIOBCKA
JINTA
MO1AHO ) powd. and
13| 3 4 Parecoxib solv.for sol.inj. 40mg 50 dbOHUKC CODAPMA X
14.Mcuxonentuumn 3 000
14 |1 N051AA0 Chlorpromazine ;Téﬂ%r; 50mg/ 2ml 200 CODAPMA M X
NOGAAD i solution : - a
14| 2 y Chlorpromazine injection 50mg/ 5ml 150 X X ) X
1413 N051BA0 Diazepam S?{'ggg?o:?r 10mg/2ml 300 CODPAPMA X X
14| 4 N052BA1 Alprazolam tablet 0,5mg 2 000 X bie X
NO5CDO ) solution for N -
1415 5 Midazotam injection 5 mg/ml - 3mi 350 MELEKC X X
15.McuxoaHanenTuun 1620
15| 1 | N95XO | piracetam S hon | 3000mgrt5mi 120|  ®bOHMKC COPAPMA X
NOBDAO . solution for 10mg/ml - \
15| 2 4 Galantamine injection i 1500 CODAPMA X
16, AHanreTMuu n aHecteTmumn 7 320
16 | 1 | N'AHO | Fentany souion’or | ogsmgiami | 1000 GbOHUKC | CO®APMA X
16| 2 | N0 | ketarmine x| soomg/tomi 20|  SbOHUKC CODAPMA X
NO2ABO L solution for . =
.16 3 2 Pethidine injection 100mg/2ml 300 CODAPMA X X
16 | 4| N9 Tramadgol Sﬂﬁ':f&f?r 100mg/2mi 6000| COD®APMA OLOHUKC X
17 JlekapcTBa,noBNUABALUN [AMXaTeNHaTa cucTema 7930
RO3CBO . . 4mg/sml- \
17 | 1 5 Bromhexine syrup 125ml 50 X X X
RO3DAC . . sclution for 24 mg/ml -
17| 2 5 Aminophylline injection soml 500 CODPAPMA _X X
1713 R05ZCBCI Bromhexine S?;L;g';?oﬁ’r 2 mg/ml - 2ml 2000 CODAPMA b4 X
17 | 4 R052C:BO Bromhexine tabl. 8mg 760 X X X
ROBACO | . o solution for 10 mg/ mi - T
17| 5 3 Chloropyramine injection oml 4500 CODAPMA X X -
ROBADO o solution for 25 mg/ml -
176 5 Promethazine edien il 120 CODPAPMA X X
18.AHTHAOTH 40
18 ‘ 1 ‘ VO3AB | Naloxone S‘i’r‘lﬁ‘e“gt?oaori 0,4mg/mi-1ml 40| CODAPMA OBOHVIKG X
19.UMyHOrNOBYNUHN 80
Immunoglobuline, ;
191 JOSB‘f\02 normal human for solution for 50 mg/ml - 5 80 ObOHWKC COPAPMA X
; infusion mi
' intravascular adm, ~
20.AHTUXEMOparuyHu M aHTUaHEMUYHU rNekapcTiBa 420
20 | 1 | BO28A% | prytomenadione e 10mg 160| CO®APMA DHOHUKC X
202 BOSSCO Saccharated Iron Oxid S?r";gi&?o;m 100mg 160 SObOHUKC COPAPMA
BO3ACO | Iron (lIl) - hydroxide solution for 50 mg/ml - 2 -
20|13 8 dextran complex injection mi 100 MEAEKC X X
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hpennomeﬂme 3a OTCTPAHABAHE Ha ydYacTHMUM ¥ MOTUBMU:
7.1. KOM#CMHTa npemiara odpeprara Ha yuacTHuka ,COJIOMELY EOOQ =a JIII N 13.1.
na Oboe OTCTpPaHeHa OT ydacTve B IpoLedypaTa Ha oCHoBaHue wi.107, T.2, 6.%a"
or 30M. | |
MoTmBM: mOOpoOHO MBJIOXSHU B T.5.2.1. oT Hacroamua [Jowkjgan - lpeljIoXeHMeTO MYy
3a MBNOBJIHEHMEe Ha MopbhbukaTa He OTroBaps Ha NpenBapuTesHO OOSIBEHUTEe YCJIOBUA U
MBUCKBaHUATA Ha BBRIOXUTENS.

7.2, KOMMCMHT& npenjara o@epTMTe Ha ydJacTHuka ,TBPTOBCKA JIMTA HAL” AL =a JII
m 5.1, M za JIT N 5.2. pa OBHAT OTCTPaHEHW OT yudacTMe B MpolelypaTa Ha
OCHOBaEM$ r1.107, 7.2, 6.%a% o1 30I.

MOTMBM: IOOPOCHO MBJIOKSHM B T. 5.2 2. oT Hacroammsa Jowkian - IpeljokeHMATa My
3a MBH%HH@HMG Ha [oopwYKaTa He OTPOBapHT Ha IIpedBapuTeNHO ODABEHUTE ycnOqu
u MSMCKB?HMHT& Ha BLBIOXMTENA.

7.3. K0M$CMgTa npenjiara o@epTaTb Ha y4yacTHuka ,MEIOEKC” OOO =3a JIII W 10.3. na
Oboe OTc$paHeHa OT ydJacTue B HOpoledypaTa Ha OCHOBaHMe ui.l07, T.2, 6.%a" om
3011, ‘

MOTHUEM: NOOPOOHO MBJIOKEeHM B T.5.2.4. or Hacroduma Jokjaan - [peljloXeHUeTO Ha
Y4acTHMKa 2a MBNBIHEeHMEe Ha [NOopBYKATa He OTIOBAapsS Ha NpPenBapMTesHO OoBgBeHuTe

YCIOBMA M M3MCKBaAHMATa Ha Bb3NJOXMTEeldA.

AN

7.4. Kommcuara npemnara obeprmre Ha yuacTHuka ,SbOHMKC $APMA” EOOX za JII N
7.1.; 9.2.; 10.4.; 10.10.; 11.1.; 14.4, pa ©bOar OTCTPaHEHM OT ydYacCTHUE B
rnpouenypara Ha ocHosadHue qi,. 107, 7.2, 6.%a" or 30I. i
MoruBm: nonpoBHO u3nokeHyr B T.5.2.4. oT HacTosumsa Joxsan - [pelloXeHUAaTa My
33 MBOBLJIHEHME Ha [NOpBYKaTa He OTToBapAT Ha NpelBapUTesHO OOSBEHUTe yCHOBMH
M MB3MCKBAHMATA Ha BEITOKUTEIIL.

7.5. Kommcusra npennara odpeprurTe Ha yuactHmka ,$bOHMKC $APMA” EOOXL =a JIII Nk
9.5.; 12.3. pa ©wmaT oOTCTpaHEHM OT yyacTMe B I[polelypaTa Ha OCHOBaHME
. 107, 7.2, 6.%a™ or 30II.

MoTuBMY : ‘nonpo6Ho MBJOXEHU B iT 5.3.1. or HacTosmusg JOoxjaan - lleHoBuTe

npenJoXeHusa Ha YYJaCTHUKA HaHBMmaBdT LeHMTe Ha Tesu JIII 1o IJIC m He OTIoBapgaT

\
Ha HnpelBapMTEJIHO obsaBeHUTE YCHOBMH M MSUCKBAHMATA Ha Brajoxuresdg.

|
7.6. KommcuaTa npenmara odeprara Ha ydacTHMka ,IPO SAPMAIMSY EOOI =a JIII I
11.1. pa ©nme oTcTpaHeHa OT ydacTWUe B IpoluedyparTa Ha OCHOBanue wi.1l07, 7.2,
6.%a" oT | 30II.
MoTmeNM: moOopoOHO MBA0KeHM B T.5.2.6. oT Hacrosmms HJorjgan - JIpenjioXeHUEeTO MY
24 UBNOLIHEHUE Ha OophYKaTa He OTroBapsd Ha NpeldBapUTesIHO OOSBeHUTEe YCJIOBUSA U
MBMCKBAHMATA Ha BB3IOXUTEIA.

7.7. KOMﬂCMHTa npenaara o@epmmie Ha yqaCTHMKa ~CO®APMA TPENINHT " An‘sa JITT
NNe 9.2.;1 9.9.; 10.4.; 11.1. 14 5.; 17.1. 17.4. ma ©BOaT OTCTPAHEHM OT
y4dyacTue B npouenypaTa Ha OPHOBaHMe uJi. 107,;T 2, 6.%a“ or 30II.

MoTUBM : ﬁonpo6Ho VMBJIOKEeHM B T.5.2.7. OT HACTOSWMA Hokmnan - [IpeajoxeHudaTa My
328 MBNOBLIHEHVE Ha NophYKaTa He OTTOoBapaT Ha [NPelNBRapUTesIHO OBABEHUTE YCJIOBUA

M MINCKBAHMATA Ha BRRIIOKMTEIS.

8. KomycuATa NOpennara Ha Bh3NoixMTesNs na ObOaT CKINUEeHM JOTOBOPM 3a
VM3OBIHEHNE Ha NOpbYKaTa C KJIaCUpaHuTe Ha n%pBo MACTO Yy4YacCTHUUM Ba OTIEJHUTE
HOMEHKJIATYPU JIeKapCTBEeHU HpOﬂVKTM.

9. KoMmcuaTa rnpennara Ha B%BHOXMTGHH na IIPEKPATHM npouenypaTa:
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9.1. no pema Ha un.110, am.l, 7.1 or B30I, =a ciaenHus JIII:
Ne MexayHapoaHo . s )
?\ll;] B ATC HENATEHTHO NekapcTtBena dopma nK;»;ML::?gi% 1‘?;(;2::012) gﬂaﬁlocigl:
S| on HaumeHosaHue /INN/ REJRE B TR
1 2 3 4 5 6 Lol
14 NOSAA01 Chlorpromazine solution injection 50mg/ 5ml 150
MoTHBM: Ba IMTrpaHaTa HOMEHKJIIaTypa JieKapCTBeH IMNIpOoOyKT, B CpOKa, OllpeneJieH

OT BwrJIOKMTENHA,

HAMa llolapgeHa HUMTO eIHa o@epTa.

9.2, no pema Ha wi.110, am.l, 7.2 or 30l 2a CJaegHUTE HOMEHKIATypu JIII:
Ne MexayHapoaHo . L JE )

Tl = | 4w wonaronmio | Nepersona gopua | fonmeeTso aanmicrs | Moaniouy

~ | on HaumeHoBaHue /INN/ Eares F i

1 2 3 4 5 6 7

coiBBO1/ |, . . . o b
10| 3 NO01BB02 Lidocaine solution for injection 20mg/ml-2ml 150
10 ] 10 CO03CA04 | Torasemide tablet 10 mg 450
11 1 HO1BAO4 | Terlipressin solution for injection 0,1 mg/ml - 2ml 700
14 4 NO5BA12 | Alprazolam tablet 0,5mg 2000
17 1 RO3CB02 | Bromhexine syrup 4mg/5ml-125ml 50
17| 4 R0OSCB02 | Bromhexine tabl. 8mg 760
MoTuBM: 3a UMTUPaHKUTe  HOMeHkJaTypu JIII BCHMUKKM nomazmeHu  odepTu ca

HernoaoxooAmu .

10. B HacTogamaTa npouenypa OT YyYacCTHUUMTE He Cca U3UCKBAHM ¥ He ca
NnpencrTaBaHy MOCTPU.

CeC CBCTABRSHETO Ha HacTosamus JoxkJjaamn,
an.3 u 0o pema Ha un.60 or IS0,

02.05.2017 o.,

KoMmcmaTa,

C InnpeigMeT

CBIVIACHO MBUCKBaHMATa Ha un.103,
HasHaueHa CbC =aloBenm N
3a [OpOoBeXIaHe Ha OTKpUTa Npolenypa,
JIEKAPCTBEHU TIPOOYKTHU,

089 or

: “IlocTaBka Ha
paznpenelieHr B gngepageceT o000CcoBeHM NOBULIUU,

CBIVIaCHO

OpUJIOXKEeHa chneuudurauma’” HPUKIYY CBoATa pafoTa B oNpelelieHus OT Bb3JIOXKATENS

CPOK.

Kem IToxnapa
padoraTa Ha KOMMCHATA -~

CBIIOCTABMTEJIHN

ca IPUJIOXEHM BCHUKM JIOKYMEHTM, CBCTABEHM B X0Oa Ha
nporokoau NN 1,2,3,4 orT 3BacemaHmAaTa M, KAKTO U
Tabmmuuw N1 m N2 n  pgeBeT Opod UHOMBUIYANHM JIUCTU OT

NpoBeleHKs XKpebuil 2a dYeTHpM HOMeHKJIaTypwu JIII.

Ha ocHopaHme umn.106,

an.l ot 30Il HacrosmmMsaT HOKJaI Ce IPeJaCTaBA BeOHO

C NPUWJIOKEHUATaA Ha BB3JIOXUTENd 3a yTBbpXInarsaHe Ha 11.05.2017 ronHa.

Komucusa:
llpencenaren:
UjieHoOBe :
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