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3a pesynTaruTe oT padboTaTd Ha KOMUCUATA, HasHAueHa OT YnpaBuTessa Ha “KOl-
Byprac” EOQI, 3a Hnposexnate Ha OTKPpUTa Npolenypa, C npemMer: “JlocTaBKa Ha
JeKApPCTBEHU NPOOYKTU, pasnpelesyieHM B OBe o000CcoBeHM NOBMLUMM, CBIJIACHO
OpUJIOKeHa crneuupmnranms’”

[lpouenypara e perucrpupada B AOCI nom N 00232-2018-0003, u e orTkpura C
Pemenue N 11/13.03.2018 1., nybamukysaHo B POIl ¢ N 834 671 Ha 15.03.2018 r.,
OfaepyieHme - B POII W 834 672, nybnukysado Ha 15.03.2018 . M B OB Ha EC M
2018/8 052-114707 nHa 15.03.2018 T.

1. CrcTae Ha KOMMUCUATA:

llpencenaTen: HNapuHa CroAHoOBa - IJlaBHa MeIMIMHCKA cecTpa, ,KOU-Byprac”EOOL;
UrsieHoBE :

1. Vpuna TomopoBa - MaTuCTbp-bapMaueBT, yOpaBuTes OOJHMUHA anTexka, ,KOI-
Byprac”EOQ0L;

2. Jeana lleTpoBa - nparocnocoBeH wopucrT, no 4n.20, an.4, T.3 or 30I;

3. MuHko Koer - cr.excnepr, Hupexuusa “3ICHT3C” - OBmWMHA Byprac, no umn.20,
an.4, 7.3 or 30M; ‘

4. PymAnHa KommroBa - cueToBOINUTEN, ,KOI-Byprac”EOOI.

2. KoMucuaTa e HasHauveHa CBC Banosen M 131/23.04.2018 1. ChCcTaBbT Ha
KOMUCHATE, NBPBOHAYAJHO OIpeleJiIeHUuTe CBhC SANoBeIATa CPOKOBE U BajaduTe Ha
KOMUCUATA HE Ca USMEeHAHU.

3. PaboraTa Ha KOMMCHSTA IPOTeUe I[IpU Cla3BaHe M3MCKBaHMATA Ha 300 u
[II30Il B OBe MNOCJHEOOBATEJIHM SBacelaHusd.

Ha 0epBOTO CKM  3acefdaHMe  KOMUCKMATA [NOJNyUM U OTBOPU OIAKOBKMTE C
NOKYMEHTM Ha YYAaCTHUIMTE, MNOOANKUCA TEeXHUUYECKUTE MM NPEIJIOXEeHUS U IIMKOBETe C
LeHOBM MNPeIJIOXEeHMS, IPOBePu 3a CBhOTBETCTBME Ha NPUJIOKEHUTE HJOKYMEHTU ¥
ONMCaHMTe OT YyYaCcTHMUMTE, CJel KOeTO M3BLPUM M IIPOBepKa Ba CbLOTBETCTBUE C
KpuTepunre =a $1omdbop M MSBSMCKBaAHMATA '3a  JHMYHO CBLCTOSHUE, T[OCTABEHUM OT
BoajoxuTess. He OsfAxa yCTaAHOBEHM JIMIICM U/VMJIM HECBOTBETCTBUS ;B NpenCTaBeHUTe
OT YUYaCTHMLMTE LOOKYMEHTHU, opepTHTe UM BAxa OONYCHATM IO ydacTue B
opouenypaTa WM KOMUCHKATA  [NPOOBIIKM  3acCemaHueTo Cu. KOMMCMHTa M3BBPIMY
pasmiexnaHe Ha TexXHUUeCKUTe [OIpelJIOXeHMS Ha OOoNyCcHaTUTe YUYaCTHMUUTE U
IpoBepka 3a THAXHOTO CHOTBETCTBME C [OIpPpeOBapUTeJIHO OO0SBeHUTe yCJIOBUSA.
Komucusra onpenenar JaTa M dYac 3a OTBaApsHE Ha LEeHOBUTE [NIPedJIOXeHMS Ha
YYacTHMUUTE, a NOpencejaTessaT M HOInMca CcbhbodlleHMe Ba ToBa, koerTo 6Hele
nyoSnmKkyBaHO Ha [lpodmia Ha KynyBada Ha 24.04.2018 . JencrTruaTa U



KOHCTaTauumTe Ha KOMMCMATA Cca HompoOHO omnmMcaHu B [Iporokos N 1 or 23.04.2018
T'., HPMJIOXEH KBbM HACTOSIMA HOKJAI.

Ha BTOpOTO CKM 3acenaHMe KOMUCHUATA OTBOPM, ONOBECTM ¥ MNONNMCA LIEHOBUTE
NPeIOKEeHNSI Ha y4YacCTHUUMTE 10 OTHEJIHM HOMEHKJIATYPM JIeKapCTBEeHM TIPOOYKTH, OO
KOMTO OQepTuUTe Ha BCEKM YUaCTHUK Ofxa IONYyCHATM OO OLEeHABAHe U KjacupaHe.
Cien ToBa OOMCa M CBIOCTABM IpeljlalaHUTe OT YYaCTHMUMLUUTE eIWMHWUHU LeHM Ha JIII
C MBMCKBAHMATA, NOCTABEHM OT Boajoxurena. Cjen ToBa KOMUCUATA Kjacupa
obepTMTe Ha YyYaCTHMUMTE MO OTIAEJHUTE HOMeHKJaTypwu JII. HeiicTBMATa U
KOHCTATAlMUTE Ha KOMUCHUATA ¢a NOOPpOBHO onmcaHu B IlpoTokos N 2 or 27.04.2018
I'., NPUIJIOXEH KBM HACTOSIMA IOKJAa.

4., VYuacTHMUM B IpouenypaTa, NOOaJdU OHNAaKOBKHM C JOKYMEHTH 3a yudacTue,
ca:
#MEIEKCY OOI - Bxomsam N 01/19.04.2018 r., nocrenuisia B 09:15 waca;
,COOAPMA TPEVIMHI'” Al - Bxonsm N 02/20.04.2018 r., nocrenmiaa B 09:00 uaca.

5.1. Ha 23.04.2018 r., B 09:00 uaca, B kabuHeTa Ha YyNpPaBUTeNs, cCe
NpoBele NEPBOTO BacefaHmMe Ha KomucuATa. Ha BacemaHrero He OpuchCTBaxa
NpenCcrTaBUTEsNM Ha Yy4YaCTHMUMTE WM Ha CcpelcTBaTa B3a MacoBO OCBeIoMsaBaHe.
[lpencemaTessar Ha KOMMCMATA MNOAydM C [lpUeMo-OpemaBaTesieH IIPOTOKOJ  OT
cayxmures Ha KOI-Byprac mea Oposa BaledaTaHM HENpoOspauHu OMNaKoBKM M ONUC Ha
YYacTHMLIMTE, NodanM HOKYMEeHTM 3a ydacTue B [IpolelypaTa 3a Bb3JjaraHe Ha
ofmwecTBeHaTa MNOPBYKAE, KOMTO ca M3BpoeHu B T.4,

B mM3NbiaHeHMe WSMCKBaHMATA Ha wi.51, an.8 or I[I30I0, BCUYKM UJeHOBE Ha
KOMUCUATA IIOINBJIHMXA JOeKJjapalny, OTHOCHO WU3MCKBaHMATAa Ha wi.l103, an.2 oT 30l
n un.52 o III30II.

Kommcuara, cien kaTo ce ybem, ue NPeNJOXeHMATA Ca I[IOCTBIMJIM B CPOK, B
3anevarTaHy, HeNpospadHy ONAaKOBKM, C HeHapyleHa LAaJIOCT, OPUCTBIM KbM TAXHOTO
OoTBapAHe, IO pella Ha NoJiydaBaHeTO MM. 3a BCsKa OTHeJIHa [NoHOalleHa omoakoBKa C
NOKYMEHTHM, KOMMCHATA I[IPOBEPM 3a HAJIMUMETO Ha CbOTBETHMA .OpPOW BameuyaTaHM
[UIMKOBe, C Hagnuc ,llpemaranu LEeHOBU napamMeTpn“, CBOOPa3HO HOMEHKJIATYPUTE
JIII 3a xouTo ce ydyacrBa. Clen TOBa TpMMa OT UJEHOBETE Ha KOMUCHATA INOLNNMCAXA
TeXHMYECKNTE NPeJIOXeHUA U [JIMKOBeTe ,llpeljylaraHM LEHOBM IapaMeTpu" Ha BCEKM
eIMH OT ydacTHUIUTE.

KommcuaTa pasryiena OOKYMEHTUTE Ha yYacCTHMLMTE, 3a CHOTBETCTBUE C KPUTEPUNUTE
3a nombop U MSUCKBAHMATA 33 JMUYHO CHLCTOAHME, [IOCTABEHM OT BLIJIOKATEJS.
Kommucusara He yCTEaHOBM JIMIICKM M/WJIM  HECHLOTBETCTBUS C M3UCKBAHMATA Ha
Bb3joxnTess B HpelCcTaBeHUTE NOKYMEHTM Ha yYaCTHULUUTE U NPONLIKM BacemaHUeTo
Ccu.

KomMucuaTa m3BbpOM pasTiexiadHe U ofchxIaHe Ha TEeXHMUYECKUTE TPEeNJIOKEeHNA Ha
HDONYyCHATUTE ydYaCcTHMUM U NPpOBepKa B3a TAXHOTO CBLOTBETCTBUE C OpPelBapUTesIHO
o0ABEHMTE YCJOBMSA M NOCTABEHMTE MIMCKBAHMA Ha DBEBJIOXMTENS Ba MBIDLIHEHME Ha
nopwpYKaTa, 0O pela Ha NOCTBIBAHETO Ha obepTure.

KoMmcusira ycraHoBm:

5.1.1. TexHMUECKMTE INpPEeIJIOXEeHUS Ha yuacTHuka ,MEIEKCY OOl =a BCHYKK
odfepupaHy OT Hero HOMeHKJaTypu JII OTTOBAPAT HA M3MCKBAHMATA HA BLBJIOKMTEJIS
M Cca OKOMIIJIEKTOBAHM C BCUUKM HEOOXOOUMM M MBUCKYEeMU IOKYMEHTH.

Kommcuara monycHa odepraTa Ha ydvacTHuka ,MEIEKCY OO OO OLeHSBaHe u
KJIacypaHe 3a BCUYKM OQepupaHy OT HEIO TpUHAOeCceT HoMeHKJaTypwu JIII.

5.1.2. YuacTHukrbT , COPAPMA TPENIMHT” AL:

- € OPpemyioXwil Ja M3NBJIHKM JocraBxaTa Ha JIII ¢ HOMeHKJAaTypHM Homepa 1.3; 1.7;
1.9; 1.10; 1.11; 2.2 c JI, xouTo He OOUIypUpaT B IIO3MTUBHUA JIEKAPCTBEH

crnucek (IJIC) - IlpunoxeHue 2, C KOEeTO He e USBNOLIHWJI UIMCKBAHeTO Ha
Beaaoxuressa »penmoxeHuTe oT Y4aCTHULUTE JIIT cryenBsa oa durypupaT B
[TOBUTUBHUSA JIeKAPCTBEH CHUCEHK ([JIC) - TpuiaoxeHue 2.%.



- e NPelJIOXMJI la M3IIBJAHM JocTaBkaTa Ha JIII ¢ HOMEHKJIATYpHM HoMepa 1.12; 1.37
c JlII, xomurTo ourypupar B I[IJIC-IpujoxeHue 2, HO C 1Opyr IPY, pasimMyeH oOT
NEenJIOXeHU OT YyUuaCTHMUKAE .

- npennoxenudaT JIII 3a HoMeHkjaTyped N 1.38 e ¢ ATC wm JexkapcTBeHa QopMa,
PaziMYHM OT MBMCKBAHUTE [0 CIeUMPUKALMATA Ha Bb3JIOXUTEIIA.

Kommcusara cumrTa, 4Ye TaKa MBTOTBEHWU, NPENJOXESHUSITA HA ydyacTHMKa 3a JII N 1.3;
1.7; 1.9; 1.10; 1.11; 1.12; 1.37; 1.38; 2.2 He oTroBapsiT Ha MBMCKBAHMATA Ha
BE310XuTensa M npengara odepTuTe Ha ydyacTHMKa =a JII N 1.3; 1.7; 1.9; 1.10;
1.11; 1.12; 1.37; 1.38; 2.2 na ©BbOaT oTCTpaHEeHM OT ydacTMe B lpoledypaTa Ha
OcHoBaHMe un.107, 7.2, 6.%“a“ or 30II.

OgeprHUTe Ha y4acTHUKA 3a ocTaHaluTe HOMeHKnaTypu  JII
USUCKBaHMATa Ha BwpajgoxuTenda W KOMMCHMATA I'M  HOOYCKa OO

oTIoBaAPAT Ha
QUeHABRaHe "n

KJlaCUpaHe.

5.2. Ha 27.04.2018 r., B 09:00 uwaca, B kabuHeTa Ha YyOpaBUTeNS cCe
OpoBEeIEe BTOPOTO BacemaHMe Ha koMucuara. Cbc CcbobmeHue wu3x.N 487 oT
24.04.2018 1., nybiauxkyBaHo Ha Illpoduia Ha KynyBada, ydacTHMLUTe OAxXa

HaOJjeXxHO yBeIOMEHM 3a gaTaTa M Yyaca Ha HacTodAmMOTO BacelaHMe 3a OTBapsiHe Ha
LUEeHOBUTEe MM NpemJioXeHuda. Ha SacemaHMeTo Ha KOMMCHMATA He IpPUCHhCTBaxa
IPeOCTaBUTEM Ha YYaCTHULUTE.
KommcmsaTa OTBOPM, ONOBECTM M HOONMCA HOONYCHATHTE /O OlleHABaHe U KJacupaHe
LeHOBM odepTu, NO pena Ha I[IOCTBIBAHE Ha NPEOJOXEHUATA Ha yYaCTHULUTE .
Kommcuara npeueHM LeHOBUTE IPEeJIOXKEeHMS Ha YUYaCTHMLMTE Ba CLOTBETCTBUETO UM
C MBUCKBAHUSATA Ha BBIJIOKMTEJ S — NpeljlaTaHMTe eIUMHMUHM LeHM Oa He HaIBMIaBaT
CBOTBETHATA CTOMHOCT Ha CbimTe B IUIC-npuioxeHMe 2, axkTyajeH kbM 10.04.18 1.
Komucusita xoHcTaTMpa, 4de:
[Ipy M3TOTBAHE HAa LEHOBUTE CM NPEOJIOKEeHMHI YYaCTHUMKET ,Memexc®™ OOI e coasui
M3MCKBAHETO Ha Beajnoxuresna: ,llpennoxeHaTa OT yYYacTHUMKA eOVHMUYHA lleHa CJIenBa
Ia He HalBMIABA CBOTBETHATa CTOMHOCT Ha JIII B INJIC - IlpuiioxéHue 2, akKkTyaseH
xeM maTa 10.04.2018 0. .
YaacTHUKET ,Codapma Tpelouar: All He e Ccnasuil LUTHUPAHOTO no-rope MU3MCKBaHe
npmu o¢popMaHe Ha LEeHOBOTO CK IpemjoxeHue 3a JHO N 1.1 u =3a JII N 1.25, u
opepruTe My 3a Tesm JII OAxa OTCTPaHEHM OT MNOpoledypaTa Ha OCHOBaHue wn.107,
T.2, 6.%aY or 30II.
KoMmcuara npucTbin KbM pasrmiiexOaHe M CBIOCTABAHE HA LEHOBUTE NPEmIOXKeHMS Ha
ydacTHMuUTEe, IOOINYCHAaTM OO OlIeHABAHE M KJlacHpaHe M He YCTAHOBU HaIMUMeTo Ha
HeOoOMYaMHO ONaronpuATHM odepTu, a OT TaM M Ha OCHOBAHMA 3a [OpuJJaraHeTo Ha
un.72 or 30II.
KoMucusiTa M3BBPIM OKOHUATEJHOTO KJACHMpaHe Ha ydYacCTHULUTE.
KommucusaTa He yCTAHOBU OCHOBAHME 3a [POBEXIAHEe Ha Xpebuil.

6. KiacupaHeTo Ha YUYaCTHULMUTE, BesnoxuTessa
KpUTepuin ,Hall—-HUCKa IpenioxkeHa LeHa“ e,

CBOOpPasHO WM30paHMsa oT
KaKTO cJenpa:

=
n 'gl_f’ ATC MexayHapoaro Her}mﬂ;mo HaggeroBanne NekapcTeeHa dopma MMepeo mMacmo Bmopo msicmo
Ne
OIT Ne 1 - JI[1, HecbObpKaWu HaPKOMUYHU eewiecmea
1 | A0OBADE5 | Macrogol, combinations powd, for susp. X X

11 2 | A0BADGS | Macrogol, combinations powder for oral solution CODAPMA X
11 3 | JO1ICRO2 | Amoxicillin/ Clavulanic acicl tabl. film - coated X | X
1] 4 | JO1CRO2 | Amoxicillin/ Clavulanic acid PO COGAPMA MELEKC

i . T powder for solution for -
1| 5 | JO1DDO1 | Cefotaxime Lo MEJEKC X

. . powder for solution for
11 6 | JOIFA10 | Azithromycin infusion CO®APMA X
1 7 | JO1FA10 | Azithromycin tabl. film - coated MEOEKC X
1 8 | JO1GBO03 | Gentamicin solution for injection MEJOEKC CODAPMA
1] 9 | JOIMAQ2 | Ciprofloxacin tabl. film - coated X X




1] 10 | JOIMA12 | Levofloxacin film-coated tablets X X
- ! powd.and solv. for solution ~
1] 11 | J01XA02 | Teicoplanin for injection VIEREKE |
AT R powder for solution for
1| 12 | Jo1XBO1 | Colistimethate sodium e Yo X X
1| 13 | CO1AADS | Digoxin sol. Inj./inf, CODAPMA X
1| 14 %%18885%12/ Lidocaine solution for injection MELEKC COPAPMA
1| 15 | CO1BDO1 | Amiodarone solitio for IpFavarious COGAPMA X
1| 18 | CO1CA04 | Dopamine Hydrochloride concenira s 1o soutionror COPAPMA MELEKC
1| 17 | C01CA24 | Epinephrine solution for injection CO®APMA X
1] 18 | CO1DA02 | Glyceryl trinitrate solution for infusion X X
1] 19 | C02ACO1 | Clonidine solution for injection CO®APMA X
1| 20 | CO3CAQ1 | Furosemide solution for injection MEJEKC CODAPMA
1] 21 | CO3CA04 | Torasemide tablet X X
1| 22 | CO3CA04 | Torasemide ' solution for injection CODAPMA X
1| 23 | CO3CAO4 | Torasemide solution for injection COPAPMA
1| 24 | HO1BAO4 | Terlipressin solution for injection CO®APMA X
1| 25 | HO2AB02 | Dexamethasone solution for injection MEOEKC B X
\ Lyophilisate fi lution for
1| 26 | HO2ABO4 | Methylprednisolone Yo jection. © CO®APMA X
; Lyophilisate for solution for
1| 27 | HO2AB04 | Methylprednisolone YR njection CO®APMA X
1| 28 | HO2ABO4 | Methylprednisolone YCPRIIEE T o cHior CO®APMA X
11 29 | MO3ACO4 | Atracurium solution injection COOAPMA. MEOEKC
1] 30 | MO3ACO4 | Atracurium solution injection COPAPMA MEOEKC
. . . powder and solvent for
1| 31 | MO3AC06 F'_lpecuronlum bromide solution for injection CO®APMA
1] 32 | MO3ABO1 | Suxamethonium solution for injection CODAPMA X
1| 33 | NO5AAQ1 | Chlorpromazine solution injection CO®APMA X
1] 34 | NO5AAO1T | Chlorpromazine solution injection CO®APMA X
1| 35 [ VO3AB15 | Naloxone solution for injection CODAPMA X
1| 36 | BO2BA01 | Phytomenadione solution for injection CO®APMA X
1] 37 | BO3ACO2 | Saccharated Iron Oxid solution for injection X X
1] 38 | BO3ACO6 | Iron (lll) - hydroxide dextran complex solution for injection MEAEKC X
Ol Ne 2 - M, chAabpKaLM HAPKOTUYHN BellecTsa
2 1 NO5BAO1 | Diazepam solution for injection CO®APMA X
2| 2 | NO5BA12 | Alprazolam tablet X X
2 NO5CDO08 | Midazolam solution for injection CODAPMA . MEOEKC

7. IlpennoxeHyue 3a OTCTPAHABAHE Ha y4YacTHMUM ¥ MOTMUBMU:
Komucusara npepnara odepTuTe Ha ydacTHuxa ,COSAPMA TPEI7IJIMHI'” Al =za JIII Newe
1.1y 1.3; 1.7, 1.9; 1.10; 1.11; 1.12; 1.25; 1.37; 1.38; 2.2 ma 6bmar
OTCTpaHeHU OT ydacTMe B IpouenypaTa Ha OCHOBaHMe un.l107, 7.2, ©6.%a“ or 30II.
MOTVMBYM: nompobHo wajloxeHu B T.5.1.2. u ©.5.2, or Hacrosums JHokjgan -
opepTuTe MYy 3a WUBNBIHEHME Ha IopbYkaTa =a Tesu JII He OTroBapAT Ha
NpenBapruTeIHO OOABEHMTE YCHOBUS M MBUCKBAHMATA Ha BL3IOXMTEIS.

8. Kommcusara npennara Ha Bwajgoxurensa ma ObmarT CKJIOYEeHM HOOTOBOPM 3a
NSIIBJIHEHME Ha IophuKaTa C KJacHMpaHuTe Ha OBPBO MACTO YYACTHUMUM 3a OTIEeJIHUTE
HOMEHKJIATYPU JIEKAPCTBEHM NPOOYKTU.

9. Kommcuara npemiara Ha Bw3joxuresns na [IPEKPATU npouenyparTa:
9.1. no pema Ha wi.110, ax.l, m.1 or BOI, =sa caegHuTe JII:

MporHoaHm

0] !

Ne s MexpyHapoAHO HenaTeHTH . Konunuectso Ha aTueHoTo KonuyecTsa B

,Slu on ATC HaVIMepHCl)JEaOHMe /IlNN/T ° TNexapctaera gopma nekapcTBeHO BeLLecTBO (MAPKa) nocodeHaTa
- MsApKa

11 18 | CO1DA02 | Glyceryl trinitrate solution for infusion 1 mg/ml - 50ml 60

1] 21 CO3CA04 | Torasemide tablet 10 mg 450




MoTuBM: =3a IMTUPAHMTE HOMeHkJatTypu JIII, B Cpoka, onpenejyleH OT BRuljJoxuTesid,
HAMa InomaleHa HMTO eIHa oq)epcua.

9.2. 0o pema Ha un.l1l10, am.l, 7.2 or B30I sa ciaedguuTe Ol:

Ne (MspKa) g
Ol Ne 1 - JIN, HecbABPXKALMU HAPKOTUYHM BelllecTBa n

1 | AOBADE5 | Macrogol, combinations powd. for susp. 649 2600
11 3 | JO1CRO2 | Amoxicillin/ Clavulanic acid tabl. film - coated 875 mg/125 mgy 500
11 9 | JOIMAQ2 | Ciprofloxacin ' tabl. film - coated 500mg 600
1110 | JOIMA12 | Levofloxacin film-coated tablets 500mg 80
112 | J01xBO1 |Colistimethate sodium p‘[’r:’;’g;[;r‘]’rosrﬂ:ﬁjggfr MIU 50
1| 37 | BO3ACO02 |Saccharated iron Oxid solution for injection 100mg 160
O Ne 2 - NN, cbabpXKaWK HAPKOTUYHU BeLecTsa
2 [ 2 [ N05BA12 [Alprazolam [ tablet 05mg | 2000

MoTuBM: =2a IMTUPaHMTe HoOMeHkJaTypu JIII e nomaljeHa caMoO [0 egHa odgepTa M
BCAKa OT nogajgeHuTe O@)ep‘I‘I/I € Heriomxondma.

10. B HacTroAamaTa npoluenypa OT YYaCTHUUIMTE He Cca WM3UCKBAHM M He ca
npencraBdHM MOCTPM.

CbC CBCTABAHETO Ha HacToammsa Jokjan, CbIJACHO MBUCKBaHMaTa Ha wir.103,
an.3 m no pema Ha 4in.60 ot INI30I, koMmMcuATa, HasHaueHa CbLC =anosen N 131 oT
23.04.2018 1., 3a npoBexIaHe Ha OTKpuUTa [pouedypa, C npeaMeT: “Iocraeka Ha
JIEKAPCTBEHM IHIPOAOYKTU, pasnpenejieHM B JIBe 000CoBeHM NoSuUMM, ChLIVIaCHO
NpuIoXeHa cHnenmudrmrauua” NPUKIKYKM CBosTa pafoTa B onNpelefieHuMs OT BE3JIoXMTesd
Cpok. Kmm Jlokiama ca OPUIOKEHM BCHMYKM HOOKYMEHTM, CBHCTABEHM B XOOa Ha
padoraTa Ha KoOMMCMATA - HOpoTokosu NN 1,2 oT sacemaHMATa i, KAKTO LAJaATa
HOKYMeHTaluusa o npouenypara.

Ha ocuoBanme un.106, amn.l or 30 HacToammar Jokjgan ce npencrapd BeOHO
C MNPWJIOXKEHUSATA Ha Bb3JIoXUTesNns 3a yThRbpXnabBaHe Ha 02.05.2018 ronua.

Kommcusga: § =
llpencenaren: = f = /I .CrosaHoBa/
UJeHOBE ! <
E o: /U.Tonopora/
A~ ©
g g /I .MeTposa/,
=
g = /M.Koes/
< =
s ‘: /P.Komurosa/
S
2
= O
5 g




IIPOTOKOJI N 1

Iunec, 23.04.2018 rommura, B 09:00 uaca, B kabGuHeTa Ha YOpaBuTend Ha
»KOLl - Byprac” EOOI, B rp.Byprac, Oyiu.”Crepan CrambosoB” W 73, B XupypIuueHn
kopniyc Ha MBAJI-Byprac All, er.7, KOMUCUS B CBLCTAaB:

lpencepmare: Dapuna CroAHoBa - TIJIaBHa MeIOMIMHCKAa CcecTpa, KO-
Byprac”EOOI; ‘

UjleHoBe:
1. VpuHa Tomopora - MarucThp dapMmaleBT, yOpaBUTeNn OOJHMUYHA anrexa, ,KOL-
Byprac” EQOL:
2. JleaHa IlerpoBa — mnparocnocofex wopucT, no un.20, an.4, T.3 oT ROI;
3. MuHkKO KoeB - crapum ekcnepr, HOupexuma “3ICAT3C”, OBumHa Byprac, oo

un.20, an.4, 7.3 oT 30I;

4. PymaHa Kommrosa - cuerorcmuTesi, ,KOI-Byprac” EOOIH,

B u3NBJIHEHMEe Ha samnoBen N 131 or 23.04.2018 romubHa Ha VYnpaBuTejgs Ha “KOI-
Byprac” EOOH, ce cwOpa Ia M3BLPIM NpenBapuTeNiedH Nombop, Oa pasiyela, OlLleHM
U Kjacupa IOCTBRIMIUTE OPepTHy 3a ydacTuMe B OTKpPUTa Npolenypa Ba BbajgaraHe Ha
ofmecTBeHa  OOpPbBUYKA, C npemMeT: "IlocTaBka Ha JIEKAPCTBEHM NOPOIYKTH,
paznpenelleHM B OBe 00O0OCOOeHM MOBULIUMU, CLIVIACHO TexHMUeckKa chneuudukaums’ .
llpouenypara e perucTpuparHa B ACI nom N 00232-2018-0003, u e oTKpuUTa C
Pemenme N 11/13.03.2018 r., nyGuuxkyeano B POI ¢ N 834 671 mHa 15.03.2018 r.,
OBaBnenme - B POl N 834 672, nyBauxysaHo Ha 15.03.2018 r. u B OB Ha EC M
2018/S 052-114707 Ha 15.03.2018 1.

llpencenaTenar Ha KOMUCHATAE [POBEPM ChCTaBAa Ha NPUCHECTBAIMTE U CJel KaTo
YCTaHOBM, Ye INPUCHECTBAT BCUUKM UJEHOBE Ha KOMUCUATA, OTKPU BacCemaHUeTO.
Ha BacenmaumerTo Ha KOMMCHUATA He NPUCHLCTBAT NPEINCTAaBUTEIU Ha YYaCTHULUTE UK
OpyI'¥M I[IpaBoOMMAamM JIMLA . |
[ipencenarendar Ha KOMMCHMATA NOJyuM ¢ [lpueMo-NpedaBaTesled [OPOTOKOJ OT
ciyxures: Ha KOI-Byprac npencTaBeHMTe ONAaKOBKU M ONMC Ha ydacTHULMUTE, IOmau
OOKYMEHTM B3a yduacTve B HacTodAmaTa OTKpMTa IpoleldypaTa 3a Bb3JaraHe Ha
oflecTBeHa MNOpBYKA.
[lpencenarTenar yBeOOMM UYJIEHOBeTe Ha KOMUCHUATA, dYe My ca [OpelnaneHu nea Opos
3arnedaTaHy HenpospaydHyM OIaKOBKM, BBLPXYy KOMTO Cca OTPaseHM: NoOaTes, IpelMeT
Ha ofuWecTBeHaTa IOpbYKa, HOMEHKPJIATYPHM HOMEpa Ha JIeKAPCTBEHUTE OPOOYKTM OT
ofocobeHMTe [IO3MLUMM, Ba KOMTO Ce [OIaBa obepra, BXONAUNl HOMEP, IaTa M uYac Ha
BHaCSIHE B CUETOBOICTBOTO Ha “KOU-Byprac”kEOOI, KaxTo clelsa:

1. or ,MEOEKC“Y OOL, c¢ Bxomsam N 01/19.04.2018 1., KO4TO e mNOCTBIMIIA B

09:15 uaca;
2. or ,COPAPMA TPEWIOMHI” All, ¢ Bxomsam N 02/20.04.2018 1., KkogTO €
nocrennia B 09:00 uaca.

B usnwiHeHMe W3MCKBaHuATa Ha uwn.51, am.8 or I[I30II, BCUYUKM UJIEHORE Ha
KOMMCHATA IOIBJIHMXA Hekjapaluuy, OTHOCHO M3MCKBaHMATA Ha ujn.103, am.2 or 30l
n uyx.52 or TIN3O0II.
Kommcusara, cien kaTto ce ybGenu, dYe MOIPeIJIOXEeHUATA Ca DOCTENIMIIM B CPOK, B
3anedaTaHM, HeNPO3pPauHM ONAKOBKM, C HEHapymeHa LAJOCT, IPUCTHBIM KBEM TSXHOTO
OTBapsHe, IO pena Ha NOCTBIBAHETO MM, [IPM KOETO Ce& KOHCTATHUPRA:

1. B onakoska, c Bx.N 01/19.04.2018 r., penosmpaHa B 09:15 u. or ,MEJEKC™
00, EMK 131268894, cwC cemanume ¥ anpec Ha ynpabsJdeHue 1p.Codpus, 1138,
paiion MnamocT, x.k. l'opyBusHe, Oyi.“CamokoBcko moce“ N 2JI, NpencTaBJsSBaHO
or Emma AmnexcaHgpoB [JlaHes wu Besmsap AHTOHOBR [JparceR-ynpaBUTesH, ce
CBOBPXAT: elHa Halka C OOKYMEHTM 3a ydacTue, TPUHAOECEeT [NAIKKU — TeXHMUSCKU
NpenJoXeHMs 3a USNBJIHEeHMe Ha IophYKaTa, M TpuHAageceT OTIeNHUM [namMKa -
[lpemyaraHy LEHOBY HapaMeTpu =3a ciaemHuTe JII:



Ne KonuyecTso Ha MporHosnHu
ony| = MexayHapofHO HenaTeHTHO aTnBHOTO KOnuyecTBa B
Ne OBﬂ ATC HaumeHosaHue /INN/ SIERapETREHR Biopma nekapcrBeHo nocoyeHara
BELLEeCTBO (MApKa) MsIpKa
1 | 4 | JOICRO2 | Amoxicillin/ Clavulanic acid | PoWwder for solution | 1000 mg/200 50
for injection me -
. powder for solution
1| 5 | JO1DDO1 | Cefotaxime for injection/ infusion 1¢ 40“
1 | 7 | JO1FA10 | Azithromycin tabl. film - coated 500mg 70
1| 8 | JO1IGBO3 | Gentamicin solution for injection | 40 mg/ml- 2ml| 350
. . powd.and solv. for
1 | 11 [ JO1XAQ2 | Teicoplanin solution for injection 400 mg 50
C01BBO1/|, . . . L
1114 NO1BBO02 Lidocaine solution for injection | 20mg/ml-10ml 1000
. o concentrate for :
1 |16 | CO1CAQ4 | Dopamine Hydrochloride solution for infusion 40 mg/ml - & mi 100
1 |20 | CO3CAQ1 | Furosemide solution for injection | 10 mg/ml - 2ml| 2 000
1 | 25 | HO2AB02 | Dexamethasone solution for injection 4mg 35000
1 | 29 | MO3AC04 | Atracurium solution injection 102%% rln' - 300
1 | 30 | MO3ACO4 | Atracurium solution injection 10 mg/ml - 5mil 800
1 | 38 | Bozacoe | !ron (1) - hydroxide dextran | o) o for injection | 50 mg/mi - 2 mi 100
complex
2 | 3 | NO5CD08 | Midazolam solution for injection | 5 mg/ml -:3ml| 350

TpuMa oOT 4JIeHOBETE& Ha KOMMCHMATA IOJINMcaxa IJIMKOBETE C LEeHOBUTE NapaMeTpU u
TEXHMYECKUTE NPEeIJIOKEHUSA, BEOHO C NOKYMEHTUTE, MNPUJIOKEHU KLM THX.

BopgeummaT 3acemaHMeTo ONOBECTM MHOKYMEHTUTE, CHIbPXAMM Cce B olakoBKaTa Ha
YYACTHMKA U M3BBEPUM IIPOBEPKa Ha CBLOTBETCTBUETO MM C [IPMIIOKEHMA OT ydacTHUKA
onuc. KomMmcuaATa KOHCTATUpPa CBOTBETCTBME Ha NPeICTaBeHUTe IOKYMEHTHY U
U3OpOeHNTe B OPUJIOXKEHUS OT yUYacCTHMUKA OIMUC,

KoMmmcuarTa mOpucTBOM KBM  pasUIiexgaHe Ha JOKYMEHTMTe B OINakKoBKaTa 3a
CBOTBETCTBME C KPUTEPUMTE 3a NOO0Op M WMBUCKBAHMATA Sa JMYHO CLCTOAHME,
[IOCTABEHU OT BL3JIOXKUTENH.

[lpy M3BBPUEeHATa [IPOBEePKa Ba HAIMYMETO UM PENOBHOCTTA Ha [pelIcTaBEeHMTEe OT
ydacTHMKa JOokyMeHTH, KOMUCHUATA YCTAHOBU:

YYaCTHUKBT € MNPpencTaBuJl Ha eJeKTPOHEeH HocuTeJ eIumH eEENCI, nomnnmucau
@JIEKTPOHEH IIoOnMc OT OBaMaTa YIOPaBUTEJM Ha OPYyXeCTBOTO, B KOMTO
OerjJapupan HaLJIeXHO JMICaTa Ha OCHOBAaHMA 3a OTCTpPaHsABaHE U CHOTBETCTBUE
KpHUTepruuTe 3a noundop.

[Ip1inoxnuil e u [erIapauuA-COKCHK IO ofpasel, N 7 0T ODOKYMEHTALUMATA, C KOETO
UBMBJIHUIL pasnopenbure Ha wi.67, an.l or 3010 m umn.40, an.l, 7.1 u am.2, =.
oT III30II.

Kommcuara cumrTa, dYe YHYaCTHUKBT € I[OIPeNCTaBUJl UBUCKBAIMTE Ce [JOKYyMEeHTH,
[lpencraBenara wuHGOpMALMA B RagBJICHMETO Sa YyUYacTHMe € [OhJAHa U YUYACTHUKDT
OTI'OBApPsA Ha KpUTepumurTe =3a OOEOOPR M MSMCKBAHMATA 3a JUYHO CBCTOSHUE,
[IOCTABEHU OT BBL3JIOXUTEA.

Kommcuara pgonycka obdeprara Ha yuyacTHMKaA MEIOEKC” OOI 0O OlLeHSBaHe U
KIaCHpaHe 3a uuTupaHutre no-rope TPUHAJIECET nHoMeHkJaTypu JIII.

Q ® Q

w

2. B onakoska, c Bx.N 02/20.04.2018 r., penosupana B 09:00 u. or ,CO®APMA
TPEMIMHT AL, EVK 103267194, cBC cepammiie ¥ ampec Ha yhopaBaeHue 1Tp.Codus,
1756, paiton ,Usrper”, yu.”Jlbueszap CranueB” N5, Codapma A BusHec Taybwpc,

crpana LAY, er. 12, npelcrasnsasadc oT Oumvurmbp T'eopruen  IUMMTPOB-
UBIBIHUTEJIEH IUPEKTOR, UYpes YII'BJIHOMOUWEH IIpencTaBuTeNl PymeH Paueb Kosjes, ce
CBIOBPXAT: €HOHa Halka - KJIacbop C IJIOKYMEHTM SBa HOIDOP ¥ TexXHUUeCKUTe



NPpSIJIOXEHNA 34 MI3NBJHEHME Ha OopbYkaTa u

[lpeniraraHy LUeHOBU apaMeTpr 3a CJIeIHMUTe HOMEHKJIATYypPH JIIT:

TpmoeceT M OCeM OTHeJIHM IIJIMKa -—

Ne Konuuecteo Ha |_|p0rH03HI/|
on - MexayHapoaHO HeNaTeHTHO aTnBHOTO KonuuyecTsa B
Ne OBFI ATC HanmeHoBaHue /INN/ NekapcTaeHa opma nekapcTBEHO nocodeHaTa
BELLECTBO (MApKa) MApPKa
1 | 1 | AOBADG5 | Macrogol, combinations powd. for susp. 649 2 600
A N powder for oral .
1 | 2 | ADBADG5 | Macrogol, combinations solution 52,59 2600
1 | 3 | JOACRO2 | Amoxicillin/ Clavulanic acid tabl. film - coated 875 mg/125 mg 500
1| 4 | JO1CRO2 | Amoxicillin/ Clavulanic acid powder for solution for | 444 1110200 mg 50
injection
: ' powder for solution for =
1 6 | JOIFA10 | Azithromycin infusion 500mg 50
11 7 | JOIFA10 | Azithromycin tabl. film - coated 500mg 70
1] 8 | JO1IGBO3 | Gentamicin solution for injection 40 mg/ml- 2ml 350
1 | 9 | JOIMAC2 | Ciprofloxacin tabl. film - coated 500mg 600
1 |10 | JOIMA12 | Levofloxacin film-coated tablets 500mg 80
. . powd.and solv. for
1 111 ] JO1XAO2 | Teicoplanin solution for injection 400 mg 50.
1| 12 | JO1XB01 | Colistimethate sodium PoWdENfor Sollition fof IMIU 50
injection or infusion
1 [ 13 | CO1AAQ5 | Digoxin sol. Inj./inf. 0.5 mg/2m| 150
C01BB01/ |, . . . N
114 NO1BBO2 Lidocaine solution for injection 20mg/mI-10mi 1 OOE
1 | 15 | CO1BDO1 | Amiodarone solutio for intravenous | gq 14/ 3 250
infusion =
1 | 16 | CO1CAQ4 | Dopamine Hydrochloride concentrate for | 1 vimi - 5 mi 100
solution for infusion
1 |17 | CO1CA24 | Epinephrine solution for injection Tmg/ml - 1ml| 100
1 |19 | CO2ACO1 | Clonidine solution for injection 0,15mg 800
1 | 20 | CO3CAQ1 | Furosemide solution for injection 10 mg/ml - 2ml ~ 2000
1 | 22 | CO3CAQ4 | Torasemide solution for injection 20 mg/4 ml 300
1 | 23 | CO3CAQ4 | Torasemide solution for injection 10 mg/2 ml 3 000
1 | 24 | HO1BAO4 | Terlipressin solution for injection | 0,1 mg/ml - 2m| 800
1 | 25 | HO2ABO2 | Dexamethasone solution for injection 4mg 35 000
1 | 26 | H02ABO4 | Methylprednisolone Lyophilisate for 15,78mg 2 000
solution for injection
. Lyophilisate for
*1 27 | HO2AB04 | Methylprednisolone solution for injection 40mg 3 200_
. Lyophilisate for
1 | 28 | HO2AB04 | Methylprednisolone solution for injection 125mg 160
1 129 | MO3ACO4 | Atracurium solution injection 10 mg/ml - 2,5ml 300
1 | 30 | MO3ACO04 | Atracurium solution injection 10 mg/ml - Smi 800
powder and solvent
1 | 31 | MO3ACQOS6 | Pipecuronium bromide for solution for 4mg 100
injection
1 |32 | MO3ABO1 | Suxamethonium solution for injection | 10 mg/ml -5 ml 1700
1 | 33 | NOSAAQ1 | Chlorpromazine solution injection 50mg/ 2ml 200
1 | 34 | NO5AAQ1 | Chlorpromazine solution injection 50mg/ 5ml 150
1 | 35 | VO3AB15 | Naloxone solution for injection 0,4mg/ml-1mil 40
1 | 36 | BO2BA01 | Phytomenadione solution for injection 10mg 160
1 | 37 | BO3ACO2 | Saccharated Iron Oxid solution for injection 100mg 160
Iron (1If) - hydroxide dextran : s
1 | 38 | BO3ACO06 complex solution for injection | 50 mg/ml -2 ml 100
2 | 1 | NO5BAQO1 | Diazepam solution for injection 10mg/2ml 500




NO5BA12
NO5CD08

2000 |
350 |

tablet
solution for injection

Alprazolam
Midazolam

0,56mg
5 mg/ml - 3ml

TpyMa OT 4YJeHOBETe Ha KOMUCUATA NOOIMcaxa WIMKOBETe C LeHOBUTE napamMeTpu u
TEeXHUYECKMTEe [OIPEeHOJIOXECHMA, BEIOHO C HOKYMEHTUTE, NPUJIOKEHM KBM THX.

BormemnsaT 3acenaHmero ONOBECTM IOKYMEHTUTE, CbhbIbPXKallM Ce B ONAKOBKATA Ha
YHacCTHMKa ¥ MBBBPUM [NPOBEPKaA Ha CHOTBETCTBUETO UM C NPUIOXKSHUS OT YyUACTHMKA
onuc. KomucudaTa KOHCTATHPa CBHOTEETCTBME Ha NpedcTaBeHMTe [OOKYMEHTH U
u3O0pOeHUTEe B NPMIOXEHUS OT yYdacTHMKA OIIMC.
KommcusaTa nNOPUCTEOM KBM pasIJexIaHe Ha
CBPOTBETCTBME C KPUTEPUUTE 3a HOABOP M MBUCKBAHMATA
IIOCTaBeHU OT BL3JIOXKUTENS.

Ilpy m3BBpleHATa OPOBEPKa 3a HaIUUMETO M PEeIJOBHOCTTA Ha MNpencTaBeHUTe OT
Y4acTHMKa JokyMeHTH, KOMUCUSATA YCTAHORU:

YYaCTHUKBT € IMNPpelCcTaBMJ Ha eJIeKTPOHEH HocuTes ennmHd eEEIQOI, nomnmcad c
€JIEKTPOHEH NOONMC OT UWJIEHOBETE Ha CbBeTa Ha IUMPEKTOPUTE M OT YII'BJHOMOIEHOTO
3a HacTodAllaTa mnpoluedypa JMiIe, B KOMUTO € JHekjapupall HaOJIeXHO JuIcaTa Ha
OCHOBAHMA 3a OTCTPAHSABaAHE M CBOTBETCTBME C KPUTEPUMUTEe 3a nondop.
llpynoxun e u JeknapalMA-COUCEK IO ofpasen N 7 orT OOKyMeHTaumaTa,

OJOKYMEHTUTE B OIIaKOBKAaTa 3a
3a JIMYHO CBCTOAHUE,

KOeTOo e

U3OBJIHWI pasnopenture Ha wWi.67, an.l or 300 u un.40, am.l, T.1 m an.2, 7.4
om TIMN3OII.

Komucusara cumTa, dYe YUYaCTHUKBT € MNPEeNCTABMI WSUCKBALMTE Ce NOKYMEHTH.
llpencrasenara wuHQOpMALMA B BaABJIEHMETO 3a yyacTue € OhAHa M yYaCcTHUKDBT

OTTOBaApPsa Ha KpUTepumuTe 3a JIMUHO
[IOCTaBEeHM OT BBIJIOKUTEJIS.
Kommcusara momycka odepTarTa Ha ydacTHMKa "COSAPMA TPEUIMHT” Al IO OlleHsSBaHe

M KJIacupaHe Ba UUTUPAHMTE No-rope TPUIEeCeT M OCeM HOMeHkJarypu JIII.

HO.H@O]_Q M  U3NMCKBaHMATA 3a CBCTOHAHMUE,

Cnen HallpaBeHUTEe IIPOBEP KU " orbesyia3BaHe Ha KOHCTaTHUpaHOoTO, Komucusita
TP O OBJIXNA CBOATa paGOTa 1o pasraexngaHe Ha TeXHnMJYeCKuTre IIpeJIOXeHMs Ha
YydacCTHMLVTEe 3a MIIBJIHEHME Ha IopbYyKaTa.

Kommcuara yCcraHOBU:

1. ,MEIEKCY“ OOH, odepra c Bx.N 01/19.04.2018 r., meno=upana B 09:15 u.

YUYaCcTHUKDBT [Ipenjara JIOoCTaBKa Ha:
Ne i Konwsecres npo[:ma” Epoii (1S;)K
MesayHapogHo Ha aTUBHOTD npegna Mputexaren ra §
o} g ATC HENSTEHTHO | HEKEgCLB; 2 NeXapCTEEHO ¥oamageTs Teproscko HaMMEHOBaHWE raHa PAIPELLEHETO 38 'UT":HEC
n HauMarosaHme /INN/ | op BELLECTED 2B onakos ynorpefia f'lPS?
pe | 0 {mmpia) nocoYeHa xa : -‘B
— Ta MApKE TOAMHW
AMOKSIKLAV,Powd
1| 4| Jotcroz |Amoxicillin/ EeRs 1909 50 | & for solution for 5 1F_’?::armeu:euticals 2
Clavulanic acid injection mg/200 mg injection, 1000 mg/
: d.d., CnoeeHus
200 mg ,mg, Pack:5
> AXIME- =
powder for TCHAIKAPHAR A ot
" i . \ BE
1] 5| J01DD01 | Cefotaxime S.OI-Ut'?-n fc/’r 1g 40 | Powder for solution 1 EtheRe o | 2
|_njcfac ion for injection 19 HWUTE Nnexkapcrea
Infusion ' ) A anra ua
Pack:1 A P
bl i AZAX,Film coated HobBen ®apma
1| 7| JotFA10 | Azithromyein ot 500mg 70 | tablet,500, mg, 5 |EQOQ, 2
Pack:5 Bwarapus
Gentamicin VP, So-
1| 8| s01c803 | Gentamicin solution for | 40 mg/ml- 450 | lution for injection,40 10 Betlpom AL, 3
injection 2m| mg/ ml - 2 ml, mg, Bwnrapus
= Pack:10 o
Planitec, powder and
powd.and soly solvent for solution
1 1 J01XA02 | Teicoplanin for solution for | 400 mg 50 | for injection/ infusion 1 gig‘;giﬁf" 2
injection or oral solution,400,
mg, Pack: 1




Lidocaine-Tchaika- Yarikachapma
1| co1BBOY/ |, . solution for 20mg/ml- pharma,Solution for Bucokokauectse
1 Lidocaine N 1000 | /7
4 | NoiBBo2 | " injection 10ml injection,20 mg/ml- 120 HUTE NnekapcTea <
10 ml,mg, Pack;100 All, Bvnrapusa
Concenirata for Warsaw
1 Dopamine concentrate for | 5 o . ’ ' Pharmaceutical
1|4 | COICAO4 Hydrochloride s(_)lL;tlo.n for g 100 | solution for infus, 40 | 10 Works Polfa S.A.. 3
inTsion mg/ml - 5 ml,mg, n ]
) orwa
Pack: 10
Yal ;
2 lution for | 10 mg/m FHROSSN Solution E:a!gigza’::me
1 CO3CADT ' Soon fa maimi - 00 | for injecti z
0 Furosemide injection om| 20 m[llzn%elcrtr:on,;gcrzg‘]/o 10 HUTE NeKapeTBa 4
Mg, ' Afl, Brnrapus
Dexamethason
2 Dexamethason solution for KRKA,Solution for KRKA, d.d.
1 H02AB02 e 4m 35000 |, . . i
5 e injection 9 injection,4 mg/ml - 1 25 Slovenia 5
ml,-, Pack:25
) - 10 ma/mi Tracrium,Solution for Glaxo Group
1| g | MO3ACO4 |Atracurium injection 2'59m| 300 | injection,10 mg/ ml - 5 | Ltd,O6eaunHeHo 2
2.5 ml,-,Pack:5 Kpancrso
s «lufion 1o maiil Tracrium,Solution for Glaxo Group
1|5 | Mosacos | Atracurium infection s 800 | injection,10 mg/ ml- | 5 |Ltd,O6eanHero 2
5 ml,-, Pack:b Kpancreo
fran (111) - COSMOFER,Solutio
3 . | hydroxide solution for | 50 mg/ml - n for injection/infu- Pharmacosmos
1 BO3ACO8 e 100 | .
8 dextran injection 2mi sion,50 mg/m2,ml, | ° |A/S, Denmark | 25
complex Pack:5
solution for 5 mg/mi F“)/lll-ll?‘\pl\?zl\ﬂokglz)/llliglr\lj- PANPHARMA,
2 | 3 | NO5CDO8 i ! P . 350 b atori
Midgzelaim injection 3ml for injection 5 mg/ml 19 Ir;?atﬁ?;ones, 4
-3 ml, -,Pack: 10 _l
3a BCAKa €OHa OT HOMeHKJaTypuTe JII yYyaCcTHMKBT Openjlara CpoKOoBEe 34
UBMBJIHEHME Ha [IOPBYKATA:
- [OpM OepuMoaMyHy nocTaBkM - p»o 10 (mecer) paBoTHM [OHM OT IIoOaBaHe Ha
B3asgBKaTa,
— IIpX BB3HMKHAJ A HeOOXOOMMOCT WM2BBH CPOKAa Ha MNePUOIUUHMTE [OCTaBKM — IO
3 (rpu) paboTHM OHU.
llpenyara BaABKMUTe Ha ce HoIaraT Ha dakc 02 917 55 38.
llpennoxeHussTta ca BauudgHM n[Jo 20.10.2018 1. ¥ ca OKOMIJIEKTOBAHM C BCUYKU

MU3MCKYEeMU OT BBL3JIOKUTENS OOKYMEHTH.

Kommcusara

cumnrTa,

e O@GPTM'.I‘E Ha Yyd9acTHMKa OTI'OBAPSAT Ha UBMCKBaHMATA Ha

Branoxurens M OOIyCKa CHIMTE HO OLEHSBAaHS U KJIaCHMPaHe Ba IIOCOYEeHNTEe [o-Iope
HOMeHKJIaTypu JII.

2. , COPAPMA ’I.‘PEIZJIMHI'”AJI, odpepra BX.N 02/20.04.2018r., menoszsupaHa B 09:00 u.
YUaCTHUKBT NOpenjJara IoCTaBKa Ha:

L Cpok
Konuyectso | lMporHoanu Bpoit B S
O | Ne MexayHapoaHo Ha aTWBHOTO | KonMyecTea npeana
rL'I OBI'I ATC HenaTeHTHO ﬂegg;‘lr:;e% nekapcTeeHo 8 Twproscko HaumeHoBaHWe raHa pas pezgn;z):sgznyﬁmem I::_Fl'r-']gfg
o HanmeHoeaHue /INN/ Bel|ecTRo nocoveHara onakos B
(mapka) Msipka Ka FomuEM
Macrogol powd. for POPTPAHC
1 1 06AD65 | : 6 2600 1
A combinations susp, 49 G 4 | Ipsen Pharma | 3
L powder for
1| 2 | AosaDsSs c%?ﬁ[)ci)r?gt'fons oral 52,59 2600 | EHBOPAJIK 6 |Dr Ealk Pharma 5
solution nakeTtdye GmbH
Amoxicillin/ tabl, film - 875 MEOOKIAB .
0 0 \ . she .
1] 3 [ JO1CR02 |y e acid cobted || magri2s mg 500 875mr/125mr 14 | Medochemie Ltd 2
o | a | sorcroz | Amoxicillin/ powderfor | 1000 50 | AMOKCUKIAB 5 | Lek Pharmaceu- 2
Clavulanic acid injection | M#/200 mg dn.12rmp ticals d.d.,
powder for \
1| 8 | JO1FA10 | Azithromycin solution for 500mg 50 CYMAMEL con. 5 PLIVA HRVATSKA 2
infusion 500 mr D.0.0.
. . tabl, film - .~ | ABUBNOT T16.
1| 7 | JOIFA10 | Azithromycin . 500mg 70 500 mr 3 KRKA, d.d. 5
1| & | so16803 | Gentamicin “hieston | ol 350 | [EHTAMWLIMH | 10 | Codbapma Al 4




amn. 80mr/2mn

; ‘ bl. film - UMPODNOKCA
9 | Jo1MAD2 | Ciprofloxacin tacoat;g‘ 500mg 600 HVIH 6. 500 M 10 | Codpapma Al
. film-coated JNNEBOKCA dhunm .
10 | JO1IMA12 | Levofloxacin b 500mg 80 726 500Mr 7 | Actavis Group ehf.
powd.and CaHotu AseHTuC
11 | JO1XA02 | Teicoplanin solv. for sol | 400 mg 50 | TAProuuma o. 10 -
i for injection ke Bvnapua EQO[
powder for KONUCTWUH
, | Colistimethate solution for XELLIA PHARMA-
12 1, JoxBom I i injection or | "MV 50| AJIBOTEH npax 18 CEUTICALS ApS
infusion vHd p-p TmnH U
m . OUTrOKCUH amn. .
13 | CO1AA05 | Digoxin sol. Inj./inf, | 0.5 mg/2ml 150 0.25Mr/Mn 2w 10 | Cocbapma ALL
C01BBO1/ |, . ' solution for | 20mg/ml- NIMOOKANH amn. .
14| Yo1pmoz | Lidocaine REcibn oo 1000 200Mr/10MA 1 | Codhapma Al]
solutio for
' : 50 mg/mi- KOPOAPOH amn. CaHodu ABeHTUC
15 | CO1BDO1 | Amiodarone mti;a;::ir:%us ami 250 150MM/30mn 6 Bonapusi EOO]]
; concentrate Warsaw
16 | CO1CA04 aog?ongmce)ride for solution 40 ?%{nl ) 100 ,E‘E/DHSAMMH amn 10 | Pharmaceutical
’ for infusion oo mn Works Polfa S.A.
. . solution for | 1mg/ml - AOPEHANWH
17 | CO1CA24 | Epinephrine Injection mi 100 aenri. TR 10 |Codpapma A
- solution for XJNTOGASOIIVH
19 | C02ACO1 | Clonidine injection 0,15mg 800 amn, 0,15mr/1mn 10 | Codbapma A]
; solution for | 10 mg/ml - dYPO3EMU]
20 | C0O3CA01 | Furosemide injection ol 2000 " 2OMI /20 10 | Cocbapma Al
. Menarini
22 | coscAo4 | Torasemide S?r::‘;‘c"tﬂ)fr 20 mg/4 mi 300 -zrg“l;m'?ﬂc amn. 5 |International Op-ns
N Luxembourg S.A
. Menarini
23 | C03CA04 | Torasemide s?r‘];‘;'c"tn);” 10 mg/2 mi 3000 Tg'\l;lr%p‘?_l amn. 5 | International Op-ns
M Luxembourg §.A
; ai solution for | 0,1 mg/mi - PEMECTWUIT amn. . L
24 | HO1BAO4 | Terlipressin injection oml 800 0.2mr/2un 5 |Ferring GmbH
. s solution for HAEKCAMETASO
25 | H02AB02 | Dexamethasone T amg 35 000 H amn. 4mr/Amn 10 | Codhapma ALl
Lyophilisale METWITTPEAHN
26 | H02AB04 | Methylprednisolone | for solution | 15,78mg 2000 | 3OIOH amn 10 | Codpapma AL
for injection 15,78Mr+p-p 1mn
Lyophilisate METUNMNPEOHN
27 | HO2AB04 | Methylprednisolone | for solution 40mg 3200 | 30J10H amn 10 | Codpapma AL}
for injection 40Mr+p-p 1mn
Lyophilisate METWINPELHA
28 | HO2AB04 | Methylprednisolone | for solution 126mg 150 | 30JT1OH amn 5 | Codhapma Al
for injection 125Mr+p_p 2Mn
- solution 10 mg/ml - TPAKPUYM amn. §
29 | MO3ACO4 | Atracurium Injection 2 8l 300 25mr/2.5m 5 | Glaxo Group Ltd
y S solution 10 mg/ml - TPAKPUYM amn.
30 | MO3ACO4 | Atracurium injection S 800 50MH/5MN 5 | Glaxo Group Ltd
Pi powder and APIYAH Ged Richt
. ipecuronium solvent for amnm. edeon Richter
31 | MO3ACO06 bromide solution for 4mg 100 cyxa 4mr2un 25 Plc
injection
. solution for | 10 mg/ml - JIMCTEHOH amn, Takeda Austria
32 | MO3ABO1 | Suxamethonium injection 5 mi 1700 1% BMT 5 GmbH
) XNOPMPOMA3U
33 | NO5AAD1 | Chlorpromazine ii?é%ttli?:?w 50mg/ 2ml 200 | H amn. 25mr/mn 10 | Codhapma AL
2 mn
. XJTOPMPOMA3N
34 | NO5AAO1 | Chlorpromazine ii?é%tt'izﬂ 50mg/ 5ml 180 | H amn. 10Mr/Mn 10 | Cocpapma Al
5 mn
! Warsaw
35 | Vo3AB15 | Naloxone S?rlm?ég?o;m °'4Trgfm" 40 gﬁﬂMO/};?_ﬂHM?_IMH' 10 | Pharmaceutical
g Works Polfa S.A.
: solution for KOHAKNOH mm Pow Bvrrapus
36 | B02BA01 | Phytomenadione o 10mg 160 amn. 10mr 1 M 5 EOO[
Saccharated Iron solution for NOADEP amn.
37 | BO3ACO2 | oo injection 100mg 160 100Mr 5Mn 5 | VIFOR France SA




1 | 38 | BoaACOS Lréiftr(;'r'1);0hn¥ﬂ|r2fde Scl’r:‘ljé'c"t::)g’r sdimgnl - 100 | PEPVIPKEKT T6. 10 | VIFOR France SA | 3 |
2| 1 | NosBAO1 | Diazepam S‘I’rij‘é'c"t[‘o‘:?r 10mg/2mi 500 Qg'“ﬁ?zEMT_IAM aMIL | 10 | Codpapma ALl 2
2 | 2 | No5BA12 | Alprazolam tablet 0,5mg 2000 g‘cs':::AKC T6. 30 Egjg Europe MA 3
2 | 3 | NosCDo8 Mida'zolam S"’Aj‘e“cc’tfgﬁ” P 350 Eﬂ?{f“ﬁ?gfgﬂm 5 E%%Ebm'apm 5

3a BCAka eOHa OT HOMeHKnaryputre JII yYYaCTHUKDLT npenmara CpoKope  3a
MBNEBJIHEHMEe Ha [IopBhYKATAa:

- [pM OepuMoaMyHM nocrTaBkuM - po 10 (mecer) pafoTHM OHM OT IoJaBaHe Ha
B3asaBKaTa,
- PN PBBb3HMKHAJNA HEeOoOXOOMMOCT WU3BBH CpPOKa Ha I[IEePUOIUUHUTE IOCTABKM - IO

3 (Tpu) paGoTHU IOHU.

[lpennara 3aABKUTEe Oa ce nomaraT Ha daxkc 02 81 33 785.

[MpenmoxenuAaTa ca BamuaHu npo 20.10.2018 r. M ca OKOMIUIEKTOBAHM ¢ BCUUKU
UBUCKYEeMM OT BB3JIOXMUTESS OOKYMEHTH.

Kommucuara KOHCTATHUPA:

1. VYyacTHMKDT e Npeniaoxmus [a M3OBJIHKM [OCTaBkaTa Ha JIII C HOMEHKJIATYPHM
Homepa 1.3; 1.7; 1.9; 1.10; 1.11; 2.2 c JII, xouTo He duTypupaT B [[OSMTHUBHMSI

JeKapcTBeH CcHMCBK (IIJIC) - IlpuaoxeHMe 2, C KOETO He e MSBIBLIHMI M3MCKBAHeTO Ha
BeaooxmuTensa »IlpenJioxeHnTe oT ydacTHUUIUTE JITT cyenBa na durypupaT B
[IOBUTUBHUA JeKapCTBEH COMCHLK ([IJIC) - IpunoxeHme 2.4,

2. VYYacCTHMKET € [peImNoXuJl jJa MWs3IBJIHM »JocTaBKaTa Ha JII ¢ HOMEHKJIATYPHU
HoMmepa 1.12; 1.37 c¢ JII, xouto ourypmpar B INIC-IipuaoxeHue 2, HO ¢ mpyr IIPY.
3. [IpemnoxeHUMAT OT yuacTHMka JIII 3a HOMEHKJIATypeH N 1.38 e ¢ ATC wu
JeKapCTBeHa bopwma, pPas3JInIHA oT U3UCKBaHUTE o crieundpukauusaTa Ha
Br3noxuresis.

Komucusara cumTa, 4Ye TakKa M3TOTBEHM, NPEeIJIOKEHMATa Ha yd4acTHMKa 3a JII N 1.3;
1.7; 1.9y 1.10; 1.11; 1.12; 1.37; 1.38; 2.2 He oTroBapsAT Ha MSMCKBAHUSTA HAa
Bragoxurenda.

Ha ocHoBaHue ropemssokeHOTO, KommcusaTa mnpemiara odpeprure Ha ydwacTHUKa Ba JII
N 1.3; 1.7; 1.9; 1.10; 1.11; 1.12; 1.37; 1.38; 2.2 gpa 6mxpar OTCTPaHEeHM OT
ydHacTue B nOpouenypaTa Ha ocHoBaHue un.l107, 7.2, 6.%“a%“ or 30II.

OdpepTurTe Ha yYaCTHMKA Bz OCTaHAIUTE HOMeHKJIaTypm JIII OTIoBapsAT Ha
MBMCKBaHMSITA Ha BesaoxureNnss M KOMMCHUSATA IM OOIOYyCKa OO OUSHABaHEe U
KJIACHUpPAaHe .

Kommcusita nOpukiodBa HACTOSULOTO CM 32acelaHye UM Hacpouka CJenBalloTo - =a
OTBapfAHE Ha LIeHOBUTE IPEIJIOKEHMHA Ha YyYaCTHMUUMTE, UMUTO odepTu ca HoNyCHAaTH
DO OlleHsABaHe M KlacupaHe - 3a pgata 27.04.2018 r. or 09:00 yaca, 3Ba koeTo Ia

OpOaT yBeIOMEeHM ydYacCTHMUMTE B [OpouelypaTa, upes Ny©OJMKyBaHe Ha CLOOSMEHME B
Ilpoduna Ha KyNDyBaua.

Komucusa:

pencenaren: /L0 .CmosanoBa/

UjreHoRBE /M. Tonoposa/
/0 .TleTpora/
/M.Koes/

/P.Komurosa/

Ha oCcH. 4a.2 1 wi.23 or 33 JI [

3AIMYEHA HTHOOPMAIINMS




Iuec, 27.04.2018 romumHa, B 09:00 wuaca, ~KOII-Byprac” EOOI, Ha anpec
rp.Byprac, Gyn.”CredanH Crambojor” W 73, B XupypruueH KOpnyc Ha MBAJ-Byprac
All, er.7, KOMMCHUS B CHBCTAB:

llpencenaresi: apvHa CTodaHOBA JIaBHAa MeOMlLMHCKa cectTpa, ,KOU-Byprac”EOOH;
UJIeHOBE :

1. Wpuna TomopoBa - MaAIMCTBP-GaApPMALIEBRT, yIpaBuTesd OOJHMYHa anrexka, ,KOI-
Byprac”EQQL;

2. Ieana leTpoBa - npaBocnocoBer wopucT, no un.20, an.4, T.3 or 30II;

3. MuHko KoeB - cr.ekcnepT, Hupexumsa “3IICOT3CY - ObumHa Byprac no umn.z20,

asn.4,

7.3 or 30I;

4. PymssHa KomuTOBa -

cyueToroOonuTeJI,

B M3II'BJIHEHME Ha 3alloBern

ITPOTOKOJI Ne

M 131 or 23.04.2018 rommHa Ha YHpaBUTeNA Ha

»KOU-Byprac”EQOL,

“Kou-

Byprac” EOQJ, ce cBvbpa »Ha NpOoObBIXM CBoATa padboTa O OLEHABAHE M KJlacupaHe
Ha gJonycHaTuTe obdepTH =Ba ydacTuMe B OTKpUTa Ipolenypa 2a Bb3jaraHe Ha
ofmecTBEeHa  [NOPBUYKAE, C npenMeT: “IocTaBka Ha JIEKAPCTBEHM IIPOOYKTH,

pazlipenesieErM B IIBe oBocoBeru noszmunu,

[Ipouenypara € perucrpupaHa B AOIl non N

Pemenme N 11/13.03.2018 1.,

OBampjeHne

[IpencemaTeynaT
3acenaHneTo.

- B POII N
2018/S 052-114707 Ha 15.03.2018 1,

Ha

834

KOMMUCHUATA
Ha sacemaHueTo

672,

NnpoBepu

YHAaCTHMIUINTEe MJM IOIpYyI'M IIpaBoMMalllM JiMila .

CheCTaBa

Ha

npuceCcTBallNTE nu
Ha KOMMCHMATAa He OpuchCcTBaAT JIpeldcTaBUTeJIM Ha

CBITJIACHO MNPWIIOXeHa chneunpmxaumsa’” .
00232-2018-0003,
nydiamkyBaHo B POII ¢ N 834 671 na 15.03.2018 r.,
nySaukypaHo Ha 15.03.2018 r.

nm € OoOTKpuTa C

nu B OB Ha EC N

OTKPU

KoMucusitra oOTBapsi, OHOBECTsIBA I IOQIMCEA JONYCHATUTE IO OLeHsIBAHE U
KjlacupaHe LeHoBM obepTu, o pedga Ha IIOCTEIBAHE Ha NPeNIOXKSHUATA Ha
y4YacTHUIIUTE ,

09:15 uaca

1. ,MEJOEKC"“ OO& - odepra Bx.I 01/19.04.2018 .,

KoMmucudaTa € OolnycHaJia NpelrioxeHmarTa Ha YydYaCTHMKa OO OleHABaHEe M KllaCHUpaHe

o CilemHUTe HoMeHKmaTypu JIII M LeHOBUTe NPEeUIOXEeHMS 3a TAX Ca:
Kon-so Epoit
. 2 F; EpmHnyHa
To o ATC INN &)gpMa nexapc | xonude Tbproscko HalMeHoBaH1e nara paapemeHMgTo 3a I'IFL’ty.- 8 nocoYyeHa | OMakoBKa
S| o TBEHO cTRa Hand ynotpeta rOINHI Ta MApka c Anc
a-80 onak G 'D'nc
L] T | — (Mepra) o
12 3 4 5 6 | 7 | 8 9 10 11 12 13
otcro | amexel | ooger for | 1000 AMOKSIKLAV,Powder for Lek
114 ) .| solution for | mg/20 50 | solution for injection,1000 5 | Pharmaceuticals 2 4,34 21,70
2 Clavulani injection 0m s
¢ acid ! 9 mg/ 200 mg ,mg, Pack:5 d.d., CroseHus
Cofotali | £ et for CEFOTAXIME-TCHAIKA- Haiikacpapma
J01DD0 | Cefotaxi | solution for ‘ BucokokavectaeH
5 int H &
1 ] e injection/ | 19 40 | PHARMA Powder for sol.for | 1 | nexapcTaa 2 1,45 1,45
infusion injection,1g, Pack:1 All, Bbarapus
Azithrom | tabl. fim- | 500m AZAX Film coated Ho6en dapma
1| 7 [JotFato |5 70 ' 2
yein Gesles 9 tablet,500, mg, Pack:5 ® | Eoon, Benrapus 2,4000 | 12,00
) 40 Gentamicin VP, Solution for
01GB0 | Gentamic e
118 JO1G ( solution for mgimi 350 | injection,40 mg/ ml - 2 ml, 10 Betlpom A1, 3 0,32 3.20
3 in injection oml Bvnrapus
mg, Pack:10
1 Teicoplan psci:’l(/d'faor;d 400 PUBIItEE, powl;and sohufor Sandoz d.d
T g | J0xA02 L solution for | mg 50 | solution for injection/ inf.or T | Chosenns: 2 33,24 33,24
injection | | oral solution,400,mg, Pack:1
1 0011E/;BO solution for 20mg/ Lidocaine_TChaikaphar- ;322?3?(222;BSH
1| 4 | NotBRo | Lidocaine injection 1?L| 1000 | ma,Solution for injection, 20 | 100 is TERaEETRa 3 1,95 195.00
2 i mg/ml-10 mi,mg, Pack:100 All, Buarapus




1| CO1CAO eDopamin corffe;rtrat 0 DOPAMIN WZF, Concentr. \Ii\;aarrsri\;vceutical
"l | 4 |Fydroohl | solutionfor | MYM! 100 |for solution for infus, 40 10 | \worke Potfa S A | 3 1,88 18,80
oride infusion | “°™ mg/ml - 5 ml,mg, Pack: 10 Nonwa
2 | C03CA0 | Furosemi | solution for 10 FUROSER,Solution for Eﬁzgifﬁﬁg?mw
L p de injection mg/rr;l 2000 | injection, 10 mg/ m-2mlmg, | 10 | o EREPETE 4 0,39 3,90
=2l Pack: 10 All, Bbarapus
Dexamethason KRKA
2 | Ho2AR0 | Dexamet | solution for 35 ] L ! KRKA, d.d.,
1] 2 hasone injection 4mg 000 Solution for injection 4 25 Slovenia 5 0,36 9,00
N mg/ml - 1 ml,-, Pack:25
2 | mosaco | Atracuriu | soiution | maimi Tracrium,Solution for inj,10 Clh Graug
1] f injection g 300 /’ I ’25 I .5’ 5 | Ltd,0O6eanHeHo 2 1,59 7,95
m i 2 5ml mg/ mi - 2.5 ml,- Fack: Kpancreo
‘ . _ 10 Tracrium,Solution for Glaxo Group
1|5 |[Mogpeo | lmeunu | soton | gimi | 800 |injection, 10 mg/ ml- 5 ml,-, | 5 |Ltd,OBepmiero | 2 | 315 | 1575
i - 5ml Pack:5 KpancTso
3 | BO3ACO Lrggrg)ili?i:e solution for | >0 COSMOFER,Solution for Pharmacosmos
L I 6 EtTan injection r_ﬂglnr?ll 100 | injection/infu-sion,50 5 | A/S. Denmark 2.5 10,52 52,60
complex mg/mi-2,ml, Pack:5
: : 5 MIDAZOLAM PANPHAR- PANPHARMA,
2 | 5 | N0SPDO | Hidazola | soluiontor | gy | 350 | MA, Solution for injection 5 | 10 | Laboratories, 4 2,38 | 2380
~5g mg/ml - 3 ml, -,Pack: 10 Framce
2. ,CO®APMA TPEMOMHI” AL - odepra Bx.N 02/20.04.2017 r., 09:00 uyaca
Kommcusra e JonyCHaJla IHINpelJIOXeHMATa Ha YdaCTHMKAa OO OlleHIBAaHe U KJIacrupaHe
p
10 CJIeJHUTE HOMEHKJIA T M JIIT un LeHOBMTEe I[PeOJIOXECHUA 33a THAX Cca:
Kon-so Ha - E
o | Ne F atheHoto | Tporko E;fe%’nz L Cpok Ha ﬂ‘;:;l::a LleHa 3a
n 2 ATC INN ekaperaens | nekaperae OHIA Tbproecko KanmMeHopaHue rana Eliedateila poAkse] nocoYeda | ONnakoBKa
Ne IEI) Gopma aeu:aocmo Kc(:;::e onakop | Pa3PeLISHNETO 33 ynotpeta OTrg:lF;Z“; B Ta MApKa ¢ 0AC
(msipka) ia cAanoc
1] 2 3 4 5 6 7 8 9 10 1 12 13
A06A | Macrogol, powd. for ®OPTPAHC X
11| "pes combinations susp 64g 2600 HaKeTYE 4 Ipsen Pharma 3 3,6150 14,46
A0BA | Macrogol, powder for EHOO®ANK Dr. Falk Pharma 5
1 2 D65 combinations SO(l)l.:tailon 52.5g 256D nakeTye 6 GmbH 5 ‘-113 12178
Amoxicillin/ powder for | 1000 i N
1]4 JOJ)ZCR Clavulanic solution for | mg/200 50 | AMOKCVIKNIAB 5 Id‘edk Phiarmacau;ticals 2 3,09 15,46
acid injection mg $hn. 12rp -d.y
powder for ~ 7
1| 6 | 1A | Azithromycin | solution for | 500mg 50 | CYMAMEL con. 5 P"(')VA HRVATSKA 2 1225 | 6125
infusion 500 mr D.0.0.
. 40
JO1GB - solution for TEHTAMULUNH
108 Gentamicin S /ml- 350 C 4 ),33 .30
- 03 IC injection ngmn? amn. 80Mr/2mn 10 othapma ALl C 3 B
1| CO1A | ~innus o 0.5 AUTOKCHUH amn. ,
1—”_3 A0S Digoxin sol. Inj./inf, mg/2m 150 0.25mr/Mr 2mn 10 | Cochapma A 5 1,04 10,40
CotB
1| Bov/ |, , solution for | 20mg/ml JINOOKAWH amn. .
T 4| Note Lidocaine Ao 1om| 1000 200Mmr/10Mn 1 Codcpapma A 2 2,14 2,14
B02
solutio for 50 il
1] 5| Sof | Amiodarone | intravenou | mgimi- | 250 KOPNAPOH amn. | ga“mb"‘ ’?Eagg“c 2 0,70 421
| s infusion 3ml 150mr/3mn Sa3png A -
concentrat
) 40 Warsaw
1 | co1C | Dopamine e for OONMAMUH amn :
1 . A mg/ml - 100 10 | Pharmaceutical 3 1,74 17,40
6 | A4 + | sol i S 0
Hydrochloride | solution for | =, 4% 5 mn Works Polfa S.A.
1| cotc . . solution for | 1mg/ml - AOPEHANNH
17| A4 |Epinephrine Injection Tl 100 amn. AmrAmn 10 | Codhapma Al 2 1,21 12,10
Co2A - solution for [ XNNODA3ONNH
1 Co1 Clonidine injection 0,15mg 800 | amn. 0,15mr/1mn 10 | Codpapma Al 3 0,95 9,50
. 10 : il
2 | co3C . solution for SYPOSEMUL
| o | a0y |Furosemide injection mg/rgnll- 2000 amn. 20mr/2mn 10 | Cocbapma A 5 0,42 4,20
1 Menarini International .
2 | cosc . solution for | 20 mg/4 TPUDAC amn.
1% | Aoa Torasemide injection = 300 20MI/4Mn 5 gpxns Luxembourg 3 1,87 9,35
saluti , Menarini Inter-
1 g ?;f Torasemide ”?A}g'cot?o;or 10nT|g/2 3000 IEM%AC amn. 5 | national Op-ns 5 0,93 4,65
- L) Luxembourg S.A 1
. 0,1
2 | Ho1B . . solution for g PEMECTUN . .
T 4| aoa Terlipressin injection mgm- 800 amm. 0,2MH2mn 5 Ferring GmbH 2 6,74 33,70




H02A | Dexamethaso | solution for 35 | JEKCAMETA30 [

2
! 5| B02 |ne injection 4mg 000 | H amn. 4mr/1mn 10 | Cohapma All 2 0,56 555
2 | Ho2A | Methylpredni Lyop?ilisat METVNNPEAH
. e for
1 5 BO4 solone solution for 16,78mg 2000 | 30JTOH amn 10 COCbapMa A,D. 5 2,60 26,00
L injection 15,78Mr+p-p 1Mn
2 | Hoza | Methylpredni | ator bE TIPELHA
: ethylpredni e for
"| 7| Bo4 |solone solution for | 40mg | 3200 | 3OMIOH amn 10 | Codbapma Afl 5 3,90 39,00
L injection 40Mr+p-p Tmn
2 | Ho2A | Methylpredni Lyoppilisat METM””PED'HM
. ethylp e for -
18| Bos4 |solone solution for | 125M9 150 [ 30ONTOH amn 5 Cocpapma Al 5 7.72 38,60
injection 125mr+p-p 2mn
R 10
2 | MO3A . solution TPAKPUYM amn.
L Cod Atracurium injection m?génanll- 300 25mr/2.5Mn 5 Glaxo Group Ltd 2 1,51 7,55
S— - ’10 - -
3 | M03A ) solution TPAKPNYM amn.
10| cos |Atracurium e mgml - 800 50MM/5Mn 5 Glaxo Group Ltd 2 2,97 14,85
powder T
; ; and P
y | 3| Mosa [Pipecuronium | oo\ onior | 4mg 100 | APAYAH amn. 25 | Gedeon Richter Plc 3 2,90 72,50
| ©0e | bromide solution for cyxa 4mr/2mn
A ! injection
3 | Mo3A | Suxamethoni | solution for | ° NACTEHOH Takeda Austria
"l 2| B0t |um injection | MY/MI= | 1700 | 1% Swn 5 | GmoH 2 2,51 12,55
3 | NosA | Chlorpromazi solution 50mg/ AICPRF@RIAIH
Y13 Aot |ne injection omi 200 | H amn. 25mr/mn 10 | Codpapma Al 5 0,80 8,00
- 2 Mn ]
3 | NosA | Chlorpromazi solution 50mg/ A CPHIREMASY
s | aor | e injection | smi 160 | H amn. 10mMr/mn | 10 | Cocbapma AfL 5 0,80 8,00
5 mn
3 | vosa ution for | 0.4mai HAJNTOKCOH Warsaw Pharma-
15| Bs |Maloxone S?nl.’ 1on for { Sarmgim 40 [ amn. 0,4 mr/mn 1 10 | ceutical Works Polfa 4 0,89 8,85
jection I-1ml
Mn S.A.
3 | B02B | Phytomenadi | solution for KOHAKWUOH mm Pow Brarapus
1 o A0l | one injection 10mg 160 amn. 10Mr 1 mn 5 EOOA 3 (?'_74 3,70
NO5B | . solution for | 10mg/2 ONA3ENAM
201 Ao Diazepam injectin mi 500 amn. 10MH/2mn 10 | Cobapma AL 2 0,80 : 8,00
NO5C |y p: solution for | & mg/ml AOPMUKYM Pow Brnrapus ”
2|3 | pog |Midazolam injection | - aml 350 £ MmN, 15mr 3wn ® | Eoop 5 237 1L8§__

CeryacHo yTBBPOEHATA OT BB3JIOXKUTENS IOKYMEHTALUA, KOMUCUATA [OCIEIOBATEIHO
M3BLPUN ¢

1. YcraHoeBABaHe Ha CBOTBETCTBMETO Ha MNpejalaHUTe OT YUACTHULMTE eIMHEUYHU
LeHY Ha OoTXxeJIHUMTe HoMeHKkJaTypu JIII Cc wuBKUMCKBAHUATA Ha BB3JOXUTEesS I 110
npoluenypara.

KommcusarTa ycTaHOBU:

1.1. Tlpy mM3TOTBAHE Ha ULEHOBUTE CKU MNPEIJIOKEHUA YYaCTHUKBT ,MEJEKCY OO e
Claswjl M3UCKBAHUATA Ha BbB3MOXUTENSA 3a 3akKpbIVISHE IO BTOPU/YETBBDTM SHaK
crnen pgeceTMdHaTa 3aneras u JIllpemyiokxeHaTa oOT ydYaCTHMKA eIMHMUYHA LeHa CclenBa
Ila He HaIBMIlaBa CBHOTBETHATA CTOMHOCT Ha JIII B IIJIC - punoxenme 2, akTyalJleH
KeM maTa 10.04.2018 p.“.

1.2. Illpy u3roTBAHE HAa LEHOBMTE CU IOpemioxkeHms =a JII N 1.1. » JOII N 1.25
YUYACTHUKBT , COOAPMA TPEﬁﬂMHP“ Al He e choasujl MS3UCKBAHeTO Ha BbB3JIOXUTEIS
JlpenyokeHaTa OT ydYacTHMKA eIMHUYHA LeHa clelBa ga He HagBHWAaBa ChLOTBeTHATA
CTOMHOCT Ha JIII B IUJIC - TlpujoxeHMe 2, aKTyaJgeH koM maTa 10.04.2018 p.»,

Ha ocHOBaHMe TOPHOTO, koMmcusTa mnpemnara obeprure Ha yuacTumkxa ,COSAPMA
TPEMINHT™ Al sa JIII B 1.1 m a JII N 1.25 ga 65maT OTCTPAHEHM OT YYacTHe B
npouengypaTra Ha ocHoBaume un.l1l07, 7.2, 6.%a“ or 30I.

2. CBOOCTaBKa Ha NpenjaraHuTe LEeHM OT OTHeJHMTEe YUYAaCTHMUM Ba MSOLJIHeHMEe Ha
BCAKA OTHeJIHAa HOMeHkjaTypa JIII M yCTaHOBABAHE Ha HEOOUYAMHO OJaronpUATHO
LEHOBO NPeNJIOXEeHMVEe 3a M3MNBJIHEeHMEe HA OTIesilHa HOMeHKNaTypa JIII, o cMuchiIa Ha



wi.72,an.1 or 30CI. KoMucCHATA HEe YCTAHOBM HaAJUUME HA HEOOUUAMHO OJaloNpUATHU
odhepTH.

3. KJIaCI/IpaHe Ha LeHOBUTe IIPEenJIOXEeHMA, B CBOTBETCTBUE C oHIpenesieHusd KpMTepI/UZ

- Hal-HUCKA LLleHa 3Ba BCAKa OTIeJIHa HOMEHKJIaTypa JIIT — xakTo cJielliBa.
& .
n '\gnﬂ ATC MexayHapoaHo Her}?gﬁ;mo HigAMEHOBAHNS NexapcTBeHa bopma IMbpeo Macmo Bmopo mscmo
Ne
OrI1 Ne 1 - I, HecbObLpKaWju HAPKOMUYHU gewecmea
1] 1 | ADBADSS | Macrogol, combinations powd. for susp. X X
11 2 | A0BADES | Macrogol, combinations powder for oral solution CO®APMA X
11 3 | JO1CROZ | Amoxicillin/ Clavulanic acid tabl. film - coated X X
1] 4 | JO1CRO2 | Amoxicillin/ Clavulanic acid pome:ggﬁ’%g““ s CO®APMA MEJIEKC
~ ; powder for solution for
1| 5 |[J01DDO1 | Cefotaxime injection Infusion MELEKC X
: A powder for solution for ~ .
1 [¢] JO1FA10 | Azithromycin infusion CODAPMA X
1 7 JO1FA10 | Azithromycin tabl, film - coated MELOEKC X
1 8 | JO1GBO3 | Gentamicin solution for injection MELEKC CODAPMA
11 9 | JOIMAO2 | Ciprofloxacin tabl. film - coated X X
1] 10 | JOIMA12 | Levofloxacin film-coated tablets X X
- f powd.and solv. for solution
1] 11 | JO1XA02 | Teicoplanin L g MEJIEKC X
T . powder for solution for
1| 12 | JO1XBO1 | Colistimethate sodium Injection or infusion X X
1 13 | CO1AAQ05 | Digoxin sol. Inj./inf. CODPAPMA X
1] 14 |83 idocaine solution for injection MEJEKC | COGAPMA
1| 15 | C01BDO1 | Amiodarone solufio fot Itravariotis CODAPMA X
1| 16 | CO1CA04 | Dopamine Hydrochloride concentrate for solution for CO®APNIA MELEKC
1| 17 | CO1CA24 | Epinephrine solution for injection CO®APMA X
X X
1] 19 | CO2AC01 | Clonidine solution for injection CODPAPMA X
1| 20 | CO3CA01 | Furosemide solution for injection MEJEKC CO®APMA
X X
11 22 | CO3CAQ4 | Torasemide solution for injection CODAPMA X
1| 23 | CO3CA04 | Torasemide solution for injection CODAPMA
1| 24 | HO1BAD4 | Terlipressin solution for injection CODAPMA X
1| 25 | HO2AB02 | Dexamethasone solution for injection MEOEKC X
. Lyophilisate for solution for -
1] 26 | H02AB04 | Methylprednisolone T jection CO®APMA X
;i Lyophilisate for solution for :
1| 27 | H02AB04 | Methylprednisolone yop njection COGAPMA X
f Lyophilisate for solution for .
1| 28 | H02ABO4 | Methylprednisolone o iection CODAPMA X
1| 29 | MO3ACO4 | Atracurium solution injection CODAPMA MEJEKC
1| 30 | MO3ACO4 | Atracurium solution injection CODAPMA MEQEKC
: . : powder and solvent for .
11 31 | MO3ACOQ6 | Pipecuronium bromide solution for Injection CO®APMA X
1| 32 | MO3ABO1 | Suxamethonium solution for injection CODAPMA X
1] 33 | NOSAAO1 | Chlorpromazine solution injection COPAPMA X
1] 34 | NOSAAO1 | Chlorpromazine solution injection COPAPMA X
1| 35 | VO3AB15 | Naloxone solution for injection COPAPMA X
1 36 | B0O2BAO1 | Phytomenadione solution for injection CODAPMA X
1| 37 | BO3ACO2 | Saccharated Iron Oxid solution for injection X X
1] 38 | BO3ACO6 | Iron (lll) - hydroxide dextran compiex solution for injection MELEKC X
Ol Ne 2 - JIIT, ceabpKalM HAPKOTUYHK BELLIECTBA
2 1 NO5BAO1 | Diazepam solution for injection CODAPMA X
2| 2 | NO5BA12 | Alprazolam tablet X X
2 | 3 | NO5CDO08 | Midazolam solution for injection CO®APMA MEOEKC




5. KommucmaTa He MNpoBeme xXpeluil 38a oOpenejsHe Ha MWBNBJIHUTEI MEeXIy
KJIaCUpaHUTe Ha IIBpBO MACTO obepTu, TBM KaTO He Ce nOpenjara eIgHg M Cbla
Hal-HUCKaA CTOMHOCT 3a M3MbJIHEHME Ha KOATO M Ha € HOoMeHkjarypa JII. |

KommcuaTa npemyara Ha BB3JIOXKMTENsS KIACUPAHUTE HA NBPEBO MACTO yuYaCTHMUM 3a
BCAKa OTAesHa HOMeHKnaTypa JIII or npeiMera Ha ofmecTBeHaTa MOPBYKA [fa ObOar
OoIpeneJeHy 3a MIINBIHUTEN.

|
C WUSBBPUWEHOTO KJjlaCHupaHe KOMUCHMATaE INPUKIIIOUBA CBOATA paGOTa " | CbBCTABA

JokJan, KOMTO InIpelapa BeOHO C IPOTOKOJNIUTE OT 3acelaHMATa CHU U nqhyquMTe
JOKYMEHTHM OT YyYaCTHULUTE Ha BBIJIOXUTENSS — 3a BReMaHe Ha pelieHKne.

Komucus:
[Ipencenaren:
djieHOBRE :

/I0.CroaHosa/
/. Tonoposa/
/I .TMeTpoBa/
/M.Koes/

/P.KomMuToEa/

Ha ocH. 4.2 1 w23 or 3 3 JI /1

SAJIMIEHA THO®OPMAIIH S




CNEUNDUKALIUA - 2018 r.

Konwaacrao Ha MporHoay
onlnes Mesia YHaPO4HO HENATEHTHO atumnoto | kon-sa s HYEHA MO
Ne | on e HaumeHosaHue /INN/ "Zﬁzm‘:“ "°“°‘;—""‘ ARG SPARNY: MNC/H30K
SUH ] SIEKG! Eli
Of1 Ne 1 - JTM, HecbAbLPKALLM HAPKOTUYHK BelLlecTBa 60 110
1| 1| aosanes |Macrogol, combinations powd. for susp. B4g 2 600 . 36150 2,60
1| 2 | Aosapes |Macrogol, combinations P“”:j:tfiz;‘“at 52,50 2600 2,1300
11 3| Joicro2 [Amoxicillin/ Clavulanic acid tabl, film - coated | 875 mg/125 mg 500 oTeTp. 107-2-a [l i
1| 4 | Jo1croz2 |Amoxicillin/ Clavulanic acid powdetTorsglution ord s mg/200 mg 50 4.3400 3,0900 4,35
Injection
; powder for solution for
1| 5| Joipbpot1 |Cefotaxime injection’ Infusion 19 40 1,4500 1,94
1] 6| Jo1Fato |Azithromycin powderfor soluon ol 500mg 50 12,2500 12,53
1| 7| Jotrato |Azithromyein tabl. film - coated 500mg 70 2,4000|oTcTp.107-2-a 2,62
1| 8| Jo1GBO3 |Gentamicin solution for injection | 40 mg/mb- 2mi 350 0,3200 0,3300
1| 9| Jotmaoz |Ciprofloxacin tabl. film - coated 500mg 600 orcrp.107-2-a
1110]| Jotmaiz |Levofloxacin film-coated tablets §00mg 80 oteTp.107-2-a
1|11 so1xa02 |Teicoplanin sﬂmﬁ:gfggﬁ; 400 mg 50 33,2400|oTcTp.107-2-3
; . powder for solution for ot
1|12 Joixan1 |Colistimethate sodium injection or infusion MU 50 otcTp.107-2-a
i [ 13| co1an05 |Digoxin sol. Inj.finf, 0.5 mgf2mi 150 1,0400 1,05
1114 i%;%sﬁ{ég Lidocaine solution for injection | 20mg/mi-10mi 1000 1,9500 2,1400 2,16
1|15| cotBoot |Amiodarone solutio T:f’ J;’it;"em”s 50 mgfml-3ml 250 0,7000 0,72
Z . concentrate for
1|16 coicao4 |Dopamine Hydrochloride solulion for infusion | 4¢ ma/m! -5 mi 100 1,8800 1,7400 2,09
1|17 ] coicAz4 |Epinephrine solution for injection | 1mg/mi - 1mi 100 1,2100 1,21
1119] coz2acot |Clonidine solution for injection 0,15mg 800 0,9500 0,95
1 (20| coscant |Furosemide solution for injection | 10 mg/mi-2ml [ 2 000 0,3900 0,4200 0,46
1 (22| coscans |Torasemide solution for injection 20 mg/4 mi 300 1,8700 2,02
1|23| coscans |Torasemide solution for injection 10 mg/2 mi 3000 0,9300 1,01
1|24 Ho1BAO4 |Terlipressin solution for injection | 0,1 mg/ml - 2ml 800 86,7400 7,49
1|25| Ho2aB02 |Dexamethasone solution for injection 4mg 35 000 0,3600 0,5600 0,40
: Lyophilisate for a
1126 HozaBo4 |Methylprednisolone solulion for Infection 15,78mg 2,000 2,6000 2,61
. Lyophilisate for
1]27| Hozago4 [Methylprednisolone salution for iileason 40mg 3200 3,8000 3,91
¢ Lyophilisate for "
1|28 HozABo4 |Methylprednisolone solution for injection 125mg 150 7,7200 7,74
1|29| mo3aco4 |Atracurium solution Injection | 10 mg/mi - 2,5ml 300 1,5900 1,5100 1,61
30| mo3Aco4 |Afracurium solution Injection 10 mg/ml - 5ml 800 3,1500 2,9700 3.23
powder and solvent
1]31| Mo3Acos |Pipecuronium bromide for solution for 4mg 100 2,8000 317
Injection
1132| Mo3ABOT |Suxamethonium salution for injection | 10 mg/ml- 5 ml 1700 2.5100 2,72
1|33 | NosAACt |Chlorpromazine solution injection 50mgf 2ml 200 0,8000 0,80
1| 34| N0sAADT |Chlorpromazine solution injection 50mg/ Smi 150 0,8000 0,80
1135| vo3ap15 |Naloxone solution for injection | 0,4mg/mi-1mi 40 0,8900 1,03
1[36| BozBAL1 |Phytomenadione solution far injection 10mg 160 0,7400 0,79
1| 37| BO3aco2 [Saccharated Iron Oxid solution for injection 100mg 160 oTcTp.107-2-2
1| 38| BO3ACae gg;é:gl hydroxide dextran solution for injection | 50 mg/m! - 2 mi 100 10,5200 |otcTp.107-2-2 10.55
O Ne 2 - MM, cbAbPM*aWM HAPKCTUYHU BelLecTBa 2 850
2| 1| No5BAO1 |Diazepam solution for injection 10mg/2ml 500 0,8000 0,80
2| 2 | NosBAi2 |Alprazolam tablet 0,5mg 2000 oTeTp.107-2-a
2| 3| Noscoes [Midazolam solution for injection | 5 mafmi - 3mi 350 2,3800 2,3700 2,51
KOMUCKHR:  NPELCEAATEN

Ha OCH. Wi.2 1 w1.23 ot 3 3 JI /I




