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1, C.lcrae Ha KoMr4cws.Tai:,
fTn=nr:enerFFTl' IIa^'"" - FTTeRH^ r\nofrrrttv KOIT-Frznr:c//E'AoTT.rrr/vAvu4qf \-Jr. 4uplzlHd t_To.qHoBa - r,JIaBHa Me,u4I_lI4HCKa CeCTpa/ t/-,e_ Lr rr ..v Lvv_,
Vrenoee:
-L. vrpt4Ha IollopoBa
Eypr,ac"EOO!,'
/ ila:u: ttamr\^Ela 

-

3. Mmurco Koee - cr
alr.4 | r. 3 or 3Oli;
4 - PvvcHa Konarztona

- MarrmcT'bp-oapMilr-leBT / yflpaB]lTeJr 6onHilqHa a[TeKa, .KOI]-

frpaBocnoco6eH !opr4cr/ no qn.20t aJr.4t r.3 or 3Oll;
. eKcnepr , lvpex4vtn "3llC,4T3C" - O6qlrsa J3yprac, no \:rlr.20 |

- clIeTOBo.UI4TeJr,,,KOq-Bypr,ac"EOOI.

0 4 .2018 rr . C.rcranrr Ha
c:poKoBe yi. 3a.Eaql4Te Ha

143I4cKBaHrrtrr-Dz\ Ha 3oll u

2" Koyttttcws.ra e Ha3HaqeHa c.bc sanoBe.q Ns I37/23,
KOt\nACtAtrTar n,bpBoHaqarHo onpeEeJreHr4're cbc 3anoBe.uTa
KOt!4I4CI4.qTa He Ca I43MeIl.flHVI .

3. Pa6orara Ha KoMvrcv:tx.Ta npoleqe rrpr4 cra3BaHe
f]lIl3oll B,UBe rrocJre.UoBareJrHi4 3aceIaHr4.q.

lla fl'bpr3orlo cvr 3ace.qaH]4e KoMr4cwfl'ra noJIyr{I4 u oTBopr4 oItalKoBKZTe C

.uo.KyMeHTvI Ha yLracTHZII]4Te/ |IO.U|l]4Ca TeXHr4qeCK.t4Te I4M npeIIJIOXe]ts'r4fl. r4 |l.[l4KOBere C

ueHoB flpe.uJlo)KeHl4.q, npoBepTt 3a clrorBeTC'rBr4e Ha rpT4JroxeHrre ,4oKyMeHTr4 14

onIICaHUTe OT VUaCTH'TL\UTe I C,[e.q KOeTO U3:B pfiI4 U npOBepKa 3a C'bOTBeTCTB]4e C

Kpl4Tepv]4Te 3a no46op v v.IF,rA;.cKBa:tr,trE||a Ba Jrr4qHo c,bcros.HrLe I rocraBeHr4 or
BtsnoNl{rer.q" He 6,qxa ycraHOrieHr4 JrrrrlcrA w/vtlv Hec.borBercrRrAfl. B npe,uc'raBeHI4Te
oT yqacTHI4Ur{Te .qoKyMeHTI4 / OQeprmre v;M 6qxa .UonycHaTu .Uo yqacTue B

lpouelypara IA Kolawcttrrra fipo.u'bJrxr4 3ace,UaH]4ero cr"4. Kovucu.qta r43B.bptx].r
n:r?nnoYn:uA ua TexH]4qecKI4Te |lpeIJ]OXeHI4,q. Ha .qOlyCFIaTI4Te yrTeLC:TtHWI\ViTe I4

npoBepKa 3a r.qxHoro c'bornercrBr4e c npe.qBaptzreJIHo o6.cBeHr4T'e VCJroBrAH.
K atnn atn q qt: A nn a-"y-.qeJIZ .UaTa r.4:. qac 3a oTBap,qHe Ha rleHoBr4Te [pe.EJTOXeHr4.q Ha
yqilcTHI4UI4Te / a npe.4Ce.qareJlrrrf il no.4rrr4ca cbo6illeHr4e 3a TqBa, r(oeTo 6eue
nrrt{nrrtrr ll'^^Ar,-^llyDJll4KylJdHO Hat t tpoq)nflcr H;i KylyBaqa Ha 24 .04 .20'LB r.r. .lerZcrev.cra 14



KoHCTa['arJvrI Te Ha I(oMurcras.Ta (]a no.qpo6uo onwcaHrr B llporoxon Ne 1 ot 23"04.2018
rr. / npr4JloxeH I(BM lracTOflitlt4fl. IioKJIaII .

Ha BToproro ct'I 3aceJIaHI4e KoMtlcu.qra orBopyr/ ofioBecrvl y.t;. nornr4ca ueHoB1zre
npe.EJloxeHiAfl. .Ha yr{acrHI4Ill4Te rro oT.EeJIHr4 HOMeHKJIarypul JreKapcTBeHil ]lpo.EyKl[r4l no
KaTlmn nihonmrzmavwey rvr 's Ha BCeKI4 ytraiCTHI4K ej.qxa loilycHaTI4 .qo oueH,qBal{e 14 KJIaOI4paHe .

C.te! toea orl4ca 14 c.bnocraBr4 rlpe.ErraraHtzre or yr{acrHrLrJr4,re eq\wHuratHt;A rleHr4 Ha JIll
c vr3vrCKBaH]lrlrel / rocTaBeHI4 or B.b:lnoxrrer.q . Cne.q roBa KoMwcr/r{|fa r(ract{pa
ndtonmrrrmo H: yqaCTHI4I-U4Te [o OT.4eJIHI4Te HOMeHKJIaTyp]l JIll . lefiCrnnrrra rA

KoHCTaTarlI/rrAIt? Ha KoMZrCtrATa Ca no.qpo6Ho onucaHr4 B llporOrcon Nr 2 o'r 2J "04.20f8
T. I frpzJroxeH r(.bM HacTofl,urAfl IIoKJra.q.

4 . Yuac:'rttutlt't B npoqe,q:r'para / no.uaJlr4 onaKoBKu c EoKyMeHTn :]a yqilcrr4e /

,,MEIEKC" OO,4 - Bxo.q.qu Ne 01/1 9.04.2018 r. I nocr.bnr4Jra B 09:15 qaca;
r-nrn^DM^ 'r'onr7nr4g1 " AA - BXOrts{q N, 02/20.04.2018 rr./ rocr.bnilJra B 09:OO Lraca.rtvvzL ! !r'rA,

5. 1 ' Her 23.04 "2078 D. I e 09: 0O qaca, e xa6rzHera Fra ynpaBilTer.q/ ce
npoBe.qe nlEprtoro SacegaHvre Ha KoMucI4s.Ta " Ha 3ace.qaHzero He Ilpr4cbcrBaxa
npe.ucraBt4TeJTr4 Ha yrlacrHr4r-lvltre rLJrrL Ha cpe.qcrBara 3a MacoBo ocBe.4oMr{BaHe.
flnonconrmansrn Ha KoMrACrAg,Tal noJlyrll4 c llpmeuo-|Ipe.qaBareJreH rlporol(oJI or
a.n\/)TcTl'lF.Tl H: KOTT--Frznr':c nR: 6r\va ,-r' ADs -po.q 3a|IeqaTaH]4 Henpo3paqHl4 OIaKOI]KI4 W OrVC Ha
yrlaCTHI4uI4Te / |IOIaII4 .4OKyMe]rTr4 3a yqacT,r4e B |lpouelypaTa 3a B%3J]aIaHe Ha
o6uecrBeHara nopbr{Ka/ Kor4Tc) c:a r436poeuu e t.4.
D ,-^--n vr3rl'bJlHeHtle w3ILCKBaHr4fl.Ta FIa .u. 51/ aiJI . B oT nil3ofl , BCu\l,Kt;A ltJIeHoBe Ha
KoMvICwfl.Ta roIlbJIHIAxa .qeKJlapar.uu, otfHocHo rr3ucKBaHr/rfi,ra Ha r{Jl .103, atlr.2 or 3Oll
w un.52 or llll3Oll.
Karntattqm: 

^raL\v,vlvlvyl^ r a t uure,[ Karo ce y6eII I r]o npe.qJloxe :g-rlHTa ca nocybrtu,nu;. B c'OoK, B
*-,lPo3ParrHI4 Orax:oBKI4/ C HeHapylIeHa rl.qJIocT t, nprLcT,blr4 KbM TrrxHoTo

oTBap.qHe/ [o pe.qa Ha [oJryqi]BaHeTo I4M.3ar BC.qKa oT.EeJIHa no.qa.qeHa olaKoBKa C

.qoKyMeHTr4 1 KOMr4CrrFrTla |IpoBep,z 3a :ts'aJlr[:{We]to Ha C.bOTBeTHI4r.6pr>il 3a|IeqaTaHr4
rrJII,lKOBe / C Ha.qn]4C ,,llpe.q.nar,auu ueHoBi4 rapaMerpr4\\ , c.ro6pasuo HoMeHK,naTypT4Te
JIfl sa Kor4To ce yqacrBa. Cre.u roea rpr{Ma or qreHoBere }ra KornJ,r.cuFrret rolrrr4caxa
TeKHyIqecK]4Te npe.4roxeH]4.c I4 rlrlllKoBere ,,Ilpe4.nalaHl4 rleHoE]ff napaMeTpm\\ Ha BCeKl4
e.q.t4H oT yqacTHr4ur4Te.
Kaxnnavqn^ n:r2nTq rrq:)rJIe.Ea .EOKyMeHTTZTe Ha yqaCTH.'{LU4Te, 3a C'bOllBeTCTBI4e C KpI4T,ep]/ '.I4Te
sa no.q6op IA IA3vrcKBaHI4.sra 3a JIr4rrHo cbcro.qHr/.e/ noc,r'aBeHy.t or B.L,s.[oxz.'len.q.
Kotuwcunra He ycraHoBl4 JrrArrcu u/vtnvt HecluorBe rcrBug, c vr3ucKBaHI4.sra Ha
BuBroNr4reJr,q B rrpe.ECTaBeHrzre .qoKyMeHTr4 Ha yrracrHr4uvrre tr npo.[r,JIX]4 gace.UaHr4ero
CN,
Kot.ttucttt'9:ta rA3B\pmrA pa3rrJTex.uaHe r4 o6c.bx.rlaHe Ha rexHl4rrecKl4T'e ;1perroxeH]4.q Ha
.4O.tIyCHaTI4Te 

'lqaCTHr[rJrL 
W rrpc)BepKa 3a r.sxHoTo cbo'rBercrB]4e c |Ipe.qBapilTeJIHO

n6qpoprzma \r'11^E\trtr ,1 llocraBell]4Te wzvrcKBaHvr+ Ha B.rsroxt4rer,c 3a vr7n;.,bnHeHl4e Ha
rrolc'brrKara/ no F)e.qa Ha fiocrbflBaHero ua o@eprmre,
Kol,s'rcutgra ycltaFxoBr4 :

5. :l . 1. TexnrtqecKl4le [pe,UroxeH]4.q Ha yrtacrHr4Ka ,,MEI[EKC" OOI 3a BCvruKr4
A/irr:nrzn: qrr 

^m ut..ero HoMeHKJIarlzpvI JIll oTIoBap.qT Ha u3vcKBaHr4fl,ra Ha Br3noNrren.q
I4 (la oKoMrIJIeI,lTroBa}i.u c BcI4qKI4 Heo6xoII4Mu IA rr3]/-cKye\tur .qoKyMeHTr4,
KoMtLcusra .qcrnycHa oQeprara Ha yrlacTHr4Ka ,,ME!iE.KC" ool EO OlteH.qBaHe 14

KJrircr4paHe 3a Bc:r4rlKr4 ooepupatrj'.- or Herro rpilHaneceT HoMeHr"rrarypz JIfl .

5.'.L.2. Vqacrnmx:rr ,,CO@APMA TPEi4II4H| " AI:
- e Ipe.4JIOXI4JT l]a u3r7'LJr}lvr .4o(lTaBKara Ha JIll c HoMeHKJrarypHr,{ HoMepa 1,3; L];
I.9; 1.10; l-'11; 2.2 c JIfl/ KoI4To He Qulypupar e )1o=wrwnuvts. JreKapcrBeH
cnl4c'bK (IIJIC) - llpunoxeH]4e 2, c Koero He e wzrrbJrHrAJr r43tzcKBaHero Ha
Bt3roNmrer.q ,,IJpe.UroxeHr{Te or yqiLcrHr4liyrre JIn cJreJIBa .qa Qulyprpar B
Ilo=wrvzur4s JleKapcrBeH cilucbK (llJlc) - IlprloNeHlze 2.,,.



* e npe.EJloxllr Jla l43n'brHr4,qoclaBKarzi Ha IIll c uoMeHKJrarypHr4 HoMepa I.12; 7.31
c JIIIf Kor4'ro cfrlypr,rpar e IIJIC-flpmloxeHr4e 2, Ho c rpyr nPy/ pa3rl,rqeH or
III]e.qfloxeH.t4g oT yrlacTHilKa.
- [Pe,qloxeHl/..cr Jln 3a HoMeHK.[arypeH Ns 1.38 e c ATC rr JreKapcrE]eHa t]opua,
pa3JTrr-rHr4 or I4gr4cKBaHr4Te rto cleqr@lrrcaufi,qra Ha B%3fioxr4Te,[.q.
Kot'ttttcus,ta cq.t4Tit/ qe TaKa 143ltoTBeHr4/ npe.uJloxeHI4,qTa Ha yr{acTHr4Ka 3a I|I Ns 1,3;
I.1; I.9; 1.10; L.II; I"72;: I.31 ; l.38; 2.2 xe otrFoBaprrtr H,a r43r cKBaHr4grra Ha
Bbg'IIoNI4ren.s r'r npe.qJ]arra oQeprzre Ha yqacr]rvrKa 3a JIII Ne 1.3; r.1; 7.9; 1.10;
I"I7; 7.I2; 7.31 ; 1.38; 2.2 JIa 6t.qal otrctrpaHenn otr yqactrerer B rporle.qyp.rra Ha
ocHoBaHre un.107, T.2, 6."aI" or 3Ofl .

OAonmrrma H:v\ruy rvr r s nq yr{aCTHI4Ka 3(l OCTaHaJIJ4Te HOMeHKJIaTypyl Jlll OUIlOBap.qT Ha
tA3tACKBaHrAfl.Ta .Ha Bggnoxrr,:"tg IA KoMr4cl4.qra tw ,qonycKa .Eo oueH,st3aHe rA

KIaCr4paHe.

5.2" Ha 27.04.2018 r... e O9:00 qaca/ B ra6rHera Ha ynpaBr4Ter.q ce
npoBe.4e BlDolcotro Sace,qalr%e Ha Kc>r,rvrcrAs-Ta. Csc cro6ueHme m3x. Ne 481 or
24 .04 .20IB tr , r ny6nmrcynauc> Ha flpoQzra Ha KyryBarra / yqacrltrrL\r4Te 6.qxa

"vreHvr 3a .4ara'rif I4 qaca Ha HacTo.srloro 3ace.4aHr4e 3a orBapJ{He HaJ s v,4 vri

I-leHoBI4!r'e ltila rpe.qroxeHr4.q, LIa 3acre.qaHzero Ha KoMTAClAfl.Ter He npl4cbcrBaxa
lpe.ECTaBu'IeJIl4 Ila yrla CTIII4IJI4't] €t .

Kot'ttttcws,ra orBopI4/ ortoBecrr4 14 rro.qnr,ica .qoflycHarr4!re.uo oueH.qBaHe tr KJIacr4paHe
traHaRT/ ndtonmrr nA nan: ua/ flO pe.[a Ha flC)CT'bfIBaHe F]a IIpeJrJrvn\unyrnro nq JqaCTHI4UI{Te.
Kolntavqm^ nnarT,:.,r__+eHr4 ueHoBr4Te llpe.4JIOXeHl,1fl Ita yqacTHr4ur4Te 3a cboTBerclTBileTo vrM
c vrglAcKBaHyt.q'ra Ha B.n="noxI4TeJIrr - npe.ElarraHTlTe eAI4HIAqHII, UeHZ. .qa He Ha.EnratrraBar
c'borBerHara r:rolZuocr Ha c'bxl]rtre n IIJ]C-npvnoxeuv.e 2, aKTyaJreH rctr"l 1.0.04.18 r.
Kolrylcragra Kor{ctrarrrpa / r{e:
Tlnrz T/QF^mR sHA Ha uelloBI4Te cI4 lpe.uJloxeH]4r{ yqacrHI4K,br ,rMegrtKC" OO.U e o;1asu;--r--
143I4cKBaHero na BugroNtzte.[.q: ,,flpegroNeHara or yqacrH]4K;t e.qzHI4rlHa lleHa cre.qBa
^^ HH Hi i,H,/,,,: Ha c'borrBerHara cro]4Hocr Ha JIn e |iIC - IlprnoNeHre 2, aKTyaneH
K%M Iara 10 .04 "2018 r.. "
Vtracruv rc.rr ,,CoQapva rpetZgr.H:r"' AI He e clnasI4JI llr4trur paHoro tIo.-r,op€) I43r4cKBaHe

nA'an."-"^rrpn uq)upruHHe Ha UeHOBOTO Cm |Ipe,IIlOXeH]4e 3a JIII Nq 1 . 1 vr 3a JIII Ne I .25 , vr
arhanmrrma ^'\/ Qt re=z JIll 6gxa orcrpa.HeHl4 or npoqe.qypara Ha ocHoBarIl4e qJr "LO7 ,
8.2 , 6, \\a\\ ot' 5Ofl.
Ko[.qrtcr flra np],rcrbrll4 KtM pa3rJrex.uaHe I4 cbnocraB.qHe Ha ueHoBr4Te npeJJrroxe:r-yrl Ha
y\J'aCTHmUV'Ie | .qO[yCHaTI LO OI],eH.sBaHe ]'l KJIaCI4paHe 14 He yCTaHOllI4 tIZrIT]r{.q]"" reTO Ha
Heo6u.laIZHO 6.nalonpmRrHm oQeptu, a or rav_ w Ha ocHoBaHr4.s Ba npr4JraraHero Ha
un.'72 or ilOL
Koltsucwst,ta r43ll.bptlr4 oKoHrlareJIHoro KJIact{paHe Ha yrlac[rHr4UI4Te.
T{atrrtarnom: ua \r^TraHoBI4 ocHoBaHp{e ?a nnrlRc'Ncrr:He Ha xr:le6vrilt -Jvt4LLvDv! uul t\qrre

6 , Klar:upaHero Ha yr{acrHru,r4Te / c;ro6pasu o uz6"paawx
rcpmleprft ,,Haft.-uucKa rpeIJIoxeHa ueHa\\ e/ KaKTo cJIeIIBa:

oTl Bts.noNyrrer.q

n
N9

\98
on ATC

Me4gynapo4rro HenareHTHo Ha IMeHoBaHIe
/INN/ Ilexapcroera Qopn,ta nbpeo Mecmo Bmopo nncmo

On Ne 1 - Iltl, necudupxat4u 9HU ee|J.Lecmea
1 1 AO6AD65 Nlacrogol, combinations powd for susp X X

1 2 AO6AD65 lVlacrogol, cornbinations powde[ for oral solution COOAPMA X

1 J J01 CR02 Amoxicillin/ Clavulanic ac;icl tabl film - coated X X

1 4 J01 CR02 Amoxicillin/ Clavulanic ac;idl
powder for solution for

iniection COOAPMA MEAEKC

1 5 JOl DDOl Cefotaxime powder for solution for
inie0tion/ infusion ME!EKC X

1 6 JOl FAl O Azithromycin powder for solution for
infusion COOAPMA X

I 7 JOl FAl O Azithromycin tabl film - coated MEEEKC X

1 8 JO1 GB03 Gentamicin solution for injection MEAEKC COOAPMA
1 9 JO1 MAO2 Ciprofloxacin tabl. film - coated X X



1 10 J01MA 12 L-evofloxacin filrn-coated tablets X X

1 11 JOlXAO2 1-eicoplanin powd,and solv, for solution
for iniection ME[EK(} X

1 12 JO1 XBOl Colistimethate sodium
powder for solution for

iniection or infusion X

1 '1? c01AA05 Digoxin sol Inj /inf, COOAPIVIA X

1 14
c0'1 BB01/
NO,IBBO2

L.idocaine solution for injection ME[EK(r] COOAPMA

1 15 c01BDO'1 Itmiodarone solutio for intravenous
infusion C;OOAPMA X

I 16 c01 cA04 Dopamine Hydrochlorider concentrate for solution for
infusion C;OOAPMA MEAEKC

1 17 c01cA24 ,E solution fo1 injection COOAPMA X

1 18 c01 DA02 Cilyceryl trinitrate solution for infusion X X
1 19 c024c0'l Clonidine solution for injection COOAPMA X
1 20 c03cAo't F:urosemide solution for injection MEgEKC COOAPMA
I 21 c03cA04 l-orasemide tab et X X
1 22 c03cAo4 l-orasemide solution for injection COOAPMA X

1 23 c03cA04 Torasemide solution for injection COOAPMA

1 24 HO1 BAO4 T'erlipressin solution for injection COOAPMA X
1 25 HO2ABO2 Dexamethasone solution for injection MEAEKO X

1 zo HO24BO4 Methylprednisolone Lyophili$ate for solution for
iniection COOAPMA X

27 HO2AB04 Methylprednisolone Lyophilisate for solution for
i nieclion COOAPMA X

28 HO2AB04 Methylprednisolone Lyophilisate for solution for
injection COOAPMA X

29 M03AC04 Frtracurium solution injection COOAPIVIA ME!EKC
30 M03AC04 F tracurium solution injection COOAPMA MEAEKC
?,1 M03AC06 F'ipecuronium bromide powder and solvent for

solution for inieciion COOAPMA X

1 32 MO3ABOl Suxamethonium solution for injection COOAPMA X

1 33 NO5AAOl Chlorpromazine solution injection COOAPIVIA X
1 aA NO5AAOl Chlorpromazine solution injection COOAPMA X
1 35 VO3AB1 5 Naloxone solution for injection COOAPIVIA X
1 JO BO2BAOl P'hytomenadione solution for injection cooAPh/tA X
I B03AC02 Saccharated lron Oxid solution for injection X X
1 38 B034C06 lron (lll) - hydroxide dextran complex solution for injection MEAEKC) X

ot- l\e 2 lfl, cr,A ,pxaulh HapKoT l4HH t4 BeUleCTBa

1 NO5BAOl Diazepam solution for injection COOAPMA X

2 N05BA1 2 A,lprazolam tablet X X

2 3 N05CD08 lVlidazolam solution for injection COOAPMA MEAEKC

l. llpe.qroxeHr,{e Ba OTC:II?AH.flBAHII sa yr{acrHTlUrA 14 MolrvrBu:
Koltlvr-tlgsma nnAnn^r: nrhonmrzma u: \/rr:a-murrUHa yr{ilcrHI4Ka //COaDAPMjA TPEI4A,{Hr // A'q 3a Jlll NeNe

I.L; 1.3.; I.1; I.9; 1.10r 1.11; I.I2; I.25; I.3j; 1.:iB; 2.2.ua 6r=,.qar
OTiSTpaHeHI4 oll yqacrI4e B npoqe.4ypaTa Ha oCHOBaHr4e LrJt.I0'7, L2, 6,"a" ol 3Oll ,
MaTl/tPTI, n A nr'Ats" rrv,41,,vuHO r43JrOXeHl4 13 T.5.r"2, u r.5"2" or Hacrosrlil.q .40x1a.4
n arlnmT4mo Nr\/ D -v\f ,eIJ avr f, e rviJ 5d .1,131.1'h,JlHeHl4e Ha nopbr{KaTa 3a Te3}.1 JlIl He OTfrOBap.qT Ha
np(3IBapl4TeJIHO o6.qeeul4re ycJIoBI4s, tt wztrtcKBi)Hr4.qra Ha B.rsroxr4TeJlg.

B. Kowucwg,ta rpe.qJlala Ha B'b3roxr4TeJt.q Aa 6r.uar cKJlrcrreHr4
r43l.IbIHeHI4e F{ar [Op.L,qKzira c KJ]acrApaHnTe Ha n.bpBo M.ccTo y\4.acTHI,IIlt4
HOI\4eHKJIaTypI4 JIeKapCTBeHI4 npo.qyKTyl "

9

9

Kol'lt't rlt4gta rt]ce.qJIala Ha

.qorloBopr4 3a
:]a oTIIeJIHr4Te

110
BrgroNzrer.q
r.I, t.1 ou

IIPEKPATI4 npo!,egypara :

, sa cJreruzre JII:
.44
30r(J peAd Ha rfJr. rtu, aJI . I I T. _L oT 3ull, 3a CJIeJIH'IT'e

o
n

NS

N9B
on ATC

l\y'e)qlyHapoAHo HenareHrHo
HaHMeHoEaHIe /lNN/ IeKapcrBeHa +opMa

KonhqecrBo Ha arilBHoro
reKapcrBeHo BeqecrBo (MFpKa)

npoftosHil
KOnUCeCTBa B

nococeHaTa
MqPKA

1 18 c0'1DA,02 Glyceryl trinitrate solution for infusion 1 mgiml- 50ml 60

1 zl c03cA,04 Torasemide tablet 10 mg 450



Morzem: :a D,IATtApaHvrre lroMeHKJraryprl nn, B cpoKa, orpe.qeJreH or B'ss.noNzrelx,
H.qMa norareH,a Hr4To e.qHa oOer>ra.

ro pe.qa Ha qri.110, aJr.1/ r.2 or 3Oll 3a cJre5Hmre Oll:
Me)(AyHapoAHo HenareHTHo HarMeHoBaHile

/INN/

Kottytcv.g,:
frnn -^^1]}Js,r_{\-gAq-l EJl .

tlreHose:

KonhqeorBo Ha artrBHoro
neKapqBeHo EeulecTBo

(MFpKa)

Olil Ns 1 - fln, HecbAbpxarqn HapKol-HrtHn BeqecrBa
Macrogol, combinations
Amoxicillin/ Clavulzrnic acid

Levofloxacin

Colistimethate sodium

Saccharated lron C)xid

0f1 Ns 2 - nn, cb4bpxauln HapKorneHh BerqecrBa

Alprazolam

Mox}t'sw: 3a rII4TI4paHi4rf e HoMer{nJraryprz JIn e rto.qa.qeHa cifMo no e.qHi] oQepra
BC.qKa or rlo.qil,UeHm're oQepru e Henogxo.q.qqa,

10, B .Hacro.qrllara npoue.qypa or yr{acrHr4r_U4te He ca u3vrcKBaHrA u He ca
NPCICTAE 

'IHIA 
\NOCTPW .

C't-,c CbCTaB.qHeTo Ha HaCTo.quII4x ,[Or,na,4/ C.bfrJlacHo w2\rACKBaHuLqTa Ha L]JI .103,
? ,. -^ ^^,-^aJL.r vr rru l,ur-rd. FIa.u.60 or l]ll3Ollt K.oMIACtTfl.|Iat Ha3HarJeHa c.bc ganoBerl Nq 131 or

23.04.2018 r, / 3a rpoBexrauo Ha orr(pr4Ta npoue.uypa/ c npe.EMerr: ".[[oc'raerca Ha
, ,.)o.EyKTyr, pa3npe.ueJreHr4 B IIBe o6oco6esu no3vrrJuu, cbrrJracHorrL

np:[4JroxeHa cneqrQIAKa4IAA" npyKJlror]r4 cBo.qra pa6ora B ortpeJIelteHllfl. or BT,srox]4Ter.q
cP,crc . Ktvi loKra.qa ca npI4JIoxeHr4 BCrAr4KvI .uoKyMeHTI4, c.bcraBeHr4 B xolla Ha
pa'5orara Ha .Korlu4clts.Ta - nllo'roKoJIr4 NeNe I ,2 or 3ace.qalrr4.qra il., KaKTo Lr,sJrara
.uo KyMeHT aunfl. r7o rrpoqe.qypaTa .

Ha ocHoBaHr4e rJr ,706, a.u. 1 or l3oll Hzrcrofl.Dlras.T !ox;rag ce rpercraB.c Be.qHo
c.f-rpr4JroxeHr4.qra Ha Br,sroxr4Ter.q 3a yrBbpx.uaBaHe Ha 02.05.2018 ro,uHa.

/ TI Cmr; qsne: /ta.vL

/ t/l I ArT^nn D: /

/ TT Tlamnnp: /
I A. lLv

/M I(ac>p /

/Y.KOITIJITOBa/

J0'tcR02 tabl, film - coated 875 rnql125
tabl. film - coated

JO1MA12

JOlXBOl oowder for solution for

solution for i
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F
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IPO'IOKOI NS 1

[nec, 2:,3.04 "2018 rlo.ql4Fla/ B O9:00 qif ca, e rca6vnela Ha Vnpaev rela Ha
,,KOII - Eypla<1" EOOI/ B rp.Eiy'plac, 6ytt."Cle@aH Crav6o.non" Nq 73, n XrpyplzqeH
Kopnyc Ha MEAJI-Eyprac A.{, e5' .'7 | Ko\/uLcvr+ B c.bcTaB:

I-lnoncafl^m^r. TTrnrrrrrryvavuaurcJt I AaIJnHa ',TO.tIHOBa - rrJIaBHa Me.[I4UI4HCKa CeCflpa, ,,KOLI-
Erznnr^//E f)ATT.4vvt1,

9reHoee:
1 IAnvus Tarrnr' -+,-poBa - Marr]4clrllbp Qapvaqeer, ynpaBr4TeJr 6o,lHr.rHa anreKa, ,,KO[-
Eyplac" EOO[,;
) llaau a TTamrrnrAeurrq,,-,y-Ba - npaBocnoco6eH roprrcrt no :lJr.20, alr.4t T.3 oT :lo[t
3 . MttHxo Koee -- craprxr4 er{tcnepr , fiwpex4uin *3llC,UT3C", O6u\uaa Byplac, flo
\-rJr.20t art"4, T.3 ol l3Oll;
4. PyrrlxHa Kol,rv roea - crleroBc.Er4TeJr/ ,,KOU-Eyprac" EOO.U/
B I43fI'bJIHeHI4e Ha 3anoBe.q Ns L 31 oT 23 . 0 4 .2018 |o.Ur4Ha Ha ynpaBilTer.q Ha "KOII-
Eyplac" EOOL, ce c'b6pa .qa 7r3B'bprxrl npe.EBapr4TeJIeH no.q6op/ ra pa3rrJre.qa/ oueHyr
v KIIaCnpa nocT'bnIAJIr[Te O0epT'71. 3a yqacT'I4e B OrKpI4Ta nporle,4ypra 3a BT:3JISrrdHe Ha
o6uecrBeHa nopbrrKa I c rrtr)e.qMer : ",!ocraerca Ha JreKapcrBeHr4 npoIIyKTr4 /
n:annanFnErHT, o IBe oOoco6eHi,u no3vrrJvrrrt cbIJIacHo TexHffr{ecKa c|Ieu]4Qlv..r.a4vta" "

Tln,arrafl\/nam: alrr-vqvAyrJqaq s perlr4c'Ip]4paHa 'B AOII no,4 Ns 00232-2018 - 0003, r e oTKp.mTa c
PemeHre Ne 11l13. 03.2018 fr. , ny6rilKyBaHo B Pon c N, 83 4 6'7I Ha 15. 03 .201.8 T. I
A^-^ -^,,--uuHriJreHne - e PO|I Ne 834 6-1 2),, ny6rrlKyBaHo Ha 15.03 .2018 rr. rA B OB Ha EC Ne

20IB / S 052-l-1 41 0'1 ua 15 . 0 3 .2078 11 .

Tln'=ncan'manonr Ha K)}/MCI flTa npoBeplr cbcraBa Ha |lpylc.bcrBa]ulrrre u cJTe,u Karo
ycraHoB]4, qe rpilcbcTBaT BCU:.|LKW qJreHOBe Ha KOMIICITATa, OTKpr,l 3aceltaHl,IeTO,
Ha 3ace.uaHI4ero Ha Ko\rvICI4g.T<l He rpr4(rbcrBar npe.qcraBilTeJru Ha yqaclrHl4ur4T'e uJrrA
,uplFr'r4 npaBor4r\4anJu nr4uit .

Tln'=nnon^manqnr Ha Kor./1J,rcvrflTat roryqv c llptreMo-rIpe.uaBare,neH ltporoKoJ] or
c.TT'i/l<T4qrc.rT F{a KOTT-llrznl;t- Frr-rFnarF-- -crt rn Onrna ua \zuvrlt !!\vr r uJr rrq r\vrr -r - cIjJeHJ4'.L'e UI1d.I(OIJI--- -- ! :aC|IHIAL\tiTe I flO.qaJII4
.tro.KyMeHTI4 3a yr{acr]4e B HaCTO.qqaTa OTKpmTa |lpo4e.4ypara 3a B'bSJIarra]le Ha
o6ttleCTBeHa nopbrlKa.
llnrrncon:manqqr \/pannl/r/ rrnau/\r)z\ma u. vl^^r^^l^-n- tr,rrrruAvv4q J.zBe.EOMll qJIeHOIleTe Ha KO\t1yICIAfl-Ta I r{e My Ca |Ilr=;4a4snn ADo vOO.{

- -, ,,)o3parllll4 onaKOBKI4 / Bbpxy KOT4TO Ca OTpa3eHr4 : nO.qaTeJI / npe.qMeT
Ha oouecrBeHelTa ]lop'bqKa/ HoMeHKpJIaTypHr4 HOMepa Ha JreKapcTBeH}fTe npo.4yKTl4 or
o6oco6eHr4Te fro3rrrJrAut 3a Kol4l'o ce [o.qaBa oQepra, Bxo.u.qu HoMep, .qarra ]z r:tac Ha
BHilC.qHe B CqeTOBO.qCTBOTO Ha "KOU-EypIac"JIOO,!, KaKTo cJl.e.qBa:

1. or ,,ME.II,EKC" oo,4, c Bxo.u.cu Ne 07/t9.04.2018 r. I Ko.q,ro e nocrbr.r.r{Jra B

09:15 qaca;
2. or ,,COQAPMA TPEI4II4HI" AL,

rrocrrbrrr/.Jla B 09:00 qaca.
C BXOIISU N9 02/20.04.20L8 r./ Korrro e

D '-n--D /r51.tbJlj1ej1r4e W3ILCKBaHILETa Ha r{I . 51/ aJI . B oT llll3ol] | B<':vrq.Kvr TIJIeHOBe Ha
Kor"4rACrAFTa nOnbJIHIlxa JIeKJIapaLJI4u/ oTHOcHo t:n3uCKBaHI/ItrTa Ha qJI .103, an.2 OT 3oll
14 ttJt.5'2 or llft3Ofl .

Kovllr-vtqqr^ -non K^ma\ aa rz6oL\vLvu!vlL^!at urreA r\qr\/ us yve,I\IA, I{e |lpeJIJ]O)Ke}1I4HTa Ca |IOCIt'blII4JlI4 B CpOK, B
-'*'lPO3ParIHI4 OnaKOBKI4, C HeHalf,yllleHa qgJIOCT t npwCT,brII4 K.bM T.q.XHOTo

oTBap.rrHe/ ITo pe.qa Ha [ocT.blBaHeTo vrMt rrp]4 KoeTo ce KoHCTaT.r{pa:

'1 D ^ c Bx.Ns OL/Lg.04.20118 r.t.qeno3r4paHa e 09::l5 Lr. o.r ,,ME,qEKc.'f o U UIIONUD^(a/

OOJ[, EI4K L31268894, cr,c ceIaJIIZIIe w a.qpec Ha ynpaBreHr4e rp. Cot|rr.q, 1138,
pai{oH MraJ]ocr, x.K. fopy6lxne, 6yl . "CalaoKoBCKo uloce\\ Ns 2:n, [pe.qcraaJl..qBaHo
oT EM]4I AnexcaH.Upoe ,laHerr IA BeIl,lgap AHTOHOB .{paloea-ynpaBr4}eJrw I Ce
cbJlbpxaT: e.qFla nanKa c loKyrueHtrl% 3€r yrJacTr4e I TpuHaEeceT narlKr4 - TeXH]4rleCKr4
npe.qIoxeHr4.q 3a r43rr.bJlHeHt4e Ha nop.brlKaTa / v Tpr4Ha.qeceT oT.uerHr4 rr.l.rr4Ka
llpe.UnalaHtl UerHoBil napaMe['pr4 3a cJre.q.Hr4Te J]ll:



on
Ns

Ns

B

on
ATC Me>44ynapo4no H€)nareHTHo

HahtureHoeaHiler /lNN/ Ierapcraena $opura

Konnqec;reo Ha

AThBHOTO

neKapcrBeHo
BelqecrBo (rvrnpxa)

flpornosnr
KOnUqecTBa B

nocoqeHala
M9pKil

1 4 J01CRCr2 Amoxicillin/ Clavulanic acid
powder for solution

for iniection
1000 mg/200

m|;l

1 J01DDCr1 Cefotaxime
powder for solution

for iniection/ infusion
1g 40

1 7 JOl FAl O Azithromycin tabl. film - coated 500rnq 70
1 8 J01GBCr3 Gentamicin solution for iniection 40 mqinrl- 2m 350

1 11 JOlXAO2 Teicoplanin oowd.and solv. for
solution for iniection

400 mg 50

1 14
c01BB0'l/
N01BBCr2

Lidocaine solution for injection 20mg/ml-10m1 '1 000

1 to c01cAc)4 Dopamine Hydroc;hloride
concentrate for

solution for infusion
40mg/ml-5ml 100

1 20 c03cAcl1 Furosemide solution for niection 10 mo/ml - 2ml 2 000
4 25 H02ABCr2 Dexamethasone solution for iniection 4mg 35 000

1 ZJ M03AC04 Atracurium solution injection
'10 mg/ml-

2.5rnl 300

I 30 M03AC04 Atracurium solution iniection 10 mg/ml- 5ml 800

1 B03ACCr6
lron (lll) - hydroxider dextran
comptex solution tor iniection 50mg/ml-2ml 100

z NOSCDOS Midazolam solution for iniection 5 mq/ml- 3ml 350

Tptalta or rrJleHoBere Ha KoMl4crrtrra nornlrcaxa [J]I4KoBere c ueHoBr4Te napaMerplt l4

Tel<HI4r{ecK7tre [peJUIoXeHr4.q, Be,UHO C .qOKyMeHT]4Tel npr4JIOXeHr4 K'bM ['.qX,
Boiqellr,t.qt 3ace.qaHIZero onoBecrI4 .qoKyMeHTI/:Te / cb.Ebpxarlr4 ce B oraKoBKif ,ra Ha
yr{ilcrHI4Ka I,r vl3B%plxl4 I]poBepKa Ha cboTBerc'rBllero uM c tIp%JIoxeHI[g. oa' yqacrHI4Ka
ofll4c. Kotttucvrsra Kortcr arvrpa cborBercrBr4e Ha [pe.qcTaBeHmre IIoKyMeHTZT u
rzqflnnourrmo P nr- ,,pr4JIOXeHULS OT yqaCTHr4Ka O|ImC.
K at.ttn atn q m a nr\rl (..y..JTbnI4 KbM p,eB|JIeX.qaHe Ha .qOKyMeHTI4'Ie B OnaKOBKaTa 3a
c'borBercrBl4e c Kpr4Tepur re 3a nol6op rA z3r4cKBaHus.Ta 3a ,[r4r{Ho c.bcro.qHme /
nocraBeHu. or B.rsnoNl4ler.q.

IIpr4 I43B'bplIeHd.Ta |IpoE]epKa:]er HailvqueTo w pe.qoBHocTTa Ha npeIICTaBeHJ4're OT
yr{ilcrHr4Ka IoB:yMeHTrz, KOM!CC!f.ATA VCTAHOBI'I :

vr{ilcrHI4K'bT e npe.4craBtAJr Ha eJreKTpoHeH HocI4TeJr e!-vr:F- eEIllO|I ,. no.Urrr4caH

", '[rI]4c oT .qBalvraTa yilpaBr4TeJIr4 Ha .UpyxecTBOTo, e rcofirotLe/

.qeI(JIapl4paJT Hil.uJIexHo,III4ICaTa r{a ocHoBaHl4r{ 3a oTCTpaH.rrBaHe w cborBeTCTBr4e

C

e
C

Kp\4TepwuTe 3a noJloop.
Tlnrn nnxrz n a rz Il c-. "' AJKJIapaur4.q-cn],4.c'bK rro o6pa3eU Ne 7 or .qoKyMeHTatuil.qra/ c Koero e
mzrT'bJrHuJr pa=nopeg6zre ua un:..67, an.1 or 3Oll r,r ,an.40, aJr.I, r'.1 u at.2, r.3
or llll3Oli.
Kotrsttcuglt a cr{I4Ta, He yrJaclHI4KbT e TIpeIICT aBIAJt 14314 cKBallr4 T'e ce .qor(yM.eH.rr4.

yqacTHIA KbT
CbCTO,qHI4E,

flpe.4craeeHara uu$oplzaqrx B Sa.qBIelrr4eTo 3a vqacTr4e e nbJTHa u
orroBap.q Ha KpI4TepzvITe 3a nog6op 14 tA3tACKBa:r-rAATa 3a JrI4rrHo
[ocraBeHw or B.t :"noxzten.q.
Kotrttcunta Ionycrca oQeptaria. Ha ylracrHr4Ka //ME,{EKC// OOE .qo oueH.qBane 14

KJrcrcl4pclHe 3a ur,f rI,IpaHr4Te no-rr,3pe TPI{IIAIECFIT HOneHn"larypm JIll .

' 
F An^k/\Drl c sx.Ng 02/2t0.A4.2078 D, | .!:eno3r4paHa e O9:00 q. or /,CoiDApl,tA

TP$IZII4HI// AI, EIAK 703261 194, c.bc ce.qaJT%qe w a.upec Ha ynp.tBrenr4e lp.CoQnn,
Ll !i6 , parZon ,,I/r3rpeB" , yr. "Jlrue3ap Crall-{eB" Ne5 r Coqpapua Bugnec Taytpc,
clpa.ua ,,]\" , er. 12, npeIIcraBJIflBaHo or lr4MfiTbp leopluee lrvzrpoe-
r4Srrb]rHrrr erleH .ql4peKrop, qpe3 y[.bJrHoMorrleH npe.ucraB]4TeJI Pytr.len Paqee Korea, ce
ctrl.rrpxar: erHa nan.Ka - KJracbop c ,EoKyMeHTr4 3a no.q6op rA TexHl,rqecKfiTe



npe.qroxeHI4.q 3a I43n'brHeHr4e Ha |IopbrrKaTa u ['pr4.4eceT 14 oceM orJIeJ]Hr4 rrJtr,lKa
llpe.qraraHri UeHoBr4 napaMerpr,4. 3a cJre.fHr4Te HoMeHKJrarypil JIll:

on
Ns

NP

B

on
ATC Mexq4ynapo4uo HenareHTHo

naurirenoaanne /lNN/ Ilexapcreena Soprrra

Konl,tqecterl na
aThBtl0To

neKapcTBeHo
BeulecrBo (MFp(a)

flpornosnu
KOnUqecTBa B

nocoqeHaTa
MffPKA

.l
I 1 A06ADei5 , combinations powd. for susp. 64g 2 600

1 z A0€iADei5 Macrogol, combinations
powder for oral

solution
52,59 2 600

1 J01CRCr2 Amoxicillin/ Clavulanic acid tabl. film - coated 875 nql125 rnq 500

1 4 J01CRCr2 Amoxicillin/ Clavulanic acid
powder for solution for

injection
'1000 mg/200 mg

1 JOl FA1 O Azithronrycin
powder for solution for

infusion
1500mg1 50

1 7 JO1FA,1O n tabl. film - coated 500mgr 70
I B JOl GBO3 Gentamicin solution for iniection 40 nrq/ml- 2rnl 350
1 o J01MACr2 xactn tabl. film - coated 500mcr 600
1 10 JO1MA12 Levofloxacin film-coated tablets l500mg 80

1 11 JO1 XAO2 Teicoplanin
powd.and solv. for

solution for iniection
400 mg 50

1 12 JOlXBOl Colistimethate sodium
powder for solution for

iniection or infusion
lMIU

1 13 C01AACI5 Digoxin sol. Ini./inf. 0.ii mo/2ml '150

1 14
c01 BB01/
NO1 BBO2

Lidocaine solution for iniection 20mg/ml-10rnl 1 000

1 15 c0l BDCr'1 Arniodarone solutio for intravenous
infusion

50 rngiml-3ml 250

1 4A c01cAcr4 Dopamine Hydroch loride concentrate for
solution for infusion

40 mg/ml- 5 ml 100

I 17 c01c42/ Epinephrine solution for iniection 1ms/ml- 1ml 100
I IY C02ACCr1 Clonidine solution for iniection 0,1Smci 800
I 20 c03cA01 Furosemide solution for iniection 10 mg/ml - 2ml 2 000
1 22 C03CA0r4 Torasemide soluiion for iniection 20 mgl4 ml 300
1 23 c03cA04 Torasemide solution for iniection 10 mq/2 ml 3 000
1 z+ HO1 BAO4 Terlipressin solution for iniection 0,1 mg/ml- 2ml 800
1 25 H02AB02 Dexamethasone solution for iniection 4mg 35 000

1 zo H02AB04 Methylprednisolone Lyophilisate for
solution for injection

15,78mg 2 000

1 zl HO2ABO4 Methylprednisolorre Lyophilisate for
solution for iniection

40mg 3 200

I zo HO2AB04 Methylprednisolone Lyophilisate for
solution for iniection

125m9 '150

1 29 M03AC04 Atracurium solution iniection 10 m!t/ml - 2,5m1 300
1 30 M03AC04 Atracurium solution iniection 10 mq/ml- 5ml 800

I a4 M03AC06 Pipecuronium bromide
powder and solvent

for solution for
injection

4mg 100

I JZ MO3ABOl Suxamethonium solution for iniection 10 mq/ml- 5 ml 1 700
1 NO5AAO,I Chlorpromazine solution iniection 50mq/ 2ml 200
1 34 NO5AAOl Chlorpromazine solution iniection 50mq/ 5ml 150
1 VO3AB1 5 Naloxone solution for iniection 0,4mq/ml-1ml 40
I BO2BAOl Phytomenadione solution for iniection 1Omq 160
1 37 B03AC02 Saccharated lron Oxid solution for iniection 'l00mq 160

I 38 B03AC06
lron (lll) - hydroxide dextran
comptex solution for injection 50mg/ml-2ml 100

z I N05BAOl Diazepam solution for in 10ms/2ml 500



z 2 NO5BA1 2 tam tablet 0 2 000
2 N0SCDrl8 Midazolam solution for iniection 5 mg/ml- 3rnl

Tprva or qJIeHoBere Ha KoMl4c:r4.rrra ro,[nr4caxa rJ]IrKoBere c ueHoBtrre [apaMerp]r 14

TexHI4r{ecKI4Te npe.qJloxeH},Lfll BC)JIHO C ItOKyMeHTr4Te/ npr4JIOXeHZ KbM T.qX"
Bo.Eenlmsr 3ac:e.qaHI4ero orloBec)Tl4 ,qoKyMeHTlrre / c.br.bpxaulr4 ce B or.aI(oBKara Ha
yrlacTHt{Ka ra L43B'.bplIII4 npOBepKer Ha c'boTBeTcTBI4eTO UM C npr4JroxeHtffl OT yr{zlcTHr4Ka
onuc. Kottuctttgla KoHCTarllp;r. c'borBercrBl4e Ha npe.qcraBerrr4Te .qor(yMeI{Tr4 lA
lze6nnaurzma n nr- ..pI4JIOXeHI4fl. OT ),'!raCTHr4Ka OIUC.
Kowrtcug:ta npricrlr,nu KtM pasrrJlex.EaHe Ha .uoKyMeHTr4Te B on€iKoB.Ka ra 3a
c'borBercrul/.e c Kp]4TepililTe 3a no.u6op 14 .n3rLcKBaHrrs,Ta 3a JII4qHo )LCTOAHVe,
rrocraBeHrt or B.r:noNuren.q.
llnT/ T/eR(nTTIAH:mr nnADAh?. ,r:l u.nrrrrrr^mA rf,LLyvr ,'o- -1,ucna r d. llpOBepKa 3il HaJ|LI4qyIeTO U peAUllHUU'r"r'd Hd flpe,4CTaBeHI4T'e OT
yqacrHzKa .Uol(yMeHrr4 / KOMD{CI4IITA VCT.AHOB!'I :

YsacrHrrcr,lr €) lpe.UcraBrzr Fret eJreKrpoHeH Hocr4TeJr e.qr4r] eEE.{OI , rtollnr4caFr c
anakmn^uatJ f,/\frFeJrsn rlrunun rrv,r-lrltr4C OT riJIeHOElel['e Ha CbBeTa Ha .[UpeKTOpI4|t'e V OT ylIlbJ]]IOMOUeHOTO
Ba Hacro.qUara |Ipoue.qypa Jr'.rA)Je I B Ko]Zro e .qeKJraprApaJr Ha.!,JrexHo Jrmncara Ha
ocHoBaHI4.q 3a OTCTpaH.qBaHe rrr c.borBercrBr4e c KpurepwvlTe :a no.46op.
flpn.noNr'u e tt ,[erclapau]4.q-c[]4crrK rro o6pa3eu Ne 7 or .qoKyMeHTaL\rrs.Tat c r(oero e
rtgn'bJrrrvrlr pasnopeg6ure ua ut,,61 , al" 1 or 3Oll ra -lr.40 , alr.I, n.1 v a,n.2., r.4
or, |III3OII.
Kot',rrcm.qra cvl4Ta r r{e yqacrrtl4K.br e npe.qcraBl4l r43r4cKBarrll4,re ce .[oKyMeHT'r4 .
Tlno na m: R A H^ m;1 rar rzl'a^' "- "'. -u!uf f q r cl J4HQOpMaUr4.C Il 3a.SBIeHU eTO 3a yrlacrl4e e n%JIHa vI yqacTHI,f K'bT
orrroBap.s Ha KpIr TepI4,ire 3a rto.U6o]? w I1SIA1KBaHI/I1.Ta 3a JrvruHo c,bcr.ionHve t
rocTaBeHu oT BssJloxzreIlq.
Ko,uncvts.ra Aonyctca oQepuara Ha yqacrHl4Ka ,/CO€API"IA TPEIIIfiHF/' A,4 IIO oueH.qBaHe
n KJracrrpaHe :la UI4rrApa}j'rATe no-rrope rpr4.Uecer! 14 oceM HoMeHKJrarypm JIII .

uJr'3.q HanpaBeHr4Te npoBepKr,4.
np'c.qbJrx]l cBc).qTa pa6ora no
yrl,acTHurr_u4Te :la r43I.bJIHeHI e Ha
Kol.r.qwcw fl,ta yclaHo Br4 :

1. ,,ME,qEKCN OOI , o$epra c nx
Vu,a cmurzrqqr nr\a r..F -JJIaIa JIOCTaBKa

rA or6eJT.qgBaHe
n:aFnrrYntu.\ LIa

nopbr{KaTa.

.Ns 01/19.04.2078
HA:

Ha KOHC'raTI4paHOTO , Kot.tucvtnra
TEXH'IT{ECKI4TE NPE.[JIOXCHI4,q HA

r. , .qelo3ilpaHa B 09:15 .l

tleKapcrBeHa

QopMa

powder for
solution for

injection

powder for
solution for
injection/
infusion

solution for
injection

powd,and solv
for solution 1'or

injection

AMOKSIKLAV,Powd
er for solution for
injection,1000 mg/

CEFOTAXIME-
I-CHAIKAPHARMA
Powder for solution
for injection,l g,
Pacr:1

JO1 FA1 O

AZAX,Film coated
tablet,500, mg,
Pacx:5
Gentamicin VP, So-
lution for injection,40
mg/ ml- 2 ml, mg,
Pacx:1 0
Planitec, powder and
solvent for solution
for injection/ infusion
or oral solution.400.



1
1 c01 BB01/

NO1 BBO2
Lirlocaine solution for

injection
20mg/ml-

10ml
1 000

Lidocaine-Tchaika-
pharma,Solution for
injection,20 mg/ml-
10 ml,mg, Pacx:100

100

t-lar,rxa$apn,ta

Btlcoxrlxa,rectse
HUTe neKapcTBa
A[, Sunraprs

,1 1

6
c01 cA04

Dopamine
Hydrochloride

concentrate fcrr
solution for

infusion

40 mg/ml .

5ml 10(

DOPAMIN WZF,
Concentrate for
solution for infus, 40
mg/ml- 5 ml,mg,
Pacr:10

10

Warsaw
Pharmar:eutical
Works P'olfa S.A.,
flonulil

J

1

a

0
CO3CAO I Furosemide solution for

injection
10 mg/ml -

2ml 2 000

FUROSER,Solution
for injection,l0 mg/
ml-2ml,mg, Pacx: 10

10

ulafixa$apura
BIcor0xa.{ectBe
HUTe neKapcTBa
M, 6r'rrapurs

4

1
5

HO2ABO2
Dexamethason solution for

injection
4mg 35 000

Dexamethason
KRKA,Solution for
injection,4 mg/ml- 1

ml,-, Pacr:25

25
KRKA, cl.d.,
Sloveniar

5

1
2
I lvl03AC04 Atracurium solution

injection
10 mg/ml

2,5m1
300

Tracrium,Solution for
injection,l0 mg/ ml-
2.5 ml.-.Pacr:5

Glaxo Group
Ltd,O6e4rHeHo
Kpa,nc'rao

z

I
J

0
N/03AC04 Airacurium solution

injection
10 mg/m -

5ml
800

Tracrium,Solution for
injection,l0 mg/ ml-
5 ml.-. Pacx:5

5
Cilaxo Group
Ltd,O6e4rueHo
Kpa,ncrecl

2

1
3
I B03AC06

lron (lll) -
hydroxide
dextran
complex

solution for
injection

50 mg/ml .

2ml 100

COSMOFER,Solutio
n for injection/infu-
s;ion,50 mg/ml-2,m|,
Pacr:5

5
Pharmacosmosi
A/S, Denmark 2.5

2 3 NO5CDOB Midazolam solution for
injection

5 mg/ml -
3ml 350

MIDAZOLAM PAN-
PHARMA,Solution
for injection 5 mg/ml
- 3 ml. -.Pacr: 10

10
PANPHI\RMA,
Laboratories,
Frarnce

4

3a BC.qKa e.[Ha or HoMeH]{Jrarrypure JIII yqacrH}4K.br npelralta opoKoBe 3a
r43il'bJIHeHIle HEr tropbrJKzlTa :

- nprr nepr|ol.vrr4.Hr .qocraBKr4 - .uo 10 (aecer) pa6orHz EHvr or Lro.uaBaHe Ha
B3if .qBKaTa /
- npr4 B'b3HlzK:Hara ueo6xogmMc)cr t13B'bH cpoKa Ha nepr4o.r:r4qH],{Te ,Aoclt'aBK]1 - .qo
? /,nnrr\ n:6nmrrrzt y4v- -.,." AHVr.
flpeg-nara 5]a.qElKr4re .qa ce ro.EaBar ua Qarcc O2 9Ij 55 38.
llper.toNeHutrrar ca BaJruEHu ,]lo 20 .I0 "2018 11 . rA ca oKOMn.[eKToBaHil (: BCr/rsKn
tAelrav\ta\ITl 

^m 
F.r,!J'LvL\r ' - o3JIOXt4||eJIs. .4OKyMeHTr4 .

Kotwtc;wsta crilr4tra r E€ o(lepruane rra l racrrrlr4rca otrFoBaprr'! rra r,t5rrcrKtaaHyrsrtra rra
Btlg,nolrurefia. 9r EorrycKa crbug4le go orreurrBane 14 rcJractpane ga Eocor{enyrtre no-Fope
HorrrenKJranypra JIII.

2. /,cocAPl*lA liF$illlim]f.l'tA4,t oQepra nx.Ns 02/:2O.04.2O1Br'./ .uero3rfpaHa n 09:OO -r.
Y

3

al c'I,H.r4i('b'r' rlpe.4JIa rr a JIo c ra B Ka Ha .

o
n
N9

Ne

B

on
ATC

MeXAyHapoAHo
HCNATEHTHO

FrailMeHoBaHile /lNN/

IeKapcrBeHa
QopMa

KonyqecrEo
HA ATIEHOTO

neKapcTBeHo
BeulecTBo

(MFpxa)

nporHo3Hil
KOnil9eCTBa

B

nocoqeHaTa
MFPKA

I bDTOBCKO HAfr MEHOBAHUE

6pori B

npeAna

onaKoB
KA

npflrexaren Ha
pa3peueHtrero 3a ynorpe6a

C poK
HA

roAHocT
or nPY

-B

1 1 AO64D65
Macrogol,
combinations

powd for
susp

649 2 6Cr0
OOPTPAHC
naKeTqe

4 lpsen Pharma J

1 A064D65
Macrogol,
cornbinations

powder for
oral

solution

E) \d Z OLIU
EHAOOAflK
naKeTqe

o Dr. Falk Pharma
GmbFl

F

1 3 J01 CR02
Amoxicillin/
Clavulanic acid

tabl film -

coated
875

mg/125 mg
500

MEAOKITAB
875rutrl125vr

14 Medochermie Ltd. z

1 J01 CR02
Amoxicillin/
Clavulanic acid

powder for'
solution for

injection

1 000
mg/200 mg

50
AMOKCI/KIIAB
Qn. 1,2 rp

5
Lek Pharnraceu-
ticals d,d.,

z

1 6 JO1 FA1 O Azithromycin
powder for
solution for

infusion
500m9 50

CVMAME! <pn.

500 wr
PLIVA HR'/ATSKA
D.O.O.

z

1 7 JO1 FA1 O Azithromycin tabl, filrn.
coateo

500m9 70
A3lrl5trlOT t6.
500 ur KRKA, d.d. 5

1 I JOl GB03 Gentamicin solution for 40 mg/ml-
2ml 350 TEHTAM14U14H 10 Co$apua A.Q 4



aMn.80MrzMn

1 JO1 MAO2 Ciprofloxacin tabl film -
coaleo

500m9 600
LlhnPooItoKcA
UlzlH 16. 500 ur

'10 Co$:rpla Al
I 10 J0'1tuA12 Lervofloxacin

film-coated
tablets

500m9 80
IIEBOKCA dunvr
ra6n 500rvr

Actavis Gnoup ehf,

1 1',1 JO1 XAO2 Tericoplanin
powd an,C

solv, for s,cl

for iniecrticrn

400 mg 50 TAPI-O4l/.[ 16. 10
CaHo$n AeeHruc
Sunaprn EOO!

1 12 JO1 XBOl
Colistimethate
sodium

powder for
solution for
injection or

infusion

l MIU JU

KOIII/CTI4H
AIIBOI-EH npax
t4H$ p-p lunH lU

10
XELLIA PHAFIMA-
CEU'l-ICALS ApS

az

1 13 CO,1AAO5 Digoxin sol. Inj./inf 0.5 mg/2ml 150 [t/I-OKCI/H aun.
O,25r'trlvn2rv'n 10 Co$erpva A,( 5

1 14
c01BB0'l/
NO1 BB02 Lidocaine solution for

injection
20mg/ml-

1oml
1 000

flt4!OKAI/H aun.
200rur/'l0nan

1 Co$apva A.[ z

1 15 c01 BD01 Arniodarone
solutio for

Intravenous
infusion

50 mg/ml-
Jml 250

KOPEAPOH arun.
150ur/3un o

Cano$n f\eenruc
Sunapnn EOO,[

z

'l to c01 cA04
Dopamine
Hydrochloride

concentrarie
for solulion
for infu$ion

40 mg/ml -

bml 100 !Ol1AMt4H aun
4ok S trin

10
Warsaw
Pharmar:eruticial
Works Polfa S.A.

1 17 c01cA24 Epinephrine solution for
injection

1mg/ml -
'lml 100

AAPEHAI]T4H
aMn. 1Mr/1 Mn

10 Co$apua A! z

1 19 c024c01 Cl,onidine solution for
injection

0,1 5mg 800
xIooA30Itr/H
aun. 0.'l 5rrrr/1 vn 10 Co$aprua A.[

1 20 c03cAo1 Fu rosemide solution fcrr
injection

10 mg/ml -

2ml 2 000
ovPo3EMt4E
attn.20vrl2un 10 CoSapva Al

1 c03cA04 Torasemide solution fc,r
injection

20 mg/4 ml 3)0 TP[4OAC avn.
20vrl4ttn

Menarini
International Op-ns;
Luxembourq Si.A

1 23 c03cA04 Torasemide solution fc,r
injection 10 mgl2 ml 3 000

TPT1QAC anitn.
l}vrl2un

Menarini
Internatirrnal Op-ns
Luxembourq Si.A

1 24 HO,IBAO4 Terlipressin solution fcr
injection

0,1 mg/ml -
2ml

8)0 PEMECT[4I-lavn.
O.Zvrl2r.,l.n

Ferring GrnbH z

25 HO2AB02 Derxermethasone solution fct
injection

4mg 35 000 AEKCAMETA3O
H avn. 4rl'rllttn 10 CoSapva A*[ a

26 HO24BO4 Mclthylpredn isolone
Lyophilisiale
for solution
for injection

15,78m9 2 000
METr4flnPEAHl/
3OIIOH aun
15,78rur+p-p 1wn

10 CoSapnaa A.( 5

27 HO2ABO4 Merthylpred nisolone
Lyophilisale
for solution
for injection

40mg 3 200

METt/I|nPElqHrl
3OIIOH aun
40rur+o-o l run

10 Co$apva AA 5

1 28 HO24BO4 Methylprednisolone
Lyophilisate
for solution
for injection

125m9 1 tto

MET/nrPEAH14
3OIIOH aun
125trlr+p-p 2un

5 CoSapva A,[

1 29 l\4034C04 Atracurium solution
injection

'10 mg/ml -

2,5m1
300

TPAKP14YM aun.
25ttr12,Sr,tn

5 Glaxo Glouo Ltd z

I 30 M03AC04 Atrac;urium solution
injection

10 mg/ml -

5ml 800
TPAKPIzIVM avn.
50ur/5un 5 Glaxo Group Ltd z

1 ol MO3ACO6
Piper:uronium
bromide

powoer ian0
solvent for
solution for

injection

4mg 1(0 APIVAH aun.
cyxa 4vrl2ttn 25

Gedeon Richter
Plc

1 MO3ABOl Suxamethonium solution for
injection

10 mg/ml -
5ml 1 7Ct0

II14CTEHOH aun,
1o/o Sttn 5

Takeda Austria
Gmbl-l 2

1 JJ NO5AAOl Chlorpromazine solution
injection

50mg/ 2ml 2C0

XIOPNPOMA314
H avn. 25r'trlr'l'n
2un

10 Co$apva A.[ 5

1 34 N05M0'1 Chlorpromazine solution
injection

50mg/ 5ml 1f0
XflOPNPOMAsI/
H aun.'l Ouriun
5un

10 Co$apva Al 5

1 35 VO3AB1 5 Naloxone solution fol
injection

0,4mg/ml-
1ml

40
HAJIOKCOH avn.
0,4 ur/vn 1 un 10

Warsaw
Pharmaceutical
Works Polfa S.A.

4

,1

JO BO2BAOl Phytomenadione solution for
injection

1Omg 160
KOHAKIzIOH nrnr

avn. 10nar 1 rrrn
Pou Eiurraprr
EOOfl

I 37 BO3ACO2
Saccharated lron
Oxid

solution for
injection 100m9 100

h,QA@EP avn.
1 00ur Svn VIFOFI France SA



lron (lll) - hydroxide solution for 50 mg/ml -

2ml @EPkIXEKT 16. VIFOR France SAdextran comolex

3a BC.sKa e.4Ha or HoMeHK,rIaTypI4Te JlIl yqacrHilKbr npe'trJtar.a cpoKOBe 3a
r43n'bIlHeHr4e Ha nopbrlKaTa:
- npv neprAoEuuHIA .qocTaBKtI - .4o 10 (Aecer) pa6ornvr EHrA oT no.qzrBaHe Ha
B3a.SBKa[!a /

- npl4 B'b:IHI4KHaJIa neo6xo4zMocr r3B'bH cpoKa Ha nepl4oIII4rrHI4r|e Ioc,raBKr4 - .qo
? lmnrz\ n:6nmrrrz. ..". !,Hvr.
llpegrala 3a.qnKr4re .ua ce nola.Bar Ha OaKC 02 81 33 785.
n^^ - -^","^rrrrsArrvas nyL^!<a Ca Ba,nI4IHu n,O 20 .70 .20]. 8 | . w Ca OKOMIJIeKTOBaIjI{ C BCuuKIt
rASrLCKyeMVr OT BtSlOXureLFr .qoKtyMeHTr4 .

Kortytct't s.ma KOIICTAT!'IPA :

1 . Vqacrrturt,r e npe.qJroxrlJt. .qa wznbJtHtT .qocraBKatr'a Ha J]ll c HOMeHKJI;IlypHm
HoMepa 1..1 ; -.L.'7; L.9; 1.10; 1.11; 2.2 c JIII , Kor4To ne clzlypr4pal n llozu:ttttBHwtl
n.r^n'mRAu 't1r^-'T)K (llJTC) - flpr.noNeHre 2, c Koero He e I43n'b[rH.vrJr uBvr<>KBaLLero Ha
BtgnoNrrer.q ,,flpegnoNeHr4Te or yqacrHur\wre JllI cJte.qBa .Ua Qrlypmpar B
llo3urweur4rl JreKapcrBeH cnrtcr>K:, (|InC) - llpnloxeuze 2. ".
2 . VqacrHnrct,r e [pe.EJ]oxI4JI .Ea uln'bJrHr/r .EocraBKara Ha JIll c HonteHKJrarypHr4
HoMepa I.72; 7.31 c JIll/ Kol4ro Qvrypzpar e ilJlC-llpu.noNeuue 2, Ho c,upyl llPy.
? r^^J . llpelrlQxe]fi,wfl.T oT yrIaCT'.HlZKa JIII 3a HOMeHKJlaTypeH Ne 1 . 38 e C: ATC u

*JIeKdpc'rBelra QOpMa r pd3Jllitr\J]1rL oT r43I4cKBaHIlTe [O CteqmQmrc,aqr4.qTa Ha
B'lgnoNmler.q "

Kotuucug-,ta cqllra, qe 'raKa l4=lorBeHu, npe,uJloxeHlz.qra Ha yrlacrHl4Ka :lar I|I Ns 1.3;
I.1; 1'9; 1"-LO; LII; L"I2; I.37; 1.38; 2.2 se orroBapgr Ha rs:'z.c;rrBaglr/nrtra Ha
B'g:groNzrel.q.
Urr1d uuHurrcrHvle r-,opevlSJIOXeHOTo, KorrMcv.qra [pe.uJlaTa o(Deprr4tre tla yirac!]HrrKa ga JIrI
M 7.3; 1.7; t"9; 1.10; t.LL; t"t2; L"37; 1.38; 2.2 Ea 6rgan orclrT)ageH% or
yq,actrr4e B rrpor{e[ypatra rra ocH:oBanrae '+n.107, tr"2, 6.,ta., on SOII .

O$eprrre rra yr{actrHr4Ka gel ocuanaJlvre rroMeHKJrau"1ypl:nr. JIII otrr'oBapntr rra
%gltlcKBar:.trtlEa r{a BEgJrorK%treJttl w rcoMr4c%stra ru ,qorlycKa Eo or4ertrrBal{e u
KJriacr4paHe,

Kol:rsvtctttg.ta npI4KrIoqBa Hacrottlloro cu 3ace.E.tHlte il Hacpor{Ba cJIe.qE}arroro - 3a
"*{oBI4Te |Ipe.4roxeH]4.s Ha yqacTHI4UI4Te/ qIArATo o@eprm Ca .qonycHaT]4r+!r

.uo oqeH.qBaHe 14 KJIacr4paHe - Ba .qara 21 .04,2018 r1 . or 09:00 qaca/ :3a Koero ,4a
6'l.qar yBeJIoMeHI4 yqacrHr4r-U4Te r) npoqe.uypara, qpe3 ny6.nvt rcyeaue Ha c:.uo6qeHze n
T Th,a /l1,, n -.LIIJ(Jtlj4Jld HcL K)/11/Bi1Hd.

Koytucvts.:

solutron for
injectron

solutron for
injection

Tlno nar: TTr ma n .
rrr vAv\,41s r v,r .

9nenone::

/n a^-^ -,,---^ // A, W J-WAnQb() /

/Tzf Tnnnnapa,/

/ ll I l4)mn^rt a // ft. rr\-

/M ](r;ap /

/ H. KOM]4TOBA/

Al,4A3EllAM aun.
10ttrlZun

Pfizer Europe MA
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IIPOTOKOII N9 2

,[rtec, 21 .04,2018 ]ro,Er,rHa/ E' O9: O0 qaca/ n ,,KOII-Eyplac" EOOI/ .Ha allpec
lpr.Byplac, 6yr."Cre(aH Cral"l6onon" Ne '73n e XrpyplTrqeH Koplyc rra ME/\J1-.Eyprac
AIL et. 7, KoMr4crAfl. B c.bcraB :

Tlrto nno fr^ mo n ' fT:nral r f manryvrna vrvnnvD(r - fJlaBHa MeIr,lll,I4HCKa CeCTpa/ ,rKOIl-Eypf'aC"llOO,[;
U;teHoee:
1 IAnvua Tnnnnoe: - r/:lrzr.ry'+,n-r}t:r1xl:rrFRm, \./nn: RT/rForr 6onutzc"'- ^ rlall-,-,+-poBa - Marr]4c:T't,p-0apMaueBT/ ynpaBI4TeJI 6OIHI4q*o 4rr'.LU^d, //r\L-
E5.plac"EOO.[;
2..[eaua flerpoea - npaBocrr{]co6eH rcplzcrt no qrr.20t aJr.4t T.3 or 3oil;
3. Mr,rHrco Koee - cr. eKcnepr, ,[rpercqra "3IICIT3C" - O6uIvrHa Eyplac no \rr.20 |

aJr.4t r.3 or 3Oll;
4 . PyvxHa Korumrona - cqeroBo.rJr,ireJl , ,,KOU-Eyplac"EOO.4/

B r4sn'bJrHeHr4e Ha sanoBe.q Nl 131 or 23.04.2018 rro.uuHa Ha yrIpaBIATe.fIfl Ha "KOLI-
E;'prac" EOO.II,, ce cr6pa.qa llpo.q'bJrxr4 cBosra pa60ra no oueH.qBaHe lz KJIacTlpaHe
Her .qoflycHarr4Te ooeprr4 3a yqacrr4e B orKpr4Ta npoue"qypa 3a Bb3JrarraHe Ha
o6uecrneHa nop'b.lKa r c npe.uMer: ".[ocraera Ha J]eKapcrBeHvr rpo,uyKTr4/
n;larnFnanoHT/ R flRo 

^6^cn6aHr/p ADv " no3tAr\rArAt c'brJracHo npuJroxeHa c;neuu0.n.KaLl,tA+t"
Tlrrnrron\/n:m: a.- perrr4crpl4paHa e AO|I ro,q Ne 00232-20 1B-0003, w e orKpt4Ta c
Peueuwe tls 11113.03 .2018 r. / Iy6rzryeaHo B Poll c Ns 834 6"77 ua 15.03 "2018 r.,
O(i.qereHze - e PO|I Ns 834 6'72, ny6rzryeauo Ha 15.03"2078 rr" v n OB Fra EC Ne

2(lLB / S 052-II41 A1 Ha 15 . 0 3 . ;2 018 rr .

llpegce4arer.qr Ha KoMvrcrAfl,D iL rtpoBepr4 cbcraBa Ha D.pr4cr,crBaur4Te 14 orKpr,r
3arce.4aH]/1eTo . Ha 3ace.4aHr4e'r() Ha Kol.rvrcwfl,Ta He [p]4cbcTBaT I]pe.uc!]aB.nTeilr4 Ha
y\racTHr4r_lure rAr|w,qpyr,r4 [paBo]4MaurA J7uua.

Kc>t"gacwatra otrBapfl | orroErectrrrBa vt rto,qrr%cBa AouycHarrrre ,qo or{egrrBage u
KJracr4paEe r{eHoBr4 o(Deptrr4, Eo peAa tla nocrt|tEnBal{e Ha rrpeAJroxeHlvTflEa Ha
yltacllrllltr4trtre .

1. //MEIEKC\\ OOI - ooepra BX. Ns 01-/1-9 .04.2018 T . | 09: 15 rraca
KoMrclz.qra e lortycHaJra npeJIJIoxeHrAfl.Ta Ha yrracrHr4Ka .qo oqeHsBaHe r4 KJracr4paHe

JINNO CJ]EIHI4TC HOMEHKJIATVPTI JIII IA UEHOI3]4TC IPEJ-IJ]OXEHI4.q 3A T.qX CA:

o
n
ls

N9

B

o
n

ATC NN
JleKapcrEeHa

OopMa

Kon-Bo
HA

ATfrBHO

TO

neKapc
TBEHO

B-BO

flporHo
3HU

KOnIqe
CTBA

TbproBcKo HauMeHoBaHue

6pori
B

NPEA

naTa
HATA

onaK
oaKa

nphrexareJr Ha

Pa3peueHileTo 3a

CpoK Ha

roAH oT
nPY-B
fOAVHA

Ep,uxr.rna
[{eHa B

nocoqeHa
Ta MspKa

O AAC

qeHa 3a
onaKoBKa

cIIAC

2 3 4 5 6 7 I I 10 1'l 4U 13

4
J01CFt0

2

Amoxicilli
nl
Clavulani
c acid

powder for
solution for

injection

'1000

mgl20
omg

50

AMOKSlKLAV,Powder for
solution for injection,'1 000
mg,/200 mg ,mg, Pacx:5

5
Lek
Pharmaceuticals
d,d., CnoeeHhq

2 4,34 21,70

5
JO,lDDO

1

Cefotax
me

povvder for
solution for
injection/
in[usron

1g 40

CEIFOTAXIME-TCHAIKA-
PH,ARMA Powrjer for sol.for
injection,lg, Pacr:1

Llaf Ka+apMa
Bucororaqecreen
L4re neKapcTBa
AA, Eunrapnn

t4a 1,45

7 JO1 FA1 O
Azithrom
ycin

tabl film -

C,lateO
500m

70
AZ\X,Film coated
tablet,500, mg, Pacr:5

5
Ho6en Oapnra
EOO,Q, Sunrapun

a 2,4000 12,00

8
JOl GBO

3

Gentamic
tn

so[]tron for
I nJecUon

40
mg/m
- 2ml

350

Gentamicin VP, Solution for
injection,40 mg/ ml- 2 ml,
mg, Pacr:10

10
Berflpon A'4,
6unrapur o,32 3,20

1

1
JO1 XAO2

Teicoplan
tn

pow0 ano
solv for

solution for
in iection

400
mg

50

Planitec, powo and solv for
solution for injection/ inf.or
oral s;olution,400,mg, Pacx:1

Sandoz d,d.,
CnoeeHilR

2 i,J,Z+ 33,24

1
1

c01 Bu0
1t

N01 BU0
2

Lidocaine solutron for
Inlectron

20mgl
mt-

1Oml

'1 000

Lidocaine-Tchaikaphar-
ma,Solution for injection,20
mg/ml-10 ml,mg, Pacx:'1 0O

100

9afixa$apua
B hcoxo xaqe cteeFt
hTe neKapcTBa
Afl Elnrenile

106 195,00



1
1

6
c01cp,o

4

Dopamin
e
Hydrochl
oride

concentrat
e for

solution for
in l'usio n

40
mg/ml
-5ml

100

DOIPAMIN WZF, Concentr.
for solution for infus, 40
mg/ml - 5 ml,mg, Pacx: 10

10

Warsaw
Pharmaceutical
Works Polfa S.A
flonura

1,88 18,80

1

a

0
c03cA,0

1

Furosemi riolution for
injr:ction

'10

mg/m
-2ml

2 000

FtJ ttoSER,Solution for
in.ie,ction, 1 0 mg/ ml-2ml,mg,
Pac,x: 10

10

9afixa$apua
Buco xoxaqecteeFl
uTe fleKapcTBa
AIl, Sunrapnn

4 r'l ?O QOn

1
2
5

HO2ABO

2

Dexamet
hasone

solution for
injr-.ction

4mg
35

000

Dexamethason KRKA,
Solution for injection,4
mqiml -'l ml,-, Pacx:25

25
KRKA, d.d.,
Slovenia

5 t1,36 9,00

1
2
I

MO34C O

4
Atracuriu
m

solution
injection

10
mg/ml

2,5m1

300
Trar:rium,Solutir:n for inj, 1 0
mg/ ml - 2.5 ml,-,Pacx:5

Glaxo Group
Ltd,O6e4rneHo
Kpancrao

160

1
3

0
l\403ACi0

4
Atracuriu
m

solution
injr:ction

10
mg/ml
- sml

800

Tracrium,Solutir:n for
injer:tion,10 mg/ ml- 5 ml,-
Pacx:5

5

Glaxo Group
Ltd,O6eAnHeno
Kpancreo

z '1 16

1
3
8

B034C0
6

lron (lll) -
hydroxide
dextran
comolex

solution for
injection

50
mg/m
-2m

'100
C(l{iMOFER,Solution for
i njer:tion/infu-sion,50
mg/ml-2,m1, Pacr:5

5
Pharmacosnros
A/S, Denmark 25 10,52 52,60

2 3
N05CDO

8
Midazola
m

solution for
injection

5
mg/m
- 3ml

350
MIDAZOLAM PANPHAR-
MA,Solution for injection 5
mgiml - 3 ml, -,Pacx: 10

10
PANPHARMA,
Laboratories,
Framce

4 2,38 23,80

2. ,/coaDAPtvIA TPEI4II4Hrt'. AE -- o0epra nx. Ns 02 /20 .04 .2011 r. , 0g: OO qaca
Katntlrnqma c; nAh\7du: rr..- +rvrIyCHaJIa nPe.n,JIOxeH7IF.Ta Ha yqaCTHI4Ka,4O Ol]eH.qBaHe I4 KJTalCffpaHe
nO CJJeIHI4Te l:IOMe JIIlHKJIA vt ttotla\P'T/ma pe.qroxeHufl. 3a r.qx ca

o
n
Ne

NS

B

o
n

ATC NN
IleKapcrHeHa

+opMa

KOJI-EO HA

atThBHoTo

neKapcTae
HO

BeLllecTBo

nporFto
3Htr

KOnH9e

CTBA

TbproBcKo HahMeHoeaHile

6pori B

npeAaa
TAHA

onilKoB
(a

flprrexaren Hi)
paspeueHrero 3a ynorpe6a

CpoK Ha

roAHocT
oanPY-B

fOAVHV

E4nnuvxa
qeHa a

ll0coqeIa
t-a MnpKa

c Aqc

LleHa 3a
ona KoBKa

C FAC

1 2 3 4 5 6 I 9 0 11 12 t!l

I 1
A06l\
D65

Macrogol,
combinations

powd. for
susp

64s 2 600
OOPTPAHC
IlaKeT\.te

+ lpsen Pharma 3,6'1 50 14,46

1 2
A06l\
D65

Macrogol,
combinations

powder for
oral

solution
52,59 2 600

EHAOOAJTK
naKeTqe

Dr. Falk Pharma
GmbH 5 a 4a

1
j JOlCR

02

Amoxicillin/
Clavulanic
acid

powder for
solution for

injection

1 000
mg/200

mg
50

AMOKCI/KIIAB
<pn. '1,2 rp

5
Lek Pharmaceu-ticals
d.d., 2 3,09 15,46

I 6
J01 Fr\

10
Azithromycin

powoer lor
solution for

infusion
5O0mg 50

CYMAME! Qn.
500 vr 5

PLIVA HRVATSM
D.O O.

I z,zc 61 ,25

1 I JOl GB
03

Gentamicin solution for
lnjection

40
mg/mF

2ml
350

t-EHTAM7il_I4H
aun. 80rur/2un

10 Co$apna A.Q 0,33 J, JU

1

3
C01lr
A05 Digoxin sol Inj./inf

0.5
mg/2ml

150 IIZIOKCTIH arun.
O,25r,trlttn Z'tn 10 CoQapua AA 5 'l,04 10,40

1

4

CO,lB
801 /
NOl E}

802

Lidocaine solution for
injection

20mgiml
-10m1 1 000

Jltl[OKAtzlH avn.
200vr/10wn

1 CoQapva A.Q ?14 zt t1

1

5
COl EI

D01
Amiodarone

solutio for
lnlravenou
s infusion

50
mg/m -

3ml
250

KOPIAPOH avn.
150ur/3run

6
CanoSn AeeHrnc
Sunapun EOO.Q

2 0,70 4 r'l

1

6
CO1 CI

404
Dopamine
Hydrochlorider

concentrat
e for

solution for
infu sion

40
mg/m -

5m
100 llOl-1AMt4H avn

4ok 5 rutn
10

Warsaw
Pharmaceutical
Works Polfa S.A.

3 174 17,40

1

7
c01 c:
424 Epinephrine rsolution for

lnjection
1mg/ml -

1ml
100

AAPEHAI|t/H
aMn. 1Mr/'l Mn

10 CoQapnaa A[ 121 12,10

1
1

I
c02A,
c01 Clonidine solution for

injection 0,1 5mg 800
xltooA30I[4H
aun.0,15rrlr/1 rr,rn

10 CoQapua A[ 3 fr Oq oqn

2
0

c03c
A01

Furosemide solution for
injection

10
mg/ml -

2ml
2 000

oyP03EMl/!
aun.20Mrl2Mn 10 CoSapua Al 5 ct,42 4,20

I
2
2

CO3C
A04 Torasemide solution for

injection
20 mgl4

ml
300

TPTIOAC arrrn,
20vr/4un

Menarini International
Op-ns Luxembourg
b.A

1,87 O?A

1
2
3

c03c
A04 Torasemide solution for

injection
10 mglz

ml
3 000

TPIzIQAC aun.
10vrlZr'ttn

Menarini Inter-
national Op-ns
Luxembourq S.A

5 cr,93 4,6s

1
2

4
HO1 B

A04 Terlipressin solution for
injection

0,1

mg/mr -

2ml
800

PEMECTilN
attn. 0,2r'trl2r,tn

tt Ferring GmbH z 6.74 33,70



i 2
5

HO2A
B0il

Dexarnethaso
ne

solution for
rnjectron

4mg
35

000
IEKCAMETA3O
H aun. 4ttrllun

'10 Co$apua A! 2 056

I
2
6

HO2,A

804
Methylpredni
solone

Lyophilisat
e for

solution for
15,78m9 2 040

METilflnPEAHI/
3OIIOH aun
15,78vr+rl-p 1nn

10 Co$apua A! 5 2,60 26,00

1

2
7

HO2,A
804

Methylpredni
sotone

Lyophilisat
e for

solutlon for
iniectinn

40mg 3 200
METt/IftPE[H14
3OIIOH avn
40Mf+p-p 1Mn

10 CoQapua A,[ 5 ?on 39,00

,l 2
8

HO2,A
B0zf

Methylpredni
sotone

Lyophilisat
e for

solution for
inieclion

1 25mg 150

METt/ItnPEAH14
3OIOH avn
125ur+p-p 2run

5 Co$apua A[ 38,60

2
9

MO3,A
c04l

Atracuriunr solution
injection

10
mg/ml -

2,5m1
300

TPAKPt4YM arr,tn.

25tar12,Sr,tn
Glaxo Group Ltd 2 151

3

0
N4O3,A

c04,
Atracuriunr solutlon

injection

10
mg/mr -

5ml
800

TPAKPLlVM arrrn.

50rrrr/5rrltn
5 Glaxo Group Ltd 2 Z JT 14,85

3
1

M03,q
c0€,

Pipecuronium
bromide

powder
and

solvent for
solution for

iniection

4mg 100
APIYAH aun.
cyxa 4ttrl?vtn

lc Gedeon Richter Plc 3 ,2,90 72,50

3
2

M03/q
801

Suxamethoni
um

solutron fof
lnJectron

10
mg/ml -

5ml
1 700

IIIlCTEHOH
avn. 1% 5vn

5
Takeda Austria
GmbH

2 251 12,55

3
3

N05r\
401

Chlorpromazi
ne

solution
i njection

50mg/
2ml 200

XflOPNPOMA3l/
H arun. 25r'trlttn
2 t'tn

0 Co$apua A! 5 180 800

3
4

N05/\
A01

Chlorpromazi
ne

solution
injection

50mg/
5ml 1 tto

XIOPNPOMA314
H aun. 1Onar/un
5un

,0 CoQapua A,[ 5 180 800

1
3
5

v03/\
815 Naloxone solutron for

rnlectton
0,4m9/m

l-1ml
40

HAIIOKCOH
aun. 0,4 Mr/Mn 'l

MN

10
Warsaw Pharma-
ceutical Works Polfa
S.A

I tl,89 885

1
J

o
BO2B
401

Phytomenadi
one

solutron for
InJectron

'10m9 1€0
KOHAKI4OH una

aMn. 1OMr 1 Mn
5

Por-u Eunrapna
EOO!

? D,74 370

2
NO5B

401
Diazepam solutron for

injechon
10mgl2

MI
500 AHA3EnAM

aun. 'l 0wr/2vn
10 Cogapura A! 2 0,80 800

2 3
NO5C
DOB

Midazolanr solution for
injection

5 rng/ml
- 3ml

350 AOPMt4r{yM
aMn. 1sMr 3Mn

5
Por-u Sunrapur
EOOA 5 i,J I 11,85

(-qr nr cun \7n1D'|Ln !eHara or Bg:,noN]4rer.c .EoKyMeHT ar\IAA, KoMvrcu4rra l]:ocJre.qoE]arerHoJ L u ul:r/

rl3Bbprxl4:

1 . Vcnanon.qgaue Ha cborBercrBl,{ero
ueHr4 Ha o'r.EeJIHJ4Te HOMeHK.naTypr4
rpoqe.qypara.
Kot,rtAcwfl,ta ycraHoBr4 :

1. 1 . Ilpl,t I43rrorB.qHe Ha ueHoB.'4Te cu npe.uroxeHr4,q yqacTHr4K.bt ,,ME,qEKC" OOI e
cna3r4Jt r43%cKBaHl,4fl.Ta Ha B.r:.noNv re.nn 3a 3aKpbrlLqHe ,IO eTOpW/ragTB.bpTI4 3HaK
cJre.4 .4eceTZ.r{HaTa 3arleTa.q r4 ,,,llpe.uIoxeHaTa oT yqacT:ts.uKa eEr4H]/ IrtHa Lr,eHa clJre,4Ba

crolnocll Ha JIn e IIJIC - llprlroNeHze 2), aKtyarreHAv llq4DyluaDq UDVaDUfHdId

K'b.M .Eara 10.04 .2018 r.. ".
I.2. llpm t'l3r'orB.qHe Ha ueHor3r4Te cu npe.qroxeHr4.q 3a JIft Ns 1" 1. tA JIli Ns L25
\/trA 'rFHT/kqm r-o@APMA TPtrt{IZHI* An He e crta3I4Jr r43r4cKnaHero H;f IJgg"[oNure.n.qtr!v

,,llpegnoNeHara or yr{acr:r'rlKa e\uHr4ql{a ueHa cJIe.qBa Ea He HaEBnuIaBa c.borBerHara
cr,cl4Hocr lra JIll e |IIC - llpmloxetue 2/ aKTyaJ]eH K.bM gara 10.04.2078 r..".
Ha ocHoBaHr4e lopHoro / KoMrr(:r4rrtra 4peAJrara o(Deprr{Ee Ha ygacrgrrKa ,,COaDAPMA
TP:EIZII4HIN A,q sa JIn M 1.1 u sa JIII Nt L.2S Aa 6'tgar orctrpaHegs otl yY.acErne, Er

np,cr{eE}rpatra rla ocr{oBaltl4e qJr.to1 , 8.2, 6.\\a\\ or, SoII .

2 . Ctnocraexa Ha npe.4JIarraHr4le ueHr4 or orIeJIHI4Te yrlacrHl4r_ll4 3a r43l..bJIHeHr4e Ha
BCqKa or.4eJlHa HoMeHI{JIarypa JIIJ v ycraHoB.qBaHe Ha Heo6nqarZHo Cilalonpvxrno
Ile.HoBo npe.IJTOXeHl4e 3a 143n'bJrlleHI4e Ha oT.UeJrHa HoMeHKrIarypa JIII , .|Io CM]4C,bJla Ha

Ha npe.qJIarraHr4Te oT yqacTHr4r_u4T'e eI\TAHUUHU
Jln c rAzlACKBaHtrF.Tet Ha Bsg;toxrrer.q no

3



,--, '14 -- 1nrL. tLtcalr.r ur' 3oll . Kotttttcug.Ta He yc'raHoBlr Halrltque Ha rteo6ytvail,u<> 6natonpunruw,
oQepru.

? 7nJ. J\J,rdur4lrdHe Ha ueHoBI4Te |lp(fAIOXeHI4.rrl B C'bOTBeTCTBTIe C Onpe.qeJTeHyItl KprATeprAVr
-- HaIA-HIACKa UeHa 3a BC.rrKa (ft'IeJrHa HoMeHKJrarypa JIft - KaKTO CJTeIIBa:

n
N9

N9B
on ATC

Me>t(AyHapoAro HenareHTHo HitIMeHoBaHue
/INN/ Ilexapcraena Qoprrra I7'apeo uncmo Bmopo uncmo

On N9 1 - fln,, Hecbdbp)Kar4u HapKomueHu eew,ecmaa
1 1 AO6AD65 , combinations powd. for susp, X X

1 2 AO6AD65 combinations powder for oral solution COOAPMA

1 J01 CR02 Amoxicillin/ Clavulanic acid tabl. film - coated X X

1
A J01 CR02 Amoxicillin/ Clavulanic acid

powder for solution for
iniection COOAPMA MEAEKC

I 5 JO1DDO,l Cefotaxime
powder for solution for

iniection/ infusion MEAEKC X

1 b JO,I FA,1 O t\zithromycin powder for solution for
infusion COOAPMA X

1 7 JOl FAl O l\zithromycin tabl film - coated ME!EKC X

B JO1 GB03 Gentamicin solution for injection ME!EKC COOAPMA

I JO1 MAO2 Ciprofloxacin tabl film - coated X

10 JO1MA12 [-evofloxacin film-coated tablets X

11 JOlXAO2 Teicoplanin powd and solv for solution
for inlection MEAEKC

t1 JO1 XBOl Colistimethate sodium powder for solution for
iniection or infusion X X

13 c01AA05 Digoxin sol Inj /inf, COOAPMA X

14
c01 BB01 /
NO1 BBO2 [-idocaine solution fot injection MEAEKC COOAPMA

15 c0'1 BDo'l l\miodarone solutio for intravenous
infusion COOAPMA X

1 16 c01 cA04 Dopamine Hydrochloride concentrate for solution for
infusion COOAPMA MEAEKC

17 c01cA24 Epinephrine solution for injection COOAPMA X

X
1 19 c02AC01 0lonidine solution for iniection OOOAPMA X
1 20 c03cAo1 f:urosemide solution for injection MEAEKC COOAPMA

X X

1 zz c03cA04 -l-orasemide
solution for injection COOAPMA X

1 23 c03cA04 l-orasemide solution for injection COOAPMA

1 24 HO1 BAO4 l-erlipressin solution for injection COOAPMA X

1 25 HO2ABO2 Dexamethasone solution for iniection ME!EKC X

1 26 HO2AB04 [/ethylpred nisolone Lyophilisate for solution for
iniection COOAPMA X

1 27 HO24BO4 l\/ethylpredn isolone Lyophilisate for solution for
iniection COOAPMA X

1 28 HO2ABO4 I\/ethylprednisolone Lyophilisate for solution for
iniection COOAPMA X

1 ZJ M034C04 Atracurium solution injection C;OOAPMA MEAEKC
1 30 M03AC04 l\tracurium solution injection COOAPMA MEAEKC

1 JI M03AC06 Pipecuronium bromide powder and solvent for
solution for iniection C;OOAPMA X

1 MO34BOl 5]uxamethonium solution for injection C;OOAPMA

1 N05AA01 Chlorpromazine solution injection C;OOAPMA

1 34 NO5AAOl Chlorpromazirre solution injection CIOOAPMA X

1 35 VO3AB1 5 f,,laloxone solution for injection C:OOAPMA X

1 Jb BO2BAOl Phvtomenadione solution for injection C;OOAPMA X

1 37 B034C02 Siaccharated lron solution for injection X X

1 38 B03AC06 'on lll) - hydroxide ddxtran complex solution for injection MEAEKC X
r.tT Ne 2 - flTl, cbAbpxauln HapKorr4vHt4 BeuleorBa
2 N05BA0 1 Diazepam solution for injection COOAPMA X

2 2 N05BAl 2 Alprazolam tablet X X

2 3 N05CD08 [\/lidazolam solution for injection COOAPMA MEAEKC



5. Kotlytcws.na He
KJracr4paHrlTe Ha n.bpBo
s:rrZ-grcr<a clolZHocr Ba

npoBere xpe6vit ga onpeler.cHe Ha zsnrnHrl$.n
IM.qcro oQeprr, rsrZ Karo He ce npeEJrala e.uu{ rA

il3n'bJIHeHr4e Ha Ko.cro v Ea e HoMeHKnarypa JIII .

K<>rtucvts.ta npeEJlala Ha BrsroNrrrer.q KJracr4paHr4Te Ha nbpBo M.qcro yvaclmnmqm 3a
Rc*T{A ort'rTe.nHa HOMeHKJIatypa .llil OT npe.qMeTa Ha O6UeClneHaTa nopbqKa ,Ia 6g.qar
oflpeIeJreHr4 3a uSn bITHr4reJIrA .

C I43BbpureHoro KJracr{paHe KoMTrcr Ara npzKJrrorJBa cBo.sra pa6ora
.[onnag, xolZro [pe.qaBa Be.qHO c nporoKoJrrzre or 3ace.EaHhsra cu m

,4OKyMeHrVI OA yrlaCTHllIlI4Te Ha BsS.nONvrreLc - 3a BSeMaHe Ha peueHIle.

Koltts'tcun:
flna nco nl ma n .
rryvAveAe r vvr .
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GfllEql4Ol4KA[.114fl - 20111 r.

Mexq4yHapo4no HenareHTHo
HauN,teHoeaHhe /lNN/

Amoxicillin/ Clavulanic acid

Amoxicillin/ Clavulanic acid
powder for solution for

J01FAt0 powder for solution for
in1'uslon

JO1 FA1 O

.107-2-a

.107-it-a

orcrp.107-2-a

solutio fot intravenous
infusion

powder €rncl solvenl
for solution for

l0 mg/ml - 5 ml

.107-2-a
lron (lll) - hydro.xide dextran

otctp.107-2-a
Nq 2 - nn, crAbpxau{u HapKorur{Ht4 BeuecrBa

107-2-a

3AIIITIE HA I4H@ OPMAIII4U
Ha ocH. .l.r.z v.rrr.23 0T 3 3 J n[

KOMhC14fl: nPEIICEAA] En


