IIPO

Iuec, 07.01.2019r., ot 12,00 yaca B B 3
3ace/aHHe Ha KOMECHATA, Ha3HaueHa ChC 3al

aupektop Ha MBAJL ,JI-p Artanac Hadboscku”

MOCTBIIIATE O(QEpTH M KIACHpaHe Ha y4ac]
ofImecTBeHa nophuka ¢ peaMer: "JlocTaBKka Ha
[To3UTHBHHES JIEKAPCTBEH CIHCBK 3a HYXI
rp.Kepmxanmu", ¢ yHHKaIeH 00848-2018-0014
V3B HATEIHHS TUPEKTOp | IyOIHKyBaHo 0058

Ha ocuosanue ['masa merta, paszen VIII
03.12.2018r. Ha M30BIHATETHHS JUPEKTOP HA M
TIOMOIIHHUAT OPTaH Ha BB3JIOKHUTENS B CTICTHHUA C

ITpeocedamen: n-p Jluana ['eopruepa — 3

U Yjienoee:

1. Komucusra mpoabDku paborara CH

1. n-p OrusH ['eoprues —
2. Mar. papm. Becera Mo
3. Cuexana Kaparbo3osa
4, Vsan Po0OoB — IOPHCT, 3

TOKOIJ
Ne2

wata Ha V eTax B JeuyeOHOTO 3aBeJeHHE Ce& ChCTOA
Tosen No618 ot 03.12.2018r. ma M3mBIHHUTENHHSA
AJl — rp. Kepmxanu 3a pasriexIaHe H OlCHKa Ha
FHAIIMTE B OTKPHTA IpoLEldypa 3a BBb3jIaraHe Ha
JNeKapcTBEHH TIPOJYKTH u3BBH IIpuiokenue Ne2 Ha
qre Ha MBAJI "II-p Aramac [adoscka" A]l
| orkputa ¢ Pemenme Me549 or 25.10.2018r. mHa
nerme No875149 B POIT wa 29.10.2018r.

ot TIIT30I1 u B m3meIHeHHEe Ha 3amoBex Ne618 ot
ABAJI ,,JI-p Atanac Jladoscku” AJl — rp. KepIpKany,
BCTAB:

-

JaMeCTHHK JUPEKTOD;

HaYaJTHUK OPTOIEI0-TPABMATOJIOTHYHO OTACJICHHE;
MUHJIOBA — PHKOBOJUTEN OONHUYIHA alTeKa;

— mxoHomucT OIT;

arouna paboTaTa CH Ha 3aKPHTO 3acelaHHe.

pena [nasa mera, paspen VIII ot TII3011, kato

(0]
pasrienia TEXHMYECKHUTE IMPESAIOKEHHA HaA I[jIIYCHaTHTe 0 TO3W €Tall y4YacTHHIH, IIpH KOETO

HallpaBH CICIHUTE KOHCTATallHH:

[lo OTHOUIEHHE HA NPEACTABCHUTE IOKY)

0O0/I, rp.Codus yJaCTHHKBT HEKJIApHpa, 1€
IPUIIOJKEH KBM JIOKYMEHTALHATa 38 YIaCcTHS B

MeHTH 110 wi.39, a3, 1.1 ot ITII30II ot "Menexc"
¢ ChIJIACEH C Kiay3uTe Ha IPOEKTa Ha J0T0BOPA,
rponenypara. CpOKBT Ha BAIHIHOCT Ha obepraTa e 6

Mecelna. TexHHYEeCKOTO IIPEeAI0KEHHE OTT0Bap Ha H3UCKBAHUATA HA BB3JIOKHUTEIISA 10 OTHOIMCHHC Ha

chabpkanme U Gopma W € u3rorseHo mo O

Ipoueaypara, IIPEACTaBEHO € H Ha OIITHYCH HOj

[IpeanoikeHH ca CPOK 3a H3IBIHEHH
OCTAThUeH CPOK HA IOHOCT Ha O(epHpaHnTe
WM3UCKBAHKSI HA BH3JIOKATEIL.

O¢epupanuTe JIEKapCTBEHH HPOMYKTH
cnenubuKamys KbM JTOKyMCHTAlHATA 33 y4a
TeHEPHYHO HAMMEHOBAHHE, JIEKapCTBeHa popm

pasent Ne3 u Ipunoxenne Nel or obpa3uuTe KbM
HTElL
HA JOCTaBKHMTE, CPOK 3a Pa3CpOYCHO ILIAIAHe H

AexachBeHH IPOOYKTH OTrOBapAIIH Ha MUHHMAJITHHTE

CHOTBETCTBAT HA H3WUCKBAaHHATA HAa TEXHHYECKATa
“tie B Iporeaypara, no orHomenne Ha ATC xof,
3, KOJIMYECTBO aKTHBHO BEINECTBO M €AMHMYIHA MSIPKa

110 HOMEHKIATypH moapo6Ho omucary [Ipunoskenne Nel KbM HaCTOAMIHA TPOTOKOLL, € H3KJTIOICHHE

Ha CJICJHATE HOMCHKIIATYPH!

MemnyHAPOAHO HeNATEHTH]

AHATOMO-TEpaneBTH4CH
Hawmenosanue INN/

N xon /ATC-kon/

KonnuecTs0 HA AKTHBHOTO

Jexapcreena opma
I dop NEKAPCTBEHO BEWECTBO

A03ADO2 Drolaverine

sol.inj, 20mg/ml 2ml

OdeprroTO TpeaIoxkenue Ha ""Mene
mg/ml-2ml, -, Pack: 10, ¢ mpuTexKaTen Ha px

ke O0JI, Drotaverin VP, Solution for injection, 20
spemenne 3a ynotpeda Berllpom A/l boarapus, e

srroueHo B [Ipunoxenne No2 na IUIC, kbM nata 02.12.2018r.




KomucusTa Ipeiara yYacTHHKBT Ja @
w1107, T.2, 6yksa a) or 30II — mpencTaBHI
oOsBEHHUTE YCIOBHS HA IOPHYKATa.

yblle OTCTPAaHEH IT0 HOMEHKIAaTypa 6 Ha OCHOBAHHE
¢ oepra, KOATO HE OTroBaps Ha IPEJBAPUTEIHO

Ne

AHATOMO-TepanesTHYEH
kon /ATC-rkon/

MemiyHapoIHO HENATEHTHO
Haumenosanne [INN/

Jlenapcreena dopma

Konu4ecTBO HA AKTHBHOTO
JTeKa pCTBEHO BellecTBO

52

C01CA04

Dopamine

cong inf,

20mg/ml 10ml

Odeprroro npemnoxkenue Ha ""Menexe'" OO0/, DOPAMIN WZF, Concentrate for solution
for infusion, 40 mg/ml - 5 ml, mg, Pack: 10, ¢ mpuTexaTel HA PaspeIICHUC 33 ymotpeba Warsaw

Pharmaceutical Works Polfa S.A., Ilomma, €
02.12.2018r.

prirodeno B IIpunoxenne Ne2 ma ITJIC, xbM nata

Komucusita Ipeiara y4acTHEKBT Ja Gbe OTCTPaHeH M0 HOMEHKIATypa 52 HA OCHOBAHHE

qn.107, 1.2, 6ykBa a) or 30Il — mpencraBui
06sIBEHUTE YCIIOBHS Ha IIOPHIKATA.

e odepra, KOSTO HE OTTOBaps Ha IIPEABAPUTEIHO

AHaToOMO-TepanesTHYEH
Kkon /ATC-xon/

Me#ayHapoaHo HefaTeHTHO
naumenonarne INN/

JlekapcTBesa (opma

KonuuecTBo Ha AKTHRHOTO
JIEKAPCTBEHO BELECTBO

128

JO1DDO01

Cefotaxime

powder for solution for

g

injection/infusion

OdeprroTo mpemnoxerne Ha '"Meaexce" OO0/, CEFOTAXIME-TCHAIKAPHARMA, Powder
for solution for injection, 1, g, Pack: 1, ¢ mpuTexaTe] Ha paspelICHHE 3a ynotpeba Yalikapapma
BrcokokadecTenuTe nekapersa AJl, Brirapus, € BKmodeHo B IIpunoienne Ne2 na ITJIC, xBM nmaTa

02.12.2018r.

KomucraTa Opeuiara yJacTHUKBT 1a Objie 0TCTPaHeH [0 HOMEHKIIaTypa 128 ma ocHOBaHHE

41107, 1.2, 6yksa a) ot 30II — mpexncraBull

e ogepra, KOSTO HE OTroBaps Ha IPEIBAPHTEIHO

00sBEHUTE YCJIOBHS Ha IIOPHYIKATA.

AHATOMO-TepanesTH4eH

o koa /ATC-ron/

MemfyHapoaH0 HeraTeHTHO|
naumenosanue [INN/

Jlexapcreena popma

Konw4gecTB0o HA AKTHBHOTO
JIEKapCTBEHO BELLECTBO

159 NO01BBO2

Lidocaine

Solution for injection

10mg/ml 10ml

OdeprrOTO IpeIoKeHue Ha ""Menexe" 0

O]1, Lidocaine-Tchaikapharma, Solution for inj ection,

10 mg/ml-10 ml, mg, Pack: 100, ¢ npurexaren Ha paspellcHHE 34 ynorpeba Yaiikadapma
BucokokauecTBenuTe jekapctsa AJl, brirapus, € BKIIOYCHO B I[Tpunoxerne Ne2 na ITJIC, kbM narta

02.12.2018r.

KoMucHsTA Tpeuiara yIacTHAKET 18 ¢

'B1e OTCTpaHEH 0 HOMeHKJaTypa 159 Ha OCHOBaHHE

41107, 1.2, 6yksa a) ot 30Il — mpejcTaBui © oepra, KOSTO HE OTroBaps Ha NPEABAPHTEIHO

o0sIBeHUTE YCJIIOBHA Ha IIOpBYIKaTa.

AHA10MO-TepanesTH4ed

0 won ATC-xon/

MemayHAPOIHO HENATEHTH
naumenosanue INN/

Konu4ecTBo HA AKTHBROTO

JlexkapcrBena dopma
JIEKAaPCTBEHO BELIECTBO

161 NOIBBO2

Lidocaine

Solution for injection 20mg/ml 2ml

OdepraoTo npemnoxenue Ha "'Mene

¢" OOJ, Lidocain VP, Solution for injection, 20

mg/ml - 2 ml, -, Pack: 10, ¢ mpuTexaTen Ha paspelleHUC 34 ymoTpe6a Bernpom AJl, Beirapus, €
prroueHo B [Ipunoxenne Ne2 na [UIC, xpM fata 02.12.2018r.

KoMucHsTa Ipeiara yIacTHHKBT na {
q1.107, 1.2, 6ykea a) or 3011 — mpencTaBui €

yBIe OTCTpaHeH Mo HOMeHKIaTypa 161 Ha ocHOBaHHE

dhepra, KOATO He OTTOBaps Ha MIPEIBAPUTEIIHO

AnatoMO-TepaneBTHYeH
xon /ATC-kon/

Memlyhapn_uﬂo HENATEHTHO KonuuecTBo Ha AKTHBHOTO

napmenosanne [INN/

Jlexapcrrena dopma

NeKapCTBEHO BelLeCTBO




163 NOIBB02 Lidocaine Salution for injection 20mg/ml 10ml

Odepraoto mpemoxkenne Ha '"Menexe' OO, Lidocaine-Tchaikapharma, Solution for
injection, 20 mg/ml-10 ml, mg, Pack: 100, ¢ mpuresxaresn Ha pa3speICHHC 32 ynotpeba Yatikapapma
BucokokauecTBeHuTe jekapcta AJl, brirapus, e BKIIOYEHO B I[Tpunoxenne Ne2 Ha I1JIC, k6M nata
02.12.2018r.

Komucusita pejiara y9acTHAKBT Jia Ob/le OTCTPAHEH 10 HOMECHKIATYPa 163 Ha OCHOBaHHE
u.107, 7.2, 6yksa a) ot 3011 — npeacTaBm € 0depTa, KOATO HE OTroBaps Ha Ipe/BapHTeIHO

Ha 6a3a ropens/oxeHOTO KOMHCHATA HAMHPa TEXHHYECKOTO NpeLIoKeHHe Ha
Y4aCTHHKA 10 0CTAHAJIMTE HOMEHKIATYpPH 3T 0TroBapfAMIO B IILJIHA CTENEH HA H3HCKBAHUSATA

Ha BB3JI0KHTEIsS], 3210KeHH B TeXHHYecKaTa cnenuduKaus Ha JOKyMEHTAHATA. C orsen Ha
TOBA, KOMHCHATA €IHHOIYIIHO PENIH, Ye J0JIyCKa y4acTHHKA "Meneke'" OO/, rp.Codusa mxo
cleIBaml eTan B MPOIeIypaTa — OTBapsie HA IEHOBOTO NpEJIOKEHHE IO OCTAHAIMTE
HOMEHKJIaTypH.

TTo OTHOIIEHHE Ha IPEACTAaBeHATE NOKYMEHTH 1o w139, an.3, 1.1 oT [1I130I11 ot JAHCOH-
BI" OOJI, rp.PagoMup y4acTHHKHT NEKIapupa, 9e € CBIJIaceH C KIay3WTe Ha NPOeKTa Ha
JIOTOBOPA, NMPHJIOXKEH KbM JOKYMEHTAUHMATA 33 y9acTHE B IPOLENypara. CpOKBT Ha BaIMIOHOCT Ha
odeprara ¢ 6 Mecena. TeXHIIECKOTO MPEIOKEHIE OTTOBAPS HA M3ACKBAHMATA Ha BB3JIONKHUTEILA 10
OTHOIIEHHE Ha ChIbpXkaHde W Gopma # ¢ mrorseHo mo OOpasen Ne3 u Tlpumoxenue Nel ot
obpasiuTe KbM MPOLEAypaTa, IPEeICTaBeHO € M Ha ONTHYEH HOCHTEIL.

TIpeqyoJkeHM ca CPOK 3a H3IBIHEHHE Ha JOCTABKATE, CPOK 33 PasCpOHeHo IUIAIIAHE H
OCTaThYeH CPOK HA NOJHOCT Ha O(epHpaHHTE JIEKAPCTBEHU IIPOTYKTH OTIOBApSIIE Ha MUHUMAITHITE
H3UCKBAHUS Ha BB3JI0KUTEIIA.

OdepupannTe JEKapCTBEHH NPOAYKTH| CHOTBETCTBAT HA W3MCKBAHWATA HA TEXHMUCCKATa
crerMUKaMa KbM IOKyMEHTallHATa 3a ydag¢THe B IPONEAYpara, IO OTHOMICHAC Ha ATC xon,
TeHEpHYHO HAMMEHOBAHHE, JIEKapcTBeHa (opMa, KONHYECTBO aKTHBHO BEIIECTBO ¥ CIMHITHA MAPKA
110 HOMEHKIJIATYpH TIoApo6Ho omucanu IIpunoxenne Nel KbM HaCTOAIS IPOTOKOT, € H3KIHOHCHHC
Ha ClIeTHHTE HOMEHKIATYPH:

Ne AHaTOMO-TepanesTH4er MeaiyHaPOAHO HENATEHTHO, Jlexapernesa dopma Konu4ecrso Ha AKTHBHOTO
kon /ATC-xon/ Raumenonanue [INN/ P P JIEKAPCTBEHO BEIECTBO
6 A03ADO2 Drotaverine sol.inj. 20mg/ml 2ml

OdepTHOTO NpeIOKEHHE HA "TAHCOH-BI'"' OO[, Drotaverin VP, Solution for injection,
20 mg/ml-2ml, -, Pack: 10, ¢ mpuTexaTen Ha paspelICHUC 3a ynorpeba Berllpom AJl, bearapus, €
prmoaero B [Ipunoxenue N2 wa I1JIC, kpm aara 02.12.2018r.

KoMucHsTa IpejUiara y9acTHHKST 1a ObAe OTCTpaHeH MO HOMEHKIATypa 6 Ha OCHOBaHHE
ur.107, 1.2, 6yksa a) or 30Il — mpencrasuy € opepra, KOATO HE OTroBaps Ha [IpeBapUTEITHO
o0sBEHUTE YCIIOBHS Ha IOPBYKATA.

AHATOMO-TepanesTHYeH MemayHapOAHO HenaleHTH] KomHuecTBo HA AKTHBHOTO
Jlexapcreena dopma .
ko /ATC-xop/ Haumenosanne INN/ NEKAPCTBEHD BEUIECTBO

161 NOIBBO2 Lidocaine Solution for injection 20mg/ml 2ml

No

O¢epTHOTO TIPEIIOKEHHE HA "TAHCOH-BI'"' OOJ, Lidocain VP, Solution for injection,
20 mg/ml - 2 ml, -, Pack: 10, ¢ mpuTe)aTen Ha pasperIeHue 3a yrnorpeba Bernpom AJl, beirapus, €
srroueHo B ITpmnoxerne Ne2 na [UIC, kbm nara 02.12.2018r.

KomucusTa TIpejuiara y4acTHHKBT 1a Obe 0TCTPaHeH 110 HOMEHKIATypa 161 Ha OCHOBaHHE
41,107, 1.2, Gykea a) ot 3011 — mpezcTasun e depra, KOATO HE OTroBApA Ha MpeIBapUTEIHO




Ha 6a3a TOPEM3/I0KEHOTO KOMHCHATA HAMHpPAa TEXHHYIECKOTO MNPELT0KCHHEe Ha
YUACTHHKA 10 OCTAHAJHTE HOMEHK/IATYPH 34 0TroBAapsIIO B MbJIHA CTEICH HA H3NCKBAHUATA
Ha BB3JI0KHTE/H, 3210KeHH B TEXHHYeCKaTa| crienupuKanus Ha JOKYMEHTAHSATA, C oryiex Ha
TOBa, KOMHCHATA €IHHOAYIMHO pemH, e [J0IycKa Y4acTHHKA JTAHCOH-BI'" OOJ,
rp.PajomMup 1o ciaeaBam eTanm B OpOIeAypaTa — OTBapsiHe HA IIEHOBOTO npeIoskeHHe 1o
0CTaHAJHTe HOMEHKJIATYPH.

ITo OTHOIIEHHE HA IPEACTABEHUTE TOKyMeHTH 1o w139, a3, 1.1 ot II130I1 ot "Codapma
Tpeiiqunr" AJl, rp.Codusi yJacTHHKBT JCKJapupa, Y€ € CBIIACCH ¢ KIAysuTe Ha [IpoeKTa Ha
JIOTOBOpA, MPHIIOKEH KBM JOKyMEHTalHATa 3alyqacme B nponenypara. CpoksT Ha BaIHIHOCT Ha
obeprara e 6 Mecena. TeXHHIECKOTO NPEANIOKEHAE OTTOBAps Ha H3UCKBAHMATA Ha BH3JI0KUTCILA 10
OTHOIIEHHE Ha ChIbpkaHue u Qopma W ¢ m3rorseHo mo OOpasen Ne3 wu Tlpmnoxenue Nel ot
06pasmuTe KBM IPOLETYPaTa, IPEACTABEHO € U Ha ONTHYCH HOCHTEIL.

TIpeUIoKeH: ca CPOK 3a H3NBIHCHWE| HA JOCTaBKHTE, CPOK 3a pasCpoveHO INAINEHE H
OCTaThYeH CPOK Ha TOJHOCT Ha O(epupaHHTe JIEKAPCTBEHH IPOJYKTA OTrOBAPSINK HA MHHHMAIHHTE
H3UCKBAHUS Ha BB3IOKHTE.

OdepupanuTe JTEKAPCTBCHH MPOIYKTH | CBOTBETCTBAT HA H3UCKBAHHMATA HA TEXHHMCCKata
crenMdUKAIES KBM JOKyMEHTalMATa 33 ydJadTHe B MPONENypara, 1o OTHOIICHHE Ha ATC xon,
reHepHYHO HAHMEHOBAHHKE, JIeKapCTBeHa HOpMa, KOJIMIECTBO aKTUBHO BEIIECTREO M CAMHUIHA MIPKA
110 HOMEHKIIATYPH NoIpobHO onucanu IIpumoxenue Nel KbM HACTOSMIHS [POTOKOT, ¢ H3KIIOICHHC
Ha CIEIHHUTE HOMEHKJIATYPH:

KonuuecTso HA AKTHBHOTO
NEKAPCTBEHO BEWECTBO

AHatoMo-TepaneBTH4YEH MesyHapoaHo HEMATEHTHO

N won /ATC-kopn/ Hanmerosanre INN/

Jlexapcreena opma

52 Co1CA04 Dopamine conc inf, 20mg/ml 10ml

OdeprroTo npemioxenne Ha '"Codapma Tpeiimuur" A, JTOITAMMH amm. 4% Smi X 10,
C NPHTEKATEN Ha paspelleHHe 3a ynorpeda Pharmaceutical Worsks Popharma SA, bwirapus, ¢
prmoueHo B [Ipunoxenue Ne2 na IIJIC, kbM mara 02.12.2018r.

KoMucHaTa TIpeayara y4acTHHKBT Ja ObJe OTCTPAaHEH II0 HOMEHKIATypa 52 Ha OCHOBaHHE
q1.107, 1.2, 6yksa a) ot 30Il — mpencrasuil ¢ opepra, KOATO HE OTroBaps Ha MPEABAPHTEIHO
00sBEHHTE YCIIOBUS HA TIOPBYKATA.

AHATOMO-TEPANEBTHYEH Memn}'uapn,mm HENMATEHTHO Konu4ecrBo Ha aKTHBHOTO

N eKapCTBeHa ma
kon /ATC-xon/ naumenosanne INN/ Jlexaperaens dop JIeKApCTBCHO BELLECTBO

116 HO1BAD4 Terlipressin solution for injection 0,1 mg/ml 2 ml

OdeprroTo npeanoxenne Ha "' Codapma Tpeiiguur" AJl, PEMECTHII am1r.0.2Mr/2Mn X 5,
¢ IpUTEKaTeN Ha paspelnenne 3a ynorpebda Ferring GmbH, e Bximouero B [Tpunoxenne Ne2 Ha ITIC,
kbeM jgata 02.12.2018r.

KoMmucHATa Ipejyiara YYacTHAKBT Ja Obae OTCTPAaHEH MO HOMCHKIATYpa 116 Ha ocHOBaHHE
41.107, 1.2, Gyksa a) or 30Il — mpexcTaujl e oepra, KOATO HE OTroBaps Ha MPEABAPHTCIHO
00sIBEHUTE YCIIOBHS Ha IIOphUKaTa.

AHATOMO-TEpanesTHeH MemxiyHapOIHO HeNaTeHTH Jexapcreena Gopma Konu4ecTso Ha AKTHBHOTO
kon /ATC-xkon/ naumerosanmne INN/ P JIEKAPCTRBEHO BEWLECTBO

157 MO3ABO1 Suxamethonium Solution for injection 20 mg/ml 5 ml

OdeprroTO mpenoxenue Ha "'Codapma Tpeiimunr' AJl, JIMICTEHOH amm. 1% 5 M1 x 5,
¢ IpUTEXAaTeN Ha paspelleHue 3a ynorpeda Nycomed Austria GmbH, e BxmoueHo B IIpunoxenne
Ne2 ua ITJIC, xbM nara 02.12.2018r.




KomucusTa Ipeasara y4acTHHKBT 1a Obe OTCTPAHEH 110 HOMEHKIATypa 157 Ha ocHOBaHHE
q1.107, 1.2, 6yksa a) or 30Il — mpencrasmi| e odepra, KOATO HE OTroBaps Ha IPEABAPUTETHO
06sBEHHUTE YCIOBHUs Ha IOPBYKATA.

AHaT0MO-TepanesTn4ed MemayHapoHO HellaTeHTHO Konu4ecTso Ha AKTHRHOTO
JlekapcTnena Gopma
wo /ATC-kon/ nanmenorarue [INN/ NEKAPCTBEHD BEUIECTBO

Ne

159 NOIBBO2 Lidocaine Solution for injection 10mg/ml 10ml

OdeprroTo mpewioxkerne Ha ""Codapma Tpeiiauar" AJl, JIMJIOKAWH amm. 100mr/10mi
x 50, ¢ mpuTekaTen Ha paspenicHue 3a ynotpeda Copapma AJl, € BKIIOUEHO B IMpunosxkenue Ne2 Ha
[JIC, xsM mara 02.12.2018r.
KomrrcusTa Ipejuiara y4acTHUKBT 12 Obe OTCTPAHEH 110 HOMEHKIaTypa 159 Ha ocHOBaHHE
41107, 1.2, Gyksa a) or 30I1 — mpeacraui € opepra, KOATO HE OTrOBaps Ha IPEABAPHTEIHO
0OsIBEHHUTE YCIIOBUS Ha MOphUKaTa.

AHaToMo-TepaneBTHYeH MewiiyHapoIHO HenaTeH T HO Koad4ecTBo HA AKTHRHUTO

Ne Jlexapersena dopma
koa IATC-xon/ navmenosarne [INN/ p dop IEKAPCTBEHO BEILeCcTBO

163 NO01BBU2 Lidocaine Solution for injection 20mg/ml 10ml

OdeprroTo npemtoxenne Ha "'Copapma Tpeitmpuur" AJl, JIMJOKAMH amm. 200mr/10mm
x 50, ¢ mpHUTeKaTeN Ha paspelleHue 3a yrnorpeda Codapma AJl, e Bmodero B [Ipuosenne No2 Ha
[JIC, xbM mata 02.12.2018r.
KomucusaTa npejiara y4acTHUKBT Aa Obe OTCTPAHEH I10 HOMCHKIATYpa 163 Ha OCHOBaHHE
4,107, 1.2, 6yxBa a) ot 30I1 — mpexcTtasui € odepra, KOATO HE OTroBaps Ha IpeIBapUTCIHO
00sIBEHHTE YCJIOBHS Ha IIOPBHYKATA.

AHaToMO-TepanesTH4YeH MeaiyHapOaH0 HENATEHTHO Konu4ecTBO HA AKTHBHOTO
: ; Jlexapersena Gopma
ko /ATC-ron/ naumenosarne [INN/ NeKAPCTBEHD BeIIECTBO

164 NO2AB02 Pethidine solution for injection 100mg/2ml
OdepTroTo npemnokenue Ha "CodapMa Tpedmuur' AJl, JIMJJOKAVH ammn. 200mr/10mn

x 50, ¢ IpHUTEKATEN Ha paspelieHHe 3a yrnorpeba Codapma AJl, e BkmoueHo B [Ipunoxenue Ne2 Ha
[1JIC, xbM nara 02.12.2018r.
KomucuaTa Ipejuiara y4acTHHKBT Ja §bZie OTCTPaHEH [0 HOMEHKIIATypa 164 na ocHOBaHHE
wr.107, 1.2, Gykea a) ot 3011 — mpencraBuy e odepra, KOATO HE OTroBaps Ha IPEIBAPUTEIHO
00sBEHHUTE YCIIOBHUS Ha MOPBHYKATA.

Ne

N AHaTUMO-TepaneBTHYEH Mesay HAPOAHO HeNaTenTH] Texcapersena Poprn KonuuecTBO Ha aKTHBHOTO
kon /ATC-kon/ Haumenonanne [INN/ P P! NEKAPCTEEHO BEIECTBO
180 NOABX06 Citicoline solation for injection 1000 mg/4 ml

Odeprroto npemnoxenue Ha '"Codapma Tpeiimunr" AJl, COMA3WHA p-p nepopaien
100Mr/mMa x 30MJL, ¢ IPUTEKATEN HA paspelIeHye 3a ynorpeda Ferrer International S.A., He oTroBaps
Ha M3HCKBAHHMSTA HA BB3JIOKHUTENS 38 JeKapcTBEHa (hopMa.

KoMucHsTa Ipeyiara y4acTHHKBT Jia Obae OTCTPaHEH M0 HOMCHKIATYpa 180 Ha ocHOBaHHE
y1.107, 1.2, Gyksa a) ot 30I1 — mpexcTaBuil € odepra, KOSTO He OTTOBaps Ha IPENBAPUTEIHO
o0sBEHUTE YCJIOBHA Ha IIOPBUKATA.

Ha 62a3a ropem3/I0KeHOTO KOMHCHATA HAMHPa TEXHHYCCKOTO MPEIIOKEHAE Ha
Y4ACTHHKA 110 0CTAHAJTNTE HOMEHKIATYPH 32 0Tr0OBapPSAII0 B IILJIHA CTENEH Ha H3HCKBAHHATA
HA Bb3J0KHTENs, 3a10%KeHH B TEXHHYecKaTa crenupuKanus Ha JOKyMEeHTalHATa. C oriex Ha
TOBAa, KOMHCHATA €IHHOIYIIHO Ppelld, [e \T0NMyCKa y9acTHHKA "Codpapma Tpeitnunar" All,
rp.Codusi, 10 cieaBam eTanm B IpoLeXypaTa — OTBapsiie Ha LEHOBOTO npeaioKeHHe 110

0CTAHAJMTE HOMEHKJIATYPH.
ITo OTHOIIEHHE HA IPENCTABEHHUTE JOKYMEHTH 1o wi.39, an.3, 1.1 oT [TI13011 ot "®LOHHKC

®apma' EOO/I, rp.Codus yyacTHUKBT [ACKIapupa, 4e € CBIIAcCH C KIay3uTe Ha mpoeKkTa Ha
ZI0rOBOpa, TPHIOKKEH KBM JOKYMEHTAIMATA 33 ydacTHE B IPOLCIypata. CpoxsT Ha BaJIMIHOCT Ha
otdepTara e 6 Mecena. TeXHHYECKOTO MPEIOKEHHE OTIOBAps Ha H3UCKBAHUATA Ha BB3TIONKUTENS 110
OTHOIIeHMe Ha ChibpkaHme u Qopma u e marorseHo mo Obpaser Ne3 u Ilpunoxenne Nel oT
06pasiuTe KbM IIPOLETypaTa, MPEACTABEHO € U Ha ONTHYICH HOCHTEIL.




IIpeIoKeHH ca CPOK 32 H3IBIHCHHE
OCTaThbUeH CPOK HA TOJHOCT Ha O(YEpUpaHUTE JIE

M3MCKBAHUS Ha Bb3JIOKHUTEIA.
OdepupanuTe JT€KapCTBEHH INPOLYKTH

crienuyKands KbM IOKyMEHTAlUATa 3a y4ac
reHepHUIHO HAMMEHOBAHHe, eKapcTBeHa Gopma
110 HOMEHKJIATypH ToApobHO omucanu 1IpHiIox

Ha CIEHUTC HOMCHKIIATYpPH:

Ha JIOCTaBKHTE, CPOK 3a PazCpoydeHo IINaliaHe H
KapCTBCHHU IIPOAYKTH OTroBapsAInH Ha MHHHMaJIHHUTE

CHOTBETCTBAT Ha HM3UCKBAHHATA Ha TEXHHYECKATa
rue B mponemypara, no orsHomenue Ha ATC Koz,
| KOJIMYECTBO AKTHBHO BEINECTBO U SAMHHYHA MApKa
enre Nol KBM HACTOAIIMA MPOTOKOIN, C H3KIIOUCHHE

MeaayHAPOHO HENATEHTHO
naumenosanue [INN/

AHaToOMO-TepanesTH4eH
ko /ATC-xon/

Koau4ecTBo HA AKTHBHOTO

JlexaperBena opma
NEeKAPCTBEHO BEWLECTBO

AD3ADO2 Drotaverine

sol.inj, 20mg/ml 2ml

OdeprrOTO nNpemnoxeHne Ha "' PbOHHK

25/KYTHUS/, ¢ mpuTekaTell Ha paspelieHHe 3

sriroueHO B Ilpmnoxenue Ne2 na ITJIC, xbM fia

Komucuara mpeaiara y4acTHHKBT Ja

91.107, 1.2, Gyksa a) ot 30Il — mpencraBui

0OsIBEHUTE YCIIOBHS Ha [IOpBYKAaTa.

¢ @apma" EOOJI, HO-IIIA AMIL40MI/2MIT X
, ymotpeba Canodu berrapus EOOJI, bearapus, €
ra 02.12.2018r.

SbIe OTCTpAaHEH [0 HOMEHKIaTypa 6 Ha OCHOBAHWE
e odepra, KOATO HE OTroBaps Ha IPEIBAPUTEIHO

r
d

MemnyHapoAHO HENaTEeHTHO
nHaumenosanne [TINN/

AHaToMO-Tepanes TH4YeH

* Koi /ATC-xo/

Konuuecreo H8 aKTHBHOTO

Jlekapcrsena gopma
NEKAPCTBEHOD BELLECTBO

52 CO01CAD4

Dopamine

conc inf. 20mg/ml 10ml

OdeprroTo mpemnoxkenne Ha ''@boj

aue @apma' EOOJ, JOIAMMH AMIL4%

200MI/5MJL X 10 POLFA, ¢ mpuTexaren Ha paspemnenue 3a ymorpeba Warsaw Pharmaceutical

Works Polfa S.A., TTonura, e BkmodeHo B [Ipun

KoMucHATa IIpejjiara YIacTHHKET 112 (
u1.107, 1.2, 6yksa a) ot 30I1 — mpexacTaBul

o0gBeHHTE YCJIOBHA Ha IIOPHUIKaTa.

oxerue No2 ma TTJIC, xem gata 02.12.2018r.
YbIE OTCTPAHEH [0 HOMCHKIIATYpa 52 Ha OCHOBAHHE
e ofepra, KOSATO HE OTroBapsi Ha NpPEIBAPHTEIHO

AHaTOMO-TEpANEBTHYEH

ha xoa /ATC-kon/

Haumenosatne [INN/

MemayHapoas0 HenaTeHTHO|

KonuuecTBo HA AKTHRHOTO

JlexaperBena hopma
NEKApPCTBEHO BEWECTBO

116 HO1BAO4 Terlipressin

solution for injection 0,1 mg/ml 2 ml

OdeprroTO mMpemtoKenne Ha 'DBOHHKC ®apma" EOOJl, PEMECTHUII AMIL 0,2MI"

2MJI X S5/KYTUS/, ¢ mputexaTel Ha pasp
srimroyeno B [Tpunoxenue Ne2 na I1JIC, kM 113

KoMmucusita Ipeyiara yIaCTHHKET fa €
41.107, 1.2, 6ykea a) ot 30II — mpeacTaBu;
0OsIBEHUTE YCIIOBUS Ha IOPBYKATA.

cmenne 3a ymorpeba Ferring GmbH, T'epmanus, €
ta 02.12.2018r.

ybe OTCTPaHEH 110 HOMeHKaTypa 116 Ha OCHOBAaHHE
1 e odepra, KOITO HE OTrOBapsd Ha IPEABAPHTEIHO

Me&ayHapoaHO HENATEHTH
naumenosane /INN/

AHATOMO-TEpanesTHYEH

e won /ATC-xon/

Konu4ecTso HA AKTHBHOTO

Jexapcraena dpopma
JIEKaPCTBEHO BELIECTBO

128 Jo1DDO1 Cefotaxime

powder for solution for

injection/infusion Ie

OdeprroTo mpemnoxenue Ha "'DPboHI
ITP 15MJI X 1, ¢ mpuTtexare]l Ha paspeme

ke @apma” EOOJ[, ITEQ@OTAKCUM-MHUIL DI
que 3a ymorpe6a MIP Pharma GmbH, I'epmanus, €

pkmrodeHo B [Ipunoxkenne Ne2 ma IIC, xbm fara 02. 12.2018r:

KoMucusiTa mpeiiara y4acTHHKBT Aa
41.107, 1.2, 6yxsa a) ot 30Il — npencrasu
0OsBEHHTE YCIIOBHA Ha IOPHUKATa.

GBIe OTCTPAHEH IO HOMeHKiaTypa 128 Ha ocHOBaHHE
1 e odepTa, KOATO HE OTroBaps Ha IPEABAPUTEIHO




Konu4ecTso Ha aKTHBHOTO
JIEKAICTBEHO BELLECTBO

Me#ayHapoaH0 HenaTeHTHO
nHanmenopanne /INN/

AHa TOMO-TepanesT H4eH

ko1 /ATC-xon/ JlexapeTsena gopma

157 MO03ABO1 Suxamethonium Solution for injection 20 mg/ml 5 ml

> @apma' EOOJ, JIMCTEHOH AMII. 1% 5MJI X
1¢ 3a ymotpeba Takeda Austria GmbH, Ascrpus, ¢
a 02.12.2018r.

LJIe OTCTpaHEH 10 HOMEHKIaTypa 157 Ha OCHOBaHHE
e odepra, KOSATO He OTroBaps Ha IPEIBAPUTEIIHO

OdeprrOTO NpeIokenne Ha ' ObOHHK
5/0ITAKOBKA/, c¢ mputexares Ha pa3pelucHi
prirodeHo B [Ipunoxenne Ne2 ma ITJIC, kbM mat

KoMmucusTa mpeuiara y4acTHHKBT f1a 01
41,107, 1.2, 6yksa a) ot 30II — mpencTaBHI
00sIBEHHTE YCIIOBH Ha IMMOPBHUKATA.

KonuuecTBo H2 AKTHRHOTO
JIEKAPCTBEHO BELECTBO

MemAyHAPOIHO HENATEHTHO
HaumenoBanue [INN/

AHaTOMO-TEPANEBTHYEH

won JATC-xon/ JlexapcTBena Qopma

159 NO01BB02 Lidocaine Solution for injection 10mg/ml 10m]

ke ®apma" EOOJ, JIMJIOKAWH AKOPI ®JL
spemenue 3a ynorpeba Accord Healthcare Limited,
e No2 ma ITJIC, kem gata 02.12.2018r.

B¢ OTCTPAaHEH [0 HOMEeHKIaTypa 159 Ha OCHOBaHHC
e odepra, KOSTO HE OTroBaps Ha MPEIBAPHTEIHO

OdeprroTO HpemIokeHne Ha "'@bOHH
10MI/MJT 10MJI X 10, ¢ mpuTekaresn Ha pa:
O6emuneno Kpainctso, e Bkmodeno B [Ipumosker

KoMmcusiTa Ipeiara y9acTHHKBT Jia 0
q1.107, 1.2, 6yksa a) or 30II — mpencTaBHi
oOsBeHHUTE YCIOBHS Ha IOPHYKATA.

KonuuecTBo HA AKTHBHOTO
NeKAPCTBEHO BELWECTBO

MeznyHapogHO HENATeHTHO
nanmenosarue [INN/

AHATOMO-TEpaneBTHYEH

ko1 /ATC-kon/ Jlekapcreena gopma

161 NO1BB0Z Lidocaine Solution for injection 20mg/ml 2ml

¢ ®apma" EOOJ, JIMJIOKAWH AMIL 2% 2MIT X
sa ynorpe6a BerIIpom AJl, beirapus, € BKIIOYCHO B
3T

‘b€ OTCTPaHeH 10 HOMEHKIaTypa 161 Ha OCHOBaHHE
¢ odepra, KOATO HE OTroBaps Ha NPEIBAPHTEIHO

OdeprroTo npepiokenne Ha "' @bOHAK
10 BETIIPOM, c npuTeKaTel Ha pa3spelIeHne
[Mpunoxenne N2 Ha TJIC, xeM nara 02.12.201
KomucusaTa Ipejylara yIacTHHKBT Ja 0
y1.107, 1.2, 6ykea a) ot 30Il — mpeacraBu
0OsBEHUTE YCIOBHS Ha NOPBYKATA.

Konu4ecTso Ha AKTHBHOTO
JIEKAPCTBEHO BEILECTBO

MexayHapoAHO HENATEHTHO
naumenosarune TNN/

AHaToMO-TepaneBTHHeH

won /ATC-kon/ Jlekapcreena dopma

Ne

163 NO1BE02 Lidocaine Solution for injection 20mg/ml 10ml

Odeprroto mpemtoxkenne Ha "@bOHAKC ®apma" EOOJ, JIMJIOKAWH AKOPJI @JI.
20MI/MJT 10MJI X 10, ¢ mpuTexaTen Ha pjzpememie 3a ynorpeba Accord Healthcare Limited,
O6emuaeHo KpancTso, e BKIodeHo B [Ipunoxenne Ne2 ma ITJIC, xbM pgaTa 02.12.2018r.

KomucHsTa Ipeuiara y9acTHUKST 1a §be 0TCTpaHeH 0 HOMEHKIIaTypa 163 Ha OCHOBaHME
wr.107, 1.2, 6yksa a) ot 30Il — mpencTaBuj e opepra, KOATO HE OTroBaps Ha MPEABAPHTCIHO
0OsIBEHHUTE YCIIOBUSA HA IIOpBYKATa.

Ha 6a3za ropens3ioKeHOTO KOMHC
YYACTHHKA I10 OCTAHAJINTE HOMEHKIIATYPH
HA BB3JOKHTE/S, 3aJ105KeHH B TEXHHUIECKAT
TOBA, KOMHCHATA €JUHOXYINHO pemH, 4e
rp.Codusi, 70 ciaeasam eTanm B Npouexyp
0CTAHAJHTE HOMEHKJIATYPH.

b

ara — OTBapAHe Ha II€eHOBOTO NpeaoxKeHHe II0

ILHT& HAMHpa TeXHHYEeCKOTO MpeIoKeHHe Ha
a 0TroBapA0 B IbJIHA CTENEH HA H3HMCKBAHHATA
crenpukanus Ha fokymeHTanusara. C oryeq Ha
omycka ydactHuka ""®bonuxe ®apma' EOO/,



[To oOTHOLIEHHWE HA IIPEICTABEHUTE
"Tpproseka Jiura Haunonanen AnredeH I
CHIVIACEH C Kiay3uTe Ha NPOEeKTa Ha JIOrOBO

npomenypara. CpoKbT HA BalMTHOCT Ha O
OTroBaps HA W3MCKBAHMATA Ha BB3TOKATEIA 110
o O6pazen Ne3 u Ipumoxenue Nel ot obpasi

HOCHTEIL.

[TpeIojKeHH ca CPOK 3a H3IBIHECHUC
OCTATBYEH CPOK HA OJTHOCT HA OQEPUPAHHUTE JIG

H3HUCKBAHUA Ha BB3IOKHTEIA.

ZHOKYMCHTI/I mo w39, amn3, 1.1 or III30Il ot
2

aTHp' AJl, rp.Codus y4acTHUKBT ACKIApHPA, 1€ €
I.Ja, IPUIOKEH KbM JOKyMEHTAIMATa 338 y4acTHe B
prata ¢ 6 Meccema. TeXHHYSCKOTO IMpPE/UIOKEHHE
OTHOIIEHHE HA ChIbpXKaHHe H GopMa U € H3rOTBEHO
iTe KBM IIpOLeaypara, IPeACTaBeHo € M Ha ONTHYCH

Ha JOCTaBKHTE, CPOK 3a pa3cpodcHO IJiamane u
> KapCTBECHH MPOIYKTH OTTOBAPAINM Ha MUHHUMAJIHHUTE

MexayapoaHo HenaTenTHo
naumenonanue [INN/

AHaTOMO-Tepanes THHeH
woj JATC-xon/

Konu4ecrso Ha AKTHRHOTO

JlekapcTeena Gopma
NEKAPCTBEHOD BEUIECTBO

128 JO1DDO1 Celotaxime

powder for solution for

injection/infusion le

OdeprroTo mpemiokenne Ha "Thpropeka Jlura Hanuonanen Anrteuen Llentnp" AL
Cefotaxime-Tchaikapharma powder for solution for injection 1 g x 1, ¢ IpuTEKATEN HA PA3PEIICHAC

3a ymotpeba "Yatikahapma BUCOKOKaueCTBECHH

ga ITJIC, xbM nata 02.12.2018r.

te Jlexapersa"AJl, e BkmodeHo B [Ipunoxenue Ne2

KoMuCHsTa Ipe/iara y4acTHHKBT 1a Op/Jie OTCTpaHeH 0 HOMEHKIATypa 128 Ha OCHOBaHHE

41.107, 1.2, 6yksa a) ot 30II — mpencraBui

0OsBeHHTE YCIOBHA Ha IMOphYKaTa.

Ha 0a3a Tropen3J0Ke€HOTO KOMHCH
Y9aCTHHKA He 0TroBapsimo Ha M3HCKBAHHS
crienuukanus Ha Koxkymentanusra. C or
orcrpansBa yuactHuka "Trproscka Jlura B
cJIe[IBAIN €Tal B MpouexypaTa — 0TBapsiHe HY

C tosa Ha 17.01.2019r., HasHaueHaTa OT
pasTIeKIAHE HA TEXHUUECKUTE IPE/UIOKCHUSA F

IIpotoxomn Ne2.

Ha ocuosanme @wi1. 57, an. 3 or I[TTI3011
Ha I[EHOBHTE IPEIJIOKEHHUS - 23.01.2019r. o
3aBejIeHHe, 33 KOETO IpeapHe IeHCTBHA 3a YBS

KOMHUCHUS
A =
Ipenceparc. .~ /7 AT LY i)
-
£ rf." .','i.
YneHose:
07 39044
/ n-p OTHsR
/ mar. hapm

e odepTa, KOSATO HE OTrOBaps Ha IPEIBAPUTEIHO

fTa HAMHpPA TEXHHYECKOTO MpeIoKeHHe Ha
T4 HA BH3J0KUTEs, 3AJI0KeHH B TeXHHIECKATa
1eq HA TOBAa, KOMHCHATA €JHHOAYIIHO peIlH, 4e
Janmonasen Anreden lentnp' All, rp.Codus, 10
LEHOBOTO MpeJIoKeHHe,

BB3I0KATES KOMUCHS TIPUKJIFOYH CBOATA paboTa Mo
la TOITYCHATHTE YIaCTHHIM B IPOLEAypaTa 1 ChCTaBH

KOMUCHATA ONPEeIelH 1aTa, 4Yac ¥ MsACTO Ha OTBapiAHE
r 12:00 gaca, B 3acemareiiHaTa 3ajla Ha neueOHOTO
JTOMSIBAHE HA YYaCTHHIIMTE B IpoLeypaTa.




= < 0,\‘”‘
\j(.'{j/ ‘i‘f‘&;&’(f} }}
Y TBEPAKAABAM: erecsrssosizrsaes

[Mpo¢. a-p Tonop Yepkesos, M - I/Ian'b.rmm"e.rlen
mupextop Ha MBAJI ,,/JI-p Atanac HadoBeku® AJl
rp.Kspaxaman
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