HPOTOKOJ

Ot geiinocTra Ha KOMHCHATA, Ha3HAueHA CBC Janmosen Ne630 or 13.12.2017r. wma
Msnbnaurenmus qupexrop na MBAJI , JI-p Aranac Hadosexkn®™ AJl ip.Knpokanu 3a pasrnexiane,
ONCHKA M KJTacHpaHe Ha MO0JlaJleHHTe O(epTH B OTKPHTA MPONE/ypa 3a Bh3JIAaraHe Ha oOIecTBEHA
noppyka ¢ npesamer: "Jlocraska na sekapersenn npomayktH no Ipminoxkenue No2 or ITosuTHpHus
JICKapeTBeH ciuceeK 3a nyxanre na MbAJI "JI-p Aranac Jlagoseku" AJI rp.Knpmxamu", OTKpHTA C
Pemtenne No560 ot 06.11.2017r, na Usobauutennus JupextTop v ¢ ynukanen Ne 00848-2017-0014 s
POIT na AOIT.

Huec, 11.04.2018r., or 12.00 yaca B 3acearennara 3ana Ha JICHeOHOTO 3aBeJICHHE ce TIPOBEJIC
3acclannc Ha KOMHCH:, HasHaveHa cbe 3amoses Ne630 or 13.12.2017r. ma M3nbiauTenups
mupexrop Ha MBAJIL"J[-p Aranac Jlagposeku" AJ]— rp. Kbprokanu B cheras:

Ilpeoceoamen: n-p Jluana I'eopruesa —3amecTHnk JIHPEKTOp;

uunenoge: 1. ji-p llersp baxuepkues — nayaaHuk oT/eCHIE 3a AHeCTe3HOTOTHS |
HHTEH3UBHO JIeUCHHE; .
2. 1-p Tans PaiikoBa — HauajHuk BLTPELIHO OTJE/ICHUE ¢ JICHHOCT 110
CHJIOKPHHOIOTHS H He(DPOIIOIHs; £ ovw
3. n-p Jluana Briruea — navanmux THEBMO-(DTH3HATPHYIIO OTHCICHHE:
4. mar. papm. Becena MomuniioBa — pbkoBosuites Gosmiina anreka;
5. Cuexana Kaparboszosa — ukonomuct OIT;
6. Man Po6os — 1opucer;

[Ha 3aCCHaHHETO MPHCHCTBAXA BCHUKH YJICHOBE HA KOMHCHSITA,

B nenosojscrsoro na MBAJI | JI-p Atanac Hadosexu AJl rp.Kopkann wa ocnosanne
ui54, a8 ot II30I1 e nocThniIo NHCMO OT CIICHMS YUaCTHUK:

"T'nprosexa JInra - HAIL" AJL, rp.Codust ¢ Bx.Ne 1581 o1 29.03.2018r. 12:50u.;

I. Cien nomyuasane mocTsnHIOTO HHCMO C JIOKYMEHTH, H3HCKBAHH OT YUYacTHHKA B
liponeitypara na ocuopanne 454, an.12 or HII30IT komucnsta npueTsIN KbM pasrieikane Ha|
AOIBIHATEIHO TPEICTABCHUTE IOKYMEHTH OTHOCHO CHOTBETCTBHETO HA YUACTHHKA C H3MCKBAHMSTA
KBM JINYHOTO CHCTOAHHE H KPHTEPHUTE 32 110/100].

"Tnproseka Jlura - HAIL'" AJI - na IPCIIXOJIHOTO CH 3ace/lanie KOMHUCHSITA YCTAHOBH, Ue
YYaCTHHKBT TpsOBa Jia npejcrasy Ha Komucnsta no EEJIOI] CHJBPIKALL 1sJ1aTa HeoOXommMa
uH(opManHa  W/HIH  JIPyrH  JIOKYMEHTH, KOHTO CH/IbPIKAT IIPOMEHECHAa H/MIM  JIONBIHUTEHA |
HH(OpPMALS, OTHOCHO 060COOEHNTE MOBHIMI 33 KOUTO Ce 110/1aBa 3asBIICHHETO 34 yuacTHe; ,

YuacTunRsT € NpeACTABII B JONBIHITEI0 H3HCKBANITE JIOKYMEHTH:

Hos EEJIOIT coabpskaiy seuykata Heobxomuma HHPOPMALM, OTHOCHO 060COOCHHTE

M SaKOHTO CCTIolaBa 3aIBIICHATTO 3d YIACTHT,
Komucusara npiema npesctaBeHus 10KyMeHT.

II. C.TIC,[[ Hampasenara Ipopepxa Ha JIONLIHIHTEI0 H3UCKBAHUTE H OpeJICTaBEHH NOKYMCHTH U
ClIeJt OoIncanuTe KOHCTATallMH, KOMHCHITA HOIyCcKa J10 cjaeaBany eram B nponeaypara —|
pasrieayiane na TeXumnuIecKuTe HPE/UTOMRCHIT A CJICTHHTE Yuacronnom 1o cjaeanure obocodbenn

ITO3INLLHI:




* "MEJEKC" 001 - OIlNed, 2,3,5,6,7, 8 u 11;

°  "Tovproseka Jiura Hanmonasen Anreverr Henrnp" AJL - OTINe1, 3 u 6;
* "MEJIO®APMA" EQOJ] - OIINel1, 3,4,6 u 7;

e "OBOHUKC ®apma" EOOJT - OIINel, 2, 3,4,5,6,7,8,9,10 n 1L;

* "CO®APMA TPEUJIUHI" AJL - OIIN:1, 2, 3, 5, 6,7, 8, 9 u 1 1;

e "MAPKOJ" AJl - OIINe4 11 6

III. BuB Bpb3Ka che 3anosen No238 ot 20.04.2018r. na Mannauuresnms Jmpexkrop na MBAJI

"H-p Aranac Jadosekn" 3a yAbJDKaBane cpoka na npukiousand na pgporara Ha KoOMHCHsTA,
Hasnavena cwc 3anoses Ne630 or 13.12.2017r., 3a pasrexpmatie, ouehka u KIacHpane Ha
MOCTBIMIINTE O(hepTH B OTKPHTA npouejypa ¢ npejmer: "Jlocraska 'na chréz}pcmemr IPOJYKTH 110
Hpunoxenne Ne2 or Ilosurusnus JICKapCTBEH  CIHCBK 3a Hyxjure na MBAJI "JI-p Artaunac
—— M_DMMMMI}M%&ﬁWHI-mWWmm
YABIPKABAIC Cpoka Ha BAIHJIHOCT Ha 110/a/lenara oepra 3a ydacTHe.
Komucnsra xoncratupa, ve senuin YHACTHHIM B IpONICYpaTa ca 10/lalin B CPOK JIeKIaparus

3a yAbJDKaBaHe cpoxa Ha BAJIMAHOCT Ha 110/1aICHATA OT TAX oepra 3a yuactue B npoie/ypata.

B niepnona ot 11.04.2018r. 10 23.05.2018r. KOMHCHSATA B IbJICH CHCTAB HA 3aKPUTH 3aCeaHus
OJPOOHO pasriie/ia TeXHHUYCCKHTE HPCIOIRCHIS Ha JIONYCHATHTE YyYaCTHHLH B TpoLe/lypata
CTHTHA JIO CJICJIHUTE KOHCTATAIUN: :

"MEJEKC" 001
Ilo OIIN:1 Xpanocmunamenna cucmena u Memadonuzvim: :
Kommucusra ycranosu, ue yuactuuxsr B n poneypara € npeCTaBusBCHYKH H3HCKYeMH OT
BB3JI0KUTEIIS JOKYMCHTH, 4 HMEHHO: K
o llonvanen Odpasey No 3 — Lpeonooicenue 3a usnvanenue na nopvukania;
° lpunoscenue Nel kvam mexnuuecxomo npeonooicente — na xapmuen u enexmponei Hocumen,
© lonvanen Obpaszey Nod - Hexnapayua sa cvenacue ¢ Kraysume na npuiogicenus npoexm na
002060p, '
° [lonvanen O6paszeiy Nos - Heknapayus 3a cpoxa na sanudnocm na ohepmamay
e llo ceoe yerompenue yuacmnuxom e npedemasut dexnapaiyus no wi. 39, an. 3, m. 1, bykea
.0 “om HII30IT;
e lIpedcmagenu ca doxymenmu sa OMOPUAYU/ OMOPUAYUOHIO NUCMO Om npouseooumen,
yoocmosepssauyo npasa 3a npedcmasumencmso u mupeosus na mepumopuama na Penyénuxa
bvreapus ¢ nexapemeenu nPOOYKIM, KaKmo ciedsa:
v' BemlIpom AJ], Bvreapus;
v’ Hobea Dapya EOOJ], bvaeapus;
v Warsaw Pharmaceutical Works Polfa S.A., Homua;

v’ Sandoz d.d., Cnosenus; ;
Y Tchaikapharma-Bulgaria  Yaiwagapya Bucokokauecmsenume  nexapecmea  AJ],
bvreapus.

Clien, KoeTo Harpapu IIpOBEpKa Ha CBABPIKAHUETO Ha TEXHHYECKOTO NPEII0KEeHHE

€500 PANO MSHCKBANIHTA A NMpoLicAypara il YCTAHOBH, ¢ IOKYMCHTHTC Ha Y4aCTHHKA OTroBapsIT Ha
H3HCKBAHHATA HA NIPOLE/lypaTa H 3aKOHa.
YUaCTHHKBT € IPEUIOIIT CPOK 3a H3MBIHEHIE Ha AOCTABKHTE, CPOK 3a Pa3cpoOUEHO ILTalaHe
'l OCTaTBUCH CPOK HA TOAHOCT Ha O(epHpaHHTE JeKapcTREHIT HPOJIYKTH OTroBapsiM Ha
MHHHMATTHUTC H3HCKBAHHSI HA BH3IOMKHTES.
Odepupannre nexapersenn HPOykTH ca prmovenn B Ilpunoskenme No2 ma IUIC o
CPOTBCTCTBAT Ha H3NCKBAHMSITA HA TEXHHYCCKATA CICLH(DUKAIIA KbM JOKYMEHTAIHATA 38 yyacTHe B
liponeaypara, 1o ornomenne na ATC Koj, remepuuno HanMeHOBauue, JiekapcTeena (hopma,




KOJIMYCCTBO aKTHBHO BEINECTBO, €AMHUYHA MsPKAa M OKOHUATEJIHA OIAKOBKA 110 HOMCHKJIATYpH B
obocobenara no3uuus u nojipobno onucann Ilpunoskenne Nel KeM HACTOSIHS IIPOTOKOJ, C
H3KJIIOYUCHHE Ha CIIC/IHUTE HOMCHKIIATYPH:

J ' g s [

‘ No ATC Koa o Jlek. opma KP_‘nm“‘“ o -y Orony, onax,
HANMCHOBANIC AKTHBHO B-BO = [

[} 2| A02BCO1 Omeprazole cﬁps.gnslr.rcs, 20mg on ‘ 28 J

Odepruoro npesutoxenne na "Memexe" QOJI, Omeprazid, Gastro-resistant capsule, hard,

20 mg, -, Pack: 14( x 2), ¢ nputexaren ma paspemenue 3a ynorpeba Hoben dapma EOO/I,
bwrrapus, He e Bknoueno B Ipunoxenne Ne2 na [TJIC, kbM nara 02.12.2017r.

Komncnsara npejuiara ysactHuksT jia Ghie otcrpaien 1o HOMEHKNaTypa 2 Ha OCHOBAHHE
w107, 1.2, 6yxsa a) or 30I1 — npejcrasui e odepra, KoATO He OTroBaps Ha TPe/BAPHTEIHO
00sABEHHTE YCIIOBHS HA NOPhUKATA

o
£ o Feneputno Koanuecteo =
Ne ‘ ATC Kop I Jler. popma & Okonu. onax.
HAHMEHOBAHIIE AKTHBHO B-BO =
} 3 A02BCOI Omeprazole powd.sol.inf. 40mg g 1

Odgeprnoro npejuioxkenne na ""Mejexe" OO/1, Probitor, Powder for concentrate for solution

for infusion, 40, mg, Pack: 1, ¢ npurexkaren na paszpemenue 3a ynorpeba Sandoz d.d. Slovenia, e
peructpupano B Ipunoxenne No2 na I1JIC B okonuarenna omakoska ot 10 (naxona, a ne mo 1
BIIAKOH, |
Kommensra npejutara yuactHukst jia Gbiie orcTpanet 1o HOMEHKJIAaTypa 3 Ha OCHOBAHHE
w107, 1.2, O6yksa a) or 30I1 — npescrabun e odepra, KosTo He OTrOBaps Ha Ipe/BapHTEIIHO
00siBEHUTE YCIIOBHS Ha MOpHYKaTa,

Ha 6a3a ropens/iokenoTo KOMHCHSITA HAMIPA TEXHHYCCKOTO HpeUIoZKenie na y4acTuinKa
110 ocTaHaJITe HOMCHKIATYPH B 000co0enaTa MO 32 OTrOBAPSIIO B ITBJHA CTENEH HA
JBHCRBAMIATA  HA  BBL3IOKHTEIS, 3aJ0KeHH B TeXmmdeckara  crnenuukamns  Ha
AoRymenTanmsTa. C orae na Topa, KOMUCHATA eANHOLYNIHO PEIIH, e JOIYCKA YUAaCTHHKS
"Meaexe" OOJL o caeasam eran B npouexypara — 0TBapsiiiec Ha MEHOBOTO NP EI0KCHIC 110
OCTAHAJITE HOMEHKJIATYPH B 000co0enaTa mo3nis.

Ilo OIIN22 Kpve u kpveomeopuu opeanu:
Kommucusra yeranosn, ue ydactHHKBT B 1polejlypata ¢ npeicTasil BCHUKH H3HCKYEMH OT

BB3JIOKUTEIISE JIOKYMEHTH, 4 HMCHHO!
o [lonvanen Obpasey Ne 3 — Ipednoocenue 3a usnvinenue na nopvukama;
o lpunoocenue Nel vy mexuueckono npednodicenue — na xapmuen u enekmponen nocumen,
o lonvanen Obpazey Nod - Jlexnapayus 3a cvenacue c KA@y3ume na npuiodcenust npoexnm na

002060p;,

 llonvanen Obpasey No5 - Jlexnapayus 3a cpoxa na sanuonocn na oepmama;
° llo ceoe yexompenue yuacmuuxvm e npedcmasii dexnapaius no wi. 39, an. 3, m. 1, 6yxea
L0 “om 1TI3011;

s Hpedcmaseny—ca OoRYNenITT 30 0mopu3aia omopisayionio ey om npouseooumen,
YOOCMOBeP6al|o Npasa 3a npeocasUMencimee tu Mvp2osus na mepumopuama na Penyonuxa
bvaeapua ¢ nekapemeenu npodykmu, kaxmo ciedga: -

v’ Aspen Pharma Trading Limited, Hparanous;,

v’ Glaxo Group Ltd., Obeduncio Kpaicmeo;

V' Actavis Group PTC ehf., Heaanous,

v' Pharmacosmos A/S, Denmark;

v’ baxemep Bvaeapus EOOJ], Bvireapus;

V' Buohapy Huacenepune AJJ, bvaeapus,




CJIC/, KOCTO HANpaBH MpOBEPKA HA CHABPKAHHETO HA TEXHHUECKOTO 1peJyIoKECHHE
Ch0Opa3HO M3HCKBAHHSITA HA lpoNeaypatTa i yCTalHoBH, Y¢ IOKYMEHTHTE HA YUaCTHHKA OTroBapsT HA
H3UCKBaHMATA Ha IIpoLie/lypara u 3aKoHa.

YUacTHHKBT € 1pe;uIoKuII CPOK 3a H3IBIIHEHHC HA OCTABKHTE, CPOK 3a PA3CPOUCHO TIAIANe
W OCTaThueH CpPOK Ha TOAHOCT Ha odepupaHnTe JIEKapCTBEHN  NPOJAYKTH OTroBapsiiy  Ha
MITHHMAQJIHUTE H3UCKBAHMS HA BH3JIOKHTEIS,

Odepupaire  nekapersenn HpOAYKTH ca Brnodenn B Ilpmmoxenne N2 na TUIC u
CLOTBETCTBAT Ha H3HCKBAHHATA HA TeXHUUYECKATA crienn(pUKaIs KbM JOKYMEHTausITa 3a ydJacTue B
tponcaypatra, mo otnomenne na ATC koam, remepuuno HAHMCHOBaHME, JleKapcTBeHa (hopma,
KOJITYUCCTBO aKTHBHO BCIIECTBO, €MHAYHA MAPKA M OKOHYATENTHA ONAKOBKA 110 HOMCHK/IATYpH B
obocobenara nosuis u noapodbno onucann ITpunoxenne Nel koM HacToss POTOKOJI, C
H3KITIOUCHHE Ha CIICJAHITE HOMCHKIATYPH:

R e |
|
Koanuecrso =
Ne ATC Kon leneprutio nansenosanne Jlek. hopma : B Oronu. onak
AKTHBHO B-BO =
R , Sodium chloride, Potassium chloride, Solution for
95 BOSBBOI i o ; i 500m! & 1
Sodium lactate, Calcium chloride infusion

i . __ |

Odeprioro npeoxenue na "Mepere" OO/I, Ringer Lactate Baxter, Solution for infusion, |

500, ml, Pack: 1, ¢ npurexaren na paspetiene 3a ynorpeda bakcrep Boarapus EOOJI, barapus, e
pernctpipano B Hpriosxenne No2 na ITJIC B okoruatesnna onaxoska ot 20 Op., aneno 1 6p.
Komuensara npeiara yuactiunksr ma 6nie OTCTpaHeH 110 HOMeHKIaTypa 95 Ha ocHoBanue
w1107, 1.2, 6yksa a) ot 30II — npeacrasui € oepra, KosATO He OTroBaps Ha IIpeABAPHTENIHO
0DsIBEHHTE YCIIOBHS Ha TOpBYKaTA.

|
o
L& L z
Ne ATC Koa Feifepiiiio Jlek. gopma K,“_'rm oy o Oxonu. onaxk,
HANMenoBane AKTHBHO B-BO =
97 BOSBBOI Nutrijio KRR 0,9%100 m| & |
L= Chlorid infusion

Odeprroro pejuioskenne na "Megexe'" OO/l NATRIUM CHLORIDUM 0.9%
BIOPHARM, Solution for infusion, 9¢/I - 100 ml, -, Pack: 1, ¢ upurexaren na paspenienue 3a
ynotpeba Buodapm Urkenepunr AJl, Bearapus, e perucrpupano B Hpunoxenue No2 na I1JIC B
oKomHaresmna onakoska or 50 6p., a we o 1 6p.

Komucnsara npejurara yuactukst ya 6ne OTCTpalCH 10 HOMEHKIatypa 97 wa ocHopanue
wi.107, 1.2, Gyksa a) or 3011 — NMPEACTaBII ¢ oepra, KOATO He OTropaps Ha MPEABAPHTEIIHO
00sBCHHUTE YCIIOBHS Ha 1OpHUKaTa,

o
T L8 z
Ne ATC Kopn Tenopusing Jlew. qopaia K:O']" Feprnn & Oxony. onar,
HanMeHoBanmue ARTHBHO B-BO o
Natrium Solution for 3 o
99 BO5BBOI Chlorid iifasion 0,9% - 500 ml S 1

O¢eprioro  npenoxenne na "Mejere" 00/, NATRIUM CHLORIDUM 0.9%

BIOPHARM, Solution for infusion;9gA—100-mt; = Pack 1, ¢ nipnrtexkaren na paspenienue 3a
ynorpeda buodapm Hienepunr AJ[, Brm apud, ¢ pernctpupano b lpunoxenue N2 pa I1JIC B
OKontarestHa onakoska ot 20 Op., a ne o 1 6p. ;

Kommcusra npeara yuactinksr na Onye orcrpanen mo HoMenkarypa 99 na ocnopanme|
wi.107, 1.2, 6yksa a) or 30I1 — npejcrasiit ¢ odiepra, KoATo He OTroBapst Ha IpeABaPHTEIIHO
0GsBCHUTE yCII0BHS Ha TOpbyKarTa.




o
-~ . ~ X o o
Ne ATC Ko ‘!l EPHL Jlex. dropma Koamestso & Oronw. onak,
"EIIIM(,‘II[!BE'IIII[(? AKTHBHO B-BO s
102 BOSBBOI Natrium Chlorid Solution for 0,9%1000 ml & |
! ==, infusion

Odeprioro npemioxkenne na "Mepnexce" O0JI, Sodium Chloride Baxter 0.9%, Solution for
infusion, 9g/I - 1000 ml, ml, Pack: 1, ¢ npurexaren na paspeiienue 3a ynorpeda bakerep Brirapus
EOOJI, Buarapns, e peructpupano B Hpunoxenne No2 na IDJIC B okomyaresa onakosxa ot 20 6p.,

auemo 1 6p.
Komucnsara npejuiara yuactungnt Jla Obie oTeTpanen mo nHoMmenknarypa 102 na ocnosanme

w107, 1.2, 6yksa a) or 3011 — npejicraguin e odepra, KoATo nHe OTroBapst Ha IpeBapHTEIHO

o0siBeHHTE YCJIOBHS Ha MopwryKara.

———

Ry S ——

r Jlek. dopma SOARRECTRD Oxonn, onak.

Ne ATC Kon Fenepruno nanmenosanme
AKTHBIO B-BO

el C‘a]ciuﬁﬁi;idc;&a‘ot-fhuncr Solution for | 0.332/0.3 g/K_.G g-;--’l -
le BOSBBOI loride:PotassiumChloride s 1000 ] \
. § oride: QI@IL'I'I(- loride lalusion m — 1]
Odeprroro npenoxenne na "Menexe'" OO/, Ringer Baxter, Solution for infusion, 0.33 g/
0.3 g/ 8.6 g/l - 1000 ml, ml, Pack: 1, ¢ npurexaren ra paspemenne 3a ynotpebda bakcrep Buarapus
EOOJT, Brarapus, e perictpupano B Ipunosxenne N2 na ITJIC B okonyatesa onaxoska ot 20 op.,

6p | Mapka ‘

ae 1o 1 op.
Komucnara npennara yuactungpr Jia Objle oTcTpanen 1o Homenknarypa 104 wa ocnoramne

w107, 1.2, 6yksa a) or 30IT — npejcTaBuil ¢ odepra, kosto e OTroBaps Ha Ipe/IBaAPUTEIIHO ||
00sIBEHITE YCIIOBHS Ha HTOpBUKaTa,

— N o
Koanuecrso Z
Ne ATC Kop Penepirino nanmenosanne | Jlex, thopria N B Oxonu. onax,
AKTHBHO B-BO &
107 BOSCBOI | Natrii Chloridum Solution for | 90; _ 500 ml & !
A infusion

Odeprioro npeioxenne na "Meerce" OO/, NATRIUM CHLORIDUM 0.9% Biopharm, |
Solution for infusion, 9g/I - 500 ml, -, Pack: 1, ¢ npurexaren na paspeiienue 3a ynorpeba buodapa
Winkenepunr AJT, Brarapus, e pernctpuparo B Hpmioxenne No2 na ITJIC B okonyarenma OIIAKOBKa
ot 20 6p., a He 1o 1 Gp. : |

Kommucnsra npejuiara yuactnnkst na Obse oicTpanen 1o Homenknarypa 107 na ocnosanue
w107, 1.2, 6yksa a) or 30I] — HPCJICTaBUII € odepra, KOsTO 1e OTrOBaps Ha IpPeJBAPUTCIIHO
O0sIBCHHTE YCIIOBHS Ha HOpBYKarTa,

Ha 6a3a ropens:aosxenoro kommensira HAMHDPA TCXHIMCCROTO NPE/LI0KEHIE HA YIACTIIKA
110 OCTANAIITE HOMEHKAATYPH B 06ocoGenaTa mosmmms 3a OTrOBAPSIIO B MLJHA CTENCH HA
IBHCRBANNATA 1A BBL3IOKHTEIS, 3a00KeHN B TexXumueckara  cmeun(GuKAnHg  Ha
AORymenranusTa. C orsiell Ha ToBa, KOMIHCHITA C/AMHOAYIINO pel, ue J0NnycKa yuacTnuKa|
"Menexe" OO/1 1o caepsam eram s npoucaypara — orBapsine 1na menHoBoTo HPe/ITTosKENIe 1o
OeTanammTe HoMCHKIAATYpH B 06ocoGenaTa nosmmms. . |

1o OIIN23 Copoeuno cvoosa cucmenta:
Komucnsra yeranosn, we yuactmknt i fponeitypara € npecTaBul BCHUKH H3HCKYeMH ot |

BB3JIOJKHTEINS NOKYMEHTH, a HMCHHO:
° [lonvanen Oopaszey Ne 3 — | Ipednooicenue sa usnvanenue na nopvuxama;
° Ipunodicenue Nel kvt mexmuecrkomo npednosicente — na xapmuern cAeRmponen nocumen,
° lonvanen Obpasey Nod - Herxnapayus 3a cvenacue ¢ Kiaysume na npuiosicenus npoexm na

002060p,
 Honvanen Oopazey No5 - Herrapayus sa cpona na sanuonocm e ohepmama




e [lo ceoe yexsompenue yuacmnurvm e npedcmasun  dexnapayus no ya. 39, ar. 3, m. 1. byrea
.0 "om I113011;
® [Ipedcmasenu ca doxymenmu 3a OMOPUSAYUA/OMOPUIAYUONHO HUCMO 0N HPOU3B0OUMEN,
yoocmosepasaujo npasa 3a npedcmasumencmso u muvpaosus na mepumopusma na Penyénuka
bvaeapus ¢ aexapemeenu HPOOYKMU, KaKimo ciedea:

v’ Yaiikapapma Bucoxoxauecmeenume Jlexapemea AJl, Bvreapus;

V' Pharmaceutical Works Polpharma S.A. (PL), Homua;

' Bemllpom AJ], Buneapus;

v' KRKA, d.d., Crosenus;

CJICH, KOCTO HANpaBH MPOBEPKA HA CBILPKAHHCTO HA TEXHHUECKOTO NPEJIUTOKEHHE
ChOOPa3No H3HCKBAHMsITA Ha HMpONE/lypata n ycTaHOBH, Y€ JIOKYMCHTHTE HA Y4aCTHUKA OTrOBAPST HA
H3HCKBAHUsITA Ha poLIe/lypara H 3aKola.

YUaCTHHKBT € NPE/UIOKHI CPOK 32 H3MHIHCHHE Ha JOCTaBKHUTE, CPOK 3a Pa3CpoueHo IJarmane

H__OCTATHUCH CPOK—HA—FOAHOCT—HA—OhepHpatiTe —TeKaPCTEeHH TMPOJIYKTH OTroBapsaiin  Ha
MHHHMAQIHHTE H3HCKBAHHS HA BH3ITOKUTCIIS.

Odepupannre nekapersenu MpoJlyKT ca BKuoueHH B llpunoxenne Ne2 pa IUJIC u
CROTBETCTBAT Ha H3HCKBAHHATA HA TEXHHUCCKATA CHEUHPHKALIS KhM JIOKYMEHTAIHATA 33 yUacTHe B
fiponieiiypara, 1o ornomenne na ATC Koji, TeHEpPHUHO HAMMEHOBANMC. Jiekapersena  (popma,
KOJIMYCCTBO aKTHBHO BEMICCTBO, €MHHYHA MAPKA H OKOHYATEIHA ONAKOBKA I10 HOMEHKJIATYpH B
obocobenara nosuis m nojpodbno ommcann Ilpunoxenne Nol KkbMm HACTOSAIIHS [IPOTOKOJI, C
H3KJHOYUEHHE HA CIIC/IHHTE HOMCHKIIATYH:

]
fif “
Ne ATC Koa lenepuuno nansenosanie Jlek. hopma I\f}_mwecmn & Oxony. onak
AKTHBHO B-RO =
i . . 1 Solution for &
116 Co1BBRO1 Lidocain l njection 10mg/ml 10ml s 50

Odepruoro npeoxenne na "Megere" OO/, Lidocaine-Tchaikapharma, Solution for
injection, 10 mg/ml-10 ml, mg, Pack: 50, ¢ npurexaren na paspemenue 3a ynorpeda Yaiixadapma
Bucoxoxauecrsenure nexapersa AJl, Brarapus, e perucrtpupaio B [punosxenne Ne2 ma I1JIC B
OKonvaresna onakoska ot 100 6p., a ve o 50 6p.

Komucusra npemmara yaactauksT j1a 6me OTCTpanen 1o nomenxnarypa 116 na ocnopanue
4107, 1.2, Gyksa a) or 30I1 — npejcTaBuil ¢ oepra, KosTO HE OTroBaps mHa peIBapHTeNIHO
00siBENHTE YCIOBIS Ha TTOpBYKATA.

o
~ 1 :‘
ATC Kon Penepiuno nansenosamie Jler, Qopaa I\fm“ tEeTen & Oworiw. onak
AKTHBHO B-BO =
COIBBOI | Lidocain OONEE | gt | B 10
1mjection

Odepruoto npevioxenne na "Memere" OO/, Lidocain VP, Solution for injection, 20
mg/ml - 2 ml, -, Pack: 10, ¢ npurexaren na paspetienne sa ynotpeoba Betnpom AJT, Brirapus, ue e
BKIo4eHo B Ipuinoxenne Ne2 na ITJIC, kpm gara 02.12.2017r

Komucusita npejuiara yuactiuks1 na Gue OTCTpaneH 1o nomenknarypa 117 wa ocnopanue

'~IJ'I.107, T.2, 6}*1(]321 a) ot 30I1 — IPCIICTABHIL ¢ n{p(’p'm, KOATO !—I%ﬁ@%ﬁﬂ—ﬂf‘—ﬂpﬁﬂ-ﬂm—

00sIBEHITE YCIOBHS Ha LOpBUKaTA.

o
N i@
Ne ATC Kon Ienepyutno nausenosanme Jlew. opma KU_'F[""ECTB“ e Oronv. onag;,
AKTHBHO B-BO =
; : ; ; Solution for -
118 NOIBBO2 Lidocain oI 20mg/ml 10m] s 50
injection |

Odeprnoro npeuioxenne na "Mejere" OOJI, Lidocaine-Tchaikapharma, Solution for
injection, 20 mg/ml-10 ml, mg, Pack: 50, ¢ nparexaren na pasperenne 3a ynorpeba Yaiikadapma




Bucokoxauectsenmre nexapersa AJl, buirapus, e perucrpupano B Ilpunoxenne No2 na I1JIC B
oxonuarenna onaxkoska ot 100 6p., a ne mo 50 6p.

Komucnsara npejiara yaactaukst ja 61b1e oTcTpaner no nomenxiarypa 118 na ocnopanue
4107, 1.2, Gyksa a) or 30IT — NpejicTaBuil € oepra, KoATO HEe OTroBaps Ha NMPeABAPHTEIHO
00siBEHNTE YCIIOBHS HA IOPBUKATA.

o
- %
— —[ 3 x 0JIHYECTRO
ATC Kon lenepruno nansvenonane Jex. ¢opria X _"' iy B Oxony, onax
l AKTHBHO B-BO ;
e : . | Solutionfor 10 mg/ml-10 = S
119 ‘ NO1BB02 Lidocain Solution for mg/m g 10
| injection ml [ |

Odeprnoro npemnoxenne na "Memexe" 00/, I_,mocainc-Tchaikaphzmna, Solution for
injection, 10 mg/ml-10 ml, mg, Pack: 10, ¢ lIpHTeKATEeI Ha paspeinenne 3a ynorpeba Yaiikadapma
Bruicokokauectsennte snexkapersa AJl, buirapus, ¢ perucrpupano B Hpunoxenne No2 ma ITJIC B
OKonyare/Ha onakoska o1 100 0p.,.a 1e no 10 6p,

Komucusra npejutara yuactHuksT j1a onjie OTCTpaHeH 1o HoMenxnarypa 119 na ocHopanie
w107, 1.2, 6ykea a) or 30I1 — NPEJCTaBHI ¢ o(epTa, KOATO HE OTroBaps Ha HpeiBapHTEIIHO
o0sBennTE YCIOBHS HA HHOPhUKATA.

(" e g
ATC Koa Cenepuuno naumenosanmne Jex. gopma Ro,'ﬂ” o B Orony. onag
AKTHBHO B-BO =
120 NOIBBO2 t oo 5!..)|E!l](1il for ' 20 mg/ml-10 ' B 10
injection ml

Odeprioro npeyuioxenne na "Megexe" OO, Lidocaine-Tchaikapharma, Solution for
injection, 20 mg/ml-10 ml, mg, Pack: 10, ¢ IPHTeKATEN Ha paspeniciue 3a ynorpeda Yaiikadapma
Brcokoxauectsennre nekapersa AJl, beirapus, e pericrpupano B Ipmioxenue No2 wa TUJIC B
oKronvarema onakoska ot 100 6p., a ne 1o 10 6p.

Komricisra npejuiara yuacTHUKBT Jla GBe oveTpanen 1o Hovienknarypa 120 na ocronanme
wr.107, 1.2, Gyksa a) or 30I1 — npejcrasui e oepra, KOATO HEe OTroBaps Ha NpeABAPHTEIHO
O0SIBCHUTE YCIIOBHS Ha HOPBHUKATA.

Ha 6232 ropensiokenoro koMuensTa HaMupa TeXHHUCCKOTO HPE/ITOKCHIE HA YYACTIIKA
10 OCTAHATHTE HOMCHRAATYPH B 000C00CHATA HO3MLIS 32 OTIOBAPSIINO B IBLJANA CTEMEN HA
IBHCKRBAMIGITA  HA  BBLIIOKHTEIS,  32J0/KCHH B TeXHuueckata  cmeunuiamms  na
oRymenTammsTa, C oriea Ha TOBA, KOMHCHSITA ¢/UIHOAYIINO PCIIH, e JI0NYCKA YUACTHHKA
"Megexe" OO/L 1o canesam eran B Hpoieaypara — oTBapsine Ha HEHOBOTO MPELI0KEIIE 110
0CTANAINTE HOMCUKIATYPH B 000€06¢HATA TIO3HIISL.

Ilo OIIN:5 Xopmonannu npenapamu 3a cucmenno npunodcenue, ¢ UKNOYCHe Ha

nojoen XopmMonn nHeyann:
Komucusra YCTaHoBH, 4Y¢ YYacTHHKLY B nporeaypara e NpeJIcTaBull BCHYKH H3HCKYEMH OT

BB3JIOJKHTEIIS JIOKYMEHTH, @ HMEHHO:
o [lonvanen Obpasey N 3 — Ipednooicenue 3a usnvanenue na nopwvuxamed;
© lpurooicenue Nel vy mexnuueckono npedioicenue — na Xapmuen u erekmpounen Hocumen,
© Honvanen Obpasey Ned - Jlexnapayus 3a cveracue ¢ kiayzume na HPULOICCHIUE NPOCKDL AL

do2060p,
e Honvanen Obpazey Ne5 - Jlexnapaius sa CPOKA na éaiudnocm na opepmama;
e llo ceoe yexompenue yuacmuuxvnt ¢ npedcmasi oexnapayus no vwr. 39, ar. 3, m. 1, Oykea
»0“om 3011,
o llpedcmasenu ca ooxymenmu sa omopusayus/omopusayonno nucyMo om npouzsodumen,
Yyoocmosepasaujo npasa 3a npedcmasumencmeo u muvpeosus na mepumopuama na Penybnuxa
bvneapus ¢ nexapemeenu npodykmu, kaxmo ciedsa: '

V' KRKA, d.d., Crosenus;




CICH, KOCTO HaNpaBH NPOBEpPKAa HA CHABPKAHMETO HA TEXHHUYECKOTO PEJII0KEHHE
ChOOpa3’Ho H3UCKBAHHUATA Ha TpoHe/ypaTa 1 yCTaHOBH, Y€ JIOKYMEHTHTE Ha YJaCTHHKA OTroBapAT Ha
H3HCKBAHMATA Ha MPOLIE/lypaTa H 3aKoHa.

YUacTHHKBT € NPeUIOKHI CPOK 3a HAMBIHEHHE Ha JIOCTABKATE, CPOK 3a PA3CPOUCHO IIIAIaHe
1 OCTaTRUCH CPOK HAa TOAHOCT Ha o(epupannTe JeKapcTBeHH NPOJYKTH OTroBapsiiy Ha
MHUHIMAQJIHHTE H3HCKBAHMS HA BH3JIOIKHTEIS,

Odepupanure snexapersenn IPOJAYKTH ca BrinoueHu B Ilpunoxenne Ne2 wna ITJIC u
CPOTBCTCTBAT Ha H3HCKBAHMATA Ha TEXHUYECKATA CHelMBHKAIMS KbM JOKYMEHTAIIATA 3a y4yacTHe B
liponeiypara, 1o oruomenne Ha ATC Koy, reHepHuHO HAHMEHOBAHHE, JeKapeTseHa  (popma,
KOJIMYCCTBO aKTHBHO BEINECTBO, CIMHHYHA MAPKA H OKOHUATEIHA OITAKOBKA 110 HOMEHKJIATYpH B
obocobenara mosuims 1 noApodHO onMcanu Lpnnoxenue Nel xuM Hactosmus nporoxo.

Ha 6a3a ropensiioxenoro xomucusira HAMHPA TEXHHYCCKOTO NPE/JI0KEHIE HA YUACTHHKA
110 000cO0EHATA HOZMLIS 32 OTrOBAPSIIIO 1 MHJANA CTEICH HA H3HCKBAHHSITA HA BB3J0KITE,

T AIORGH BTeX T e CRATA CICNAIRATNTGT A oKy MenTaiiiTa, C orien Ha TOBA, KOMICHSITA
CANHOYIINO pennt, e gjonycxa yuacrunka "Mejgexc" OO0/ 10 caeapam eram B npoieypara —
OTBADSIIE HA WEHOBOTO NPe/UIoKENIe 10 000co00eraTa Mo3 IS,

ITo OIINe6 Anmuundperuuonnu NPOOYKIMIU 3G CUCMEMI0 HpuaoIcelie:
Komucnsta ycranosn, ue yuactauksr B liporiejiypara ¢ mpejICTaBul BCHUKH H3UCKYEMH OT
BB3JI0KHTENIS JIOKYMEHTH, 4 HMCHHO!
® lonvanen Obpasey Ne 3 — Ipednoocenue 3a usnvanenue na nopvurkama;
° Hpuroocenue Nel kvam mexnuueckonio npednocenue — na xapmauen u erekmponen Hocumen,
o lonvanen Obpaszey N4 - Jlexnapayus 3a cvenacue ¢ Kiaysume na npunosiceniis npoexm Ha
002060p, '
* Honvanen Obpaszey Nos - Jlexnapayus 3a CPoKa na gaiudnocm na oepmama;
o 1o ceoe yemompenue yuacmuuxvm e npedcmasi Oexnapayus no wi. 39, ar. 3, m. 1, 6yrea
,0"“om HITI30I1;
e [Ipedcmasenu ca doxymenmu 3a OMOPUBAYUS/OMOPUSAYUOKIIO NUCAO OM NPOU3EOOUMEl,
Yoocmosepsasauo npasa za npedcmasumencmeso 1 mopeosus na mepumopusma na Penyoaura
buneapusn ¢ nexapemeenu npodykmu, kaxno credsa.
Pfizer Europe MA EEIG, BenuxoGpumanus;
Sandoz d.d. Slovenia;
Panpharma Laboratories, ®panyus;
Actavis Group PTC ehf, Heaanous;
Hoben @apya EOQJ], Bvreapus;
Yaukagpapma Bucoxoxavecmeenume nrexapemea A/l bvaeapus,
Medochemie Ltd., Kunvp;
Pharmaceutical Works Polpharma S.A. (PL), llonua;
Bemllpos AL, bvaeapus;
KRKA, d.d, Crosenus
CICA, KOCTO HalpaBH [POBCPKA Ha ChIALPKAHMCTO HA TEXHHYCCKOTO IPEIIOKEeHIE
cLoOPa3HO M3MCKBAHMSTA Ha IPONECYpaTa 1 YCTAHOBH, 1€ JIOKYMEHTHTE HA yYaCTHHKA OTrOBAPST Ha
H3HCKBaHUsTA HA IPOLe/lypaTa H 3aKOHa. '

e R L T

YHaCTHHKDT € HPCIUI0IKIIT CPOK 3a M3ILIHCHIC HA JIOCTABKHTE, CPOK 3a pa3cpoueHo Iriam@ane
H OCTaTLUCH CPOK Ha TroAHOCT Ha ofepupanute JICKAPCTBEHH  TPOJIYKTH  OTrOBapsIM  Ha
MHHHMAJTHHTE H3UCKBAHHS 114 BB3JIOIKHTEIS. '

Odepupanute Jiekaperseny HpOAYKTH ca BXTIOYCHH B Hpunoxenne No2 na IDIC u
CHOTBCTCTBAT Ha H3UCKBANHATA HA TEXHHYCCKATA CHEIH(HKALMS KBM OKYMCHTAIHATA 32 yJacTtHe B
lipoueiypara, 1o ornoutenne na ATC kon, remepuuno HaUMCHCBauye, JickapeTsena (opma,
KOJIHYCCTBO aKTHBHO BCLIECTBO, €JHHHYHA MAPKA H OKOHYATENHA OMAaKOBKA 110 HOMEHKJIATYPH B
obocobenara no3uImsg u 1oiPoOHO  onHCcaHH Hpunoxenne Nol xbm HACTOALIHSA 1IPOTOKOJ, C
H3KJIIOUCHHE Ha CICITHTE HOMCHKIIATY I




o
- il = |
[ - JHYECTRO
ATC Kon I'enepuuno nanMeHoBanme Jler. (hopma ]‘D_ 5 <y Orony, onak,
AKTHBHO B-BO = i
=l : =T B - i ated et T O
l 257 J01DC02 Cefuroxime Illmﬂflo:tt 500mg g 10
- e

Ogepraoto npeuoskenne na "Mejgere' OO0/, AKSEF 7500, Film-coated tablet, 500, mg,
Pack: 20, ¢ npurexaren na paspemenue 3a yrnorpeba Hoben ®apma EOO/L, boirapus, e
peructpupano B Ipunoxenne No2 na I1JIC B oxonuaresnna orakoska ot 20 6p., a e o 10 6p.

Komucusita npejiiara yyacTHHKBLT Jia OnJic OTCTpaHeH 10 HoOMeHKIatypa 257 Ha OCHOBaHHE
wi.107, 1.2, 6yksa a) or 30II — npexcrasmwi e odepra, KoATO HE OTroBaps Ha l[[)Uu]_’-'cl])I-I'I‘CJI]IU;

obgpenuTe YCIIOBHA HaA MOPLUKAaTa. ! iy
No ATC Ion Cepepuuio HauMeHosanue Hex. chopaia i el o Qxony, onag,
! i AKTIBIHO B-B0 — I
= |
344 JO2ZACO1 Fluconazole Capsule, hard 150mg g 3

O¢eprioro npeuioxenne na "Meaexe" OOJI, Kandizol, Capsule, hard, 150 mg capsules,
hard, -, Pack: 3, ¢ npurexares na paspenrerue 3a ynorpeba Hoben ®apma EOO/L, brirapus, ne ¢
sriiouero B Ipunoxenue Ne2 na I1JIC, kpm para 02.12.2017r.

Komucnsra npejyiara y4acTHHKBT Jia OBJIe OTCTpalen 110 HoMeHKnatypa 344 na ocHoBanme,
w107, 1.2, 6yksa a) or 3011 — npejcrasimit e odepra, KOATO HE OTroBapst Ha IMPEJIBAPHTEIIHO,
00sBEHHTC yCJIOBHS HA IIOPBHYKATA. :

Ha 6a3a ropens/i0:enoTo KOMHCHSITA HAMIPA TEXHIYCCKOTO HPEI0/KCIIE Ha yuacTHHRA
110 OCTAHAMITE HOMEHKAATYPH B 00ocobenaTa MO 32 OTIOBAPSINO B IBJIHA CTCHEH HA
H3HCKBAHMSITA HA  BBL3JIOKHTENs], 3aJ0KCHI B TEXHHYECKATA  clelH(puKanms na
poxymenTanusTa, C orie HA TOBA, KOMHCHSTA ¢/UIHOAYINIO PEIIH, Ye A0MYCKA yUACTHHKA
"Mepexe'" OOJ[ 10 ciieBANL €TANl B IIPOLEJAYPATA — OTBAPSIHE HA IEHOBOTO MPE/I0KEIITE 1o

0CTAHAINTE HOMENKJIATYPH B 06ocobenaTa mo3nmist. _ !

o OITNe7 MycKkyano-ckeiemnda cucnieda:
Komucuara ycraHosy, ye YYacTHHKBT B IPOLE/ypara € IpeJICTaBiil BCHUKH H3MCKYCMH OT
BB3JIOIKUTENS JIOKYMEHTH, @ HMEHHO:
o [lonvanen Obpasey Ne 3 — Ilpedaooicenue 3a usnvinenue na ROPuLUKama;
e Ipunooicenue Nel kvt meXuu4eckomo npeoiodceniue — id Xapmuen i e1eKmponei Hocumel;
o [Honvanen Obpasey Ned - [leknapayus 3a cvenacue ¢ kraysume na npmo:ycemm npoexkm na
002080p;
o [lonvanen Oopasey NoS - Jleknapayus 3a cpoxa na éanudnocn na ogepmama,
e [1o ceoe yenompenue yyacmnukvm e npeocmagun  oexiapayus no wi. 39, an. 3, m. 1, oyrkea
,0“om IIH30II;
e [Ipedcmagenu ca OoKyMenmu 3a 0mopusayus/omopusayuonto m.*c'wo onm npouzeooumen,
YOOCHI06eps6aLy0 NPpasa 3d NPeOCMAaGUINeiIcneo 1 MbpeoGist Hd mepumopnﬂma na Penyoauxa
buvreapus ¢ rexapemeenu NPOOYKNMI, KAKNo cleded.
v’ KRKA, d.d., Crosenus,

|
|
|
[
|
I

v' Hoten @apma EOOJ], bvaeapus;
v Yalikagpapma Bucoxoravecmeenume nexapemea AJl, bu. 'reapuu
v' Glaxo Group Ltd., O6eouneno Kparcmeo.

C/IC/I, KOETO HAlpaBH IPOBEPKAa HA CBABPKANHETO Ha TEXHHYECKOTO npeﬂnmfc{:}me
CHOOPA3HO H3HCKBAHMATA HA NPOLEJypaTa H YCTAHOBH, UC JIOKYMEHTHTE HA YUaCTHHKA OTroBapsT HaI
H3HCKBAaHUATA HA IIPOLE/lypaTa H 3aK0oHa. |

!
|
|




YUacTHUKBT € IPEJUIONHIT CPOK 3a M3IIBJIHEHHE Ha JI0CTABKHTE, CPOK 3a PAa3CPOUYCHO IIIAIane
M OCTaThUCH CPOK Ha TOJHOCT Ha oO(epHpaHuTe JIEKapCTBEHU HPOJYKTH OTroBapsii Ha
MHHHMaJIHITE H3UCKBAHUS HA BB3JIOKUTEIISL.

Odepupanure nekapcrBeHH npoAyKTH ca Bkmouenn B llpunomennme No2 na IIC w
CBHOTBETCTBAT HA M3MCKBAHMITA HA TEXHUYECKATa criel(uKais KbM JJOKYMCHTAIHATA 3a yyacTHe B
npouejypara, no ornomenne Ha ATC koj, remepuyno namMcHOBaHHe, JieKapcrBena (opma,
KOJIHYCCTBO AKTHBHO BEIICCTBO, €JIMHHYHA MsAPKAa M OKOHYATelHAa OMNAKOBKA [0 HOMEHKJIATYPH B
obocobenara no3uuis 1 10podHo omucann Hpuioxkenue Nol KbM HACTOSITISA TPOTOKOIL

Ha 6232 ropens/o/kenoTo KOMHCHSITA HAMHPA TEXHHUECKOTO MPC/IOREHIE HA YUACTHIHKS
110 0bocodCHATA MOZHINISE 32 OTTOBAPSIIO B MBJAHA CTEIEH HA H3HCKBANNATA HA BH3I0KITEISI,
3AJ107KeIIT B TEXHHYCCKaTa cnenunduramust na gjoxkymenranpsra, C ories Ha Topa, KOMHCHSITA
CAMHOAY IO penn, ye gonycka yuacruuka "Menexe" OO/[ 1o cieasam eran B npoueaypara —
OTBAPsIHE HA HEHOBOTO HPe/II0KeHnIe 1o 000cotenaTa mo3mumsi,

1to-OHNe8-Hepsra cucmena:

Komucnsra ycranopn, ue yqacTHHKLT B IIPOLE/ypaTa ¢ NpeICTABII BCHYKH H3HCKYEMH OT
BB3IIOKHTENS JJOKYMEHTIL, & HMEHHO!
o [lonvanen Obpasey Ne 3 — Ipednooicenue 3a usnvinenue na nOPLUKAMd,
e Lpunoxcenue Nel kvat mexnuueckomo npediosicenue —na xapmuen u e1eKmpoien Hocume;
o llonvanen Oopasey Ned - Jlexnapayus 3a cvenceue ¢ kiaysume na npuiodceniis npoexm na
d02060p,

e lonvanen Obpaszey No5 - Jleknapayus 3a cpoka na sandnocm na oghepmama;
® 1o ceoe yemompenue yuacmuurvm e npedcmagun  dexnapayus no uit. 39, at. 3, m. 1, 6yxea
.0 “om HII30II;
° lipedcmasenu ca Ookymenmu 3a 0mopusayus/omopusayuoniio nucio om npouzeooumen,
YOOCIMOGEPAGANO NPABA 3a NPEOCMABUMEICMEo 1t MbP2OSUA Hd mepumopusma na Penyéiuxa
buazapus ¢ nekapemeenit npoOyKmu, Kakmo cieded:

v baxcmep bvieapus EOOJT, Bvreapus;

v' Sandoz d.d. Slovenia;

v’ Panpharma Laboratories, @panyua;

v' Aspen Pharma Trading Limited, Hpaanous;

v’ Pharma Swiss Ceska Republixa s.r.o., Yewxa penyouura;

v' PANPHARMA Laboratories, France;

v Pharmaceutical Works Polpharma S.A. (PL), Homua;

v’ BemlIpoy AJl, Bvreapus;

CJICJl, KOETO HAMpaBH IPOBEPKA Ha CHALPKAHMCTO Ha TEXHHYCCKOTO IPE/UIOKEHHE
CLOOPA3HO M3HCKBAHUATA HA MPOIE/lYpaTa i yCTaHOBH, Ye JOKYMEHTITE Ha YUACTHHKA OTFOBAPST Ha
H3HCKBAHMATA Ha NIPoIle/lypara H 3aKoHa.

YUacTHHKBT € IPCJUIONKIIT CPOK 3a H3MBIHCHIE HA JOCTABKHTE, CPOK 33 PA3CPOUCHO IUIAIAHE
M OCTATBUCH CPOK HAa TOAHOCT Ha OQepHpanuTe JEKAPCTBCHH MNPOAYKTH OTroBapsind Ha|
MHHIMAQIHHTE H3HCKBAHHUS HA BB3IOIKHTEIIS,
Odepupanure jekapeTBeHH NPOJAYKTH ca BKmodenn B Ipmiosxenne No2 ma [JIC u
CHOTBETCTBAT HA H3HCKBAHHATA HA TCXHHYCCKATA CIICHHPUKALHNA KBM JOKYMCHTAIHATA 32 YUacTHE B
nponenypara, 1o ornomenue na ATC ko, reHepHYHO HauMEHOBaHHe, JIeKapcTBeHa (opMma,

KOJIHYCCTBO AKTHBHO BCHICCTBO, CAMHHYHA MAPKA M OKOHYATETHA ONAKOBKA 110 HOMCHKIATYPH B
obocoOenara nosurmst 1 noapoduo onucanu Ipunoskenne Nol xbM HacTOSIS IIPOTOKOJI, €
H3KJIIOYEHHUE Ha cllejiHaTa HOMEHKJIaTypa:

Komnuecerno
AETHBHO B-BO

No ATC Koa Fenepuvno nanmenosane Jexk. Qopnma Oxonw, onax

Msipka

10




Solution for
injection

LA

383

Smg/ml - 4 ml ’ B ’ 5 J

NOIBBO1 J Bupivacaine

Odeprioro npeuioxenne na "Memexe" OOJI, Marcaine Spinal, Solution for injection, 5
mg/ml - 4 ml, -, Pack: 5 ampoules, ¢ NpuTexaTeN Ha paspeincHue 3a ynorpeda Aspen Pharma
Trading Limited, Upaanaus, ne e skimoveno B Ipunoxenne No2 na I'JIC, kM aara 02.12.2017r.

Komucensra nupeanara yyactoukst a 6hj1e otcTparer 1o HoMenkarypa 383 nHa ocHoBanune
wi.107, 1.2, Syksa a) or 30I1 — npencrasun e odepra, KOSITO He OTroBaps Ha IpejBapHTeIHO
0OSIBEHNTE YCIIOBHS HA MOPBLUKATA,

Ha 6a3a ropensjio;kenoro KOMHCHSTA HAMIPA TEXHHYECKOTO NPCJIOZKEHIC HA YIACTHIKA
10 OCTANAINTE HOMEHKJATYPH B 060cobenaTa Nmo3uuust 3a 0TrOBAPSNI0 B HBLJAHA CTCHEH HA
HBHCKBANIATA  HA  BBL3JIOKHTEIS,, 3aJ0KCHH B TeXHHYeCKATa  crnenndukamust  na
forymenTanusTa. C orjief na ToBa, KOMHCHATA €IMHOLYIINO Pell, Ye A0MYyCcKa yuacTHHKA

—Menexc" QOJI 10 _coeABALL CTAN B IPOHCAYPATA—OTBAPSHIC HA-HEHOBOFO-HPEATO/REHE o —

ocranannrTe HOMEHRJIATYPH B obocobenara ITOZHTLESE.

Ilo OIINe11 Pasnu meourxamenmu:
Komucusra ycranosn, ue yuactuukst B npoueaypara e HPCJICTABUII BCHUKH H3HCKYEMH OT
BB3JIOJKUTEIS JIOKYMEHTH, @ HMEHHO: |
e [onvanen Obpasey Ne 3 — Ipednooicenue 3a usnvanenue na nopvurama;
o lpunoocenue Nol kvat mexnuueckomo npednodcenue —na xapmuen u enekmponen Hocumen, |
o lonvanen Odpasey N4 - Jleknapayus 3a cvenacue ¢ xnaysume na ApuURodIcen s npoexm na|,
do2060p; |
e Honwvanen Obpasey Ne5 - Jlexnapayus 3a cpora na éanuonocm na oghepmama; |
° [lo ceoe ycnompenue ywacmnuxom e npedcmagun dexiapayus no wi. 39, an. 3, m. 1, oyxea)
20 “om HI30IT: . |
e lIpeocmasenu ca Ookymenmu 3a omopuzayus/omopusayuoniio nucmo on npouseooimen,
YOOCmMOosepa6ajo npasa 3a npedCmasUMenCnGo U Mupeosus na mepumopusma na Penyonura
bovazapus ¢ nexapemeenu npodykmu, kakmo ciedea:
v’ bakcmep Bvieapus EOOJ], Bvneapus; _
v buoghapa Huocenepunz AJl, Bvazapus; »
v’ Bracco Imaging S.p.A., Italy; j
v' Sanochemia Pharmazeutika AG, Ascmpus; ;
V' Pharmaceutical Works Polpharma S.A. (PL), Honua;
CJIC/l, KOCTO HANpPABH 1POBEPKA Ha CHABPKAHHECTO HA TEXHHYCCKOTO TIPEIOKEHHE
COOPA3Ho H3MCKBAHMATA HA TPOIE/ypaTa H YCTAHOBH, Ue JAOKYMEHTHTE Ha YHACTHHKA OTrOBapsAT Ha |
W3HCKBAHUATA HA LIPOIIE/{yparTa H 3aK0Ha. '
YUaCTHUKBT € NPEIUIOKIII CPOK 32 H3IIBIHEHHE HA JOCTABKHTE, CPOK 3a pa3cpoueHO IlalaHne
M OCTATBUCH CPOK HAa TOAHOCT HA O(EPHPAHHTE JICKAPCTBEHH NPOAYKTH oTroBapsI  Ha
MUHHMQIHHATE H3HCKBAHMS HA BH3JIOIKHTEIIS], Co it
Odepupannte nekapcTBEHH NPOJAYKTH ca BKIIOUCHH B Hpunoxenne Ne2 wma I1JIC 1{;
CROTBETCTBAT HA H3HCKBAHHATA HA TEXHIHICCKATA CTICHH(DHKAINA KhM J(OKYMCHTAIHSATA 32 YHaCTHE B
liponenypata, 1o ornomenue na ATC Koz, remepnyno HauMeHoBaHue, JiekapcTsena (opma,

i

: - : 7 fla OMaKOBKa 110 HOMCHKJIATYPH B
]

obocobenara mosmiua 1 nospobuo ommcann Ipmioxkenne Nel KkbM HacTOSIS IPOTOKOJ, €
H3KIJIIOYCHHE Ha CIIe/IHAaTa HOMEHKIIATYpA: il

o
o @
Noe ATC Kon Fenepuuno nanvenosanie Jlew. dopaa ey = Oxony. onak,
ARTHBHO B-BO =
; . Solution for 370 mg I/l &
470 VOSABO4 lTopamidol injection 50ml It 1
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————=Ltproscka Jlura Haunonagen Anrenen-Henrsp " A ————————————

Odeprroto npeuioxnente na "Mexere" OO0/, IOPAMIRO, Solution for injection, 370 mg
I/ml - 50ml, mg, Pack: 1, ¢ npurexaren na pasperienne 3a ynorpeda Aspen Pharma Trading Limited,
WMpnauyist, e e BKoveno n [Tpunoxenue No2 na ITJIC, xem gara 02.12.2017r.

Komucusara npemnara yuactoukst ja 6n1e OTCTpanen 1o nomenkmarypa 470 na ocnosanme
w107, 1.2, Oyksa a) or 30I1 — npejcrasmn e oepra, KOATO Ie OTroBaps Ha NPeBAPHTEIHO
00sIBEHHTE YCIOBIS HA MOPHYKATA.

Ha 6a3a ropensiiosenoro komuensira HAMHPA TEXHIYMECKOTO NPEI0REHHE HA YyIACTHIIKA
1O OCTANAINTE HOMCHIIATYDPI B 060c00eHATA MO3HINISI 32 OTrOBAPSINO B IBLJINA CTENEH HA
IBHCKBANIGITA A BBIJOKHTEIS, 3AJ0KEHH B TeXHH4Yeckara  cnemu(pukamms  na
JORyMenTaunsTa. C orjiet Ha TOBA, KOMHCHSITA ¢MIOAYIINO PENIH, ue JAOIIYCKRA yUacTHHKA
"Menexe" OO/ o caeapamy eran B nponeaypara — orpapsiie Ha ICHOBOTO HPEIJI0KEHIE TI0
OCTAHATINTE HOMEHKIATYPH B 060co0enaTa mo3mims. |

1o OIlNe1 Xpanocsunamenna cucmema u smemadonuzon:
Komucusita ycranosm, ue yuactuuksr B npoueypara ¢ MpejiCTaBUll BCHUKH H3HCKYCMH OT
BB3TOKHTEIIS IOKYMEHTH, & HMECHHO!
o [lonvanen Obpasey Ne 3 — Ipednoocenue 3a usnvinenue na nopvukama,
o Ipunoocenue Nel kvar mexnuveckomo npedrocenue — na xapmuen w eiekmponen nocumen,; |
 Honvanen Obpazey Ned - Jlexnapayus 3a cvenacue ¢ Kraysume na npuiodicenus npoexm nd
002060p, {
e lonvanen Odpasey No5 - Jlexnapayus 3a CPOKa na eaauonocm na ogepmama; _
® [lo ceoe yexompenue yuacmuuxvom e npedcmasun oexnapayus no ui. 39, an. 3, m. 1, 6yxea
0 “om II30I1; '
e Homapuanno sasepen doxymenm 3a ynvianomowasane na Jluana 30paskosa 3anosnas
cveracno 4. 39, an. 3, m. 1, 6yxea ,,a" om 3011,
e llpedcmasenu ca doxymenmu 3a OMOPUZAYUA/OMOPUIAYUONIO NUCMO OM npouseooume.n,
Yyoocmoeepasaiyo npasa 3a npeocmasumencnso u mupeosus na mepumopuama na Penybaurxa
bvneapus ¢ nexapemeenu npodykmu, xaximo credsa:
v' . Eli Lilly Nederland B.V.”: il
v, Yaiikagpapma Bucoroxauecmeenume Jl exapemea " AJ].
CJICA, KOCTO HANpaBH HPOBEPKA Ha CHALPKAHHETO HA TEXHHYCCKOTO IPE/UIOKenue
CLOOPA3HO M3MCKBANUSTA 1A MPOLELypaTa i YCTaHoBH, ¢ IOKYMCHTHTC Ha yyacTHHKA OTrOBapsT HA
H3HCKBAaHUTA Ha NpollelypaTa i 3aKoHa. !
YUacTHHKBT € NPeIoikuI CPpoK 3a H3ILIHCHHE HA AOCTABKUTE, CPOK 38 Pa3CpOUCHO IUTaliane
I OCTATLUCH CPOK HAa TIOJHOCT Ha odepHpaniTe JCKapcTBEHH HPOJYKTH OTroBapsinu Ha
MHHHMQJIHHTE H3HCKBAHHS 1A BHL3JIOKUTEIIS.
Odepupannre JickapcTBeHH TPOAYKTH ca BKIIOYCHH B [punoxenne No2 wa ITJIC H;
CLOTBETCTBAT HA H3HCKBAHHSATA Ha TEXHHYECKATA CIIEM(UKAIIA KbM JNOKYMCHTAIHATA 3a yJIacTHe B
liponciiypata, o ornomenne na ATC KoJ, reHepuuHo HauMeHoBamue, nekaperBena  (popma,
KOJIHICCTBO aKTHBHO BEHICCTBO, C/IMHHYHA MSPKa M OKOHYATEIHA ONAKOBKA 110 HOMCHIJIATYPH B,
obocobenara o3uIHs u 1oipodno onucan [punosxenie Nol khnm HACTOAMIIHA IIPOTOKOJI. !
Ha 6a3a ropemsnoskenoro komucusita HAMIpPAa  TEXHHICCKOTO NPEIIO/KEHHEC HA

YTACTHIRA 0 000C00CHaTa O3NS 3a 0TTOBAPSIINO B ILANA CTCHCH Ha H3HCKBANISITA 1A
BE3IOIRHTEIS, 3AM0/RCHT B TEXHHYECKATA cleluGuRANIst na gorymenranusra, C orJiesl Ha |
TOBA, ROMIICHSITA C/IHIOY IO P, He JIONYCKA YUACTIHIKA "Tuprosera Jinra Hamumonaaen
Anreuen Ientnp" AJl g0 cueapam eram B npouecaypara — oTBapsiie HA ECHOBOTO|
HpeaozReHne no obocodenara mo3mist, '

Ilo OIINe3 Cupdeuno cvoosa cucmena: _ il




Komucnsra yeranosn, ve yuacrnmgsr » npomneaypata ¢ Mpe/ICTaBuil BCHUKH H3HCKYEMH OT
BB3JIOFKHTCIIS JJIOKYMEHTH, 4 HMCHHO:
o [lonvanen Obpasey Ne 3 — Ipednoxcenue 3a usnvanenue na nopvuxkama,
o llpunoocenue Nol xvar mexnuveckono npeonodicenie — na Xapmuen u exekmponen Hocumen;
® Honvanen Obpasey Ned - Jleknapayus 3a cvenacue ¢ KAay3ume na npuiodcenus npoexm na
dozo6op;
o [lonvanen OGpasey No5 - Jlex: 1apayus 3a cpoxa na anuonocm na ogepmama
e [lo ceoe yeyrompenue yuacmuuxvm e npeocmasun  dexnapayus no 41, 39, ar. 3, m. 1, Oyrea
.0 "om HII30!1;
* Homapuaino 3asepen doxymenm sa ynvanomowasane na Jluana 30pasxoca 3anosnas
cvenacro yui. 39, an. 3, m. 1, 6yxea ,,a" om III30I1:
® [Ipeocmasenu ca doxymenmu 3a OMOPUBAYUS/OMOPUIAYUOHHO NUCMO 0Nl HPOU3EOOUMEI,
Yyoocmosepascawyo npasa 3a npedcmasumencmeo u mupeosiis na mepumopusma na Penyonura
buaeapus ¢ aexapemeenu npodyxkmu, kaxmo ciedea;

v, Hauxagapma Bucoxoxauecmsenume Jlexapemea”AJ]

CIC,  KOCTO  HalpaBM NPOBEPKA HA CHABPIKAHMETO HA TEXHHUECKOTO PEIUIOKEHIC
CHOOPA3HO H3MCKBAHMATA HA NPOLELYPATa H YCTAHORM, ve JIOKYMEHTIITE Ha YYaCTHHKA OTrOBapAT Ha
H3HCKBaNIATA Ha MpoLe/lypara U 3aKoHa,

YUaCTHHKBT € IPEUIOKII CPOK 3a H3MBIHCHIE Ha JOCTABKHTE, CPOK 3@ Pa3CpoUEHO Miaane
H OCTaThUCH  CPOK HA TOAHOCT HA O(epupaHHTEe JICKAPCTBEHH HPOIYKTH OTrOBapsIIH  Ha
MHHUMAJIHHTE H3HCKBAHHS HA Bh3JI0IKUTEIS.

Odepupannte jiekapeTBenn IPOAYKTH ca BKIOUCHH B Hpnnoxenne No2 ma IIJIC u
CPOTBCTCTBAT Ha H3HCKBAHMATA HA TCXHHYECKATA CHICLH(HKAIHS KbM JOKYMCHTAIIATA 30 y4yacTHe B
liponieaypara, 1o ornouichue na ATC kox, remepuuno HaumMeHoBamme, jeKapcTBena (popma,
KOJIMGECTBO akTHBHO BCILECTBO, €IMHHYHA MSIPKa M OKOHYATENHA ONMAKOBKA 110 HOMEHKJIATYPH B
obocoGenara MO3HIMS W NOAPOBHO OMHCAN Hpunoxenne Nel kbMm mactosmms mpotokorn, c
H3KITOUCITHE 1A CIIE/INNTE HOMEHKIATYPH:

o
- ™ z
’ ATC Koa Fenepituio nannenosanme Jlew. hopma ]\fm” sEETER = Oxronvy. onaxg
l | AKTHBHO B-BO = [
116 ‘ COIBBOI Lidocain BolUtoH o7 | 30y 10 5 50
injection

Ogeprioro npejuioskenne na "Tnproseka Jlnra Haumonaten Anreuen Ilentp" AJl,
Lidocaine-Tchaikapharma Solution for injection 10 mg/ml-10 ml x 100, ¢ HpUTeKaTesl Ha
pasperienune 3a ymorpeda ,,Yaiikadgapma Bucoxoxadectnenure Jlexapcra”AJl, e perucrpuparo B
Hprnosxcenue Ne2 na I1JIC B okonuaresnua onaxosia ot 100 Op., ane 1o 50 6p.

Komuensara npeuiara yuactuukst jia 6n1e OTCTpaHCH 110 HOMenKkinarypa 116 na ocrnosanue
wi.107, 1.2, 6yxsa a) or 30I1 — npexcrapii ¢ o(epra, KOATO He OTroBaps Ha IIPE/IBaPHTEITHO
00sIBEHHTE YCIOBHSA 1A MOphYKaTa.

-
Koanue £ K‘
ATC Kon Cenepuuno nanmenopane Jlew. dopnia i & Orony. ona
ARTHBHO B-BO =
: ; Solutio A -
118 NO1BBO2 Lidocain B T I LU T RTSCHIS S 30
injection

Odeprioro npemnoxenne na "Tuproseka Jinra Harmonaen Anreuen Llentnp" AJl,
Lidocaine-Tchaikapharma Solution for injection 20 mg/ml-10 ml x 100, ¢ mnpurexaren ma
paspeticine 3a yiorpeba ,,Yaiikadapma Brcokokauccrsenure JlexaperBa”AJl, e PErUCTpUpano B
pnnoskenne Ne2 ma ITVIC B oxonuaresia onakoska o1 100 Op., a e 1o 50 6p.

Komucusita npesyiara yuactaukst na Gine OTCTpaHeH 110 HoMeHxiatypa 118 na ocnopaime
un.107, 1.2, Gyksa a) or 30I1 — TNPEACTABHIE ¢ O(epTa, KOATO He OTIroBaps Ha INpPeIBapHTEIIHO
00sIBEHHTE YCIIOBHS Ha HOpbUKaTA.
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o
e 2 - Koanueerso :‘
ATC Kop Ienepiyuno nanmenonanne Jlek. opma B Oxony. onax;

AKTHBHO B-BO =
-
e . : - Solution for 10 mg/ml-10° 4

119 NOIBBO2 Lidocain e 5 ) 10

- g injection ml

Odeprroro npeuioxkenne Ha EI_T],]JI‘OBCI{EI Jlura Hanuonanen Anteuen Ilentnp” AJl,
Lidocaine-Tchaikapharma Solution for injection 10 mg/ml-10 ml x 100, ¢ NpUTE)KATeI Ha
paspemienne 3a ynorpeba ,Yaiikadgapma Bucoxokauectsenure Jlekapersa®AJl, e perucrpupato B
[Tpunoxenue Ne2 na I1JIC B okonyarenna onakoska ot 100 op., ane o 10 op.

Komucusira npejuiara ygacTuuksT jia Objie OTCTpaHeH 1Mo HoMeHKnaTypa 119 Ha ocHoBaHHe
w107, 1.2, 6yksa a) or 30II — npencrasii e odepra, KOSTO He OTroBaps Ha IPeBAPHTEIIHO
00ABEHHTE YCIIOBHS HA MOpPbYUKATa.

o
Ae - Koanueerno X
ATC Kon Fenepuuno nanmenosanne Jlew. dropma oy Oxont. onak;
AKTHBHO B-EO =
12 Lt Solution for 20 mg/ml-10 = 10
. NOIBB02 ol injection ml =

Odeprioro npemnoxenne wa "Tuproseka Jlura Hamponanen Amnteuen Henrsp" AN,
Lidocaine-Tchaikapharma Solution for injection 20 mg/ml-10 ml x 100, ¢ npurexaren ua
paspemienne 3a yiorpeda ,,Yaiikapapma Bucokoxauccrsennte Jlekapersa”AJl, e pernctpupano B
Hpunnoxenne No2 na ITJIC B oxonvarenna onakoska ot 100 6p., a ne mo 10 6p.

KoMmucusta npeuiara yyacTHHKBT Jia Obie OTCTpaHen 1o HoMeHkaaTypa 120 Ha ocHOBaHHE
w107, 1.2, Oyksa a) or 3011 — npejcrasmi ¢ ofepra, KoATO He OTroBaps Ha IHPEABAPHTCIHO

o0siBeHNTE YCJIOBHS Ha 1OpbhYKaTa.

=
-~ b }4
ATC Kon lenepuuno nansmenosanie Jler. hopma B amescrnn = Oxonu. onag
ARTHBIO B-BO =
) e 17 -
219 CO9DAO3 Valsartan/ Hydrochlorothiazide Film coated: | 160mg/ 12,5 5 28
tablet _mg

Odeproro npeutoxenne na "Trproscka Jinra Hannonanen Aureven Ientsp" AJ[, Co-
Valstor film-coated tablet 160mg/12,5mg x 30, ¢ npurexaren na paspemenne 3a ynorpeoa
., Haiikaapma Bucokoxauectsenure Jlekapersa”AJl, e peructpupano s Ipmnosxense Ne2 na I1JIC B
oxonyaresna ornaxkoska ot 30 6p., a He 1o 28 6p.

Komuensra npejyiara yuacTHUKBT Jla Objie OTCTpaien 1o HoMenkiarypa 219 na ocHosamie
w107, 1.2, 6yxsa a) or 30I1 — npejcraBii e ofiepra, KosTO He OTroBaps Ha Hpe/BapUTEIIHO

00sIBEHHTE YCJIOBHSA Ha IOPpLYKaTa.

]
S “
ATC Koa Ienepuuno nanMerosaie Jlew, Qopma KEI_.I'IH o o b Oron. onag;
ARTHBENO B-BO =
220 CO9CA04 Irbesartan Film conted 150mg g 28
tablet 5

O¢epruoro npejionenne na "I'sproseka Jlinra Hanponanen Anreuen Llentop” AJl, Irbesso
film-coated tablet 150 mg x 30, ¢ npurexkaren ua paspemenne 3a ynorpeoa ,, Haitadapma
Bucoxokayectsennte Jlexapersa”All, e perucrpupano B Ipinokerne No2 na I1JIC B okonuareina

orakoska ot 30 Op., a ne 1o 28 6p.
Kommensra npesiara yyactnuksr 1a 0bjie orcrpaded no nomenkaarypa 220 na ocloBaiiie

107, 1.2, 6yxsa a) or 3011 — npexcrasun e odepra, KosTo He 0TroBapst Ha IMPE/BAPHTEIIO
00sIBEHITE YCIIOBHS HA IOPHLUKATA.
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™
e Koan4uectso %
ATC Kon Ienepiuno nanmenoBanne Jler. dopma o Orony. onak
AKTHBHO B-BO E
5 T B - film coated | 150 mg/12,5 i
221 CO9DAD4 Irbesartan/Hydrochlorothiazide : Il?llfg: " Imi E 28

OdepTHOTO TIpeUIoKEHHEe HA "T'sproscka JIura Hanmonanen Anreuen llentsp" AJl, Co-
[rbesso film-coated tablet 150mg/12,5mg x 30, ¢ npurexaren Ha paspeiienue 3a yrnorpeda
s, Jaiikaapma Bucokokauecrsennte Jlexapersa”All, e pernctpupano B [Ipuinoxenne No2 wa ITJIC B
oxonyarenna onakoska ot 30 Op., a ne o 28 6p.

Komucnara npejyiara ydactHUKBT Jla Objie oTcTpanen mo HoMeHkIarypa 221 Ha ocHOBaHHe
un.107, 1.2, G6yksa a) ot 30I1 — npejcrasui e odepra, KOSTO He OTroBapst Ha MpPeBAPHTEIIHO

o0siBeHuTE YCHOBHMI Ha TIOphUKaTa.

[ -
= E Konnuecrso =
ATC Kon Ienepuuno nanmenosane Jlex. hopma ) & Oxony. onag
AKTHBHO B-BO e
-
223 CO9CAD7 Telmisartan Tablet 80mg g 30

Odepruoro npejuioxkenue na "Tsproseka Jlura Harponamen Anrreuen Lentsp" AJl, Telsart
tablet 80 mg x 28, ¢ npurexaren Ha paspemenue 3a ynorpeba ,,Yaiikadapma Bucoxokauecrsenure
Jlexapeta”AJl, e perucrpupano B [Tpunoxenne No2 na ITJIC B okonvaTesna onakoska ot 28 6p., a
ne 1o 30 op.

Komucusara npejuiara yyactTHHKST Jia Objie OTCTpaHCH M0 HOMEHKIatTypa 223 Ha OCHOBAHHE
w107, 1.2, Oyksa a) or 30Il — npexcraBmn e odepra, KoATO He OTroBaps Ha HPEJABAPHTEIHO
00sBeNHTE YCIOBHS Ha IophyKara.

w
- ©
ATC Kop Ieiepiyiio HanMeHoBanie Jlek. hopma Koameorny = Oxony. onax;
AKTHBHO B-BO =
o “iim coated
224 CO9DAG3 Valsartan/Hydrochlorthiazide ! Ill:ll:l(::t]lC( 160mg/12,5mg 5 28

Odeprnoro npejutoxenne na "T'eprosexa Jlura Hanmonanen Anreuen Ilentsp" AJl, Co-
Valstor film-coated tablet 160mg/12,5mg x 30, ¢ npurexaren Ha paspelieHHe 3a yrmorpeba
»Haitkadapma Bucoxokauectsenure Jlekapersa”AJl, e peructpupano B Ipmioxenue Ne2 ma TTJIC B
oxonuaresina onakoska ot 30 6p., a ne 1o 28 op.

KomucuaTa npeanara y4acTHHKBT 2@ ObJle OTCTPAHEH N0 HOMEHKIATypa 224 Ha ocHoBaHie
wi.107, 1.2, dyksa a) or 30II — mpexcraBmi € odepra, KOSITO HE OTrOBaps Ha IPEABAPUTEIIHO

obsBenunre YCIIOBHA Ha MMOPBUKATA.
: g
ATC Kon Fenepuuno nannsenopatme Jlew. hopma Kogndeeraa = Oxont. onax,
ARTHBIO B-BO =
227 CI0AAO07 Rosuvastatin 5 ”T].;Eimd 20mg g 28

Odeproro npeuiokenne na "Toproseka Jlura Hauponanen Anreven Lentnp" AJ[, Rossta
film-coated tablet 20 mg x 30, ¢ npurexaren na paspenrenne 3a ynorpeba ,,Uaiikadapma

¥ v 1 i B OROHYC

ATe
onakoska ot 30 6p., a ne 1o 28 op.
Komucusita npejrara yuacTHHKBT Jla OB/l oTCTpaHeH 1o HoMeHknatypa 227 Ha ocHOBAHHE

wi.107, 1.2, 6yksa a) or 30Il — npejcraBui ¢ odepra, KOATO HE OTroBapsl Ha MPEABAPUTENHO
00ABEHHTE YCIIOBHS HA MOPHYKATA.

Ha 6a3a ropens/ioikenoTo KOMICHSITA HAMIPA TEXHIYECKOTO MPEII0/KEeHNE HA YUACTHHKA
10 OCTANAIHTE HOMCHKIATYPH B 000c00eH2TA MOZHINIS 32 OTIOBAPSIIIO B ILJIHA CTCHCH 1A
H3HCKBANISITA  HA  BBL3JOKHTENSI, 3AT0KEHM B TeXHHYCCKATA  clemM(pHKANNS 1A
aokymenramiaTa, C oryieg na ToBa, KOMICISITA CAMIOLYIINO Pelii, ue A0NycKa YuacTHIKA
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"Toprosexa Jiura Hammonasen Anreuen Ientnp' AJl g0 caeasauy eran B npoueaypara —
oTrBapsie Ha IMEHOBOTO HPEATOMCIIE IT0 OcTaHaAJHTe HOMCHRJIATYPH B obocobenara O3 M.

Ilo OITNeG Anmuunpekyuonnu npoOyKnii 3a CUCmemMno Rpuiodicentie:
Komucnsara ycranoBn, ye yyacTHHKBT B Ipollelypara € HPEACTaBHIl BCHUKH H3HCKYEMH OT
BB3JI0KHUTENS! AOKYMCHTH, & HMCHHO:
o [onvanen Obpasey Ne 3 — Ilpednoocenue 3a usnvianenue na ROPLUYKAMA,
o [lpunooicenue Nel kvam mexnuueckomo npeonoicenue — Ha Xapmuen u eiexmponen Hocumen,
o Honvanen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ kiay3unie na npuiodcenus npoexn nd
002060,
e [onvanen Obpasey Ne5 - [lexnapayus 3a cpoxa na saruonocn ia ogepnama;
e [lo ceoe ycmompenue yyacmuukvm e npeocmasun  oexiapayus no ur. 39, an. 3, m. 1, 6yxea
,0"om HII30II;

2 Homapuaino—3a6epen—0oKkymeHin—3a—yHoHoMouasane—na—iHnana—30pasrosa—3ai03maat—

cveracio wn. 39, an. 3, m. 1, 6ykea ,,a* om HI130I1;
° [Ipedcmasenu ca Ookymenmu 3a 0mopuzayus/omopuzayuonio nucio on npouscooumel,
YOoCcmosepasaiyo npasa 3a npeocmasumencingo 1 mupeosus ua mepumopusma na Penyonuxa
bvneapus ¢ nekapemeenu npoOyKmu, kaxkmo ciedsd:

v\, Yaiikagpapma Bucoxoxavecmeenume Jlexapemea”AJ]

ClICJl, KOCTO HAalpaBH IpoBepKa Ha CBALPKAHHCTO HA TEXHHYECKOTO
CHOOPa3HO M3MCKBAHMATA HA HMPOLEAYPATa H YCTAaHOBH, Y€ JIOKYMEHTHTE Ha YUacTHHKA OTrOBapsT Ha |,
H3MCKBAHMATA HA [1POLLe/lypaTa i 3aKOHa.

Y4acTHHKBT € NMPEJUIOKHII CPOK 3a H3ITBJIHCHHE Ha J0CTABKUTE, CPOK 3a PA3CPOUCHO IIIaliane
H OCTarbyeH CpPOK Ha TOAHOCT Ha O(-pHpPaHHTE JICKApCTBCHH MPOJAYKTH OTrOBapsiil Ha
MHUHHMASHHTC H3HCKBAMS HA BB3JI0IKHTEIIS.

Odepupannre JiekapeTBeHH HpoAyKTH ca Bmouenn B Ilpuwnokenne Ne2 na IIJIC u
CLOTBETCTBAT HA M3HCKBAHHATA HA TEXHHYECKATA CICUH(HUKAIMA KbM JIOKYMEHTAIMATA 3a yJacTHe B
npouenypara, mo ornomenne na ATC Koy, renmcpuyHo HauMeHoBauue, JieKapcTBeHa (opma,
KOIHUYCCTEO aKTHBHO BCIHECTBO, €MHHMYHA MSPKA H OKOHYATEIHA OMAaKOBKA 110 HOMEHKIATYPH B
obocobenata nosunusa u noapodbuo omvcanu Ilpuwioxenne Nel KbM HacToOsIIMS MPOTOKOJ, C
H3KJIFOYEHHE Ha CIC/IHITE HOMCHKIATYPH: i

HPCIJIOKEHHE

- - : g
ATC Kop lenepuyano nanmenosanne Jer, dopma I\T]J'III'I(‘UBU &= Oronu, onax
=5 ARTHBHO B-BO | =
. . Film coated o
319 JOIMAO2 Ciprofloxacin tablet 500mg. s 10

Odepraoro npeanoxenne na "T'spropexa Jlura Harponanen Anreuent Lentnp” AJI, Levor
film-coated tablet 500 mg x 10, ¢ npurexaren mHa paspemenne 3a ynorpeba ,,Yaiikadapma
Bucoxoxauectsenure Jlekapersa”All, e perncrpupano B Ilpmnoxerne Ne2 na ITJIC ¢ ATC Koj
JOIMA12 u I'enepnuno nanmmenosanue Levofloxacin, xoeto He oTroaps na o0sBEHHTE YCIOBHS Ha
noprukara otnocto ¢ ATC Koj u I'enepruuno naumenonanue. _

Komucusra npejurara yuacTHHKBT fa ObJie oTcTpanen no Homenkiarypa 319 na ocnopanue
w107, 1.2, Gyksa a) ot 30I1 — npexcrasmin e odepra, KOATO HE OTroBaps Ha NPEJBAPHTEIHO
00s1BEHUTE YCIOBHS HA IOPHUKATa. '

3 €
ATC Koa Ienepuynio naumenosane Jler. dopnia RRIEeTEY & « Oxon. onak
o AKTHEINO B-BO =
341 J0IXX08 | Linezolid Splien for || Zmpiml-300 | o I
infusion ml

Odeprnoro npemioxenne na "Twprosexa Jinra Haumonanen Anreuen Llenrnp" AL, |
Linezolid Tchaikapharma Solution for infusion 2 mg/ml-300 ml x 10, ¢ nputexaren na paspencHne
3a ynorpeda ,,Yaiikadapma Brcokokauectsennte Jlekapersa”AJl e peructpupano B Ipmiosxeriie

No2 na I1JIC B okonuarenna onakoska ot 10 6p., a we mo 1 6p.
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Kowmersira npejutara yuactiukst jia 6b1e oTcTparen 1o Homenknarypa 341 na ocHopanue
w107, 1.2, Gyxsa a) or 30I1 — npeacrasun e odepra, KoATO He OTIOBaps Ha IpPCIBAPHTEITHO
00sIBEHHTE YCIIOBMS HA MOPBUKATA.

Ha 6a3a ropens/iokenoTo KOMHCHSITA HAMHDA TEXHIYECKOTO NPCIOKEHHE 1A YIACTHHKA
10 0CTAHAINTE HOMCHRIATYPH B 060cobeHaTa MO3MISI 32 OTrOBAPSINO B ITBJIHA CTCHCH HA
IBHCKBANHATA  HAa  BBL3JIOKHTENS,, 3aJ10KeHI B TexHumdeckata cmennduranus na
aorymenrammsara. C oriaex na Topa, KOMHCHSITA ¢IHHOAYIIIO PEIIM, ¢ JONYCKA YUACTIHKA
"Toprosexa Jlura Hamponanen Anreven Henrnp'" AJl po cxeasamy eranm B npomeaypara —
OTBapsIIe Ha HEHOBOTO NMPE/UIOKEHIE 110 0CTAHAINTE HOMEHKJIATYPH B 000c00eHATA 1TO3HINISL,

"MEJODAPMA" EOOJI
Ho OIINe1 Xpanocsunamenna cucmema u memadonusmm:

Kommcmsira yeranosn, ye yyactnuksT B nporesypara e HPC/ICTABIII BCHUKH H3HCKYeMH OT

BH3JIOJKHTEIS JIOKYMEHTH, @ HMCHHO:
S —— —oLonvanen-Obpasey-Ne3—Ipedroaicenesa-usnvarenie na mopsarama;
© lpunooicenue Nol kvit mexnuueckomo npediodicenue — na xapmuen u 2NeKMPOHEH HOCHUMEN,
o Honvnen Obpasey Ned - Jleknapayus sa créiacue ¢ xraysume na nPUROdICERUs NPOCKN Hd
002060p,

o lonvanen Obpaszey Ne5 - [leknapayus 3a cpoxa na sanudnocm na ohepmama

o o ceoe yeymompenue yuacmuuxvm e npedcmasun  dexiapayus no wi. 39, ar. 3, m. 1, byrea

,0"om 3011

e Homapuaino 3asepen doxymenm 3a ynvinomowagane na leopeu brasces Kamunog

cvenacio wi. 39, an. 3, m. 1, oyxea ,,a* om HIT30I1;

° lIpedcmagenu ca QoKysmenmu 3a 0Mopusayus/omopusayuonno micmo on npoussooumen,

YOOCMOsepaAsaNo npasa 3a nNPeOCMAaGUMencmeo i mupeosus 1a mepumopuama na Penyonura

bvneapus ¢ nekapemeenu npodykmu, kaxrio ciedsa:

v Medokesu JTunumud”, Kunwp
CJICAL, KOCTO HANpaBH TIPOBEPKA Ha CHILPKAHHETO HA TEXHHYECKOTO MpeUloiKeHHe |

cLeOPa3No MINCKBANMATA 11a MPOLE/YPaTa H YCTAHOBH, UC JOKYMEHTII[¢ 1A y4acTHUKA OTroBapsT Ha
M3HCKBAHHUATA HA [POIle/lyparTa v 3aK0oHa.

YUaCTHUKBT € MPEeJUTOKHIL CPOK 32 H3IIBIHEHE HA JOCTABKITE, CPOK 3a pa3cpoucHo Iaiane
' OCTaThUuCH CPOK Ha TOAHOCT Ha odepHpannte JEKapCTBEHH IPOJAYKTH OTroBapsiid Ha
MHUHHMATHHTE H3HCKBAHHS HA BL3JIOKHUTEIS.

Odepupannre jekapcTBeHH NPOAYKTH ca BKIIOUCHH B Hpunoxenne Ne2 na I1JIC u
CLOTBCTCTBAT Ha M3HCKBANMATA HA TEXHHYUCCKATA ClICHH(UKaIs KbM JOKYMEHTAINATA 3a yUacTHE B
fiponcaypara, mo ornomenne Ha ATC Koj, renepuuno HamMeHOBaHHE, JEKAPCTBEHA (hopma, |
KOJIMICCTBO aKTHBHO BEIUCCTBO, ¢/IMHHYHA MAPKA M OKOHYATETHA ONAKOBKA 110 HOMEHKIATYPH B
obocobenara nosuims u nojpodHo onucanu Ipuiosxernie Nol KpM nacTosms IIPOTOKOJI,

Ha 6a3a ropensiio/xkenoro KOMHCHSITA HAMEPA TEXHITMECKOTO NPEIOREHIE HA YUACTHHKA
1o obocoGenaTa MO3MIMIS 32 OTTOBAPSINO B BJIA CTEICH HA M3NCKBANNATA 112 BB3JI0SKRH TSI,
JATORCHI B TEXHIMCCRATA Cenuduras ra fokymMenrtamnata, C orjaex HA TOBA, KOMICHSITA
CAMHOAYIMIIIO pemnn, ve jonyeka yuacrunka "MEJO®APMA" EOOM no caeasamy eran B
npoueaypaTa — 0TBapsIHe Ha HEHOBOTO NPE/I0AKEHIIE 110 060coGernaTa mo3nIsL. '

o OHTNz3 Copoeurio cooosa cucnena:
Komucensara ycranosm, ue yuyactHuknT B nponeaypara e HPEJICTABHIT BCHUKH M3HCKYEMH OT
BB3JIOKHTCIIS IOKYMEHTH, @ HMEHHO: ;
o [lonvanen Obpasey Ne 3 — Ipednosicenie 3a usnvanenue na nopvyxama;
o lpunoocenue Nol kvar mexnuveckomo npedinoscenue — na xapnien i erekmponen Hocumen;
o lonvanen Obpaszey Ned - Jlexnapayus 3a cvenacue ¢ KIaysume 1na npunodiceniis npoexn nda
002060p;
e Honvanen Oopaszey Ne5 - Jlexnapayus 3a cpoka na eanudnoen: na oepmama,
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e [lo ceoe yemompene yyacmnukvm e npedcmasun Oexaapayus no wi. 39, an. 3, m. 1, oyrea

,0"om 30!

o Homapuaino 3aeepen Ookymenm 3a ynvanomowjasane na Ieopeu bnaoices Kamunog

cvenacrio un, 39, an. 3, m. 1, oyxea ,,a” om II30lI;

o [Ipeocmasenu ca OoKyMenmu 3a 0mopusayus/omopuzayuonio nUCAo om npou3sooumen,

YOOCIOGEPAGAIO NPABA 3a NPEOCNAGUMENCINGO U MbP2OGUA HA mepumopuama na Penyonura

Bvaeapus ¢ nekapemeenu npooyKmu, Kakmo c1eoed.

v’ Meooremu JTuntumuo”, Kunvp
cliejl, KOETO HalpaBH IIPOBEpPKa Ha CBABPKAHHETO Ha TEXHHYECKOTO IHPE/TOKEHHE

c1o0pa3io U3HCKBaHHsITa Ha TIPOIe/lypaTa i YCTaHOBH, Ye JOKYMEHTHTE 1a yJacTHHKA OTrOBapAT Ha
H3HCKBAHMATA HA MPOLIeyparTa 1 3aKoHa.

YYacTHHKBLT € NPEUIOIKHII CPOK 3a H3MBJIHEHHE Ha J0CTaBKUTEe, CPOK 3a pa3cpoueHo Iuialane
M ocTaThbyel CPOK Ha TOAHOCT Ha odepHpanuTe JICKApCTBEHH IPOJAYKTH OTroBapsiiy Ha
MUHUMAIHATE H3HCKBAHMS HA BH3JIOIKHTEII,

OdepupannTe nekapcTBeHH IHpojykTH ca Brmouend B Ilpmioxkenne N2 ma IUIC u
CHOTBETCTBAT Ha U3MCKBAHITA HA TEXHHUYCCKATA CICIi:(PHKALMA KbM JOKYMCHTAIHATA 3a yJacTHC B
nponeypara, no ornomenne na ATC Ko, reHepuyno HaMMEHOBAHHE, JieKapcTBeHa (opma,
KOJIMYECTBO aKTHBHO BEILIECTBO, €JIMHHYHA MAPKA H OKOHYaTeNnHa OIAKOBKA MO HOMEHKIATYpH B
obocobenara nosuims 1 noApodHo onucanu pwioxenne Nel kbM HACTOSIIHS TIPOTOKOII.

Ha 6a3a ropen3Jio/KenoTo KOMHCHITA HAMHPA TEXHHYECKOTO MPE/UI0KEHIe Ha yUACTHHKA
1o oGocobenara MO3NUIMSA 32 OTFOBAPSIO B IBL/AHA CTEHEH HA H3HCKBAHHATA HA BH3JIOKHTEIS,
3AJI0JKCHIT B TeXHiueckaTa cnemmduranns na goxymenrauusra, C oryien na Topa, KOMICHsITA
eumoaymmo peu, qe jgonycka yuactunka "MEJO®APMA" EOO/ no caeasam eram B
IPOLeYPATA — OTBAPSIIE HA IICHOBOTO NPE/JIOAKEHHE 110 000cobeHaTa mosnisi.

ITo OIINA4 Jlepymamonozuuni npooykmu:

KomMucHsTa ycTaHOBH, Y€ YYaCTHUKBT B HPOLEAYpaTa ¢ IPEICTaBH/l BCHYKH H3HCKYEeMH OT

BB3JIOKITENS JIOKYMEHTH, @ HMEHHO:

o Honvanen Obpazey Ne 3 — Ilpeorooicenue 3a uznvinenue Ha NOPLYKANmd;
o [lpunooicentie Nol kvat mexnuueckomo npeonodicenue — na xapimuen u ejeKkmpouen Hocume,
o Ionvanen Oopazey Ned - Jlexknapayua 3a cveinacue ¢ Kidy3unie na Rpuiodicenis npoexm na

d02060p,
o Ilonvanen Oopaszey Ne5 - Jleknapayus 3a cpoxa na 6anuonocm na ogepnand,
o [1o ceoe yerompenue yuacmuusvin e npedcriagi  oexiapayua no uit. 39, ar. 3, m. 1, byxea
L0 om HIT30!1T;
o Homapuanno 3asepen Ooxymenm 3a ynoanomowasane na [eopeu bradces Kamunos
cveaacno ua. 39, an. 3, m. 1, 6yxea ,,a* om H1I30II;
o [Ipeocmasenu ca QOKymenmu 3a Omopusaiyis/omopusayuonto nUcMo om Rpou3eoouned,
YOOCIMoGepAcaujo NPAca 3a NPEOCAGUMEICHIGO Ul MLP20GUA Ha mepumopusma na Penyoiuxa
buaeapust ¢ nekapemeenit BpOOYKI, KAKINO credsa:

v, Meookeyu Jluvtumuo”, Kunvp
clieJl, KOETO HanpaBH IpPOBEPKa Ha CBABLPIKAHMETO Ha TEXHHYCCKOTO HPEUIOKCHHE |

CT)OG})H'SIIO H3HCKBaHHATA Ha [pouejaypara i yCTanoBH, Ye JOKYMEHTHTE Ha yUIacTHHKA OTIoBapAT Ha

VUacTHHKBT € MPEeJUTOKII CPOK 3@ H3IIBIHCHHE Ha JOCTABKHTE, CPOK 3a Pa3CpOUCHO IUIalaHe
M OCTaThyeH CPOK HA TOJHOCT Ha O(QepupaHuTe JICKApPCTBEHH [POJAYKTH OTroBapsllH Ha
MUHUMAUIHHTE H3UCKBAHM HA BB3JI0IKHTENS.

OQepupanure jekapersenn npojaykti ca Bxiaouenn B Ilpwioxenue Ne2 ma IUIC n
CHOTBETCTBAT HA H3HCKBAHHATA Ha TEXHHYECKATa CHCTM(PUKAINL KbM TOKYMEHTAIUATA 32 yJacTHE B
npoueaypara, mo ornomicane Ha ATC koj, reHepuuyHo HauMmeHoBanue, JekapcTeHa Qopma,
KOJIMYCCTRO AKTHBHO BCHICCTBO, €MHHYHA MSpPKa M OKOHYATEIHA ONAKOBKA 110 HOMEHKIATYPH B
obocobenaTa mo3uimst 1 mojpodio onucann Ipuioxenne Nel KbM HaCTOSIHA HTPOTOKOI.
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Ha 6a3a ropensioxenoro KOMHCHITA HAMHPA TEXHHYECKOTO IPCIOMKEHIE HA YYACTHHKA
10 06ocobenaTa MO3HINIS 32 OTrOBAPSIIIO B IBJIHA CTENEN A M3NCKBANHSITA HA Bh3JI0KITEIISI,
3AI0ZKEHH B TeXHuqeckaTa crnenugukanus na gokymenramusara, C oryies na Toa, KOMHCHATA
CANHOAYINO pemn, ve jgonycka yuacrnnka "MEJO®APMA" EOOJL no ciaeasam eram B
nponeaypara — oTBapsiHe Ha HEHOBOTO L eAI0KEIiNe 110 060C00eHATA O3NS,

Ilo OIIN26 Anmuungpexyuonnu npodyxmu 3a cucmeno npitiodcenue:
Komucusara ycranosu, ue yuacTHUKBT B lporeilypara € HpeJCTaBuil BCHUKH H3HCKYCMH OT
BB3JIOJKHTEIS JIOKYMEHTH, a8 HMECHHO!
o lonvanen Obpasey Ne 3 — Ilpeonooicenue 3a usnvanenie na ROpvUKAma,
o lpunoocenue Nol kvym mexuuueckomo npednocenie — na xXapmuen u enekmponen Hocume,
e Ilonvanen Obpazey Nod - Jlexnapayus 3a cvenacue ¢ Kiaysume na npuiodicenis npoexkn na
Q02060p,

> Honwanen Obpazeiy No5 - Jlexiapaijiia 3a Cpora 1id Ganudnocni ia oepmama

° llo ceoe yemompenue yuacmuuxom e npedcmasun dexnapayus no ur. 39, ar. 3, m. 1, Oyxea

,0"om HII30II;

e Homapuaino 3aseper  dokymenm 3a Jnvanomowyaeane na leopeu  bnascee  Kamunos

cveracno un. 39, an. 3, m. 1, 6ykea ,,a* om HI130I1;

o lipedcmasenu ca OOKYMeHmMU 3a OMOPUAYUS/OMOPUSAYUONIIO NUCHO Om npouseooumen,

yoocmosepssaiyo npasa 3a npedcmasumencmeo u mvpeosus id mepumopusama na Penyonuxa

boreapus ¢ nexapemeenu npodykmu, kakmo ciedea:

v Meooxenu Jlunumuo ", K UL
CICH, KOCTO Halpasd IIPOBEpPKa Ha CBHABPKAHMCTO HA TEXHHYECKOTO IIPE/UIOIKCHHE

ChOOPa3HoO M3MCKBANMSATA Ha NPOIE/lypaTa H YCTAHOBH, Ue JOKYMEHTHTE Ha y4acTHHKA OTrOBapsAT Ha
H3HCKBANMATA Ha LIPOIIC/lypaTa H 3aKoHa.

YYacTHHKBT € MPCUTOKIIT CPOK 32 M3MBIHEHIE HA JOCTABKHTE, CPOK 3a PascpouCHO IuIaIane
- OCTaThuCH CPOK Ha TOMHOCT HAa O(epHpaHdte JICKAPCTBEHI NPOAYKTH OTroBapsIM Ha
MIHHMAIHHTE H3HCKBAHMS Ha BH3IIOKHTEIIS,

Odepupanute JgeKapcTBEHH HPOAYKTH c€a BKIIOYCHH B Ilpunoxenne Ne2 ma ITIJIC u
CHOTBCTCTBAT Ha H3HCKBAHHATA Ha TEXHHYECKATa ClielnHKaAIMs KBM JOKYMEHTAINATA 33 Y4acTie B|
fiponeypata, 1o oruowmenue na ATC kox, remepuuno HanmmenoBanue, Jekapcrsena (opma,
KOJMYCCTBO aKTHBIO BEHICCTBO, CAMHMYHA MAPKA M OKOHYATENHA ONMAKOBKA 110 HOMEHKIATYPH B
obocobenara Ho3mis U MOJAPOOHO OMHCAHH Ipunosxenne Nel kbM Hacrosms IIPOTOKOIL.

Ha 6a3a ropensio/menoTo KOMHCHATA HAMIPA TEXHIYCCKOTO NPCUIOZKeHHE HA YUACTIHIHKS
110 obocobenara MO3MISE 32 OTrOBAPSIINO B IIBJHA CTCIECH HA M3HCKBANNSITA HAa Bb3JI0KHTE],
3ATORCIIT B TEXHIMCCKATA crlennuramus na Jokysmenranusra. C orjiea Ha ToBa, KOMHCHSITA
CAAHOAYINIO pew, e jonycka ywyacruuxa "MEJOD®APMA" EOOJ| xo caeasauy eran B
MPONE/yPATA — 0TBAPSIIC HA IEHOBOTO NPEJIOKEHIIe 116 060cobenaTa mosHs.

o OITNe7 Myckynno-ckenemna crcmesia:
Komicnara ycranosn, ue yuacTHHKBT B IPONE/AYpATa € NPECTABHI BCHUKH H3HCKYCMH OT|

BB3JIOKUTEI JIOKYMEHTH, & HMCHHO:
o [lonvaunen Oopaszey Ne 3 — lipednooicenue 3a usnvanenue na nopwvukama,

o lpunoocenue Nel xkvy mexnuvecromo npednodicene — na xapmuen u CACKMPONeH Hocumen;

o Honvanen Obpaszey Nod - Jlexnapayus 3a cveracue ¢ Kaysumie na nputodACenis npoexm Ha
002080p,

e lonvanen Obpazey Ne3 - Jlexiapayua sa cpoxa ina sanudnocm ohepmama;

¢ [lo ceoe yemompenue yuacmnuxvm ¢ npedcmasiin dexrapaiua no un. 39, an. 3, m. 1, 6yxea

0" "om HII30I;

o Homapuanno  sasepen  dokymenm 3a  ynvanosowasane na I eopau  bBaasices Kamunos

cvenacro un. 39, an. 3, m. 1, dyxea ,,a“ om HI30I1;
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o [Ipedcmasenu ca doxkymenmu 3a omopuzayus/omopusayuonNio RUCMO Om Npou3cooOumel,
YO0CIMOGepAcaw|o npasa 3a nPeocmagumencingo u mup2osusl na mepumopusima na Penyonuxa
bvaeapus ¢ nexapemeen npooykmu, kKakmo cieosa
v’ Meooxemu JTumumuo”, Kunvp
Clie/l, KOETO HalpaBH INPOBEPKAa Ha CHALPKAHHETO HA TEXHHYCCKOTO MPEJUI0KCHHE
ch00pa3Ho M3HCKBAHMATA Ha HPOLE/lypaTa H YCTaHOBH, Y€ JIOKYMEHTHTE Ha YHaCTHHKA OTroBapsAT Ha
H3HCKBaHMATA HA IPOLLe/lypaTa H 3aKoHa.

YYacTHHKBT € NpeJyuIosKuil CPOK 3a H3ITBIHECHHIE Ha JIOCTaBKITE, CPOK 32 Pa3cpoueHo Iialane
M OCTaTh4yCH CPOK Ha TrOJHOCT Ha O(epHpaHHTe JICKApCTBEHH NPOAYKTH OTroBapsiM Ha
MHHUMAIIHUTE H3HCKBAHUA Ha BH3JIOYKHTEIS.

Odepupanure jiekapcTBeHH TPOAYKTH ca BKmoueHn B Ilpunoxenne No2 ma INIC u
CHOTBETCTBAT Ha M3HCKBAHUATA HA TEXHHUYECKaTa crielMPUKAUMd KbM JIOKyMEHTAIHATA 38 YJacTHE B
npoueaypata, 1o otHomenue Ha ATC koj, reHepuuHO HaMMeEHOBaHue, JekapcrBena (opma,
KOJIMYECTBO AKTHBHO BEIICCTBO, €/IMHHYHA MAPKA W OKOHYATe/IHA OIMAKOBKAa 110 HOMEHKIIATYPH B

obocobenaTa 1no3unus 1 1ojipobuo onucann Lpunoxenne Nel KbM HacTosIINA TPOTOKOI.

Ha 0a3a ropensjio:kenoTo KOMHCHITA HAMIPA TEXHIYECKOTO NPE/IOKEHITEe HA YYACTHHKA
1o odocodeHaTa MO3MIS 32 OTTOBAPSINO B 1AJHA CTEICH HA H3HCKBAHNATA HA BB3JI0KHTE/S,
3AJI0RCHIT B TeXHUYccKaTa cuenmpuramis na gokymenranusita. C orjiel Ha ToBa, KOMHCHATA
ejinnoaymno pemn, e jgonycka yuacrunka "MEJIO®APMA" EOOJI no ciaeasany eran B
HnpoieyparTa — oTBapsiie Ha eHoBoTo MPeAJI0sKeHIe 1o 0060codenaTa mo3mims.

"OLOHUKC ®apma' EOOJL
Ho OIINe] Xpanocmunamenna cucmeta i Memadoauzvir:
KomucnsaTa ycTtaHoBH, Ye YYaCTHHKBT B IMpOolE/ypara ¢ Ipe/jcTaBiil BCHUKH H3HCKYeMH OT
BB3JIOKHTEIIS IOKYMCHTH, @ HMEHHO!
o lonvanen Qbpazey No 3 — lpeonooiceniie 3a vanvanenue na nopvIrama,
o [punodcenue Nel kos mexnuueckomo npeoiodcenite — na Xapmuen i ereKkmponen Hocumel,
o [lonvanen Obpaszey Ned - Jleknapayua 3a cveracue ¢ Kiaysuine na npuiodiceniis Rpoexm na
002060p,
e [onvanen Odpasey Ne5 - Jlexnapayua 3a cpoxa na eanuonocn na ogepmama
o [lo ceoe yemompernite yyacminuxkvm e npeocmasun  oexiapayus no wi. 39, ar 3, m. 1, oykea
L0 om HII30OLMH,;
e [lo ceoe ycmompente Yuacmuukvm e npeocmasui  oexiapayus ¢ cbomeememsie ¢ 4155,
a0 om 3JIHTXM;
o Homapuanio 3agepen ooxymenm 3a ynvianomowagane na Kpacumup Huxonaes u [anuena
Hurxonoea cvenacno un. 39, an. 3, m. 1, oykca ,,a” om HI1I3011; ;
e [lpedcmasenu ca Ookysmenmit 3a 0mMopusayus/oMoOpUAYUONIO HUCMO 0 HPOU3GOOUMEN,
YOOCINOGePACANJO NPABA 3d NPEOCMAGUMENCTNGO U IMbP2OGUSL H mepumopusma na Penybnuxa
Bvacapus ¢ nekapemeen npooykmu, Kakmo cied6d: -
Gedeon Richter Plc., Yueapusa;
Canogu bovaeapus EOO]], bvreapus,
Lek Pharmaceuticals d.d., Cnosenus;
Dr. Falk Pharma GmbH, I'epaanus,
Mylan Healthcare GmbH, 1 epmaniist;

Eli Lilly Nederland B.V, Huoepranous,

Novo Nordisk A/S, Janus;

Sanofi-Aventis Deutschland GmbH, I'epyanus,
Actavis Group PTC ehf., Henanous,

Bayer Pharma AG, I'epyanus,

Woerwag Pharma GmbIH & Co.KG, 'epyanus;
Meda Pharma GmbH & Co. KG, I'epaaniis

LR LR R R R )
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CJICA, KOCTO HAllpaBH IpPOBEpPKa Ha CHILPIKAHHETO HA TEXHUYECKOTO NPeJUIoKEHHE
CHOOPA3HO H3HCKBAHMSITA HA IPOLE/LYPaTa I YCTAHOBH, e JIOKYMCHTHTE Ha yJacTHHKA OTTOBApAT Ha
H3HCKBAHHUATA HA MPOIE/lypaTta U 3aKoHa.

YUacTHHKBT € NPCJUIOKHIT CPOK 32 M3ITBITHCHHE Ha A0CTABKUTE, CPOK 3a pa3cpoyeHO IIIallaHe
. OCTaTBUCH CPOK HA TOJHOCT Ha OQepHpanuTe JIGKApPCTBEHH MPOJYKTH OTroBapsiid Ha
MHHHMAITHHTE H3HCKBANHUS HA BB3JIOKUTENS.

O¢epupanmnre nekaperBenu npojykti ca simouenn B Ipwiokenne No2 ma ITUIC u
CBOTBCTCTBAT Ha M3HCKBAHUATA Ha TCXHHYECKATa CHENH(HKAlUA KbM JIOKYMEHTAIMSTA 32 YUacTHe B
liponeaypata, mo ormnomenne na ATC Koj, remepuumo HauMeHoBamue, Jekapersena (opaa,
KOJIMICCTBO aKTHBHO BEINECTBO, CMHHYHA MAPKA M OKOHYATC]HA OIAKOBKA 10 HOMEHKIATYpH B
obocobenara nosuits u noApobno onmcann Ilpmnoskenme Nel KuM HacToOsIHS IIPOTOKOJI, €
H3KITIOUCHHE Ha CIIE/IHNTE HOMEHKIIATYPH:

J . {‘l’“d] lI‘I-L—L- l-l:U E-
ATCKon Penepiuno nanmenosanne Jlek. hopma B« Orony. onax
_ AKTHBHO B-BO b~ )
33 ATOAEOS Insulin detemir sol.inj.penfill 100U/ml 3ml E 5

Odepraoro npemnoxenne na "ObOHUKC dapma”" EOOJl, JIEBEMUP PENFILL 100
U/MIJI 3MJI X 1, ¢ npurexaren Ha paspenicuue 3a ynorpeda ,,Novo Nordisk A/S, Jlaums, e
peructpnpano B Ipunoxenue No2 na TJIC B okonuaresna onakoska ot 10 6p., a ue mo 50 op.

Komucusta npeara yyacTHuksT jia OL1e OTCTpaHeH 1o HoMeHkyaTypa 33 Ha ocHoBaHHe
wi.107, 1.2, 6yksa a) or 30Il — npejcrasun e odepra, KosTo He OTroBapst Ha TpejBapHTEesIHO
00sIBEHHTE YCIIOBHS HA MOPLYKATA.

Konnueerso
AKTHBIIO B-BO

ATC Koa Fenepiuno nanvenosanne Jler. popma Oxony. onak

Msipx
a

34 A10BAO2 Metformin ﬁ'":;l"l;‘i““d 1000mg. g 60

Odeprroro npetoxkenue na "OLOHUKC dapma" EOOJ, MET®OJIUAB TABJL 1000MI°
X 30 AK, ¢ nputexaren na paspeienue 3a yrnotpeba Actavis Group PTC ehf,, Memanms, e
peructpupano B Ipmioxenne No2 na IJIC B okonyat=iita onakoska ot 30 6p., a He mo 60 op.

Komucrsira npejuiara yuacTnuksT Jla Objie OTCTpaHeH 10 HOMEHKaTypa 34 ma oclopaime
w107, 1.2, 6yksa a) or 30I1 — npejcrasun e oepra, KOSTO He OTroBaps Ha IPeJBapUTEIIHO
00sBCHITE YCIIOBHS HA MOPLYKATA.

“
. Koanuecrso =3
ATC Kon Cenepiano nanvenosanne Jlek. hopma &« Oxont. onax;

AKTHBHO B-BO =
powder for
5 . solution for

d A02BCO5 Esomeprazole (as esomeprazole sodium) |, 7 0 40mg £ 10
injection/infusi
on

3a oepruoro nperozxkenne na "ObOHUKC ®apma" EOOJI, E30OMEIIPA30JI OJIL. 40MI
X 10 HTOJI®APMA, ¢ upureskaten Ha paspeiuenue 3a ynorpe6a Pharmaceutical Works Polpharma
S.A. (PL), Tlonma me ca mpemcTaBeHH LOKYMEHTH 3a OTOPH3ALHA/OTOPU3AIMONHO IHCMO OT
NPOM3BO/ITENL, y/IOCTOBEPABAINO NPaBa 3a HPEACTUBHTENCTBO M THPIOBHSI HA TEPHTOPHATA HA

PenyGuika Brirapus ¢ meKapeTBeni HpoAYICTi.
Komucusara npejuiara yyacTuuxst Jia Objie OTCTpaleH mno HOMEHKJIaTypa 5 Ha OCHOBAHHE
w1107, 1.2, 6yksa a) or 30I1 - npejcrasui e ofepra, KOsITo e OTroBapst Ha IIPE/BAPUTEIIHO

obsBenuTe ycjioBus Ha noponyaKara.

: Z
ATC Koa lenepiriio nanmenopanye Jler. dropma BRI &« Oronu. onag
AKTHBHO B-BO s
powder for
6 A02BCO5 Esomeprazole (as esomeprazole sodium) solution for 40mg s 10
injection/infusi
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3a oeprnoTo npemioxenue na "OLOHUKC dapma” EOOJI, E3OMEIIPA30JI ®JI. 40MI°
X 10 TTOJI®APMA, ¢ npuresxaren na paspeiiienne 3a ynorpeba Pharmaceutical Works Polpharma
S.A. (PL), ITlommua He ca mnpeacraBeHu JIOKYMEHTH 3a OTOPH3ALUS/OTOPH3ALMOHHO ITHCMO OT
[IPOM3BOJIMTE, YMOCTOBCPSBAIINO IIpaBa 3a MPEJACTABHTEICTBO M ThProBHA Ha TEPHTOpHATA Ha
Penybinka buarapus ¢ iekapeTBeHH MPOAYKTH.

Komucusra npejuiara yuyacTHHKBT Jia Objie OTCTpaHEH 110 HOMEHKIATypa 6 Ha OCHOBaHie
w107, 1.2, O6yksa a) or 30I1 — npexcraBui e odepra, KOSTO HC OTroBaps Ha IpejiBAPHTCIIHO
00sABEHHTE YCIOBHs Ha TIOphYKATa.

Ha ©6a3a ropem3ioKeHoT0 KOMHCHATA HAMHDPA TEXHHYECKOTO MPEIJI0KeHHe HA
YUACTHHKA 10 0CTAHAJHTE HOMEHKJIATYPH B ofocobenara mO3HIHSI 32 OTIOBAPSILO B ITbJIHA
CTENCH HA H3HCKBAHHATA HA BB3JIOKHTENN, 3a/J0KEHI B TeXHHUYeCKATa crenuuKanms na

JOKYMeHTanmsara. C oriie/r ma ToBa, KOMHCHITA CAHHOAYIIIO pPEelrH, e JonyCcKa yJacTHHRA
"OLOHHUKC ®apma" EOOJ po ciaeassuy eran B NpoIeypara — oTBapsiie Ha HEHOBOTO
HpeTOReHHe o ocranajanre HOMENRJIATYpPIH B oGocobenara O3,

Ilo OIINe2 Kpve u kpveomeopnu opzanii:
Komucusara ycranosy, ye yyacTHHKBT B Ipole/ypara ¢ Ipe;j(CTaBuil BCHUKH H3UCKYeMH OT
BB3JIOKHTEIIS JJOKYMEHTH, @ HMEHHO:
e [Tonvanen Obpazey Ne 3 — lpednooicentie 3a usnvaienue na ROPLUKANMA,
e [punoocenue Nl koM mexuuueckono npednodicenue — nd Xapmuen i e1ekmponen Hocumeln,
o [onvanen Obpaszey Ned - Jlernapayus 3a cvenacue ¢ kiaysume ida npuiodiceiiiss npoexn na
Q02080p,
o [onvanen Qopazeiy No5 - Jlexnapaiiis 3a cpoxa na éanuonocnt na ogepmama,
e [lo ceoe yemompenue yuacmnuxvm e npedcmasun  oexaapayus no wi. 39, ar. 3, m. 1, yxea
»0"om 3011
e [lo ceoe ycmomperite Yuacmuuksm e npedcmasun  OeKkiapayis 6 cLomeencmeue ¢ ui.53,
1.6 om 3JTXM;
e Homapuanno sagepen Ookymenm 3a ynvinosmowasane na Kpacuvup Huxonaes u Jlanuena
Huronosa cvenacno un. 39, ar. 3, m. 1, oykea ,,«* om III13011;
e [Ipedcmasen ca Ookymenmu 3a omopusayus/omopusayUoNio nuciso om npoussooumel,
YOocmosepAcaio npasa 3a NPeOcmaGUmencmeo U Mup2osus na mepumopusma na Penyouuxa
bvreapus ¢ aexapemeenu npooykmau, Kakmo ciedsa.
V' B. Braun Melsungen AG, I'epyanus;
Canou bvaeapus EOOJ], bvaeapusa,
Aspen Pharma Trading Limited, Hpaanous,
Menarini International Operations Luxembourg S.A., JliokcemGype,
KRKA, dd., Crogems,
Actavis Group PTC ehf., Hearanous,
Glaxo Group Ltd., O6eduneno Kpancmeo,
Astra Zeneca AB, [llgeus,
Boehringer Ingelheim International GmbH, I'epyani;

Powt bvreapus EOO/, Bvaeapivi;
Novo Nordisk A/S, Jlanus;
Dapyanoe EOOJ], bvreapus,
Fresenius Kabi Deutschland GmbH, I'epyaniis,
Dpesenuye Kabu bvaeapus EOOJ], bvieapus,
clTejl, KOCTO HAlpasH MNpOBEpKa Ha CLIALPIKAHHETO HA TEXHHYECKOTO MPEUIOKCHHE
CHOOPA3HO M3HCKBANMATA Ha IPONE/ypaTa i YCTanOBH, e JOKYMCHTHTE Ha YMACTHHKA OTrOBapsT Ha |
H3HCKBAHUATA Ha TIPOIE/lypaTa i 3aK0Ha. |

R N LT Y
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Yuactnukpr ¢ HNPEMIOKIT Cpok 3a u3mBIHEHE Ha JiocTaBkute, cpok 33 paszcpoueno mmmar-lel’
" ocrarbuen cpok g FOZHOCT Ha  odepupannre JICKAPCTBEHH  NpostyKTH OTroBapsim na
MHHUMAIHNTE H3HCKBanyy 1 BB3JIOJKHTEIS], ,r

Odepupanure JICKApCTBEHH  poAyKTH ca Binodenn B Ipunoxenue No? Ha IIJIC u
CLOTBETCTBAT Ha H3MCKBaNNgTA Ha Texnnveckara CIICLH(HKAIMS KM AOKYMEHTAlMATA 3a yyacTie B
lipouesypara, 1o ormomenye na ATC kop, TCHEPHYHO HanMeHoBame. JIckaperBena  opma,
KOJIMYECTBO akTHBHO BCINECTBO, e/nnnyna MIPKa H OKOHYaTelHa omakopka MO HOMEHKnatypu B
obocobGenara HO3HIMSA M 1ospoGHo onncanu Ilpunoxenne Nol KbM  HacTosims NpoTOKOI, C©

H3IJIFOYeH e Ha ClleinuTe IlO.\-ICIH\‘Jlt’l'l“)’])]'[.'

B Komweerso | & | 1
’ ATC Koa Fenepiung HanMenosae Jlek. dhopma & @ Oxonu, onag
s SN i T —— | s | g Y | Do oningy
ll 33 BOTABO) Heparin vial.i.m. 50001U/mlsml = 10 ]i
T AT T———— _______'___'_____1_ RO e — T AEARATT
Odeprnoro lpcinoxenne na "OLOHUKE PapvaEOOJ, XTI IAPUH ®J1. 2500010 5
MITXT0, ¢ lpHTCHATEN Ha paspemenye 3q ynorpeba B. Braun Melsungen AG, Fepmannsg, e

beruerpupano B Ipunosxenye Ne2 na ITJIC B OKOHYATEeJIHA ONaKOBKa o7 | Op., ane o 10 op.

Kommensra npesyrara YUACTHHKDBT j1a Gpe OTCTpaHen 110 HOMEHKaTypa 53 na OcHOBanITe
w107, 1.2, Gykpa a) or 30T - pejicTasun e odepra, kosro pe OTroBaps Ha npc;wapn’rumol
ODSBCHHTE yCitoBHs 1a nopbyKara. ; |

Kounvecrso
ARTHBNO B-Ro

ATC Kon Penepiuno HanMenosane Jlex. qropma

9 | mosanr Sk clorid oty @ e |
O(]JF])T‘HOTO npesoxenue na "GhOJ IMKC ®apna” BOE)ﬁ, 'I"Eﬁ)A(_THAI-I dJI SOMX
I, ¢ npurexaresn pa paspeiiienne 3a yrorpeta B, Braun Melsungen AG, Fepmanns, ¢ peruc*rpl-rpanoi'
B lpunosxenue No2 na IJIC B oxonvarena Onaxoska ot 20 6p., a 1e o 5 op.. ;‘
Komncnsita npejara YUYaCTHHKBT Jia Onie OTCTpaHen 1o HOMEeHKarypa 83 na OCHOBaHHe
w107, 1.2, Gyksa a) or 300 - lIpeacTasmn ¢ odepra, kosro pe OTIOBaps na npeasapurenio
obsBenITE yenonms na nopwyKara, . ]‘ i
Ha 6a3za FOPen3/107KenoTo KoMucnsiTa HaMIpa Texumyeckoro npe/ytokene na ytmc-rmma: f

10 ocranasnre HOMenKruaTypu B 06ocobenara HO3HIMA 32 orrosapsimo IbJna cremnen nn
IBHCKBaNNSTA 2 BB3IOKRNTENAs,  3amomenn TeXHmuecKkaTa cnenupuranms na;
AOKyMentannsira. C oren na TOBA, KOMHCHsITA CAMHOAYINNO pemn, ye A0nycKa yuacrnnka
"®bLOHUKC ®apma" EOOJI no CJICABANN eTam p nponeaypara - oTBapsane na ucuonom;
lpejutozkente 1o ocranare HoMenxaaTypu 8 o6ocoGenara nosupms., - (

Ilo OITN#3 Cupoeuno cvoosa cucmenrq: Il
Komucisita YCTaHOBH, Y€ yYacTHHKBT B lipouesypara e npejicragyy BCHUKH H3HCKyemu 01]'!
BB3JIOIKNTENIS oKyMenTH, 2 HMEHHO: ; { ?
o [lonvanen Obpasey No 3 — [ Ipednoocenue 3q usnvanenue na nopvikama; il

° lpunoocenie Noj xpn mexuuieckomo npednoycenue — yg Xapmuen u exexmponer Hocumen;

° Honvanen Obpaszey Nod - Hexnapayus sq cvelacue ¢ knaysume ng ipunodicenus npoexm na|
Q02060p; I

s—onvnmen Obpazer No3 - Hexrapayus 3q CPOKa na eanuonocm ng ohepmama
e /1o ceoe Yexsompenue yuacmmukwvm ¢ npeocmagin dexnapayus no yy, 39 an. 3, m. 1 Oyreda
w0 om IIIT30]1; : ;
°llo ceoe Yexompenue yvacmuurvm e npedcmaecin oexnapayus ¢ cvomeememeue ¢ yn. 55,
ano om 3JIXM: ! ! i |
® Homapuano sasepen doxyyenm sza yrornomowasane nq Kpacuyup Hukonges u /Jamzem:i'
Huronoea cvenacno v, 39, an. 3, m. 1, 6yxea ,,a“ om 13017 _'
° llpeocmaseny cq QoKyMenmu 3q omopusayus/omopusayuonso iearo om: npoussodumen,||
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Y00CInosepasanjo npasa 3a NPeocmasgumecmeo t mvp2osia na mepumopuama na Penyonuxda
buvieapis ¢ nexapemeenut RpoOyKmu, Kakmo cieoed:

Gedeon Richter Plec., Yueapus,

Accord Healthcare Limited, O6eduneno Kpancmeo;

Canogu bvreapus EOOJ], bvaeapus,

Canogu-Asenmuc bvreapus EOQOJ], Buaeapus,

Admeda Arzneimittel GmbH, Iepmanus;

G. Pohl-Boskamp GmbH & Co. KG, I'epmanus;

Axmasuc EAJ], bvreapus;

UCB Pharma GmbH, I'epyanus;

Mylan Healthcare GmbH, I'epyans,

Actavis Group PTC ehf., Heananous,

Menarini International Operations Luxembourg S.A., Jliokcembype;
Zentiva a.s., Chosaxus;

Teca Papmaciomurvic bvreapus EOOJ], bvaeapus;
Teva Czech Industries s.r.o., Yewxa penyonuxa;
Bayer Pharma AG, I'epyanus,

Glaxo Group Lid., Obeouneno Kpaicmeo,
Hubuwomex OO/, bvreapus,

Berlin-Chemie AG (Menarini Group), 'epmanus;

ClIe/l, KOETO HalpaBH IpoBepKa HA ChIbPIKAHHETO HA TEXHHUYECKOTO IPE/UI0KeHHE
CcHh00Pa3HO H3UCKBAHMATA HA IPOLEAYPATa H YCTAHOBH, YC JIOKYMCHTHTE HA Y4aCTHHKA OTroBapsT Ha
H3HCKBAHHUATA Ha IIPOLE/ypaTa i 3aKoHa.

YUacTHHKDT € HPeJUI0AKHIT CPOK 3a H3ITBIHCHHE HA JIOCTABKHTE, CPOK 3a pa3cpoucHoO IUIaIane
M OoCTaThyYCH CPOK Ha rOJHOCT Ha o(epHpaHuTe JIEKapCTBEHH IIPOJYKTH OTroBapsiii Ha
MITHHMATHHTE H3HCKBAHHS HA BH3JI0JKHTEIIS.

Od¢epupanire jekapcrseHd NpoaykTH ca brimoueHn B [lpunokenne No2 na IJIC wu
CHLOTBETCTBAT Ha H3HCKBAHHATA HA TEXHHUYecKaTa creln(uKaig KbM JOKYMCHTAIHATA 32 yJacTie B
npoueaypara, 1o orHomenne na ATC Koja, reHepHuHO HanuMeHoBaHue, JiekapcrBena Qopma,
KOJIMYECCTBO aKTHBHO BCIIECTBO, CJIMHHYHA MAPKAa M OKOHYATENHA ONAKOBKA 110 HOMEHKJIATYPH B
obocobenara nozunust 1 noapodbuo onucann [lpunoxenne Nel kbM HacTOAMMS TPOTOKON, ©

H3KJIIOYCHHC Ha CIICAHHTC HOMCHKIIaTYpPH.

SRS ALV LR AN N LR R

@
ATC Koa I'enepivno nanMenopamie Jlek. popma Kgnull_ecrm) &« Oxouu. onak
AKTHBHO B-BO =
115 COIAAO8 Metildigoxin Tablet 0.1 mg g 30

3a opeprroro npepnoxenue va "ObCHUKC dapma” EOO/], JIAHWUTOII TABJL 0,IMI" X
30, ¢ npurexaren ma paspemienne 3a ymnorpeba Riemser Arzneimittel AG, Iepmanus ne ca
IPEJICTABEHH JIOKYMEHTH 32 OTOPH3ALHS/OTOPU3AIHOHHO TTHCMO OT HPOH3BOANTEI, YIOCTOBEPIBALIO
npasa 3a IPCJICTaBHTEICTBO M THProsus Ha Tepuropusara Ha PenyOinka buiarapus ¢ jekapcTBeHH
MPOJLYKTH.
KomucusTa npejyiara yqacTHHKLT fia Objie 0TCrpaten 1o HoMenkaatypa 115 na ocnopanue|
un. 107, 1.2, 6yksa a) or 30I1 — npejcrasu.t e odepra, KOATO HE OTroBapsl Ha IpeBapHTEIHO

{ "(-’s] B'gHIl'I ‘3 MO gd O 1o grrara
JVJIVI)JI’I Ty JIVLJI.) EREANS N = )
K Z :
- AOLTHYECTBO =
ATC Kon Ieneputiino nanmenosanie Jlew. opma S Okond. onax,
ARTHEHO B-BO =

Coneentrate for

126 COICA04 Dopamine solution for 4Cmg/ml S5ml g 10
infusion

3a odepruoro npemionenue na "O®bOHUKC ®apma" EOOJ|, JIOITAMUH AMILA% |
200MI/SMJI X 10 POLFA, ¢ mpurexaren na paspenienne 3a ynotpeba Warsaw Pharmaceutical
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Works Polfa S.A., IToiua e ca npejcraBeHy JOKYMEHTH 3a OTOPH3AIHs/0TOPH3aIIHOHHO THCMO OT
NPOM3BOJIMTEN, YJIOCTOBEPSBAIIO lIpaBa 3a IPEJICTAaBUTEIICTBO M THProBHA Ha TEPUTOpHATa Ha
Peny®nuka boiarapus ¢ jeKapcTBeHH TPOAYKTH.

Komuensita nipejiiara yHacTHHKST Jia ObJ1€ OTCTpaHeH 1o HomeHknatypa 126 na ocroBanie
wi.107, 1.2, 6yksa a) ot 30Il — npencrasun e odepra, KoATo HE OTroBaps Ha HPE/BapUTEIHO

obsBennTe YCJIOBHS Ha HOpbhYKaTa.

. : B e e o
S - : Konnuecrso o
[ ATC Kon Ienepuyno HanMenosanne Jlek. qoopma i R Owon. onag;
| AKTHBHO B-BO = |
3 : ; 5 3 Prolonged = o
131 COIDAOS Isosorbide dinitrate 20mg é 20
release tablet

_6{[101)'1'1[0-'1{1 11])(:1[.1_10};\1:1[110 Ha "®bOHUKC dapma” EOO/, 30 IMHUAT TABJL 20MT X|
30 AK, ¢ npurexaren Ha paspenienue 3a ynorpeba Axrasuc EAJI, boirapus, e perucrpupano B

Hpunoxenue No2 na 1JIC B oxonyarenna onakoska o1 30 0p., a He 110 20.6p

KoMmucusTa npejjiara yuacTHUKBT Jla Objie oTeTpancH mo Homenkiarypa 131 na ocnopanmue
ai,107, 1.2, 6yksa a) or 301l — npexacrasun e odepra, KoATO HE OTroBaps Ha INpeBapHUTEIHO

o0siBEHHTE YCIIOBHS Ha NOPLYUKATa. -

-— N . N _:‘
ATC Kona [Cenepuuno nanmenosanme Jlek. hopma KiniiELTRg & Orony. onax.
= AKTIHBHO B-BO = _
L 138 COIDX12 Molsidomine Tablet 9 B 30 J
_ 3a odeprroro npeutokenne Ha "O®HLOHUKC dapma” EOOJI, MOJICHJIOMHH TABJI.

2MI" X 30, ¢ npurexaren Ha paspeinenue 3a yrnorpeda Warsaw Pharmaceutical Works Polfa S.A.,
[Tosma we ca npejcraBend JOKYMEHTH 3a OTOPH3ALHs/OTOPH3ALHOHHO [THCMO OT IPOHM3BOAHTEL,
yJIOCTOBEPABAIIO TIPaBa 3a MPEJCTABUTEICTBO I THProBis Ha Tepuropusata Ha Penybinka brirapus
C JICKAPCTBCHH TPOJYKTH. -

Komucusta npesyiara yqacTHHKBT Jia OBjie cTeTpaHeH 1o HoMmenkiuarypa 138 na ocrnoBanie
un, 107, 1.2, oyksa a) or 30I1 — npexcrasun ¢ odepra, KOATO HE OTroBaps Ha HpeIBapHTCIHO

00sIBCHHTE YCIIOBHA Ha HHOpbUKaTa.

- - .
e
ATC Kon Ienepnyno nanyMenoBanne Jlex, dpopma }\P'“I i & = Oxon. onax,
AKTHBHO B-BO =
: 5 ‘ilm coated
145 CO02AC05 Moxonidine B llql::I(cl X 0.2mg 5 28

Odepruaoro npejproxkenne na "OLOHNUKC dapma" EOOJl, MOKCOTEHC TABJLO.2MI" X
30 AK, ¢ npurexaren na paspeurenne 3a ynorpedba Axrapuc EAJI, Buirapus, e perucrpupano B

[Tpunoxenne Ne2 ma ITJIC B okonuaTesnna onakoska ot 30 6p., a ne o 28 op.
Komucuara npejyiara yqacTHHKBT Jia Objie OTCTpaHeH 110 HoMeHkiatypa 145 na ocnopanue
un. 107, 1.2, 6yksa a) or 30Il — npejictaBuin ¢ odepra, KOATO HE OTroBaps Ha HPEABAPHTEITHO

o0sIBeHHTE YCIIOBHA Ha ITopbhUKaTa.

13
- . Koanuecrno e
ATC Koa Ienepuuno nanmenoBanme Jek. gopma & ® Oxrony. onag;
AKTHBHO B-BO =
e OO0 A e L L P]I]n Coaled o4 = A5
=0 UL AU IVIUTRR Ui OIS [=] i
| tablet

O¢epraoro npempnoxenne Ha "@bOHUKC dapsma" EOOJI, MOKCOTEHC TABJL.0.4MI™ X
30 AK, ¢ npurexaren na paspemenue 3a ynorpeda Axrasuc EAJI, buarapus, e peructpupano B|

Ipunoxenie Ne2 wa ITJIC B okonuatesnua onakoska ot 30 Op., a we 1o 28 6p.
Komucnsra npejiara y4acTHUKBT Jia OBJie OTCTpaHeH 10 HOMEHKaTypa 146 Ha ocHoBamme
w1.107, 1.2, 6ykea a) or 30l — npepcrasmi e odepra, KOATO HE OTroBaps Ha MPEBAPHTCIHO

00sIBEHHTE YCIHOBHA Ha HOPBhYKaTa.
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!7 ATC Koa

Uenepuuno nanmenosanne

Jlew. hopnia

Koanuecrno
AKTHBHO B-BO

Msapx
a

Orony. onag

‘ 176 COTABO2

Metoprolol succinate

Prolonged

releasctablets

50mg

Odeprioro upe,rmmlccnne na "®bOHUKC dapma" EOOJ,

[Tpunoskenne Ne2 na IJIC B oxonuarenna onakoska ot 60 6p., a ne 110 28 6p.

Komucusra mpejyiara y9YacTHHKDBT Jia 61»}16 OTCTPpaHCH TI0 HOMCHKJIATYpa 176 na ocnopanue

wi.107, 1.2, 6yksa a) or 30I1 — npejcrasuin e oepra, KOSATO He OTroBaps Ha IpeBApPHTENNO

obsBeHnTE YCJHOBHA Ha ITopbhYKaTa.

—
1=}

CYKLMITPOJI TABJL. 47.5MT'|
X 60, ¢ npurexaren na paspemenie 3a ynorpe6a Akrasuc EAJl, Bwarapus, ¢ permcrpupano B

28

o . <
e 5 Koanuecrso =9
ATC Kon lenepiuno nauvenosanme Jlew, dopma ® Oxonv. Dm‘tl\J
AKTHBHO B-BO E
e Nehivolol hydrochlaride/ Film coated
80 CoTBBTZ o Smgl 12,5 m 5 28
Hydrochlorothiazide tablet [ g leo mg =

Odeprnoro npemnoxenne na "O®LOHUKC @apma" EOOJI, HEBOTEHC IIIIOC TABJI
SMI/12,5MI" X 30, ¢ npiresxaren Ha paspenienue 3a ynorpeba Actavis Group PTC ehf., Mcnanuus,
¢ peructpupano B lpunoxenne No2 na ITJIC B okonuutenna onakoska ot 30 6p., a e o 28 6p.

Komicusita npejiara y4acTHUKBT Jla Objie orcrpanen mo nomenkinarypa 180 na ocnopanme
wi.107, 1.2, 6yksa a) or 30Il — npejcraBiuin e odepra, KOATO He OTroBaps Ha HPeBAPHTENHO

00BCHHTE YCJIOBHS HA MOpPbhYKaTa,

S L
o
s Koaunuecrso o
ATC Kon Ienepnuno nannenonanie Jlex. popma - N Orony. onak
AKTHBHO B-BO =
3 7. Prolonged
187 CO8SCAO02 Felodipine & Smg = 30
releasetablets =

Yyacuuksr "®BOHUKC dapma" EOO/I,

e o(epupan nexapersen mpojaykr [TPECH]]
TABJL 10 MI" X 30, ¢ npureskaren Ha paspemenue 3a ynorpeba Teva Czech Industries s.r.o., Uernka

peny0:nKa, ¢ KOJIHYCCTBO aKTHBHO BEMICCTBO B TadieTka ot 10 Mr, a ne ot 5 Mmr.

Komucnsara npeiara yyacTHHKST Jia ObJ¢ OTCTpanen 1o nomenkiarypa 187 na ocnopamnue
wi.107, 1.2, Oyksa a) ot 30l — mpeycraBui e ogepra, KOATO HE OTTOBAPA Ha IPEABAPHTEIHO

00ABCHUTE YCIIOBHS Ha IIOPHUKATa.

S 3
ATC Koa Ienepnuiio nansenosanie Jlek. opma I\?_‘q" e & « OKonY. onakr
AKTHBHO B-BO =
SR Prolonged =
188 CO8CA02 Felodipine ites sotablots 10mg g 30

Yuacuuksr "ObBOHUKC dapma" EOO,

e odepupan nexaperBer npoaykt TTPECHJ]
TABJI. 5 MI" X 30, ¢ npuresxaren na paspenenne 3a ynorpeda Teva Czech Industries s.r.o., Uemika

penyOinKa, ¢ KOJIHYECTBO aKTHBHO BELIECTBO B TAOJICTKA OT 5 MT, a He ot 10 MT.

Komuicuara npejuiara yqacTHHKBT ta Obie OTCTpaHeH 110 HomeHkiIaTypa 188 na ocHoBamme
w107, 1.2, 6yksa a) or 30I1 — npencrasuia e oepra, KOATO He OTrOBaps Ha e BAPHTEIHO

00SIBEHHTE YCJIOBHA HaA MTOPLUKATa.

: %
ATC Koa Fenepuuno nansenonanie Jlexr. ¢popma Kontesr &« Oronw. onary
ARTHRHO B-BO =
194 COSCAI13 Lercanidipine F"'t‘_‘ﬂfl‘:;“"d 10mg 5 60

Odepruoro npeutoxenne na "ObOHUKC ®apma" EOOJT, JIEKAJIIUH TABJ. 10MI" X
30, ¢ mpureskaren Ha paspetienne 3a ynorpeda Actavis Group PTC ehf,, Wenaupms, e peructpupano

B Ipunoxene Ne2 wa IJIC B okonuaresnna onakoska ot 30 6p., a 1e 1o 60 Gp.
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Komucudara npejuiara yuactuuxst jia Gbjie oTcTpaHeH 1o HoMeHkmatypa 194 nma ocHopanue
wi.107, 1.2, 6yksa a) or 30I1 — mpeacrasun e odepra, KOATO He OTTOBaps Ha HPEABAPHTEINHO

obsiBerTe € YCJIOBH3 Ha IMOpBYUKaTa.

2
Frsimy 5 . Koanuecrs e
ATC Koa Ienepnuno nannvenosane Jlek. dopma faa e e Oxony. onax
o AKTHBHO B-BO [ =
201 CO9AA02 Enalapril Tablet Smg s 28

[NpHTCHKATE]I

[proskenne No2 na IJIC B oxonuarenna onakoska ot 60 6p., a ne 1o 28 6p.

Komucunsra npejuiara yyactHuksT na 65/1€ orcrpanen no Homenknarypa 201 na ocropatiye
w107, 1.2, Oyksa a) or 30Il — npejcrasuin ¢ odepra, KOATO He OTrOBaps Ha MPEABAPHTEIHO

o0sBeHnTEe YCIOBH: Ha IoprYuKaTa.

(&4

OdepTHOTO NpEyIoKEHE Ha "OLOHUKC @apma" EOOJI. 'EHIIPUJT TABJL 5MI” X 60, ¢

Ha paspemende 3a  ynorpeba HMubmorex OOJI, bwnarapus, PEerucCTpUpaHo B

O(]}Cpumlo NpeJUIoIKEHHE Ha "®LOHUKC Papma" EOO,II EHIIPUII TABJL 10MT X 60 ¢|
3a ynorpeba Wubmorex OO]I, brnirapus,

HnpuTeKarejlr Ha

paspericHHe

[Tpumnoxenue Ne2 na I1JIC B oxonuarenna onakoska ot 50 6p., a ne no 28 6p.

Komucnsra npejuiara yyacTHUKsT jia ObJie oTCTpaneH 1o nHomenkiarypa 202 Ha ocHOBaHHE
w107, 1.2, 6yksa a) or 30I1 — mpejcrasun ¢ odepra, KosTO He OTroBaps Ha IIPeBapHTCIHO

00sBCHHTE YCIIOBHS Ha MTOPHUKATA.

(&

perucTprupano B

~ : - L
ATC Kon Ienepuuno nansenosanne JIek. hopma I“_m” o & @ Oron. onag;
AKTHBHO B-BO | =
202 CO9AA0N2 Enalapril Tablet L 10mg g 28

- Z
ATC Koa enepuuno nannenonsanie Jlex. hopma Bhoniees 5« Okonu, onak
ARTHBHO B-BO =
203 CO9AA02 Enalapril Tablet Smg g 30

OdeprHoTo u})e,unonccm-le na "ObOHUKC dapma" EOOJ, EHIIPIUII TABJI. 5MI" X 60, ¢
npurexaresa Ha paspemiende 3a  ynorpeba HMubmorex OO/l bunarapus,

Hpnioxenne No2 na IJIC B okonuarenna onakoska ot 60 6p., a ne no 30 6p.

Komucusta npeuiara yyacTHHKBT Jia Objie oTcTpanen 1o HoMenkiatypa 203 na octoBaHHe
w107, 1.2, dyksa a) or 30I1 — mpexcraBui e ogepra, KoATO He OTroBaps Ha MPEBAPHTEITHO

00SIBCHNTE YCII0BHA Ha TTOPBUKATa.

€ PerucTpHpano B

G 2
ATC Kon Uenepuyno nannmenonaniie Jler. ¢popma h9.1|| o &« Oxonu. onak
AKTHBHO B-BO =
204 CO9AAD2 Enalapril Tablet 10mg & 30

Odeprroro upeutoxenne na "®bOHUKC Q)apl\izi;' EOOJI, EHITPHUJI TABJI. 10MI" X 60, ¢
€ PErHCTPHUpAHO B

npurexaresl Ha paspenienue 3a ynorpeba Mudmorex OOJ[, Bwnirapms,
Hpniosxenne N2 na ITJIC B okonuarenia onakoska ot 50 6p., a ne mo 30 6p. -

Komuensita npejuiara yuacTHuK®T jla ObJie OTCTpaHEH 10 HoMenkaarypa 204 Ha ocHOBamHue
wi.107, 1.2, 6yksa a) ot 30I1 — npejcraBuii ¢ odepra, KosTo He OTroBaps Ha IpPeBAPHTEIHO

UUHbCluilb JUHUBHA TId ITOPBYUKAT,

- - : g
ATC Koa Ienepuuio nansmenosame Jlew. popma S OULD &« Oron. onak
AKRTHBHO B-BO =
208 CO9AAD9 Fosinopril Tablet 10mg g 28

Odeprioro npeutoxenne na "ObOHUKC dapma" EOOJ], dO3MHOIIPUII TABJI 10MI°
X 30, ¢ mpurexaren mna paspenrenne 3a ymorpeba Tesa DapmacioTHKbIC bwarapuss EOOJ], |
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buarapus, e pernctpupano B [punoxenne No2 na ITJIC B oxondaTenia oakoska ot 30 Op., a He no
28 Op.

Komucusra npejuiara yyacruuksT Jia 651 oTeTpanen no nomenkiarypa 208 na ocropanue
un. 107, 1.2, Oyksa a) or 30Il — npescraBun e odepra, KOATO HE OTroBaps Ha MPeBAPHTEIHO
00sIBEHNTE YCIOBHS Ha MOPHYKATA.

- ) "
i - : Komnuecrso =5
ATC Kon lenepiano nanmenosanme Jlek. dropma 3 ® « Oxony. onak
AKTHBHO B-BO =
| e Film coated bl
220 | CO9CADY Irbesartan ‘ fl‘!{“ o 150mg = 28
= f vl “a

Odepruoro npeuioskenne na "®bOHUKC dapma" EOOJI, UPTIPECTAH TABJL15S0MI™ X
30, ¢ npureskaren na paspenienne 3a ynotrpeba Actavis Group PTC ehf., Mcnauuus, ¢ peructpupano

Ea WAt

s-Hpironenne Ne2-na HHE pokorgarenma omakosra or-30-6p:; ane 110286

Komucusita npemnara yyactHuksT jla 0bJie oTcTpanen 1o nomenknarypa 220 na ocHopanue
wi.107, 1.2, 0yksa a) or 30Il — npencrasiii e oepra, KoATo HE OTroBaps Ha Ipe/BapHTENNO
00SIBEHUTE YCIIOBHS Ha MOPBIKATa.

R = - %
P < Komnuecrs =
ATC Koa [enepnyuno naumenoBauie Jlek. hopnia E » ® o« Oxonu, onax
AKTHBHO B-BO =
. ; i i ate 150 mg/12,5 =
221 CO9DA04 Irbesartan/Hydrochlorothiazide : 'h:l;g:u’d m% s 28

Odeprnoro  mpejutokenne Ha "O®BOHUKC dapma" EOQO/I, UPIIPE3UJT TABJIL
I50MI7/12.5MI" X 30, ¢ mpurexaren ua paspemenne 3a ynorpeba Actavis Group PTC ehf,
Wenanpus, e perucrpupano B Ipunoxenne Ne2 na I1IJIC B okonuarenna onakonka ot 30 Gp., a He 1o
28 op.

Komucusara npejuiara yquacTHHKBT Jia ObJie oTeTpaneH 1o HoMeHkaatypa 221 na ocHopanue
w107, 1.2, dyxsa a) or 30II — mpejpcraBmi e odepra, KOSTO He OTroBaps Ha IIPEABAPHTENIHO
00SIBCHUTE YCIIOBHsI Ha MOpHUKaTa.

Ha 6a3a ropensioixenoro KOMHCHSITA HAMHPA TEXHITYECKOTO TPE/IO/KENIE HA YYACTHIHKA
M0 OCTAHAJHTE HOMCHK/IATYDPH B 00ocobenara MO3MIS 32 OTIOBAPSINO B ILJHA CTCICH HA
H3HCKBAHHSITA  HA  BL3JOKHTEISI, 3aJ0KCHI B TEXHIYECKATa  crnemmduanus  ma
aoxymenranusara, C orye na Tosa, KOMHCHITA ¢HHOAYINIO PCHIN, Y€ J0NYCKA YUacTHIKA
"OLOHUKC ®apma" KOO/ o ciacasamy eranm B HPONEAYPATA — 0TBapsiie Ha HCHOBOTO
HPe/IVTOREHIIE 110 0CTANAJNTE HOMEHKJJIATYPH B 000co0enaTa mo3nmims.

ITo OIINe Jlepmamonozuunu npooyrmnii:
Komucusra ycranosn, ye ydacTHHKBT B NPOTIC/lypaTa € HPEACTaBHIl BCHYKH M3HCKYEMH OT
BBL3JIOKHTENS IOKYMEHTH, @ HMCHHO:
e llonvinen Obpazey Ne 3 — [pednooicenue 3a usnvanenue na nopvirama;
o [Ipunooicenue Nel kv mexuuueckomo npeodicoicenue — Ha Xapimuei u eiekmponen Hocumen,
o lonvanen Obpasey Ned - Jlexnapayus 3a cvenacue ¢ kraysume na npurodiceis Rpoexm na

002060p;

o [lo ceoe yexompenue yuacmnuxom e npedcmasun oekiapayus no un. 39, ar. 3, m. 1, 6yxkea
L0 “om HHT30IT;

e [lo ceoe ycyompeine yuachiniikbm e npedcmasuil  QeKkiapayiis ¢ cbomeememeue ¢ i 55,
ar.6 om 3JTTXM;

* Homapuanno sasepen doxymenm sa ynvianomowasane na Kpacumup Huxonaes u Januena
Huxonosa cvenacrno wi. 39, an. 3, m. 1, oyxea ,,a* om HITI30!1;

o llpedcmasenu ca Qokymenmu 3a 0mopusayus/omopuayuonne nicsmo om npou3gooumer,
Yoocmosepsasajo npasa 3a npeocasinencneo i Mvpeosiis na mepumopusma ia Penyoiuka
bureapus ¢ nexapemeenu npooykmu, kKakmo cicdea.
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v B. Braun Melsungen AG, lepatanus;
v’ Pfizer Europe MA EEIG, O6eduneno Kpancmeo,
v Medochemie Lid., Kunvp
CJICI,  KOCTO HallpaBH MNPOBEPKAa Ha CHABLPKAHMETO HA TEXHHYECKOTO IPEJUIOKCHIE
ChOOPA3HO H3NCKBAHMATA HA IIPOIEAYPATa I YCTAHOBH, Ue JIOKYMEHTHTE Ha YyJacTHHKA OTroBapsAT Ha
H3HCKBaHMATA HA MPOLEJypaTa H 3aKoHa.

Y4acTHHKBT € TIPEJUI0KMI CPOK 3a H3NBIHEHHE Ha JIOCTABKHTEC, CPOK 3a Pa3CpoucHoO IIALAHE
M OCTAaTLUCH  CPOK Ha TOAHOCT HAa OQEpHpaHHTE JICKAPCTBEHH TPOJAYKTH OTrOBapsy Ha
MHHHMATHHTE H3UCKBAHMS HA BH3JIOKHTEIS.

Odepupanmre JekapeTBEHH HPOJYKTH ca BKIIOYCHH B Hpunoxenne No2 na IDIC wu
CLOTBETCTBAT Ha M3HCKBAHHATA HA TCXHHYECKATA CHCIH(HKALIS KbM JIOKYMCHTALMSITA 32 yUacTie B
tiponeaypata, mo ornomenne na ATC Koj, reHepuuno HauMEHOBaHHE, JICKAPCTBEHA (hopma,
KOJIMYCCTBO aKTHBHO BEIIECTBO, €J(MHHYHA MAPKAa M OKOHYATEIHA ONAKOBKA 110 HOMEHKJIATYPH B

obocobenata 1osuLws 1 nojpoduo onucanu Ipunoskernne Nol kbM HacTosms IPOTOKOJL.

Ha ©6a3a ropemsioxenoro xomuensira HAMIpa  TEXHUYCCKOTO MNpPE/IoKeHHe Ha
YIACTHHKA 10 000cobeHaTa MO3MINISK 32 OTrOBAPSIINIO B IBAHA CTEIeH HA H3HCKBANIATA HAa
BLITORHTES1, 305KEHI B TeXHIUecKaTa cnempidpuranus na aoxymentagusra. C orsen na
TOBA, KOMHCHSITA C/IHHOAYIIHO pemH, vye jgonycka yuyacrunxka "®bBOHHKC Mapma" EOOJI
A0 CICABALL €Tall B NPOIEAYpaTa — OTBApPSIE HA HEHOBOTO NpEUIo/KenIe 1m0 o0bocodenaTa
O3S,

ITo OIIN:5 Xopmonannu npenapamu 3a cucmemmo npunodcenue, ¢ uskuouenue na
HOI08U XOPMONI U UHCYAUN:
Komitcusta yeranosn, ue yuactnuksT B nponeaypara e NPCICTABUIL BCHYKH H3HCKYEMH OT |
BB3JIOKHUTEIIA JIOKYMEHTH, @ HMEHHO:

e Honvanen Oopasey Ne 3 — Ipednoaicenie 3a usnvanenie na nopvuKamd,
* lpunoxcenue Nel kvay mexnuveckomo npedroscenue — na xapmuen i erexmponen Hocumen,
e [lonvanen Obpasey Ned - [leknapayus 3a cvenacue ¢ KAaysume na npuiodicenus npoexkm na

002060p;
o [lonvanen Obpasey No5 - Jlexrapayus sa CPOKA na Ganonoch na ogepmama
® llo ceoe yexompenue yuacmnuxvm e npedcmagi oexnapayus no ya. 39, ar. 3, m. 1, 6yrea
.0 "om II30I1; |
o [lo ceoe ycmompenue yuacmnuxvm e npedcmasun dexnapayusi ¢ cvromeememeue ¢ un.55, |
ar.6 om 3JTIXM; !
° Homapuauno sacepen dokymenm 3a ynvanomoujasane na Kpacumup Huxonaes u Jlanuena|
Huronosa cvenacno ua. 39, an. 3, m. 1, oykea ,,a* om HII30I1;
o lIpedcmasenu ca dokysenmu 3a omopusayus/oMoOPUIAYUONHO RUCMHO OMm npotzeooumen,
YOOCMOBEPAGAU0 NPAGa 3a NPEOCIABUMENCIEO 1 MbP2OGUS 1A mepumopusma na Penyoauxa
bvaeapus ¢ nexapemeenu npodyxmu, kar.1o credea: '

v' KRKA, dd., Crosenus;,
v’ Meda Pharma GmbH & Co. KG, T eprians,

v' Novo Nordisk A/S, Jlanus
; . : : : : CHITC
CHOOPA3NO H3MCKBAHMATA HA IPOLEYPATA H YCTALOBH, Ue AOKYMEHTHTE Ha YUaCTHHKA OTroBapsT Ha
H3HCKBaHMATA Ha NPOIe/lypara H 3aKoHa.
YHaCTHHKBT € IPeJUTOKILL CPOK 32 H3NBIHECHUC HA JIOCTABKUTE, CPOK 3a pa3cpoveHo IJianane
1 OCTaTBYCH CPOK Ha TOJAHOCT HA O(CPHPANNTE JIEKAPCTBEHH NPOAYKTH OTrOBApAUIM  HA
MHUHHMAJTHATE H3HCKBAHUS HA BH3JIOKUTETS, '
Odepupanite jiekapcrBeny NpoAYKTH ca BKJIIOUCHH B Hpmnoxenne Ne2 na IUIC u
CLOTBCTCTBAT HA H3HCKBANHATA Ha TEXHHYECKAta CCIHHKAIMS KbM TOKYMCHTALHATA 3a yuactue B
tipouciypara, 1o ornomenne Ha ATC Kkoj, remepuuno mamveHoBamue, JekapeTsena  (hopma,
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KOJIHICCTBO aKTHBHO BCIICCTBO, €/[MHUYHA MAPKA M OKOHYATENHA ONAKOBKA 10 HOMEHKIATYPH B
obocobenara nosuums 1 110/1poduo omucann Hpinoxkenne Nl KbM HACTOS IS IPOTOKOJL.

Ha 6a3a ropems/iomenoro KOMHCHSITA HAMHpPA TEXHHYECKOTO npe/ulozkeHHe Ha
YUACTHHKA 110 000cobenaTa MO3NIMSI 32 OTroBapsiO B IWHJHA CTEIEeH HA H3MCKBAHHATA HA
BB3JMORNTE/IS, 3AI0RCHH B TeXHHUYecKaTa cueunduranust Ha gokymentannsara. C oruen na
TOBA, KOMHCHATA ¢AMNOAYIIHO penn, e jonyexa yuyacruuka "ObOHUKC dapma" EOOJ
A0 CJEABALL €Tall B Iponeaypara — oTBapsiie Ha IEHOBOTO HpeJIoRenHHe 1mo obocodenara
HO3HIHSL.

1o OIINe6 Anmuunghexyuonnu npoodykmu 3a cucmemno npuaodicene:
Komitcnsra ycranosn, ue yqacTHHKBT B Ipole/lypata € Hpe/ICTaBHI BCHUKH H3HCKYEMH OT
BD3JIOJKHTES JIOKYMEITH, & HMEHHO:
¢ Honvanen Obpasey Ne 3 — [pednooicenue 3a usnvanenue na ROpvLUKAmMa,

s Hiprroorcene N1 K31 exiiiieckomo npeoicoiceniie — id Xapmuen i eAeKmpoien nocumer;
o lonvanen Odpasey Ned - Jlexnapayus 3a cvenacue ¢ kiaysume na npuiodiceniis npoexm na
002080p,
 lonvanen Obpasey No5 - Jlexnapayus 3a cpoxa na eanuonocm na ogepmama;
o [lo ceoe yenompenue yvacmuuxom e npedcmasun Oexiapayus no wr. 39, an. 3, m. 1, Oyrea
L0%om HITT30I;
/1o ceoe yemompenue yuacmnuxvm e npedcmasul  OeKIapayus 6 cLomeencmeue ¢ ui.33,
an.6 om 3JHIXM,
o Homapuaino sasepen dokymenm sa ynvanovowasane na Kpacumup Huxonaes u Januena
Huronosa cvenacno wn. 39, an, 3, m. 1, oykea ,,a" om II130II;
® lIpedcmagenu ca Qoxkysmenmu 3a 0mopusayus/omopuzayUoNio nucsMo om npoussoounen,
YOOCIMOosepasauyo npaca 3a nPeocmagumencmeo u Mmupeosus Ha mepumopusma nd Penybauxa
bvazapua ¢ aekapemeenu npooykmii, Kakmo credsa: '
v @pesenuye Kaou Boreapus EOGT, Bvieapus;
v' Medochemie Ltd., Kunvp;
v Actavis Group PTC ehf., Heaanous,
v KRKA, d.d, Crosenus;
v B. Braun Melsungen AG, I'epmanus;
v\ Axmasuc EAJ], Bvazapus;
V' Accord Healthcare Limited, O6eduneno Kpancmeo,
v' MIP Pharma GmbH, I'epmenus;
v Alvogen IPCo S.ar.1, Jhokcembype;
v' Roche Registration Limited, O6eduneno Kpancmeo;
v BVJI BHO-HI[3IIE EOOJ, bvaecpus, _
CJIICJ, KOCTO HampasH IIPOBEpKa Hd CHABPKAHHETO HA TEXHHYECKOTO IPEUIOKCHHC
CHOOPA3HO H3HCKBAHMATA 1A MPOIE/ypaTa H YCTAHOBH, Ue JOKYMCHTHTE HA YyYacTHHKA OTrOBapsT Ha
M3HCKBAHKATA Ha NPOIE/lypara u 3aKOHa. -
YUaCTHHKBT € IPE/UIOJKHII CPOK 3a H3ITBJIHCHHE HA JIOCTABKHTE, CPOK 3d pascpoueno ramarne ||
M OCTATBUCH CPOK Ha TOAHOCT Ha O(QepHpaHuTe JICKAPCTBCHH MPOJAYKTH OTrOBApAILH HA
MUHHUMAIHHTE H3HCKBAHHA Ha BB3JIOKHTEIIS.

Odepupannte jexapcTBEHH HPOJAYKTH ca BKIIOYEHH B [punoxenne No2 ma TIJIC u
CHOTBCTCTBAT 1A H3HCKBANNATA HA TCXHUYCCKATA ClIEM(HKALHS KbM TOKYMEHTAINATA 32 YUaCTHE B
liponenypara, 1o ornomenne na ATC koj, TeHepuyHO HaHMCHOBaHue, JekapcTsena (opma,
KOJIMYCCTBO aKTHBHO BEINECTBO, C/IMHHYHA MSPKA Ji OKOHYATEIHA ONAKOBKA M0 HOMEHKJIATYPH B
obocobenara mosuums n 1oxpoGHo omucany Ipuoskenne Nel kbM HacTOAIIS IIPOTOKOJ, C
H3KIIIOUCHHE Ha CJIC/IHITE HOMEHKIIATYPH:

OxoHY. onak;
ARTHBHO B-BO

Msipk
a

" . Ko, 'CTBO
r ' ATC Koa lenepiuno nanmenosanue Jlex. dhopna APAEK
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Powder for
solution for
injection

259 JO1DCO?2 Cefuroxime 1500mg s 5

Odgeprnoro npemnoxkenne na "O®HOHUKC ®apma" EOOJ[, AKCETHUH @®JI. 1,5I' X 1, ¢
HPHTCIKATEN Ha paspelinenue 3a ynorpeda Medochemie Ltd., Kunbp, e perncrpupano B ITpuioxkenie
Ne2 na 1IJIC B okonvaresnna onakoska ot 1 6p., a ne 1o 2 6p.

Koammensra npejutara yuacTHHKST jia Gbjie OTCTpanen 10 HOMEHKIATYpa 259 Ha ocHoBame
wi.107, 1.2, Gyksa a) or 30I1 — npejcrasun e odepra, KOSTO He OTroBaps Ha Ipe/BapHTEIHO
00sIBCHHTE YCIOBHS HA HOPHUKATA. _ ) o

2 =
s = ; Koanuecrso =3
ATC Kop Fenepiuno nanMenosanue Jer. dopma G Orony. onag
AKTHBHO B-BO =
Powder for
260 101DC02 Cefuroxime solution for 1500mg s 100
injection ]

L [~ 1]

Odeprioro ][])éLLJ'IO}ICCIlI-IC na "®LOHUKC Dapma” EOQO/I, _AKCETUH_®JI Y Rl T

lIpHTe;atTes Ha paspemienue 3a yrnorpedba Medochemie Ltd., Kumsp, e pernctpupano B Ipunosenne
No2 na IIJIC B oxonyatresnna omakoska ot 1 Gp., a e 1o 100 Gp.

Komucnsta npeutara yyactuukst sa 6b1e oTetpames no HoMenkiatypa 260 Ha ocnosanue
w107, 1.2, Oyksa a) or 30I1 — npeacraBmn e ofepra, KOATO e OTroBapsi Ha NpPe/BaPUTEITHO
00SBEHUTE YCIOBHS HA HOPLUKATA,

Z 2
ATC Kon lenepiuno nanmenosanme Jlek. hopma l\..u..rmq-:cmo & = Oxony. onag
AKTHBIO B-BO =
‘ Powder for
261 Jo1DCO2 Cefuroxime solution for 1500mg 3 10
injection

Ogeprnoro npeioxenne va "O®bOHUKC dapma" EOOJl, AKCETUH ®JI. 1,5 X L &
HpHTEeKATCI Ha paspeinenne 3a ynorpeda Medochemie Ltd., Kunsp, e perucrpupano s Ipumoxenie

No2 na ITJIC B okonuarenna orakoska ot | Op., a ne 1o 10 6p.
Konmcusira npesuiara yuacTnuknT ja Onje oTeTpanen no nomenkmatypa 261 na ocnosanme
w107, 1.2, Gyksa a) or 30I1 — npejicrasun e odepra, KOATO He OTroBaps Ha IPeJABAPHTEITHO

o0siBeHHTE YCJIOBIIS 11a 1IopbhYyKaTa.

Z
ATC Koa Cenepiuno nansenosanue Jler. popma Menieorsn & = Oxon. onax;
AKTHBHO B-BO s
Powder for
262 JO1DDOI Cefotaxime solution for lg & I
injection

O¢eprnoro npemioxkenne na "O®bOHUKC ®apma" EOO), HEDOTAKCUM-MUIT OJL.
ITP 15MIJT X 10, ¢ npuresxaren. na paspeutenne 3a ynorpe6a MIP Pharma GmbH, T epMaHus, e
peructpupano B Hpmioxenne No2 na ITJIC B oxonuaresnia onakonka ot 10 6p., a He 1o 1 op. ;

Komucnsra npeutara yaactnHuksT sa 6b/1e OTCTpaHeH 1o HOMeHKmaTypa 262 Ha ocHOBaHHE
w107, 1.2, 6yksa a) or 30Il — mpejcrasun e odepra, KosT0 He OTroBaps Ha IpejBapHuTeIHO
00sIBEHNTE YCIIOBHS Ha MTOPHYKATA. '

3 2 %
ATC Kon Ienepuuno nausmenosane Jler. Qopma i &« Owronu, onag,
AKTHBHO B-BO < ;
Powder for
263 101DD02 Cefltazidime solution for © 1000mg ¥y 1
injection

Odeprioro npemioxenne na "O®bOHUKC dapma" EOO/, HEDTAZMINUM-MUIT ®JI. 1T
X1, ¢ mpuTeskaten na pasperrenie 3a ynorpeda MIP Pharma GmbH, ['epmanns, e perucrpupano B

Hpunoxenne Ne2 na ITJIC B okonuarenia onaxoska ot 10 Op., ane mo 1 6p.

Komucnsra npejiiara yaactHHKSBT fa 65b1€ 01STpaHeH 110 HOMCHKJIaTypa 263 na ocHoBaHue
w107, 1.2, 6yxsa a) or 3011 — npejcrasun e odepra, KOSTO He OTroBaps Ha IMPEABAPHTEIIHO

oOsBenTe YCIIOBH: Ha ITOphUKaTa,

2l




S .
R . Koanuecrso a
ATC Kon Penepuuno nanmenosanne Jlek. popma : ® Oxony. onag;
AKTHBHO B-BO =
Powder for
267 JO1DDO04 Celiriaxone solution for lg 3 5
injection

Odeprroro npemnoxkenue na "OLOHUKC ®dapma" EOOJ], MEJIAKCOH ®JI. 1I'P X 1, ¢
MpUTEIKaTel Ha pazpeincHue 3a ynorpeda Medochemie Ltd., Kunsp, ¢ peructpupano B IpunoxeHne
No2 na IJIC B oxonuaresnna onakoska ot 100 6p., a e 110 5 6p.

Komuensra npejurara yqacTHHKBT fa 6be OTCTpaHEeH MO HOMEHKIaTypa 267 Ha OCHOBaHHE
wi.107, 1.2, 6yxsa a) or 301 — npescraBun e ofepra, KOATO HC OTroBaps Ha IPeBapHTEIHO
00sBEHUTE YCIIOBUSE A MOpPHUKATa,

S ”
i 5 Koanuecrso 2
ATC Kopn Ienepuuno nanmenoBauiie Jlex. dopma w o Oxon. onax
AKTHBHO B-BO :;
Powder for
269 JOTDDO4 Celtriaxone solution for lg g 10
injection

Odeprroto npeutoxkenue na "®LOHUKC (Dﬁpnaa" EOOMT, MEIJAKCOH ®@JI. ITP X 1, ¢
npurekates Ha paspemenue 3a ynorpeda Medochemie Ltd., Kunsp, ¢ perucrpupano B Ipuioxerne
No2 na I1JIC B oxonuarenna onaxkoska ot 100 €p., a ne o 10 6p.

Komucunsra npejiara yqacTHHKBT Jia Objie OTCTpaHeH 10 HOMeHKIaTypa 269 Ha ocHoBanue
w107, 1.2, Oyksa a) or 30Il — npeacrasun e ofepra, KOIATO He OTrOBaps Ha MPEIBAPHTECITHO
00sIBEHHTE YCIIOBHS Ha IIOPHUKATA.

—— = e g
ATC Kon ["enepuyiio HanMeHoBaHie Jlex. hopnia K:o"“'m“ e &« Oxony, onakg
AKTHBIO B-BO s
Powder lor
270 JO1DD04 Ceflriaxone solution for 2p g 5
__injection

Odeprroro npeuioxenne na "O®LOHUKC ®apma”" EOOJI, MEJIAKCOH ®JI. 2I'P X 1, ¢
HpuTeKaTes1 Ha paspemenue 3a ynorpeba Medochemie Lid., Kunsp, ¢ perncrpupano B ITpiioxenne
Ne2 na ITJIC B oxkonuatesna onakoska ot 50 6p., a He 1o 56p.

Komucusra npeaara yqacTHHKBT Jia Objie OTCTpaHeH 1o HoMenkiarypa 270 Ha ocHoBaHue
wi.107, 1.2, 6yksa a) ot 30l — npejcrasun e odepra, KOSATO HE OTroBapsl Ha NpPEABAPHTCIIHO
o0siBeHHTE YCIIOBHS Ha MOPHUKATA.

13
' ATC Koa Ienepnyiio nanmenosanie Jlew. opma Sonuaeng &« Oronu. onak,
AKTHRHO B-BO =
l 272 J01DD04 Ceftriaxone Solufion for 2g g 10
injection

Odgeprnore npetonenne Ha "®bOHUKC dapma" EOOJ[, MEJIAKCOH ®JI. 2I'P X 1, ¢
npuTexaren Ha pasperense 3a yinorpedba Medochemie Ltd., Kunsp, e perucrpupano B Ipuioxenue |
No2 na ITJIC B okonvatenua omnaxoska ot 50 6p., a e mo 10 6p.

Komucusira npejuiara y9acTHHKBT jia Objle OTCTPAHEH 110 HOMEHKIaTypa 272 Ha OCHOBAHIE
wi.107, 1.2, 6yksa a) or 30Il — npescrasmn ¢ odepra, KOSTO HE OTToBapst HAa MPEABAPUTENHO
00sIBEHUTE YCIIOBHS Ha MOPbUKATA. '

; Z
ATC Koa I'enepruno nanvenopanie Jler. opma h,w'“[wcmo & « Oront. onak,
AKRTHBHO B-BO =
Powder for
273 JOIDDI12 Celoperazone solution for 2000mg g 5
injection

Odeprnoro npeokenue na "®bLOHUKC dapma" EOOJ], MEJIOLE® ®JL. 2I'P. X 1, ¢
npHTeKarel na paspenienne 3a ynorpeda Medechemie Ltd., Knnsp, e perucrpupano B Ipunosxenue
No2 na TJIC B oxonuatenna onaxoska ot 10 6p., a we 110 5 6p.
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Komucusita npejutara yqactuuksr Jia Ghjie 0TCTpare 1o HOMeHKIaTypa 273 Ha ocHoBaie
wi.107, 1.2, 6yksa a) or 3011 — npexcramn e odepra, KOATO He OTrOBapst Ha TIPeJBapHTEITHO
oOsiBenuTE C YCJ/IOBHA Ha [NopwruKara. :

g : Koanuecrso =3
ATC Kon Fenepruno nanmenosanne Jlex. dopma 5o Oxonu, onaxg

AKTHBHO B-BO e
Powder for
W q solution for

278 101DD62 Cefoperazone/Sulbactam e L s ; lg/lg & |
injection/infusi
on

Odeprroro npepioxenue na "®bOHUKC @apma" EOOJI, CYJIIED OJI. ITP/ITP X 1, ¢
HpHTEeKaTel Ha paspenienne 3a ynorpeba Medochemie Ltd., Kursp, ¢ perucrpupano B ITpuioxenie
No2 na ITJIC B okonuarenna onaxkonka ot 25 Op., a ne o 1 6p. :

Komucusita npejuiara yqacTHHKBT jia ObJie OTCTPAHCH T10 HoMmenknarypa 278 wa ocrnosanne
wi.107, 1.2, 6yksa a) or 30I1 — npeacraBui e ojepra, KOATO HE OTroBaps Ha IPEABAPUTCIIHO

OOABCHHTC YCHOBHST Ha MOPBIKAT.
e : ' ' Komnuecrso | & N
ATC Kon Lenepruno nanmenosanie Jlex. (opma = 2 Owxony, onax,
) AKTHBIO B-BO =hal .
Powder for solution |
280 JOIDEOI Celepime for Ig & I .
— injection/infusion

Odeprioro npeuioxkenne na "GLOHUKC ®apma” EOO/L, HEDEITAM AMIL1000MI)
20MJI X 1, ¢ nputexaren Ha paspellenne 3a ymnorpeGa @pesennyc Kabu brnrapus LOO,[[,
buirapust, e perucrpupano B Ipunoxenue Ne2 na ITJIC B okonuaresna onakoska ot 10 Op., a ne no
I 6p. |

Komucnsita npejuiara yuacTHHKBT Jia 6h1e OTCTpaHeH 110 HoMmenknarypa 280 wa ocHopanue
wi.107, 1.2, Gykea a) or 30II — npescrasun e odepra, KOATO He OTroBapsi Ha IpeBapHTEIHO,
00ABEHUTE YCIOBHS HA IIOpBYUKATA, ; }

S & i

ATC Kon Penepruno nanmenosanme Jler. dropaia :é,(:ﬁ:l:i:?ﬂ § g Oxony. onak,
Concentrate for ]

e - —_— ’ 7 ( 1+ o !

288 JOTELEOIL Sulfamethoxazole / Trimethoprim solution for Sgm g 10 [
e e l6mg/ml — 5ml !

Odeprioro npeyioxenne na "®bOHUKC dapma" EOOJ[, BUCEITTOJI AMIT.480MI/5MJI
X 10, ¢ nputexaren na pasperenne 3a ynorpeba Warsaw Pharmaceutical Works Polfa S.A., Iosmna,
HC ca MHPCACTABCHH JIOKYMEHTH 33 OTOPH3aUMA/OTOPH3AMHOHHO MHCMO OT  I[POH3BOMTEI,
YZL0CTOBEPSIBANILO 1IpaBa 3a IPEACTABUTEICTBO U THProOBHS Ha TepHTOpIIATa na PenyGiuka Brirapus
¢ siekapeTBent npojykTi. Komicista npejyiara y9acTHUKET Jia ObJe OTCTpaHeH 1Mo HOMEHKIATYpa
288 ma ocuosanne wi.107, 1.2, 6yksa a) or 30I1 — npencrasmi e odepra, KOsTO He OTroBaps Ha
IPEBAPHTENINO OOABEHHTE YCIOBHUS Ha MOPHUKATA. -!

|

Koansecrso

2 |
' o Oxonu. onax,
AKTHBHO B-BO = '

Ka

ATC Koa eneputio nanmenonanme Jlek. (popma

291 JOIFA09 Clarithromycin ['1]:11'1]&?::‘110(1 500mg g 14 |

O¢eprroro npemoxenne na "®LOHUKC dapma" EOOJ[, ®POMUIINJ] TABJL 500MI° X
14, ¢ npurexaren na paspemenne 3a ynorpeba KRKA, d.d., Cnosenns., ne ¢ He ¢ BKIIOUYCHO 13

TTpmiokenne No2 ma TTJIC, keM Jjata 02.12.2017r.
Komucuara npeanara ysactHuksT jta 6b1e oTcTpanen mno Homenkiarypa 291 na ocronanue
wi.107, 1.2, 6yksa a) or 30I1 — npeacrasun e odepra, KosTo He Ol‘l‘OBapH Ha 11])6,[[3’1])11’16.1‘][10

o0siBeHHTE YCJI0BHA Ha ITOPBYKaTa.

Koamiecrso

|
: Orony, onax,
ARKTHBHO B-B0O |

ATC Koa lenepuuno nanmenosanie Jlew. Qropma

Msap
Ka

Prolonged !
release tablet 500mg 7 .

on

292 I0TFAD9 Clarithromycin
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Odgeprroro npeokenne Ha "®HOHUKC dapma" EOOJI, ®POMUIIN][ YHO TABJI.
S00MI" X 7, ¢ npurexaren Ha paspemnenue 3a ynorpeba KRKA, d. d CrnoseHus., HE € HE €
BKiovueHO B Ipunoxenne No2 wa ITJIC, kM gara 02.12.2017r. |

Komiicisita 1ipejyiara yqacTHKDT ia Gb/jie OTCTpaHeH 10 HoMeHKIaTypa 292 Ha OCHOBAHHE
w107, 1.2, O6ykea a) or 30II — mpencraBuil € oepra, KOATO HE OTroBaps Ha IPeABAPHTEIIHO
00ABCHHTE YCIIOBHS HA IIOPHLUKATA.
|

R R — Rommecwo | & |
ATC Kon Ienepnuiio vannvenosanue Jlek. hopma \F)flli e 5 g Orony, onax,
. - ) | AKTHBHO B-BO =
295 JOIFALD Arilhmmycin J ; 'IHLC]OTMI 500mg ‘ = ‘ 3
table

Odeprioro npestoxenne na "OLOHUKC dapma” EOOJ1, ASUBUOT TABJLS00MI X 3,
nputekaresr Ha paspemiende 3a ynorpeba KRKA, d.d., Crosenus., He € He € BKJIIOYEHO B
ITpunosxenne No2 na I'JIC, knm gara 02.12.2017r. |

KO\-mcuﬂTa Ipejyiara yYacTHUKBT Jla Objie OTCTpaHeH 110 HoMeHkiatypa 295 Ha OcHOBaHMHE
w107, 1.2, 6yksBa a) or 30Il — mpeacrasuit e odepra, KOSITO HE OTroBaps Ha HpeiBapUTEIHO
06smuznl € YClIOBHSL Ha IOpBYKAaTa. |

AN e - :
ATC Kon Ienepruuno nanmenosane Jlew. opma N = Oxonvy. onar,
= - AKTHBHO B-BO =

320 JOIMAI2 Levofloxacin Kilm conterd SOOImg g 7

- tablet

OdeprnoTo npesyrokeHne Ha "OLOHUKC Gapma" EOO/I, JIEBO®JIOKCALIMH AKOP/[
TABJI. 500MI" X 7, ¢ npurexaren na pazpemenne 3a ynorpeba Accord Healthcare Limited,
O6emneno Kpanetso, He e He ¢ BiroucHo B [punoskenne Ne2 na ITJIC, kem parta 02.12.2017r. |

Komucensdra npejyiara yuacTHHKBT Jia ObJie OTCTpaHCeH 10 HoMeHkarypa 320 na OCHOBAHHE
un.107, 1.2, 6yksa a) or 30Il — npexcrasun ¢ oepra, KoATO HE OTroBaps Ha npe,tmapmejmo

o0sBEeHUTE YCIIOBHA Ha IMOPhUKaTa. |
|

o |
& |

Koanvecrno
Owonu. onaxk,

ARTHBIO B-BO =

Ka

ATC Kon I"enepiino nanmMenopane Jlek. dopma

Powder for solution i

336 JOIXBOI Colistimethate sodium for 2MIU b 10 ‘

injection/infusion

Odepriroro npeioxkenne na "®bOHUKC dapma" EOOJT, KOJIMCTUH AJIBOI'EH 2MIU,
®JI. X 10, ¢ npureskaren na paspeuienue 3a ynorpeda Alvogen IPCo S.ar.l, JliokcemBypr ne ca
NPC/ICTABEHH JIOKYMEHTH 32 OTOPH3AIHS/OTOPH3AIIHOHHO TTHCMO OT NPOM3BOHTE, y,noc"roncpﬂ13'11110I
npapa 3a MpeJICTaBUTeICTBO W THProBus Ha TepuTopHsTa Ha Penydnuka beiarapus ¢ nekapeTsenu
npostykt. Komucnsara mpejuiara  ygacTHHKLT Jia OBJie OTCTpaHEH 10 HOMeHKatypa 336 Ha
ocnosanne wi.l07, 1.2, 6yksa a) or 30Il — npejacraBun e odepra, KOSITO He OTroBaps Ha

[npeaBapHTeiiHo obsBenuTe YCIOBH: Ha [OPBLYKAaTE. !
|

Koanuecreo &« i

ATC Koa Ienepuuno nanMenosanune Jler. Qpopma —, = ¥ Owony. onax,

338 JOIXDO] Metronidazole Bolmon for | I00meptinl.l B | f
inlusion -100 ml

. . e
PErHCTPHPAHO B l]pnnomenne Nﬂ2 na I'JIC B oxonvatenia orakoska ot 10 Gp., aneno 1 6p i
|

KomucusTta npejylara yJacTHHKBT @ ObJIe oTCTpaHen 1o noMenkiarypa 338 ma ocuomlme
w1107, 1.2, 6yksa a) or 30I1 — npejpcraBui e odepra, KOATO HE OTroBapsi Ha npcnmpmcm[o‘

00sIBEHITE YCJIOBHS Ha ITOPBUKaTa.

|
!

. ' ¥ = |

ATC Koa lenepuuno nanmenosanne Jlew. (popma Foamgorel Z g Oxony. onar

AKTHBHO B-BO | 2 1

343 JO2ACOI Fluconazole Capsule, hard 200me g i |
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Odepruoro npesmioxenne na "®HLOHUKC ®apma”" EOOJI, MEJIODJIVKOH KATIIC.200
MI" X1, ¢ npurexaren na paspemenue 3a ynorpe6a Medochemie Ltd. , Knnsp, ne e Braoveno B
Hpunoxenne N2 na ITJIC, kpMm mata 02.12.2017r. _ j
Kowmensira npejinara yuactuukst na Gbe otctpanern mo HOMeHKnatypa 343 Ha ocHOBaHHE
w107, 1.2, 6yxea a) ot 30II — npejicTaBuil € odepra, KOATO He OTIOBapsi Ha I1PE/(BAPHTCIIHO
O0SIBEHUTE YCIOBHSI HA MOPHUKATA. |

L T Koanuccrso B
[ ATC Kon lenepiyno nanmenonanne Jlew. hopma J 2 B Oronu. onag,
: : . ARIMBHOB-BO.] & | =~~~ =
344 [ J02AC01 Fluconazole _dpbuu hard | lS()mg E 3

4, ¢ npurexaren Ha pa3puuume 3a yno;pwa Arcmmu E A,H ])'bjllﬂ])ll}l e pcruupupduo B
[pnnoxenye N2 na I1JIC B okonuatesina onakoska ot 4 6 Op., ane no 3 6p. 3
Komucnsara npejuiara yuactHHKbT Jia Ob/ie oTCTpameH 110 HoMeHKIaTypa 344 na ocHopanue

W10/, 1.2, byksa a) ot 30Il — mpencraBui e odepra, KosATo He oTroBaps Ha MPeABAPHTEIIHO
00sABEHHTE YCIOBHS HA OPBUKATA.
Ha 6a3a ropensroxenoTo KOMICHITA HAMIPA TEXHHYCCKOTO TPETOKEHIIC HA YUACTHIK:
10 OcTaHAINTe HOMCHKJIATYPH B 0060c00eHATA MO3HINIST 32 OTrOBAPSILO B IBLJAHA CTCHCH 1A
IBICKBANNATA  HA  BBIIOKHTENs, 3aJ0KEHH B TeXHHYCCKATA  CHCHHDIKAIIS na
AorymenTanusTa, C orjieft Ha TOBA, KOMIHCHSITA CAMHOMYIIIO PEliH, Ye A0NYCKA yIaCTHIK:
"OLOHUKC ®apma' EOOJL 0 caeasan eran B npomeaypara — orBapsiHe Ha ucnmsom
HPC/LUIOZKCIIE 110 OCTANAITE HOMEHKJIATYPH B 000cobenaTa mo3nisi.
Ilo OIINe7 Myckyano-ckenemna cucmena: l-
Komucnsra ycranosu, ue yJacTHHKBT B IPOLEAYpPaTa ¢ NPeICTABII BCHUKH H3HCKYEMH OT
BBL3JIOKUTENS IOKYMEHTH, 8 HMEHHO: :
® llonvanen Oopasey Ne 3 — Ipednoaicenue 3a usnvanenue na nopvukama, ;
o lpunoocenue Nel KoM mexuuueckonio npeonodiceniie — nda xapmuei u eiekmponen nocumen;
o Honvanen Obpasey Ned - Jlexnapaius 3a coenacue ¢ kraysume na npuiosicens npoexm na
002060p;
° Honvanen Oopasey Nos - Jleknapayus 3a cpoxa na eanuonocm na ogpepmama i
* Ilo ceoe yexompenue ywacmuuxom e npedcmagut 0eKiapayis no 4. 39 an. 3, m 1, uyma
0 om HII30I; i
o llo ceoe ycyompenue yuacmuuxvim e npedcmasui  OeKAapayis. 6 Cvomeemcmeue ¢ 41,55,
an.0 om 3JTXM; |
o Homapuaino sasepen doxymenm 3a y!?b.’fh‘().l.'(JH{(IGGHG na Kpacumup Hurxonaes u ﬂfﬁmeﬂa
Huronosa cvenacno ua. 39, an. 3, m. 1, 6ykea ,,a* om 13011, !
e [Ipedocmasen ca doxymenmu 3a onr(Jparsmfwr/o;nopzm:n;aomm nucso om npouscodumen,
YOOCMOBEPABAIO NPAGA 3 NPEOCMAGUMENCINGO U MbP2OGUL HA MEPUMOPUAMA 11 Penyomura
bvaeapus ¢ nexapemeenu npooyKmu, kKakmo credsa: !
v’ Medochemie Lid., Kunvp, 1'
V' Fresenius Kabi Austria GmbH, Aecmpust; |
v Berlin-Chemie AG (Menarini Group), I'epmanus;
v'_Pfizer Limited, QGeduueno Kpancmeoy !!

V' Takeda Austria GmbH, Aecmpus; [
CIIC/l, KOCTO HAlpaBH NPOBEPKA HA CHABPKAHHETO HA TEXHHUYCCKOTO IPEUIOKCHHES

CI)OG]JEBIIO H3HCKBaHHATA Ha MMpoueaypara 1 YCTaHOBH, Ye JOKYMEHTHTE Ha YUacTHHKa OTropapAT Ha

H3HCKBaHHATA Ha IpoLeaypaTta | 3aKona. '
YUacTHHKBT € TIPEJUIOMNKHII CPOK 3a H3IILJIHCHHE Ha JIOCTaBKHTE, CPOK 3a pas3cpoucHo IIJIdL]l'lHC

H ocTarpvueH CpoOK Ha IoJHOCT Ha O(I}CpH]J’IIIHTe JIEKapeTBeH  TIPOJYKTH OTroBapsiuii lIZl
MHHHMAJIHHTE H3MCKBAHHS Ha BH3JI0MKHTEIII. |




]
|
{
{
|

Odepupanure gexapcTBeHH NpojyKTH ca Bkaoyenn B Ilpumoxxenue Ne2 ma IJIC u
CHOTBETCTBAT HA H3UCKBAHHATA HA TEXHHYECKaTa CHelM(PHKaLNI KbM JIOKYMEHTAINATA 38 yYacTHe B
nponeaypara, no oruoucane Ha ATC koji, reHepuuyHo HaUMeHOBaHHe, JICKapCTBCHA {[)opma'
KOJIHYECTBO aKTHBHO BEIECTBO, CJAHHHYHA MAPKa U OKOHYATCIIHAa OIIaKoBKa 110 HOMCHKIATYPH B
0(0(.060”3['1 IHO3UIHA H 1101]])06][0 OITHCaHH ”])HJIO}I(LI]IIL Nel wBM HACTOALMA 1IPOTOKOJI CI

I-i?K_J'l_l("_)‘I_CIIHL Ha CJICJIHHTE HOMEHKIATY PH. ;

e o
ATC Koa ‘ Uenepuuno nanmexosanmne Jlek. hopma Koaudeagrad 5 g Oxonu. onax,
i o D © | aktuBnos-go | = * s |
370 MO03BX01 | Baclofen Tablet 25mg. g 50

O¢eptoto npeutokenue na "GLOHUKC (del\n" l()()}{ BAKJIO®EH TABJIL. 25MI" X
50, ¢ npurexaren na paspemienue 3a yrnorpeGa Pharmaceutical Works Polpharma S.A. (PL), ITonma
HC ca IPCJICTABCHH JIOKYMCHTH 32 OTOPH3AIHSI/OTOPH3ALMOHHO MHCMO OT IIPOH3BOJHTE],
YZOCTOBEPABAIILO 1IPaBa 3a MPeCTABHTEIICTBO H THProBust 1a Tepuropusta na Penybimka buirapus
C JIGKapCTBEHH MTPOAYKTH.

Komucnsra npejuiara yqactHuksT fa 6bJie OTCTpaHeH 1mo HoMenkiarypa 370 na ocHosaHme
wi.107, 1.2, 6yksa a) or 30Il — mpeacrasui e odepra, KoATO He OTroBaps Ha HPEBAPHTENHO
OO}IHCIIHI € YCJIOBH: Ha [10])1311[{211‘&1

73 .
r ATC Kon I"eneputuno nansMenopane Jler. popma i b & @ Oxonu. onax,

B N AKTHBHO B-BO | =
375 NO1ABOS Sevollurane nitalation 250ml & C
vapour, liquid |

OdepTHOTO TpEUIoKECHHE HA "®LOHUKC dapma" EOOJI, CEBOPAH ®JI.250MJI X 1, c
npurexares] Ha paspemenne 3a ynorpeda Gedeon Richter Ple., Yurapus ne ca npcncnncnu
JIOKYMEHTH 3a OTOPH3alMs/OTOPH3AIMOHHO TIHCMO OT [POU3BOANTEN, YAOCTOBEPSBAILO HpaBa 3a
IPEJICTABHTENICTBO H ThproBHs Ha Tepuropusita Ha PemyOuika briarapns ¢ JiekapcTBeH# POJIYKTH, f

Komucnsita npejuiara yuacTHHKBT Jia Objie oTcTpaien 1o HoMeHkIaTypa 375 na oc.uommlc
wi.107, 1.2, Oyxsa a) or 30Il — npencraBun e odepra, KOATO HE OTroBaps Ha npenmpmeﬂno
o0siBeHHTE YCIIOBHS Ha MOPHUKATA.,

Ha 6a3a ropemnsiokenoro KOMHCHSITA HAMIPA TEXHHUCCKOTO MPEAJI0KEHHe HA YIACTHIIKA
10 OCTAHANITE HOMEHKIATYPH B o0oco0enara MO3HIMA 32 OTHOBAPSIO B NBJNA CTEHECH HA
H3HCKBAHMATA  HA  BBLIIOKHTEIS, 3AJ0KEHH B TEXHIMECKATA  crelpmurammust ua
pokymenranmsra. C oriiest Ha TOBA, KOMHCHSATA C/ANHOAYIINO PElIl, He J0IyCKA YyUacTHHKA
"OLOHHUKC ®apma' EOOJL no cieasany eram B mpoueaypara — orapsiie Ha 1eHoBoTo
NP CATOIRCIIE 110 OCTAHAIITEC HOMCHKJIATYPH B 060ocobenaTa mosuisi, 5
.

ITo OITNe8 Hepena cucmema: i

KomucusaTa ycraHoBH, Y€ yyacTHHKBLT B IPOIELypaTa ¢ NPEJACTABMII BCHUKH H3HCKYEMH OT
BB3JIOKHTENS JIOKYMCHTH, @ UMCHHO! l

e [fonvanen Obpaszey No 3 — lpeonooicenue 3a uznvineiiie na nopvyukama,

o [lpunooicenue Nel kKvm mexnuyeckomo npeodiodicenue — na Xapmuen 1 eiekmponen nocuimen,; p

o [lonvanen Obpaszey Ned - Jleknapayus 3a cvenacue ¢ kiaysume na npuiodiceniiss npoexm nd
002060p,

o Ilonvanen Obpasey No3 - Jlexnapayus sa cpoxa na eanonocm na ogepmama; .

e [lo ceoe ycxompenue yuacmnuxvim e npedcmasun oexiapayus no wi. 39, air 3, m. 1, 6y,'c6a!

L0 om THIZO!I;
e [[o ceoe ycmompenue yuacmiuukvin e npeocnacun  Oexkiapayus 6 Cbomeemcmeue ¢ l:.-'.f.55,j

an.6 om 3HTTXM; |
o Homapuanno 3asepen Ooxkymenm 3da }nbfmouou;ae(me na Kpacumup Hurxonaee u )](ml!e'ia
Huxonosa cvenacno un. 39, an. 3, m. 1, oyxea ,a* om IHII30II; |
o [Ipedcmagenu ca Ookymenmu 3a 0mopusayua/omopu3ayuonio nucmo om npous‘@odume.rr,;
yoocmogsepasaiyo npasa 3a npeocmasumencmeo i mopocus na mepumopusma na Penyoauxa
Bvaeapus ¢ nexapemesenu npodykmu, Kakmo cieded: |
v’ Tesa Dapmaciomurvic bvieapus EOOJ], boreapus, ]

.

36

|




v' B. Braun Melsungen AG, I'epmanus;
' Fresenius Kabi Deutschland GmbH, I'epyanus;
V' AstraZeneca UK Lid, O6eduneno Kpancmeo, _
Montavit GmbH., Ascmpus;
Stada Arzneimittel AG, ] epyariis;
Dpesenuye Kabu Bvieapus EOOJ[, bvareapua;
G. L. Pharma GmbH, Asempus;
UCB Pharma SA, Beazua;
Axmacuc EAJ], Buneapis;
Gedeon Richter Ple., Vueapua;

CJICIL, KOCTO HANpaBH NpPOBEpPKA HA CHABLPKAHHETO HA TeXHHYCCKOTO IpeJUIoNKEHHE
CHOOPa3HO H3HCKBAHMATA HA lponcaypara u yCTaHOBI, Ye JIOKYMCHTHTE HA y4acTHHKA OTroBapsT Ha
H3HCKBaHMATA Ha NPOIle/IypaTa u 3aKota.

NN A A

Y HaeTHIK BT ¢ TIPe IO CPOK 3 H3ITLJIHCHHE HA JOCTABKHTE, CPOK 3a PasCpoucHO Iiamame
H OCTaThueH CpPOK Ha TIOMHOCT Ha obepupannre nexaperenu NPOJYKTH OTrOBapsiy  Ha
MHHHMAJIHATE H3UCKBAHHSA HA BH3ITOIKHTES,

Odepupannre nekapersenn HpOAyKTH ca BKimouenu B [lpunoxenne No2 na [UIC i
CLOTBCTCTBAT HA H3HCKBAHHATA Ha TEXHHUYCCKATA CHenu(UKaIus KbM JOKYMEeHTAIHSTA 3a ydacTue B
fipoucaypata, 1o ornomenne na ATC xog, FCHCPHUNO  HAMMCHOBANNE, JieKapcTBeHa (opma,
KOJIMYCCTBO aKTHBHO BEIIECTBO, CAHHHYHA MAPKAa 1 OKOHYATE/INA ONAKOBKA 110 HOMEHKJIATYPH B
obocobeHara no3umms M nojipodno onucanu Ilpunoxenne Nol knm HACTOSLMS  TIPOTOKONI ¢

H3KJIIOUYeHHEe Ha CIAC/HHTE I-I(JMCIIKJIHT}'I)I-I: |

ATC Kon Uenepuuno nansenosanne Jlek. Gpopna Koaiuecrao Oxonu. onak,

AKTHBHO B-BO ] |

o 1 |

380 NOTAX10 Propofol Lll.llll‘blt?ll for 10 mg/ml 20 5 : |
infusion ml f

Msipx
a

Odeprioro npeoxenne na "®hOHUKC ®apma" EOOJ], TIPOITODOJT AMIL 1% 20MJ1
FRESENIUS, ¢ npurexaren na paspenienne 3a ynortpeda Fresenius Kabi Deutschland GmbH,
I'epmanua, e perncrpupano n punoxenne No2 na ITJIC B okonuarenia OTNaKkoBKa ot 5 Op., a He 110 1
op. |
Komucnsra npennara yuactuuknr ja 615e OTCTPaHeH 10 Homenkinatypa 380 na ocHoamue
w107, 1.2, 6yksa a) or 30I1 — npeacrasui ¢ oepra, KosTo He OTroBapst Ha IpejiBapHTeIHO
00sIBEHUTE YCIIOBHS Ha OpBYKaTa. !

]
|
|
T

; |

ATC Kon Uenepuuno nausenosanmne Jlew. Qropma Koanyecrag & = Oxonv. onag

AKTIBHO B-BO = .

Emulsion for i

382 NOIAX10 Propofol injection/infusi | 10mg/ml 50ml = 5 |
on |

Odeprioro npejutoxenne na "®LOHUKC ®apma" EOOJI, ITPOTIODOIT AMIT.1% 20MJI
FRESENIUS, ¢ npurexaren na paspentenne 3a ynorpeba Fresenius Kabi Deutschland GmbH,
I'epmanns, e peructpupano n [Ipunoxenne Ne2 na ITJIC B okonuaresnna onakoska or 1 Op., a ne no 3

op. , !
Komucusra npemn YACTHUK] : 1 a Ta OCHOBAHIE
w107, 1.2, 6yksa a) ot 30I1 — NPEJICTaBuII € odepra, KOATO He OTroBaps Ha IIPe/IBAPHTENHO

o0sBennTe YCJIoBHSA Ha NTopbhYKaTa.

. 5 Z T

‘ ATC Kon ’ Fenepiuno nannsenosanie ’ Jlex. qopma ;;:'::;:EC;_I::“ E‘ o Owony, ormml

mi : S s [

392 I NO2AX52 ‘Tranmdol, Paracetamol ’ : |I|:1;£:ch S :::g % G 10 |

Odeprioro npeiosenne na "GPhOHUKC Gapma" EOOJ, TTAPATPAMOJI TABJI,
37.5/325MTI" X 10, ¢ HIPHTCIHKATeN Ha paspeienne 3a ynorpeda Pharmaceutical Works Polpharma
‘.
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S.A. (PL), Tlomma une ca npejcraBeHd JIOKYMEHTH 3a OTOPU3ALHS/OTOPH3AIMOHHO  TTHCMO ot
IPOM3BOJITENl, Y/IOCTOBEPSABAINO TIpaBa 3a HPEJICTAaBUTENICTBO H THProBHA Ha TCPHTOPHATA Ha:
Peny6imka bearapus ¢ 1eKkapcTBEHH IPOJLYKTH.

KoMmucHsiTa npeuiara Y4JacTHHKBT 1a Ohjie OTCTpaien 110 HoMeHk/arypa 392 Ha ocHOBAaHHE
w1107, 1.2, 6yksa a) ot 30Il — npejcrasui ¢ odepra, KosATO HE OTroBapsd Ha HpeiBapHTEIIHO

o0sIBeHIITE C YCIIOBHA Ha IHOphUKaTa.

' %
e Koanuecrso o
ATC Kon [enepntno nanmenosanme Jlek. opma i r Oxony. onax,
AKTHBHO B-BO =
K . : . Solution for 500 mg/ml- 2
393 NO2BB02 Metamizole sodium e & g 10
injection ml

Odeprioto npevionenie na "®HOHMKC ®apwa’ EOOJ, AMU30JIMET AMIL|
500MI/MJI 2MJI X10, ¢ pireskaren na pazpemenye 3a ynorpeba Pharma Swiss Ceska chuhluca
s.1.0.. Yelnka pernyGiika He ca NpecTapeny JIOKYMEHTH 33 0TOPH3alus/0TOPH3AIHOHHO THCMO OT

IPON3BOAUTENl, Y/OCTOBEPSBALLO TpaBa 3a INPEJACTABHTEJCTBO H THProBHd Ha TCPHTOPHATA 1Ha
Penybauka boiarapus ¢ JieKapeTBEHH HPOJIYKTH.

KomucHsaTa npeuiara yuacTHHKBT Jia Ohjie OTCTpaHen 110 HoMeHKnaTypa 393 Ha ocHOBaHHE
a1.107, 1.2, 6yksa a) ot 30Il — npexcraruin e ofepra, KosITO HE OTroBaps Ha IPeBaApHTEITHO
0OSIBEHITTE YCJIOBHS Ha NMOphYKaTa. ;

== ] ' 7 ¥ Z f

| ATC Koa Temtepruito naunMenopanme Jlew. opma ks & « Orkony, onak

5 ARTHBHO B-BO | = ]

[ 415 NO6BX03 Piracetam ]"":]ﬂ';]":‘“' 800mg g 30|
<l

Odepraoro npeatoxenne Ha "®bOHUKC dapma” E OOI[, [TMPAMEM 800MI" TABJL. }\
90 AK, ¢ npurexaren Ha paspeuicnue 3a ynorpedba Akrasnc EAJL, buirapus, ¢ perucrpupaio B
Ipitoskenie No2 na IJIC B okonvarenna onakoska ot 20 6p., a we 1o 30 6p.

KoMicHsaTa npeuiara yuacTHiKbT Ja Obie oTcTpanen 1o nomenkiarypa 415 na ocnosarnie
un.107, 1.2, 6yksa a) or 30IT — npencrasui ¢ odepra, KOSTO HE OTroBapsl Ha MpPEABAPHTCIO
o0sBEHHTE YCIOBHSI Ha MOPBUKATA, !

Ha 6232 ropens/I07keHoTo KOMICHSITA HAMHPA TEXHIMECKOTO HPC/UTO/KEHIE A yIaCTHIRA
110 OCTAHAMITE HOMEHKJIATYPH B ofocofeHaTa MO3HMUIST 32 OTrOBAPSIMIO B IBJHA CTCIHCH ua;
IBHCKBANMSTA 1A BHAJOKNTENs, 3aJ0Kenn B TeXHuueckara  cnelmukamis — na
pokymenTamuaTa, C oriie na ToBa, KOMHCHITA CANHOAYHIHO PENI, ¢ /101ycKa yUACTHIKA
"OLOHUKC ®apma" EOOJL po ciaeapam erail B HpoleaypaTa — oTBapsiie Ha IeHoBoTo
NP EUIO/KEHITE 110 OCTAHAJIITE HOMCHKIATYPH B 060C00CHATA MO3MILISL. j
i

Ho OIINY Jluxamenna cucmema: :

KomucHsITa YCTAHOBH, U¢ YUYACTHHKBT B NPOIELypaTa ¢ Hpe/ICTaBiil BCHUKH H3HCKYCMIL OT
BB3TOIKHTEN S IOKYMEHTH, @ HMCHHO: ‘Q

o [Tonvanen Oopazey Ne 3 — Ilpednodicenue 3a usnviienue na nopvukamd, ]
o Ipunoocenue Nel kva mexuuyeckomo npeoodicenie — ha xapmuei u erekmponer I.‘OCIUH(?.-’J',"
e [Tonvanen Odpaszey Ned - [leknapayusa 3a cveracue ¢ Kiaysume na npuiodicenus npoexm nd

002060p; ; |

o [lonvanen Oopazey Ned - Jlexkaapayus 3a cpora nda 6anionocm na ogpepmani, i
o 1o ceoe ycatompene yuacmuukvil e npeocmasil 0ekiapayus no Y. 39 an 3, m 1, ﬁyhm
L0 %om THIT30IT; |
o 1o ceoe ycyompente y4acmuukont ¢ npeocmasun  0ekndpayus 6 coomeememsue ¢ Ui. LB
ar.6 om 3JMTXM, |
o Homapuano sasepen Qokymenm 3a ynvanosowasane na Kpacumup Huxonaes u J{anuena
Huronosa cvenacto wi. 39, an. 3, m. 1, 6ykea ,,a” om HII30II;

e [Ipedcmacenu ca Ookymenni 3d OMOPUSANLSH/OMOPUSAYUOHHO NUCMO 0N NPOU3EOOUME,

YOOCMOGEPAGAI0 NPABA 3d NPEOCMAGUMENCINGO il MbP2OGUA 1 mepuumopusma ua Penyonuxa
|
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buvaeapus ¢ aekapemeeniu npoOYKmu, kKakmo c1ed6a:
V' Axmasuc EAJ], Bvaeapus; ,_
v' UCB Pharma GmbH, 1 epmanii; |
v Chiesi Farmaceutici SpA, Hmanus; ?
CJIC/l, KOCTO HalpaBH HPOBEPKa Ha CBALPKAHHETO HA TEXHHYCCKOTO IIPEJUIOKEeHHE
boupdalio H3HCKBaHuATa Ha Npouejlypara H yCTaHOBH, Y€ JIOKYMCHTHTE Ha YHYaCTHHKA OTroBapsiT Ha
H3UCKBAHHATA Ha NPOLEAypaTa 1 3aKOHa.
YHaCTHHUKBT € NMPEJUTOKNIT CPOK 3a H3NBIHCHHE Ha JIOCTABKHTE, CPOK 3a Pa3cpoucHoO Mualane
M OCTaThbyeH CPOK Ha TOJHOCT Ha odepupaHuTe JeKapeTBEHH HPOJYKTH OTroBapsild 1a
MHHHMAaJIHHTE U3HCKBAHUSA HaA BBH3T0KHTEIS.
Odepupanure nekapcTBeHH NpojykTH ca BKimouenn B [lpunoxenne No2 na INIC u
CHOTBETCTBAT HA H3HCKBAHMATA HA TEXHHYCCKATa CIleLH(UKALMs KbM JOKyMEHTAIHATA 3a yJacTHe B
npoueaypara, 1o orHomenne na ATC koj, reHepHuHO HaMMEHOBaHue, JekapcTBeHa (Qopma,

KOJMMYECTBO dKTHBHO BEIICCTBO, CIHHNTHA MAPKAa W OKON4Jarcliiia Ofakopka 10 HOMEHKIaTypH B
obocobenara nosunus 1 nojpodno onucanu Hpunoxenne Nol KM HACTOAINMS TPOTOKOJ.

Ha 6asza ropems/okeHoTo KOMHCHSITA HAMHPA TEXHHYECKOTO HPEIIOKCHIC HA
YUACTHHKA 10 000co0enaTa MO3MIIsT 32 OTrOBAPSIII0 B HLJAHA cTelell HA H3HCKBAHHATA 1A
BL3JIOKITENS, 32JI0KeNH B Texunueckara cnempduramus na jgoxkymentanuara. C oruea na
TOBA, KOMHCHSITA eIHHoAYHo peun, ye jgonyeka yqactunka "ObBOHUKC ®apma" EOO/(
A0 cJieABALl eTall B IpOoLeAypaTa — oTBapsiie HAa IEHOBOTO HpeIosKente mo obocobenara
1103 1ILIISE, -

Ilo OITN210 Cenzopnu opeariu:
KomucuaTa yctanosu, ue yJacTHHKLT B HPOLEAYpaTa ¢ NPe/CTaBHIl BCHUKH H3HCKYCMH OT
BB3JIOIKHTENS JJOKYMCHTH, @ HMEHHO! !
o [lonvanen Obpazey Ne 3 — Ipednooicenue 3a usnvineniie na nopvLyukama, i
e lpunoowcenie Nel kv mexnuueckomo npeonodicene — na Xapmuen i exekmponen Hocume, '
o [lonvanen Oopasey Nod - [lexnapayis 3a cveracue ¢ Kiaysume na npuiodceniis npoexnt na
002060, .
o [onvanen Oopaszey Ne5 - Jlexnapayus 3a cpoka ia eanidnocm na ogepmama; :
o I1o ceoe yeatompenue yyacmnuxvm e npedcmagun dexnapayus no vi. 39, ar. 3, m. 1, Gyxea
L0 %om 113011 :
e [lo ceoe ycmompenie yuacmuuxvm e npedcmagui  0ekiapaylist 6 Cbomeemcmene ¢ iS5,
an.6 om 3JIXM,;
e Homapuanno sacepen dokymenm sa ynvanosmoujagare na Kpacumup Huxonaes u Jlanuena
Huronosa cvenacno wa. 39, ar. 3, m. 1, oykea ,,a” om II30!11; }-
o [Ipedcmasenu ca doxysmenmu 3a 0mopusayus/omopuzayuonio nUCMo om npouzsooumen,
YOOCOGePAGAIO NPABA 3a NPEACMAGUMENCMEO U MbP206Ua na mepumopuama na Penyonuka
bvaeapus ¢ aekapemeenu npooykmu, Kakmo cieded: |
Novartis Pharma GmbH, I'epyanus,
v' Santen Oy, Qunnandus;
v' Actavis Group PTC ehf., Heananous ,
ClIe/l, KOCTO HANpaBM IPOBEPKA HA CHABLPIKAHHECTO HA ' TEXHHUYECKOTO IPE/UIOKCHHC

ChO0Opa3HO H3MCKBANMATA HA MPOIEypaTa 1 YCTAaHOBH, Y€ JIOKYMEHTHTE Ha YYaCTHHKA OTrOBAPAT Ha
H3HCKBAHUATA HA IPOIE/lypaTa i 3aKoHa.
YyacTHUKBT € NPEJUIOKHIT CPOK 3a M3MBIHEHHE Ha JIOCTABKHTE, CPOK 3a PasCpoUeto nmmanc
H OCTarpueH CPOK HAa TOAHOCT Ha oOQepHpaHHTe JICKAPCTBCHH MPOJYKTH OTroBapsiy Ha
MHUHHMAJIHHTE H3HCKBAHHS HA BH3JI0IKHTEIIS. |
Odepupanure JgeKapcTBCHH NPOAYKTH ca BiioveHn B Ilpunosenne N2 na ITJIC u
CBOTBETCTBAT Ha H3HCKBAHMATA HA TEXHHYECKara clenu(UKaIis KbM JOKYMEHTAIMITA 32 YUacTHe B
nponejypara, 1o orunomense na ATC koji, reHepHuyHO HauMeHoBaHue, JieKapcTBeHa (opma,
KOJIMUCCTBO aKTHBHO BEINECTBO, €/(MHHYHA MsAPKa L OKOHYATCIHA ONAKOBKA [0 HOMEHKIATYPH B
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obocobenara 1mo3nuus u mojipodno onucann Ilpunoskenne Nel kbM HacTosmHs

H3KJIIOUYCHHE Ha CIIeJIHUTEe HOMCHKJIATYpH.

MPOTOKOJI, C

; o il |
T Konuuecreo =3 |
ATC Kon lCenepuuno nanmenopanie Jlek. opma i "o Oxonu. onax,
AKTHBHO B-BO =
A . I Eye drops, 20 mg/5 mg/ml
446 SOIEDS| Pilocarpine, Timolol S s e & I
solution 5ml

Ogeprioro npemnoxenne na "OLOHUKC ®apma" EOOJI, ®OTUIT COJIL.
NpuTeKaTes Ha paspewenue 3a ynorpeba Santen Oy, unianinsg He' ca npecTaBeHu JIOKYMEHTH 3a
OTOPH3ALHA/OTOPH3ANHOHHO TTHCMO OT POHM3BOIMTEII, Y/IOCTOBEPSABAIIO IIPaBa 3a IPEACTABUTEICTBO

H ThpProBHA Ha TepuTopusta na PemyOimika brirapust ¢ iekapeTBen# IpoJyKTH.

Komucusita npejyiara yqacTHuKBT Ja B¢ OTCTpaHEH 110 Homenkiaarypa 446 na ocHoBanue
w107, 1.2, dyksa a) or 3011 — npejcrasun e oepra, KOATO He OTroBapsi Ha IPEIBAPHTEITHO

obsipenuTe YCJIOBHS Ha HOpBUKaTa.

2% 5MII, c|

i — -
Siesy : Koanuecrso o
ATC Kon enepuuno nanmenosamme Jlex. ropma ® © Orons. onag,
AKTHBHO B-BO ;
it ; = i Eye drops. 40 mg/5 mg/ml
447 SOIEDS] Pilocarpine, Timolol - B e & 1
| solution 5ml [

O¢eprioro npenoxenne na "®bOHUKC dapma" EOOJ[, ®OTUII GOPTE COJL. 4%
SMIL, ¢ npurexaren na paspemienne 3a ymorpeba Santen Oy, ®unnamjyist He ca NpejAcTaBeHit
JOKYMCHTH 33 OTOPH3AIIA/OTOPH3AIMONHO HCMO OT IIPOH3BOJMTEN, Y/IOCTOBEPABAIIO IpaBa 3a
IIPCJICTABUTEIICTBO H THPIOBUS Ha TepHTOpHATa Ha PernyGinka Brurapus ¢
Komucnsra npeurara yqactHuksT j1a OB1¢ OTCTpaHCH MO HOMEHKIIATypa 447 na OCHOBAHHE
w107, 1.2, 6yksa a) or 30Il — npencrarmn e odepra, KosTo He oTroBaps Ha upeﬂmpnwmo

o0siBeHHTE YCIIOBHI Ha HHOPBhUKaTa.

Ha 0aza IFOpPCH3JIOREN0TO KOMHICHATA I!‘;lMH]):l TCXHIYCCKROTO HpeaaozRenie na yqacrmma:
IT0 OCTAHAINTE HOMCHIJIATYPH B 000cofenaTa MO3HIUIST 32 OTCOBAPSINIO B MBJHA CTENCH HA
cnennuranis  na
porymentannsra, C orvief na ToBa, KOMHCHSTA S2HHOMYIUIO PENI, Ye J0MYCKA YIAaCTHHKA
EOO/ 1o caeasant eran B mnpoueaypara — orpapsiie Ha uumnoro

IBHCKBANIITA

"O®HLOHUKC ®apma"

BDL3JIOKHTCIS,

3AaJI0KRCHY

B TEXITHYMeCKaTa

HPETOMRCHIIE 10 OCTAIAJHTE HHOMEIHK JATYpH B obocobenara ITO3HRLHST.

Ilo OITN211 Paznu smeourasmenmu:

|
Komucusara ycTanosu, 4¢ YYaCTHHKBT B Hpoueaypara € npejacTaBmil BCHUKH H3HCKYCMH 0'[‘I

BBH3JIOIKHTENIs JIOKYMCHTH, @ HMCHHO:
o lonvanen Oopasey Ne 3 — Ipednooicenue 3a usnvinenue na nopvuxama;

* lpunoocenue Nel koam mexuuveckomo npediodicenue — na xapmuen u enekmponen nocumen, |
o lonvanen Obpasey Ned - Jlexnapayus sa cvenacue ¢ kiaysume ia npuioicenus npoexm na

002060p,

C JICKAPCTBEHH HPOJYKTH, |

° Honvanen Obpasey Ne5 - Jlexnapayus 3a cpexa na eanudnocm na ogepmama;

¢ [lo ceoe yeyompenue yuacmuuxom e npedcmasun dexiapayus no i, 39, ar. 3, m. 1, 6}’!\6’

L0 om THTT30O!T;

o llo ceoe yemompenue yuacmuuxon e npedcmasun  OeKNapayiis 6 Coomeememeue ¢ tr.-fz.55,‘

a6 om IJTIXM,;

e Homapuanno sasepen doxymenm 3a ynaHoMowasane na Kpacumup Huronaes u /Immem

Huxonosa cvenacno un. 39, an. 3, m. 1, 6yxea ,,a* om II130I1;

o [Ipedcmasenu ca Ooxysenmu 3a omopuzayus/omopuzayuonio micMo om npo:*rscotf)mne.fr,é'
YOoCmosepasajo npasa 3a npeocmasumencieo i mvpeogus na mepumopusma na Penyoaura
buvazapust ¢ nekapemeenu npooykmu, kKakmo ciedsa: F

V' B. Braun Melsungen AG, 'epyanus; I

v' Bayer Pharma AG, I'epaanus :
i
[
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Clejl, KOCTO HanpaBH IPOBEpKa Ha CHIBPKANMETO HA TEXHHUCCKOTO TMPC/UIOKCHHE
CHOOPA3HO M3MCKBAHMSTA HA IIPOIIE/lypaTa H YCTAHOBH, Ye JOKYMCHTHTE Ha YHacTHHKA OTrOBApAT Ha
H3HCKBAHUATA Ha NPOLeypaTa H 3aKoHa. -

YUaCTHUKBT € NMPEJUIOKIIT CPOK 3a H3IBIIHEHHE Ha J0CTABKHTE, CPOK 3a PascpoUCHO Iraniane
I OCTaThYUCH CPOK Ha TOJHOCT Ha Oo(epHpaHUTe JCKAPCTBEHH TPOJYKTH OTroBapsiy Ha
MIHHMATHHTE H3HCKBAHMS HA BH3JIOKHTEIIS.

Odepupannre jexapcrBeHn TpoaykTH ca Bimouenn B llpminoxenne No2 ma [IJIC n
CHLOTBETCTBAT HA H3UCKBAHUATA HA TCXHHYECKATA ClIelU(HKaLHs KbM JIOKYMEHTAIHATA 3a YJacTHe B
nponeaypara, no oruomenne na ATC koj, reHepHuHo HaMMEHOBaHMe, JiekapeTBeHa (opma,
KOJIMMCCTBO AKTHBHO BCLIECTBO, CJAMHHYHA MsAPKA W OKOHYATe/Ha ONAaKOBKa 10 HOMEHKIATYPH B
obocobenara 1osuuus u noapobuo ommcann Ilpunosxenue Nel KbM HACTOSAIHS MPOTOKOI, €
H3KIIIOYCHHE Ha CliejiHaTa HOMEHKIIaTypa: '

Fa
RO, OTTTR,

Mspx

{ ATC Koa Fe i i ererd Koanuecrso
= Koa FenepHuto-HAHMeHOBAIHIE Sihopyia
=F ARKTHBHO B-BO

(4141

455 VO3ABIS Naloxone 0,4mg/ml amp. x | ml |

injection

J Solution for

OdeprHoTo npe/yrokenne na "(DI)O]-IE/IKCTDapma" EOOJI, HAJIOKCOH AMP. 0.4MI/MJI
X 10/KYTHS/, ¢ npureskaren na paspentenue 3a ynorpeba Warsaw Pharmaceutical Works Polfa
S.A., llomua ne ca npeicTaBeHH JOKYMEHTH 3a OTOPH3AIMS/OTOPU3AIMONHO IHCMO  OT
TMPOH3BOJIATEL, Y/I0CTOBEPSBALLO IIpaBa 3a IMPCACTABHTENICTBO H THPIOBHA Ha TCPHTOpHsTA Ha
PenyOnmka Beiarapus ¢ iekapcrsenn npoaykTi. !
Komucusta npejutara yuacTHHKBT 1a Objie OTCTpaHen 1o nomenkaatypa 455 na ocnonanie
w107, 1.2, 6yksa a) or 3011 — npeacrapin ¢ odepra, KoATO HE OTroBaps Ha- NPEABAPHTEIHO
00ABEHUTE YCIIOBHS HA MTOPHYKATA. |
Ha 6a3a ropens/ioskenoTo KOMHCHITA HAMHDPA TEXHHYCCKOTO HPE/TOKEHIIC HA yt:aum:m
10 OCTANAJINTE HOMEHKIATYPH B 060cobenaTa MOZMIMS 32 OTrOBAPSINIO B ILJHA CTCICH HA
HIHCKBAHILITA  HA  BBLIJIOKHTCNS, 3aJT0KeHH B Texmmueckarta  crenudukamust  na
AokymenTauisita, C orvieJl Ha TOBA, KOMIICHSITA €IHOAYINIO PElIl, e JA0IycKa YHACTHIKA
"OLOHUKC ®apma" EOOJ[ no caeasam erass B npoueaypara — orBapsine Ha ucnonoro
HPE/UIOREHIE [0 OCTAIAINTE HOMCHKIATYPH B 000co0enaTa mo3muyisi.

"CODAPMA TPEMJIMHI" AJT

o OIINe] Xpanocmunamenna cucimema u Memadoausom:
° llonvanen Qopasey Ne 3 — Ipeonoaicenite 3a usnvanenue 1a NOPLUKAMA;
o lpunooicenue Nel Ko mexuuueckomo npeoaodicenue — nda Xapmuen i e1eKkmponei Hocumel, |
e lonvanen Obpasey Ned - Jlexnapayus 3a cveiacue ¢ Kiaysume na npuiodcenis npoexn na

002060p; ’
o Honvanen Oopazey Nos - Jlexnapayus 3a cpora na eanionocm na ogepmama; i
e [lo ceoe ycyrompenue yyacmnuxvim e npedcmasin  dexiapayus no wi. 39, ar. 3, m. 1, 5yz\aa
w0 om T30
e [lo ceoe yeyvompenue yuacmnuxvm e npeocmagiun  dexiapayis ¢ cLomeemcneie ¢ tm.55,i
an.6 om 3JIIXM;

[

i

o Homapuanno sasepen doxysenm 3a ynvanomowasane na Hean Haves cvenacno un. 39, an.

3, m. 1, oykea ,,a” om ITI30II; I'

e [Ipedcmasent ca OOKyMenmiu 3a 0mopuzayiis/Omopusayuonio nucmo om I?]JOHBGO(JHH?BTI

YOOCmosepacajo npasa 3a nPeocasimencnio it mupeosus na mepunopusma na Penyéuuxa
buvneapus ¢ nexapemaenu npooykmu, kakmo ciedsd:

v’ Gedeon Richter Plc; |

v’ Cogapya AJ]; |

v Warsaw Pharmaceutical Works Poland.; i

V' Axmacuc EAJ; 4

v' Merz Pharmaceuticals GmbH;
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v' Novo Nordisk A/S; .

V' Mylan Healthcare GmbH '

CIIE, KOCTO HaNpaBh MPOBEPKA HA CHABPKAHHETO HA TEXHHUYECKOTO [peIOIKCHHE

CBOOPA3HO U3HCKBAHMSITA HA TIPOLETYPATA H YCTALOBH, Ue JMOKYMEHTHTE Ha YJaCTHHKA OTrOBAPAT HA
H3HCKBAHMsITA HA NPONEJIypaTa H 3aKoHa.

YUaCTHHKBT € NPEeJUIoKIIT CPOK 32 H3IBIHEHIE Ha JOCTaBKHTE, CPOK 3a pa3cpoueHo ruiallane

I OCTAaThuCl  CPOK HA TrOJHOCT Ha O(epHpaHuTe JICKAPCTBCHH IPOJAYKTH OTrOBApSIiH HA

MHHHMAJIHHTE H3HCKBAHUS HA BB3JTOKHTEIIS, ,

Odepupannre jiekapeTBenn HpojyKTH ca BKIOYCHH B lpunoskenne Ne2 ma IIJIC u

CLOTBETCTBAT Ha M3HCKBAHMATA HA TEXHHYECKATA CHEIH(HKAIMS KbM JIOKYMEHTATIMATA 3a yUacTHe B

tiponeiypata, no ornomenne na ATC koji, remepuuno HamMeHoBsamue, jexapcTBeHa (opma,

KOJMYCCTBO aKTHBHO BELICCTBO, CAMHMYHA MAPKA M OKOHYATC/IHA OMAKOBKA MO HOMEHKIATYPH B

obocobenara mo3MIsI H nosipobno onucanu Ilpunoxenne Nol kbM  HacToss IPOTOKOJI, ©
H3KJIIOUCHHE HA CJICAHHTE HOMEHKIIATYPH:

— = :g
W Koanvecrso =3
ATC Kon Fenepuuno nanvenosanne Jlek. dopma . 5 @ Oxonu. onax
AKTHBHO B-BO =
2 A02BCO1 Omeprazole caps.gastr.res. 20mg 3 } 28

Odeprioro npeuioxenne na "COOPAPMA TPEI‘;U (MHI™ AJl, COIIPAIJI kamc, 20mr x 28, ¢
npurexkaresl na paspeuienne sa ynorpeda Codapma AJl, ne e Biimoueno s Ipunoxenne N2 Ha
TUIC, kbMm mata 02.12.2017r. ,

Kowmmensira npejutara yuactiiksr ga Gbjae orerpanen 1o HOMEHKJIaTypa 2 Ha OCHOBAHIC
w107, 1.2, 6ykea a) or 3011 — npexcrasui e oepra, KofATO He OTroBaps Ha NpEBAPHTEIIO,
00siBenITE YCIOBHS HA IIOpPBHUKATA. '

N Z
’ ATC Kon Ienepiuno nanmenosanie Jlex. gopaa Kf}_ﬂ" Tparan & « Oronu. onag
AKTHBIHO B-BO b i
L 3 A02BCOI Omeprazole powd.solinf. 40mg 5 1 :

O¢eprroro npejioxenne na "COOAFMA TPEUJIUHI™ AJl, COIIPAJI amm. 40mr x 5, ¢
HPHTEKRATCN Ha paspemienue 3a ynorpeba Codapma AJ[, e perncrpupano B Iprinoxenune Ne2 na
IJIC B oxonuaresa onakoska ot 5 6p., a ne 1o 1 op. .

Komuensita npejutara yuacTHuksT ja 6he oTCTpalien 1o HOMCHKJIATypa 3 Ha ocHOBamHe
107, 1.2, Gyksa a) or 3011 — npencrasun e odepra, KOsTO HE OTroBaps Ha HPEIBAPUTETHO

00ABEHHTE YCIIOBHS la MOPLUKATA. ’
|

; , “ .

‘ ATC Kon Uenepiuno nanmenosanme Jler, dopra R_O"rm eEeR & « Oxont. onak]
AKTHBHO B-BO =

‘ 10 A03ADO2 Drotaverine sol.inj. 20mg/ml 2ml g 25 ]l

3a oeprioro npeanoxkenue "CODAPMA TPEWJIAHT™" AJl, HO-IIITA amm. 40mr 2mn X
25, ¢ npurexateq Ha paspelienue 3a yrnorpeta Canodu-Asentuc boarapus EOOJ[ me ca
TIPCACTABCHH JIOKYMEHTH 32 OTOPH3ALH/0TOPH3ALHONHO IIHCMO OT MPOH3BOJIHTE], YZI0CTOBEPAIBAIIO
HpaBa 3a NPCICTABHTENICTBO H THProBHs HA TepHTOpHATA Ha Penybuka Buirapus ¢ jekapersenn
IPOJIYKTH. |

KOMICHATA IIpejulara y4aCTHHKBT Jla OBIe oTcTpanen 1o nomenkimarypa 10 na OCHOBaHHE
41107, 1.2, Syksa a) or 301 — npescrasur e odepra, KOATO He OTrOBAPA Ha NPEABAPHTEIIHO

00sBEHHTE YCIIOBHS Ha OPHUKATA.

I S o I
ATC Koa Fenepiano nanmenosanne Jler. dopnma Komrieerso &« Oxonr. ona
ARTHBHO B-BO | =
Insulin (human)-30%dissolved insulin, i e = !
31 A10ADO] 70%isaphanc tnsutin susp.inj.cartr, | 1001U/ml 3ml g 3 |




Odepruoto npemioxenue na "COOAPMA TPEUJIUHI™ AJ[, HOBOMHUKC 30 IEH®WII
gn.3mn x 10, ¢ nputeskaren na paspemenue 3a ynorpeba Novo Nordisk A/S, e perucrpupano B
[Tpunosxenue Ne2 na ITJIC B okonuaresna onakoska ot 10 6p., a ne 1o 5 6p. ’

KoMmiicusita npejyiara yuacTHHKLT Ja Objie oTcTpanen 1o HoMeHnkimarypa 31 ma ocroBanue
un.107, 1.2, 6yksa a) ot 30I1 — npexcrasun € odepra, KoATO HE OTroBaps Ha IPEIABApHTEIIHO
00sIBeHHTE YCIIOBHS HA TTOPBUKATA.

S SRS — = o
T . ; Komuecrso =
ATC Koa I'eneputiio nanyeHopamie Jlek. hopma 5« Oronv. onax
AKTHBHO B-BO ;.'
NT Cr T — ——— -
1
33 ‘ A10ALOS Insulin detemir sol.inj.penfill 100U/ml 3ml = 5 '

Ofeprioto mpeuoernie ma "COGAPMA TPEHJIHE™ AJL JIEBEMHP HM PENE. quif

3ma x 10, ¢ npurexaren na paspemienne 3a ynorpeba Novo Nordisk A/S, e permcrpupaio B
[puinoxenne No2 ma I1JIC B okonvatenua onaxkoska ot 10 0p., a ne no 5 Op.

Komucusta npejyrara yuacTHHKST jia ObJie OTCTpamen 1o HoMEHKnarypa 33 Ha ocHoBaHHC
w107, 1.2, 6yksa a) or 30Il — npejcraBun e odepra, KoATO HE OTroBapst Ha IpPeBAPUTEIIHO
00siBEHITE YCIIOBHS Ha TTOPBUKATa.

. = |
ATC Kon Fenepnuno nanmenosanme Jlek. popya SoammpYEs &« Oxou. onax,
AKTHBHO B-BO =
46 A12CC02 Magnesium sulfate | solinj. 403mg/10ml g 10 :

3a odepraoro npetoxkenne "CODAPMA TPEMJIMHI" AJl, KOPMATHE3UH amit. 400mr;
10m1 x 10, ¢ npurexaren na paspeurenue 3a ynorpeda Woerwag Pharma GmbH & Co.KG ne ca
IpeJIcTaBeHn JOKYMEHTH 32 OTOPH3AIs/0TOPH3AIIHOHHO TIHCMO OT TIPOH3BOJUTEN, YIOCTOBEPSIBALIO0
npapa 3a NPE/ICTaBUTEICTBO H THProsus Ha TepuTopuaTa Ha Penydnnka bearapus ¢ JieKapecTBeHH
HPOJAYKTH. |

KomucnsiTa npejulara y9acTHHKBT Jia Objle OTCTpaHeH 1o HoMeHkjiaTypa 46 Ha OCHOBaHHC
un. 107, 1.2, 6yksa a) or 30I1 — npexcrasun e odepra, KoATO HE OTroBaps Ha MpeBapHTEIIIO

obsBennTe YCIHOBHS HA IMMOPBLUKATA. !

- - .
ATC Kon Cenepuuno nanyenosanne Jlek. opma Kgauiecrag & = OKoHY. DHAR,
AKTHBHO B-BO =
!
49 AT6AXO0I Thioctic acid ’ sol.inj. 600mg 50ml g 5 i

3a oepruoro npemioxenme "COOAPMA TPEUJIMHI" AJ, THOTAMA TYPBO-CET ¢,
600Mr SOM X 5, ¢ npureskaten Ha paspeutenne 3a ynorpeba Glaxo Group Ltd, ne ca npejicraBenn
JIOKYMEHTIH 38 OTOPH3AIHS/OTOPH3AIHOHHO TTHCMO OT TPOM3BOJATEN, YIOCTOBEPABAIIO HpaBa 3a
11pe/ICTABHTE/ICTBO M THProBIst Ia TepiTopHsTa Ha PenyOmika bhirapis ¢ jiekapCTBEHH TPOJIYKTH. |

KoMicHsTa TIpejiyiara yuacTHHKBT J1a Objle OTCTPAaHEH 110 HOMEeHKIaTypa 49 Ha OCHOBAHHE
u.107, 1.2, 6yksa a) or 30I1 — npeacrasuin e odepra, KOATO HE OTroBaps Ha TpeIBAPHTEIIHO
o0siBEHUTE YCIIOBHS Ha NOphYKaTa. J-

Ha bva3a ropen3jozKeHoTo KOMIICHITA llmmmnmmvmmmmi

[0 OCTAHAJITE HOMCHKJIATYPH B 00ocofeHaTa MO3MIIIS 32 0OTIOBAPSINO B IBLJANA CTCICH HA
IBHCKBANNIATA 1A  BBL3JIOKHTENS, 3aJ0KeHH B TEXHHYCCKATA  cHeHHpuKanms uaI
jorymenratusita, C orjiel Ha TOBA, KOMICHSITA CANHOJAYNINO PEuIN, ¢ J0NyCKa YUACTIINRA
"COM®APMA TPENJIMHI'" AJI 10 ciieiBAN €TANl B NPONEAYPATA — 0TBAPSIHEG HA IEHOBOTO
IPE/IORCHIIE IO OCTAHAJINTC HOMCHK/JIATYPH B obocolenara O3 I, ‘

o OIINo2 Kpve 1t Kpveomeopu opeanii:
e [lonvaien Obpazey Ne 3 — Ipednooicene 3a usnvinene na nopuurama;
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° Hpunoorcenue Noj s mexuuveckomo npeonoscenue — na Xapmuen u enekmponen nocumen;:
° [lonvanen Obpasey Nod - Heknapayus sa cvenacue ¢ Kidysume na npunocenus npoexm nq

002060p; r
® [lonvanen Obpaszey No§ - Hexnapayus sa Cpoka na samuonocm na oghepmama; :
* 1o ceoe yexompenue yuacmuuxom e npedcmagin dexnapayus no v, 39, an, 3, m. 1, byrea
»0“om IT130]7; |
e Ilo ceoe Yeysompenue yuacmnuxvm e npedcmasun  dexnapayus ¢ cvomeememesue ¢ .55,
ar.6 om 3JIIXM; f
° Homapuanno saeepen dokymenm sa yrvianomowasane na Hean Hayeg cvenacno un. 39, an|
3. m. 1, 6ykea wa' om T30 ..
° lpedcmaseny ca OoKymMenmu sq omopusayus/omopusayuonio nucyo om npouzeooumen,
yoocnosepsasawo npasa sa npedcmasumencmeo u mupeosus na mepumopusma na P, nyonuKa
bvreapus ¢ Aekapemeenu npodyxkmu, kakmo credsq:

v’ Warsaw Pharmaceutical Works Poland:

“—AenentOprn I36X;
' Menarini International Operations Luxembourg S.A.;
' Boehringer Ingelheim International GmbH,
V" Novo Nordisk A/S:
V' Dapuanos EOoJ;
v Copapma AJl; i
CJICI, KOCTO Hampanm TIpOBEpKa Ha CHABPKAHHCTO Ha TCXHHYECKOTO MpemIokenye
CHOOpa3HO H3MCKBanmsTA 1 pouetypata n ycranonu, ue AOKYMCHTHTE Ha yyacTHHKa OTTOBapsT Ha
H3UCKBAaHHATA Ha PpoLeypaTa i 3akona, |
YHacTHHKET ¢ npesuoskinn CPOK 32 M3IIBJIHEHNE Ha JocTaBKuTe, CPOK 3a pascpoueno mianane
M OCTaThuCH CPOK Ha rommocT mHa oepupannte nexaperpeny MPOAYKTH  oTroBapsiy  1a
MHHUMAIIHUTE H3HCKBAHIA Ha BL3JI0KH eI, I
Odepupanire ICKAPCTBEHH NPOAYKTH ca BKMOYeHH p Hpunoxenne No2 ga IUIC wu|
CLOTBETCTBAT Ha U3HCKBAHUITA A TCXHHICeCKaTa creu(uKanng Koy AOKYMCHTAIHATA 32 yyacTie B;’.
lponcaypara, 1o ornomenne na ATC KO, renepuyno namvenosane, JIeKapcTBena (])opma,f'
KOJIMHECTBO akTHBHO Bemectso, CMHUYHA MAPKA H OKOHYATENHA onakoska 110 HOMEHKnatypu B
obocobenara nosmms i 10/ipobuo  ommcann Mpunoxene Nl kbM macrosms LIPOTOKOI, ¢
H3KIIIOYCHHC Ha clle/HUTEe HoMen KJaTypu: '
I—

Koanuecerso
AKTHBIIO B-Bo

i
|
|
|
ATC Ko lenepuuno HanMeHoBanne Jlex. qopma Oxony, onak

BOTABO1 Heparin Jinj. 250001U

3a odeprioro npeuioxene "CODAPMA TPEUIUHI™ AJ], XEITAPUH
x16p, ¢ npurexaren ua paspeienne sa ynorpeda Warsaw Phannz—lceutical Works Poland we e
BKinoueno B Ipunoxenne No2 1 HIIC, xnv para 02.12.201 7r. ’

Komuensita npejyiara YUACTHHKDLT Ja Oblie oTcTpanen o HomenKaTypa 52 na ocnopanme|
w107, 1.2, 6yksa a) or 3011 — upescrapmn e odepra, kosto HE oTroBaps ma npeasapurenmo|
obsBennTe yenosus na opbuKara, & “ |

(. 250001Uf'5mlI

4

: ] l(‘ﬁ.rumec'mo & |
ATC Koa Ferreprrmo mmanmenosanme Jlek. qopma e : Oxony. onak,
AKTHBHO B-Bo |

Solution for 0,75mg/ml100 ] r

BOIACI6 Eptifibatide

infusion ml
3a odeprnoto npemonere "CODAPMA TPEWJIMHT™ AJl,  UHTETPMJIMH .
0.75mg/vn x 100m, ¢ npuresxaren ma paspeinenue 3a ynorpe6a Glaxo Group Ltd, me caI
HpeACTaBeH TOKYMeHTH 3a OTOPH3ANHA/OTOPH3ANMONHO THCMO o NPOH3BOJHTE]L, yﬂocroncpﬂBamol !
1PaBa 3a pe/ICTaBUTENCTRO 1 THProBus Ha Teputopusirta na Peny6umka Bsarapus ¢ JICKapCTBEHH |
TPOJYKTH,
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Komucusta npeara yuactHuksT na 6bje OTCTpaHeH 110 HOMEHKIaTypa 63 Ha ocHoBaHHE
wr.107, 1.2, 6yksa a) or 30I1 — npejictasuil ¢ oepra, KosATO HE OTrOBaps Ha IHpPeJBapUTEIHO
00ABEHHTE YCIIOBHS HA MOPHLYKATA, ;

_ ——
T Koanuecr =%
ATC Kon lenepuuno nanumMenosanne Jler. gopma ; e &« Oxonu. onar,
AKTHBHO B-BO =
o - - — —4
64 BO1ACI6 Eptifibatide S(.‘h.mo!] o 2mg/ml10ml & 1
| inltclmn_ 5l

3a odeprroro npeyiokenne "CODAPMA TPEMJUHI" AJl, MHTEIPHJINAH (. 2mg/zur
X 101, ¢ mpureskaresn na paspenrenue 3a ynorpeba Glaxo Group Ltd, ne ca npezicrasenn JIOKYMEHTH
32 OTOPH3AIS/OTOPH3AIMONHO  ITHCMO  OT  NPOM3BOJMTEN,  VJO0CTOBEPSBALIO npaBa  3a
[IPEJICTABUTEIICTBO H THProBHsl Ha TepuTopHsrTa Ha PenyOnnka bearapus ¢ iexapeTBeHH HPOYKTH.
Komuensta npejyiara yqacTHHKDLT Jia ObJie OTCTpaHeH 110 HOMCHKIATypa 64 Ha OCHOBaHIE
w107, 1.2, 6yksa a) or 30Il — npencrasun e odepra, KOSTO He OTroBapsi Ha IPe/IBAPUTEITHO
00SBEHMTE YCIOBHS HA MOPLYKATA,

%
e T ; Kosnuecernso a
ATC Kon Penepiuno naumenosanne Jlex. (hopyia g ® o Oxony. onar.
AKTHBHO B-BO ;,""
2 vials, 2
Powder and prefilled
: solvent for syringes, 2
68 BO1ADO7 Reteplase Solventis 10IU/10ml %2 g RYFEIERS;
solution for reconstitution|
injection devices and 2,
[ needles 19 G I 1] |

3a odepruoro npeuiokenne "CODAPMA '["PEf;I,Z[I/II-IF " AJl PATTJIMCUH amm. 101U +
pa3TB.10MII X 2, ¢ nputekaten Ha paspenierne 3a ynorpeba Actavis, He ca mpeicTaBeHH A0KYMCHTH
30 OTOPH3ALUS/OTOPH3ALMOHHO — IHCMO  OT  TIPOM3BOJMTEN,  Y/JOCTOBEpPABANNO MpaBa  3a
MPEJICTABUTENICTBO H THPIrOBUs Ha TepuTOpUsTa Ha Perybimmka boirapns ¢ iekapetBenu npoaykTd. |
Komuensara npeaiara yuactHuksT fa Objie 0OTCTpanen 110 HOMeHKIatypa 68 Ha ocHoBaiie
wr.107, 1.2, 6yksa a) or 30Il — npencrasmi e odepra, KoATO HEe OTroBaps Ha Npe/IBAPUTEIIHO,
obsBeHuTE YCHOBHA Ha IIOPBLYKATA. :
Ha 6a3a ropensiioxenoTo KOMHCHSITA HAMIDA TEXHIUECKOTO HPE/N0KCHIIC HA YIaACTHIKA

10 oCTaHAJHTE HOMECHKIATYPH B 000cobenaTa MO3MINISL 32 OTrOBAPSINC B IBLJHA CTEICH HA
H3IHCKBAHIIATA Ha BB3JI0RITCIS, 3AJ10ZKCITH B TeXHHYICCKATA (.HCIHI[]JHK‘ILI,II!I Hna
porymenramusara. C orye Ha TOBa, KOMHCHSITA ¢IHHOAYINIIO PeIIN, 4e A0MYCKA YYACTHIIKA
"CO®APMA TPEUJIUHI" AJI 10 ciaeasam eran B NPOUEAYPATA — 0TBAPSIIIC A UCHOBOTO
NP ETOREHIE 110 OCTAHAIHTE HOMEHKIATYPH B 000c00eHATA O3S, |
1o OIIN23 Copoeuno cvoosa cucniema '

e [lonvanen Obpasey Ne 3 — IIpednooicenue 3a usnvanenue na nopvbyurama, _
o lpunooicenue Nel kom mexnuueckomo npeoioiceniie — na xapmuen u eneknponen nocumen, | '
o lonvanen Odpasey Ned - Jlexnapayus 3a cveracue ¢ Kiaysume na npuiosicens npoexin na
d02060p; .
o [lonvanen Odpasey Ne5 - Jleknapayus 3a cpeica na éanudnocm na-odepmama; !
e [lo ceoe yeyvompenue yuacmuuxom e npedcmasun  Oexiapayiin no vi. 39, ar. 3, m. 1, 6 yKed

0 “om HI30II; ;

® 1o ceoe ycxompenue YIAcnuKvnl e npeocasul  OeK1apaiis ¢ cLomeemensue ¢ ui.55,
an.6 om 3JTIXM;

o Homapuanio 3(;(;(,;)3;; dokymenm sa ynvanomoujasane na Hean Havee cvenaciio wa, 39, an.
3, m. 1, 6yxea ,,a" om III30II; |
o lpedcmagenu ca Ooxyyenmu 3a omopusaiyus/omopusayuonio nucso on npoussooumern,
YOoCmosepasauo npasa 3a npedcmasumencmeo u Mvp2osus na mepumopusma na Penyo, iKa
bureapusa ¢ nexapemeenu npodykmu, Kakmo ciedsd: ;

v' Gedeon Richter Plc;
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v Coghapaa AJ];
' Warsaw Pharmaceutical Works Poland, .'
v’ Menarini International Operations Luxembourg S.A.; :'
C/IC/L, KOCTO HalpaBH IPOBEPKA Ha CHABPKAHUETO HA TEXHHUCCKOTO NpeioKkenne
CboOpa3HO H3HCKBaNUATA 1A lipoueypara u ycraHOBH, Ye JIOKYMEHTHTE Ha yuacTHHKA OTTOBapsT Ha
H3HCKBAHMATA Ha NPOIICypaTa 1 3aKolA. .

YUacTHHKDT € NpeuioKu CPOK 32 H3NBIIHEHUE HA JIOCTABKATE, CPOK 3a Pa3cpoUCHO IUTalane
W OCTaTLUuCH CPOK Ha TrOAHOCT Ha odepupanuTe JICKApCTBEHN  1IPOJIyKTH OTroBapsilH  Ha
MHHHMAITHHTE H3UCKBAHHS HA BB3JIOMKHTEIIS,

Odepupanmre nekapersenn NpofyKTH ca Bkmovenu B Ilpunoxenne No2 wna IUIC u
CHOTBCTCTBAT HA M3HCKBAHUATA HA TEXHHYCCKATA CHCIUH(HKALIA KbM JIOKYMEHTAIHSITA 32 yYacTHe B
tiponeaypara, no ornomenne na ATC xop, remepmuno HanMeHoBanue, Jekapereena (opma,
KOJIMIECTBO aKTHBHO BEIICCTBO, CMHHYHA MAPKA M OKOHYATENHA ONAKOBKA 10 HOMEHKJIATYPH B

obocoberara—tros T HOAPOOHO onmcany Hpunoxenne Nel wbuM mactosumms nporokor, ¢
H3KIHOUCHHC Ha CJIC/IHUTE HOMEHKJIATYPH;

= - —
" . - Koanuecrso o,
ATC Kogn Penepidno nanmenosanne ' Jlek. dopma 5 E © Oxonu. onag,
AKRTHBHO B-B0 s
: | Solution or ; @
177 CO7ABO2 Metoprolol tartrate {Il i I I mg/ml - 5 ml g 10
mjection

3a oeprioro npevtonenne "COGAPMA TPEUJIUHI™ AJI, METOKOP am Imr/mit Swin
x 106p, ¢ npurexaren na paspelicnue 3a ynorpeda AJIMDAPM EAJL, ue ca TpeJicTaBeH
AOKYMEHTH 3a OTOPH3ALMA/OTOPU3ALMOHIO ITHCMO OT IIPOM3BOJIUTEI, Y/IOCTOBEPABAIIO TpaBa 3a
HPCACTABUTEIICTBO M THProBHs Ha TepHTOpHsITa Ha PenyGka brarapus ¢ nekapersenn nposykri. _'
Komicnsra npejnara yuacruuksr na e OTCTpanen 1o nHomenxiarypa 177 na ocnopanue
41.107, 1.2, 6yksa a) or 30II — npejcraBuia € oepra, KOATO He OTroBapsi Ha TIPeBAPUTENHO
00sABEHHTE YCIIOBHS Ha MOPHYKATa, ' |
Ha 6a3a ropensnoxenoro komuemnsita HAMHPA TEXHHYCCKOTO NP CTOJKEHNE HA YUACTHIKA
10 OCTAHAINTC HOMCHRIATYPH B 060cobeiaTa 103mmIst 3a OTroBapsiuio B MBJHA CTEIeH Ha
IBHCKBANMATA  HA  BLIIOKHTENS], 3AM0KEHI B  TeXHHYCCKATa crenuQpHKALHs na
AORyMenTauusita. C orjiejt Ha ToBa, KOMICHSITA C/AMO/LYIINO eI, 'e /I0MYyCKA y¥ACTHIKA
"CODAPMA TPEMJIUHI" AJl 1o caeasam eran B Hnponeaypara — orsapsiie na 1EHoBOTO
HIPCVIOZREHNIE 110 0CTAHAINTE HOMEHKJIATYPH B 060cobenaTa O3 LS, '
o OIINeS Xopmonannu fipenapamu 3a cucmemno npunodcenue, ¢ usknOUCHUC I
HoN06U XopMonu u uncyaun: '
e lonvanen Obpaszey Ne 3 — Ipeonoxcenue 3a usnvanenue Ha nopvukama; .-
° Hpunoocenue Nel kv mexnuveckomo npeonosicene — na xapmuern u eneKkmponen nocumen,
o Honvanen Obpazey Nod - Hexnapayus 3a cvenacue ¢ Kaaysume na npunosicenis npoekm na
doeosop, '

o [lonvanen Oopazey No§ - Hexnapayus 3a cpoxa na sanuonoem na oepmama;
® 1o ceoe yexompenue yuacmmuuxvm e npedcmasun dexiapayus no v, 39, an. 3, m. 1, byrea

w0 “om THI30IT; "
°[lo ceoe yerompenue yuacmnuxvm ¢ npedcmasun  dekiapayus ¢ cromeencmeie ¢ wr.33,)
an.6 om 3JTTXM: F
° Homapuanuo sasepen doxymenm sa ynvanomowasane na Hean Haves cveracno wa. 39, an,
3, m. 1, oyxea ,,a“ om [HI30!T; !
e llpedcmasenu ca doxymenmu sa omopusayus/omopusayuonno nucio om npoussooumen,
yoocmosepagaio npasa 3a npedcmasumencmeo u mopeosus na mepumopusma na Penybnua
Bvneapus ¢ nexapemsenu npodykmu, kaxmo credsa:
v KRKA D.D.;
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V' Cogapma AJ];
v" Novo Nordisk A/S;

CJICA, KOCTO HamnpaBd MpOBEpKa HA CHABPIKAHHETO HA TEXHHUCCKOTO NpPe/UI0KEHHE
CHOOPA3HO H3HCKBAHMATA HA IIPOLEYPATA H YCTAHOBH, e JIOKYMCHTHTE Ha YYaCTHHKA OTroBapsT Ha
H3MCKBAHUSITA HA IIPOIe/lypaTa ¥ 3aKoHa. '

YUaCTHHKBT € NPeJUIOKHII CPOK 3a HMBIHECHHE HA JOCTABKITC, CPOK 3a pa3cpoyveHo Iuialane
I OCTaThuCH  CPOK HA ToAHOCT Ha odepupaHHte JCKApPCTBEHH HPOJIYKTH OTIOBAPSIH HA
MHHHMAJIHUTC H3HCKBAHUS HA BH3JIOYKUTEIIS,

Odepupannre nexapersemu npoaykru ca Bxinouenn B Ilpunmoxenne Ne2 na [JIC u
CROTBETCTBAT Ha H3MCKBAHHUATA HA TEXHHYECKATA CHEIHM(HKALIS KbM JOKyMEHTAIMSTA 32 YIaCTHE B
tpoleiypara, no ornomenne na ATC koj, remepuuno HauMeHoBamme, JekapcTBena (opma,
KOJIMICCTBO aKTHBHO BELICCTBO, C/IMHMYHA MAPKA M OKOHYATCIHA ONAKOBKA MO HOMEHKIATYDH B
o0ocobenara HO3HIHs 1 10APOGHO ONHCAHH Hpunoxenune Nel KbM HACTOSIIMS TIPOTOKOJL.

Ha ©6asa ropemsioxenoro kommensita HAMHpa TEXHHYCCKOTO IPEIOKeHIe Ha
YUACTHHKA 110 060c006enaTa HO3HINISL 32 0TTOBAPSIII0. B IBIHA CTCHCH HA H3HCKBAHMER 1Al

BE3JIORATCS1, 32J105ReHH B TeXHIHYecKaTa enenpdukanus na jJokymentamusira. C orien na
TOBA, KOMHCHSITA CAHIOAYIIHO pemn, e gonycka yuacrunka "COG®APMA TPEWMUHI" AJl
A0 CACABANL €Tall B HPOLEAYPATA — OTBAPSIE HA HEHOBOTO NPEATOKENIE 110 obocobenara
O3 IS [
ITo OIINe6 Anmuundpexyuonnu npodykmu 3a cucmemno npuaodicenue:
e lonvanen Obpasey Ne 3 — IIpeonoaicenue 3a usnvanenie na nopvurkama,
° lpunooicenue Nel kvar mexnuueckomo npednosicenue — na xapmuen u e1eKmponen Hocumen, |
o lonvanen Obpaszey Ned - Jlexnapayus 3a cvenacue c KAQY3UmMe na nPUiodICens npoekm Ha
002060p; _i
e onvanen Obpasey Ne5 - Jleknapayus 3a cpoxa na éamonocm na opepmama; ;
® [lo cgoe yemompenue yuwacmuuxom e npedcmasun dex 1apayus no va. 39, an. 3, m. 1, 6yrea
.0 om IT3011; |
o [lo ceoe yemompenue ywacmnuxvm e npedcmagin OeKaapayus 6 cLomeemcmeiie ¢ ls,-7.55,f
ar.6 om 3JITIXM; |
e Homapuanno 3asepen doxymenm sa ynvanosowacane na Hean Haues cveracno wn. 39, an.
3, m. 1, oyrea ,,a"” om HI13011; :
-Hper)cu.'(m’c;m ca QOKyMenmit 3a omopuzayus/omopusayuonio nucyMo om npomsodmneﬂ
Yoocmosepasaujo npasa 3a npedcmasumencmeo i mopeosus. 1a mepumopusima na Penyoauxa
bvreapus ¢ nexapemeenu npodykmu, kaxmo ciedsa: i
v' Pfizer Limited;
v’ Axmacuc EAJ];
V' Aumutuomux - Pazepad AJ{;
v' Warsaw Pharmaceutical Works Poland:
v' KRKA D.D.;
v Coghapma AJ[;

CJIC, KOCTO HAIpaBH MPOBEPKA HAa CBABPKAHHETO Ha TEXHHYECKOTO npejuioKerie
cH00pPa3Ho M3MCKBAHMATA HA TIPOLIE/YPATA H YCTALOBH, Ue JMOKYMEHTHTE Ha YUaCTHHKA OTrOBapsT Ila
H3HCKBAHHATA Ha [POIE/lypaTa H 3aKOHa.

YUaCcTHHKBT € IPe/UIOKHIT CPOK 3a H3ITBIHCHHE HA JOCTaBKHTE, CPOK 3d Pa3CpOUYCHO ImaluaHe

HOCHaTHUCH—CPOK—Ha TOANOCT Ta OYCPHPANATS JICKAPCTBCHIT TPOJyKTH OTrOBApANil Ha
MHHHMAITHHTE H3HCKBAHHS Ha BH3JI0KHTEJIS, _i

Odepupannre jekapcTBeHH HPOAYKTH ca BKIIOYEHH B Hpnnoxenne Ne2 mna I1JIC H
CPOTBCTCTBAT HA H3MCKBANMSATA HA TEXHIUECKATA CHEUHPHKALIA KbM [OKYMEHTAIIISTA 32 yuacTHe B
tiponeiypata, no ornomwenue na ATC ko, renepndno nanmenosamue, Jekapcrsena (dopnma,
KOJIMYCCTBO aKTHBIO BCHICCTBO, €IMHHYHA MspPKa M OKOHYATENHA OIAKOBKA MO HOMCHKJIATYpPH 13

obocobenara mosuuust i noapodHo onucani Ipunoxenne Nol kua HACTOSALIUS TIPOTOKOJL.
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e [lonvanen Obpazey Ned - [lexnapayus 3a cpokd id anuOHOCH HA ogepmand,

Ha ©0a3a ropensioKeHoTo KOMHCHATA HAMHPA TEXHHYECKOTO IPE/IOKEHIe HAa
ydyacTuuka mo odocobenara HO3HIIs 32 OTrOBAPSINO B IBJHA CTEICH HAa H3NCKBANMATA 1A
BB3JOKITES, 32JI0KeHI B TeXHHueckara cneuduranus ua gokymentanusra, C oriex na
TOBA, KOMHCHSITA C¢JIHHOAYIIHO peiny, e gonycka yuyacrnuka "COOAPMA TPEUIUHI AT
/10 CIeABAI €Tall B NpPOLeAypaTa — OTBapsiie HA HEHOBOTO MpEeLIoKeHHe 110 o6ocobenara
O3 HIISL,

o OlINe7 MycKkynno-crenenia cucmema:
o [lonvanen Obpaszey Ne 3 — lpednooicenie 3a uznvianenue Ha NOPLUKAMdA;
o [Ipunoocenite Nol Koa mexuuueckomo npeonodicenue — na Xapmueil i exekmponen Hocumel;
o lonvanen Obpaszey Ned - Jleknapayus 3a cveracue ¢ kiaysume na npuiodicens npoexkm na
002060p;

o [lo ceoe ycaompenue yuacmuuxvm e npedcmasui  oexnapayus no i 39, an. 3, m. 1, oyxea
LO0Yom HI301;
e [lo ceoe ycmompeitie yuacmnuxvn e npedcmasun  Oexiapayis 6 chomeememeue ¢ 4.5,
ain.6 om 3JHIIXM;
o Homapuanio 3(1&;}0:! Qoxymenm sa ynvinomowacane na Hean Haves cvenacno wi. 39, an.
3, m. 1, oyxea ,a” om III3011; !I
-Hpe(}c,rn.fmeun ca QOKyMenmu 3d Omopu3ayis/omopusayuoHino nUCMo om Npou3cooumen,|
YOOCIMOBePABAL|0 NPAGA 3a NPEOCIAGIIMENCNIGO U MBLP20GUS Ha mepumopusma na Penyoruxa
buaeapiis ¢ aexapeneenu npooyKkmil, Kakmo ci1edea: |
v' Pfizer Limited,
V' Axmacuc EAJ;
V' Aumubuomux - Pasepao AJI;
v' Warsaw Pharmaceutical Works Poland;
v KRKA D.D.; :
v Cocpapya A, ,
ClIeJl, KOCTO HampaBH IpPOBEpKa Ha ChABPIKAHMETO HAa TEXHHYCCKOTO NpEUIoKEHHE
cb00pa3HO M3NCKBAHMSITA HA HPOLE/lypaTa U YCTAHOBH, Y€ JIOKYMEHTHTE HA YUACTHHKA OTIOBAPAT Ha
M3HCKBaHMTA HA Mpoleaypara H 3aKOHa. '
YUacTHHKBT € HPEJUIOKIIT CPOK 3@ H3IIBIHCHHE HA JIOCTABKHTE, CPOK 3a PA3CPOUEHO ITalaHe
H OCTaTBUCH CPOK Ha TOAHOCT Ha odepHpaHHuTe JEKapCTBEHH NPOAYKTH OTroBapsiuH Ha
MHHHMAaJIHUTE H3HCKBAHHS HA BB3JI0MKHTEII. ! 1|
Odepupanure siekapersenn 1pojaykrn ca iimoueHn B [punoxenne Ne2 wa 1UIC 1
CBOTBETCTBAT HA H3HCKBAHUTA HA TEXHHYCCKATa CHCI(pUKALS KbM JOKYMEHTAIUATA 32 yHacTHe B
nponeaypara, no orxomenue ma ATC koxa, renepuyHo HauMMeHoBaHue, JieKapcTBEHa (])opma,
KOJHUYECTBO AKTHBHO BELIECTBO, €MHHYHA MApKa M OKOHYATC/IHA ONMAKOBKA MO HOMEHKIATYPH B
obocobGenara nosuis u mojpodro ommcanu [lpuinoxenne Nol KbM HACTOSIIMS TIPOTOKOJ, C
H3KJIIOYEHHE HA CIC/HUTE HOMEHKIATYPH: {
.

L
Koanueer = !
ATC Kon Iettepiiuno HanyedoBamie Jlek. (ropma A0 o b Oxomny. onak;
AR TITENU B=-ET o=
=
3 Solution for 10 mg/ml - : i
364 MO3ABOI Suxamethonium R g/ = 2
injection ml |

3a opeprioro npeyioxkenne "COPAPMA 'l‘l"Eﬁ):[HHF" AJl, JIMCTEHOH amm. 1% 5 mut x
5, ¢ npurtekareln Ha pasperictne 3a ynorpeda Takeda Austria GmbH, He ca npejicTaBeHN JOKYMEHTH
32 OTOPH3AUMS/OTOPH3AIMONHO  [HCMO  OT  HPOM3BOJMTECS,  YOCTOBEpPABAIO TpaBa  3a
NPeJICTaBHTENICTBO H THProBus Ha Tepuropusita na Peny6imka byarapust ¢ ekapcTBeHH TPOIYKTH. ]




Komuensra npeanara yuactuuksr ja 651¢ oTcTpanen mo Homenkiarypa 364 ua OCHOBaHHE
wi.107, 1.2, Gykpa a) or 30I1 — npeacrasmn ¢ oepra, KOATO He OTroBapst Ha MPEJIBAPHTEITHO

OE_-}H](.]III"EC YCJIIOBHA 1a MopbrUKaTa. |
- ]
ATC Kon Penieputnio nanmenosanmne Jlex. (popma o s = Orony. onax;
AKTHBHO B-BO ;
365 MO3ACO04 Atracurium .Sc_mh_mop o S i o 5 3
injection ml
3a ogepruoro mnpeuroxenne "CODAPMA TPEUJIUHIT™  AJL, TPAKPUYM ammn,

25Mr/2.5M01 X 5, ¢ npuTexaren Ha paspemrenne 3a yrnorpeba Glaxo Grup Ltd, ne ca npc;acmuum
AOKYMCHTH 3a OTOPH3AIHs/OTOPH3AIHOHHO IHCMO OT TIPOH3BOMTEN, Y/I0CTOBEPABAIO MpaBa 3a
HPEACTABHTEIJICTBO H THProBUA Ha TepuTOpusiTa Ha Perydnuka brirapus ¢ JiekapcTBeHH IPOIYKTH.

Kowersrraiipeyurara yqacTHHRET J1a O5/(¢ OTCTpatiell 10 HOMCHITATypa 365 Tia 0CHOBAIIIe
w107, 1.2, Gyksa a) or 30I1 — npejcrasun e odepra, KOSITO He OTroBaps Ha IpeJBapuTC/IHO
00sIBEIIHTE YCJIOBHS HA MOPHUKATA.

o . uspT [=H o
ATC Kopn Lenepuuno nansenosanme Jlek. popma ]\.\]_.FIII VR S B Okonu, onax
llh‘]]ll}ll(_)_[!_—-ljﬂ =] |
366 MO3ACO4 Atracurium Safiition for 10 mg/ ml 5 ml S 5
|ny.cl|on _______

S A npmemmcn Ha pasperieHue 3a ymorpeda G]a,\o Grup Ltd, ne ca npejicrasenu noxymeum ,sa
OTOPH3ATHA/OTOPH3AIIMOHHO THCMO OT TIPOU3BO/ITEI, YOCTOBEPSIBALIO [PABa 34 11p<.ncnmn"cnc1‘no
H THProBus Ha Teputopusta Ha Penydinka beirapus ¢ gsekapeTBenn HpoiyKTi.

Komucrsira nipejuiara yqacTHHKBT Jia OB OTCTpaHeH 1Mo HOMeHKnatypa 366 na ocHoBaHHe
un.107, 1.2, Oyksa a) or 30I1 — npejcrasin e oepra, KOATO He OTrOBaps Ha [pe/IBapUTEITHO
00sABENHTE YCIIOBHS HA IOPHUKATA,

!

Koanueerso '
g Okon, onax]

Msp

ATC Kon Jlex. (opma

Cenepuuno nansenosaie i
J AKTHBHO B-B0
' Solution for

10 i

K =
MO3AC0O9 (fentien 10 mg/ml-5 ml =

Rocuronium bromide '

'—368

3a odeprroro npemokeine "COOAPMA TPEHUJIAHI" AJI, ECMEPOH . SOMr Smur X
10, ¢ npurexaren na paspemenue 3a ynorpe6a N.V Organon, e ca I1ipe/icTaBein JIOKYMEHTH 3a
OTOPH3AIHA/OTOPH3AIHONHO HHCMO OT HPOH3BONTEL, YAOCTOBEPABAIIO TIPaBa 3a HPEACTABHTEICTEO
1 Thprosus Ha repuropista na Penybnnka buarapus c sekapersenu npoaykrm.

Komucmsra npejuiara ysactHuksT ia Objie OTCTpateH 10 HOMeHKIarypa 368 Ha ocHoBamme
wi.107, 1.2, 6yxsa a) or 30I1 — npejcrasun e odepra, KosSTO He orrosaps Ha upeﬂnapmcnno
00sABEHHUTE YCIIOBHS HA TIOpHYKATA, ,

Ha 6a32a ropensiiozenoTo KOMHCHSITA HAMIPA TEXHIUCCKOTO TPE/IOKEHIE HA YUACTHIKA
10 OCTAHAINTE HOMCHKIATYPH B 000co0enaTa MO3HINIS 32 OTIOBAPSIIO B ITHJIHA CTCHCH na
IBHCKBAHNATA  HA  BL3JIOKHTENS], 3aJ0KEHI B TEXHHYCCKATA  creln(HKAIIs ua‘
AoxymentamusTa. C orvie/l Ha TOBA, KOMHCHSITA C/AINIOLAYIINO eI, e JOIMycKa yuacTiiKa
"CO®APMA TPEHJIMHI" AJ[ g0 caeasang eran n HPOUEAYPATA — OTBAPSIIE HA HEHOBOTO
HPe/I0ZREeHIIe 110 0CTANAJNTE HOMECHKIATYPH B 00¢cofenaTa mo3uisi.

Ilo OITN28 Hepsna cucniema: |
® [lonvanen Obpasey Ne 3 — Ipeonooicenue 3a usnvanenie na nopvukama; ?
© Hpunoocenue Nel xvy mexnuweckomo npednocenue — na xapnien u exekmponen Hocumen; !
e [lonvanen Obpasey Ned - Jleknapaius 3a cvenacue ¢ kiaysume na APUROJICCHUSA NPOCKIN na

002060p,

o [lonvanen Obpasey NeS - Jlekiapayus 3a cpoxa na éanudnocn na oepmama;
o [1o cgoe yexmompenue yuacmuuxom e npedcmacun dexnapaiyus no ur. 39, ar. 3, m. 1, 6 IYK6A

0 “om IIII3011; |

|
|
|
|
|
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H3HCKBAHHATaA Ha Npole/ypara 1 3aKoHa. ,
YYacTHHKBT € TIPEJUI0KUI CPOK 3a H3NBIHEHHE Ha JIOCTABKHTE, CPOK 3a Pa3CpoueHo Ianiamne,
1 OCIaThuell Cpok Ha TrOAHOCT Ha odepHpaHuTe JICKapCTBEHH NPOJYKTH OTroBapsuil  Ha
MHHHMAJIHHTE H3HCKBAHHS HA BH3JIOKATENS. i
Odepupannre  jiekapeTBeHn NPOAYKTH ca BKIIOUEHH B Ipunoxenne Ne2 na IIJIC n
CPOTBCTCTBAT Ha H3HCKBAHHATA Ha TCXHUYCCKATA CHCNM(NKAINS KbM JOKYMEHTALHATA 33 yUacTHE B
fipoueiypara, 1o otnowenue na ATC kox, remepmyHo HaHMEHOBaHMe, JEKapCTBEHA dopma,
KOJIMHCCTEO AKTHBHO BCINECTBO, €MHMYHA MAPKa H OKOHYATCHA ONMAKOBKA 10 HOMEHKIATYPH B
obocobenara nosummst 1 noapo6Ho ommcann Ilpmioxkenue Nol Kby HACTOSIIIMSL TIPOTOKOJ, €
H3KJIOYCHHE Ha CJIC/IHUTE HOMCHKIIATYPH:

e [lo ceoe yeyompenue yuacmnuxvm e npedcmasun  JeKaapayis ¢ cromeememesue ¢ 433,
an.6 om 3JTHXM;

 Homapuanno sasepen doxymenm 3a ynvanomowjasane na Hean Haves cvenacno un 39, an.
3, m. 1, 6ykea ,,a" om ITII3011; !
® [Ipedecmasenu ca doxymenmu sa OMOPUZAYUA/OMOPUSAYUONIIO NUCMO OM NPOUIEOOUMEN,
Yoocmosepagaujo npasa 3a npeocmasumencmeo u movpeosust na mepumopusma na Penyonuxa
bvaeapus ¢ nexapemeenu npodykmu, xaxmo credsa: '

LCARY R

CIIen,

AbbVie Limited:
Gedeon Richter Ple:
AstraZeneca UK:
Cogpapma AJ];
Warsaw Pharmaceutical Works Poland:
Merz Pharmaceuticals GmbH.
KOCTO HallpaBH MpPOBEPKA HA CHIALPKAHHETO HA TEXHHYCCKOTO IPEUIONKCHIES

T Koanuecrs oy i
ATC Koa Ienepriuno nanmenosanne Jlex. popma 11‘_”"[]1:‘:22 BUD E g Oxony. onag
LY ™, =
> h Solution fo mg/ml - 10
378 NOTAX03 Ketamine olution for | 50 mg/ml - 1 = 5
injection __ml

3a odeprioro npejuioxenne "CODAPMA TPEMIAHT" AJl, KAJIMIICOJI amm. SOMr/1nn
X 10mi1 x 5, ¢ npurexaren na pasperienue 3a ynorpeda Gedeon Richter Ple, ne ca npejcrasern
JIOKYMCHTH 32 OTOPH3ALUHS/OTOPH3AIMOHHO TTHCMO OT MPOH3BOJIHTE, Y/IOCTOBEpABAIO lIpaBa 3a
HPCACTABHTENCTBO M THProBHs Ha TepHTOpHsITa Ha Perrybmmika Bnirapis ¢ nekapeTpens mpojyktu, |
Komucr
w107, 1.2, 6yksa a) or 30I1 — mpexcrasui ¢ o(epra, KOATO He OTroBaps Ha MpeiBAPHTEIHO
00sBEHHTE YCIIOBHS HA OPHUKATA. : i

ITa Hpejlara yMacTHHKBT Jia Objle oTCTpaneH mo Homenkiarypa 378 na ocHoBanue

~ o =9
!V ' ATC Koa Cenepiyno namsenonanie Jler. hopma I\f}.FII]'-ICCIBl} 28 Oxony, onall'
ARTHBHO B-BO | = !
, 387 ' NO1BB352 | Lidocaine, Chlorhexidine Urethral gel | 0.25g Lidocain g 25 .

w107, 1.2, 6yksa a) or 301l — npexcrasun e ofepTa, KOATO He OTroBaps Ha HpPEJBAPUTEITHO
00sIBEHHTE YCIOBHSA A MOPHUKATA. |

3a opeprroro npeuiokenie "CODAPMA TPEWJIAHL™ AJl, KATEXEJI resn + nujoxanu X
12.5rp x 25, ¢ nputexaren na paspeuienne 3a ynorpeba MONTAVIT AG, ne ca [peICTaBeHIT
AOKYMCHTH 3a OTOPH3AI[H/OTOPH3AMONIIO TTHCMO OT NPOH3BOIITE, YJIOCTOBEPSIBAIIO 1IPaBa 3a
NPEACTABHTENICTBO H THProBUst Ha TepuTopuaTa na Penydmmka Briarapus ¢ JICKAPCTBEHH MPOJAYKTH, |

< b] 1CH 110 HOMEHKIaTypa Ha ocHoBamHe

e = .
ATC Koa Cenepnuno nanmenonanne Jlek. dopnia Silipiconng g B ' Oxouu. onaxg
AKTHBHO B-BO -~
; ; Solution for -
0 stine G - 5]
420 NO6BX18 Vinpocetine infaston 5 mg/ml -2 ml s ’ 10

i
|
|
50




3a oeprioro npemioxenne "CODAPMA TPEUJIMHI™ AJl, KABUHTOH amm. 10Mr/2mit
x 10, ¢ npurtexkaresn na paspemenne 3a ynorpeda Gedeon Richter Ple, 1e ca npezictasenn JIOKyMEHTH
32 OTOPH3alMA/OTOPU3ALMOHHO  IHCMO  OT  [POM3BOMTEN,  YJIOCTOBEpSBAIO  IIpaBa  3a
NPeJICTABUTENICTBO M THPrOBHs Ha TepuTopusTa Ha Perybiuka Bhirapus ¢ nexapcTBeHH MPOYKTH.
Komucusra npejuiara yqactHuksT fa Obiie orcrpanen 1o Homenkinarypa 420 na ocHoBanue
w107, 1.2, 6yksa a) or 3011 — npeacraBun ¢ odepra, KOATO HE OTroBaps Ha MpeABapHTEIHO
00sIBEHUTE YCIIOBHS HA IMOPHYKATA. !
Ha 6a3a ropensio’kenoro KOMHCHSITA HAMHPA TEXHHYECKOTO NPE/AT0/KEHIE HA yIACTHHK!
0 OCTAHAJHTE HOMEHKIATYPH B obocofenara MO3HIMSI 32 OTrOBAPSIIO B IBJAHA CTCMEH HA
H3HCKBANMATA 1A BBL3IOKOTENSI, 3aJ0KCHH B TeXHHUYECKATA  crenHpuKanus  ua
aokymenTanuaTa, C oriieJ Ha ToBa, KOMHCHSITA €IHHOAYUIHO PENIN, Ye J0IMycKa yuacTHHKA
"COD®APMA TPEUJIMHI" AJl 1o ciaeasani eran B NPOIeYPATa — OTBAPSIIE HA IEHOBOTO
HPE/JTOZKEHIE 110 0CTAHAJIHTE HOMEHKJIATYPH B 060cofenaTa mo3miyisi.

Ilo OIIN29 Jluxamenna cucmema:

o [Honvanen Oopazey Ne 3 — [Ipeonooicene 3a uznwvianenue na nopvukamad,
o [lpurooicenue Nol kvar mexuuueckomo npeodiooicenue — Hd Xapmuen i elexmponen ocumen;
o [Honvanen Qopaszey Ned - Jlexnapayus 3a cveracue ¢ kiaysume na npuiodiceniiss npoexm nd
002060p; |
o [lonvanen Obpasey Ne5 - Hexnapayus 3a cpoxa na éanudnocm na oepmama, '
o [lo ceoe ycmompenue yvacmnuxkom e npedcmagun oexrapaist no 4a. 39, ar. 3, m. 1, f‘yh(m
»0“om III30II; ;
o [lo cgoe ycsompenue yuacmuuxksm e npedcmagun  OeKnapayiis 6 cbomeememeue ¢ 4133,
an.6 om 3JHIXM; i
° h’omapuaw.’o 3(16(’]?0” Qoxymenm 3a ynvinomowasane na Hean Haues cvenacno ui. 39, an.
3, m. 1, oyxea ,,a” om III30II; |
o [[pedcmagenu ca OoKyMenmu 3a OmMopuzayisa/omopusayuonio nicmo om npouzeooumen,
YOOCmogepAsawo npaca 3a npeocmasimencmeo U mup2osus na mepumopusma na Penyonura
buvaeapus ¢ nekapemeenu npooykmu, Kakmo cieosd '

v AbbVie Limited Copapya AJ];
v' UCB GmbH;

ciejl, KOeTO HalpaBH TIpOBEpKa Ha CHhUBPKAHHETO Ha TEeXHHYECKOTO ]'[}JCIU'IO')I{CHI-IC:
CHOOPA3HO M3HCKBAHHATA HA NMPOIE/ypaTa H YCTaHOBH, UC JOKYMCHTHTE HA YYaCTHHKA OTIrOBapsT Ha
H3UCKBAUHUsITA HA ITPOIe/lypaTa i 3aKoHa. l
YHaCTHHKBT € HPEUIOJKHIL CPOK 32 H3IBIAHCHHE Ha JOCTABKUTE, CPOK 3a Pa3CpPOUCHO IUIAIaHe
H OCTATBUCH CPOK Ha TOAHOCT Ha odepupanure JIEKapeTBEHH NPOAYKTH OTrOBapsilM Ha
MHUHHMAJIHUTE H3HCKBAHKS Ha BH3JI0KUTEIIsl. |
Odepupanure JekapcTBeHH HPOJAYKTH ca BkioueHH B [punoxenne Ne2 na IIIC u
CHOTBETCTBAT HA H3MCKBAHMATA HA TEXHHUECKATA CHEU(UKAIS KbM JOKyMEHTAIHATA 32 yuacTHe B
npoueypara, 1o oruoumenne na ATC Koj, TeHepHyHO HaHMeHOBamue, Jiekapersena Qopma,
KOJIHYECTBO aKTHBHO BEIIECTBO, CJMHHYHA MAPKA M OKOHYATCIHA OINAKOBKA 110 HOMEHKIATYPH B
obocobenara nosunus u nojapodno onucann llpmnoxenne Nel KbM HacTOSIHA HPOTOKOII, c

HI3KIIOYeHe 1A f‘Tll‘-‘f‘.'_'l_‘l-HJTP HOMEHK IIﬂTypI/I' ‘

~ i =" |
ATC Koa Cenepuunio nanmenosanne Jler. hopma ]\fm" i 3 g OxoH'. 0NAK;
AKTHEBHO B-BO -
427 RO3DAO4 Theophyline tabl.prolong 300mg g 50

3a oeprroro npeuioxenne "CODPAPMA TPEUJIAHI AJI, TEOTAPJ] 16. 300mr x 50, ¢
npuTeKaTesl Ha paspemienne 3a yrnotpeba Yuupapm AJl, He ca npejcraBeHH JIOKYMEHTH 3a
OTOPH3ALHA/OTOPH3AHONHO MHCMO OT MPOH3BOJIITCI, Y0CTOBEPSIBAIIO TPaBa 3a IPEJICTABH TEJICTBO
U THProBus Ha Tepuropusata na PemyGmika bparapis ¢ nekapcTBeHu IpoJIyKTil,




.f

Komucusita nipejutara ywactuksT 1a Ob/1¢ oTeTpaien 1Mo HoMenkiarypa 427 na ocuonanne;
wi.107, 1.2, 6yksa a) or 301l — npencraBui e ojepra, KoATO HE OTroBaps Ha IPe/BAPUTECIHO
00sBEHHTE YCIOBHS Ha TIOPHYKATA. |

Ha 6232 ropensio;kenoTo KOMHCHATA HAMHPA TEXHHYCCKOTO HPE/TIOZKEHIIE A YUACTIIKA
1O OCTAHAJINTE HOMEHKJIATYPH B 000co0eHaTa MO3HIHS 32 OTTOBAPSINO B IILJAHA CTENEeH HA
HBHCKBAHHATA  HA  BB3JOKHTENS, 3AJ0KEHH B TeXHHUYecKaTa  cnenudurkanns  Ha
poxymenTaipisTa. C orvie Ha ToBa, KOMHCHATA CANHOAYIINO PEIIH, ¥e J0MyCKa YYaCTHHKA
"CODPAPMA IPI“IUIIIIIF" AJl 1o cieaBaut eranm B NPOLEAYPATA — OTBAPSHE HA LEHOBOTO
NP ETOREHIE 110 OCTAHAJIHTE HOMEHKIATYPH B 000co0eHaTa MO3HIISL

Ilo OLINe11 Pasnu meduxamenimu:
o lonvanen Obpasey Ne 3 — [pednoocenue 3a usnvianenue na nopvykama;
o lpunooicenue Nel KoM mexnuueckonmo npednogiceniie — na xapmuer u exexkmponen Hocumet,

e Jlonvanen-Qopasey-Ned—exneapenjissa- ~CYSAACHE CRAAYSHINE HA NPUTOINCCTUL POCKNT AT

do2060p,
o onvanen Obpasey Nos - Jlexnapayus 3a cpoxa na sanudnocm na ogepmama;
° llo ceoe yemompenue yuacmnuxvm e npeocmasun  Oexnapayus no ui. 39, air. 3, m. 1, uy:\(,a
,0"om II30II;
o [lo ceoe ycmompenie yuacmuuxvm e npedcmacun  Oexiapayus 6 cvomeemcmeie ¢ ua.55,
an.6 om 3JITXM, l
e Homapuanno ;ur,«,pm doxymenm 3a ynvanomowasane na Hean Haves cvenacno un. 39, an.
3, m. 1, 6ykea ,a" om HII30I1; |
o llpedcmasenu ca QoKyMenmu 3a omopusayus/omopusayuonio micmo on npouzeooumen,
YOOCmMOoBepasaujo npaca 3a nPedcmagUmencmeo 1 Mmup2oslis nd MEPUMoPUsMa Ha Penyoaura
buvaeapusa ¢ aexapemeeni npodykmui, Kakmo eedsa: 5
v' GE Healthcare AS; ;
v' Copapma AJ]; |
CICJl, KOETO HampaBH IPOBEpKa Ha CBHABPKAHHETO HA TEXHHYCCKOTO npennon{cnne
CHOOPA3HO HHCKBANMATA HA POIE/ypaTa H YCTAHOBH, Ye JIOKYMCHTIITE Ha YUACTHHKA OTroBapsT na
H3UCKBAHHITA HA IPOLe/lypaTa i 3aKoHa. i
YUacTHHKBT € NPEUI0KIII CPOK 3 H3IIBIHCHHE HA JIOCTABKHTE, CPOK 32 Pa3CpOUCHO Tianane
I OCTATHYCH CPOK HA TOMAHOCT HAa O(EPHPAHHUTE JIEKAPCTBCHH HPOJAYKTH OTIOBAPAIH HA
MHHHMAIHHTE H3MCKBAIMS HA BH3JIOIKHTEI, -.
Odepupannte nekaperseny npojyktH ca Bimouenn B Ipmioxenne N2 ma TUIC u
CLOTBCTCTBAT HA H3HCKBAHMIATA Ha TEXHHYCCKATa CICHHDUKAINSA KbM JOKYMEHTAIMATA 32 YUacTHe B
nponeaypara, no ornomenne na ATC Koji, remepuuno mamMenoBsamie, JieKkapcTena (opma,
KOJIMUCCTBO aKTHBHO BEUIECTBO, CAMHMYHA MSPKA M OKOHYATEJHA ONAKOBKA MO HOMEHKIATYpH B
obocobenara nosuitis 1 mopoono onucanu [pmmoxernne Nel KoM HacTosms HPOTOKOJI. :
Ha 6asa ropemsiokeioTo KOMHCHSTA HAMIpPA TEXHHYECKOTO HPC/LT0REHIIE 1A
yUacTHnka no odocobenara mo3muist 3a OTrOBAPSINO B ILJIHA CTEIEH HA M3HCKBAHISITA 1A
BB3JIOKATEIS, 3AM0KCHI B TeXHIUCcKaTa cnemnduramust na gokymenrtamusra. C orien na
TOBA, KOMUCHSITA CAUMHOAYIINO penin, He jgonycka yuacrunka "CODAPMA TPEWJIUHT" Al
L0 CTEABAIL €TANl B NPOLE/AYPATA — 0TBAPsiie HA LEHOBOTO NpeiIokenie o ofocobenara

TS FUTCELSL.

"OAPKOJI'" AJl

1o OIlNe4 Jlepramonozuunu npodyxmu: l
e lonvanen Obpasey No 3 — Ipednooicenue 3a usnvanenue na nopvykama; i
o lpunosicenue Nel kom mexnuueckomo npednosicenie — na xapmuen u eiekmponen Hocumen,
o Honvanen Obpasey Nod - Jlexnapayus 3a cvenacue ¢ kiaysume na APUIOJICCHUA NPOCKIN H(I

002060p; J
o Honvanen Oopazey NoS - Jlexnapayus 3a cpoxa na eanudnocm na othepmama;
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e Homapuanmno sasepen doxymenm 3a ynvianomowyasaie na Paiio Kapyuee cvenacno un. 39, an.
3, m. 1, oykea , ,a” om II30I1; |
o [Ipedcmacgenu ca OOKYMeHmMU 3a OMOPU3AYUS/OMOPUIAYUOHHO NUCMO 0N NPOU3600Umel,
YOocmosepasalyo npasa 3a npedcmasumencmeo 1 moup2o6us na mepumopusma na Penyonuxa
bvaeapus ¢ nexapemeenu npooykn, Kakmo cieded: |
v' Kynpo 94 OO/, bvazcapus,
cieJl, KOETO HamnpasH IpoBepKa Ha CHIBPKAHHETO Ha TEXHHYECKOTO [PEJII0KEHHE
CHOOPA3HO M3NCKBAHMATA HA [POIIE/lypaTa H YCTAHORH, Ye JIOKYMEHTHTE Ha YUaCTHHKA OTTOBAPAT HAa
M3HCKBAHUATA HA TIPOIIE/lypara H 3aKOHa.
YYacTHHKBT € IIPEJUIOKHIT CPOK 3a M3IIBIHEHHE HA JTOCTABKHTE, CPOK 3a Pa3cpOUeHO MalaHe
M OoCTaThbyeH CPOK Ha TOMHOCT Ha ofepHpaHnTe JICKapCTBEHH HPOJYKTH OTroBapsild Ha
MHHHEMAQTHHTC H3HCKBAHUA HA BB3JIO)KHTEIS.
Od¢epupannrte nexapersenu npoayktu ca prmodeHn B IIpuwnoxenne No2 ma IIIC n
ChOTBCTCTBAT Ha H3MCKBAHMATA HA TEXHUUYECKaTa ClelHPUKALNA KbM JOKYMEHTAIHATA 32 yUyacTHe B

npoueaypara, no orxowenne Ha ATC ko, reHepHuHo HaHMEHOBaHHE, JIEKapcTBeHa (opMa,
KOJIHYECTBO AKTHUBHO BCIICCTBO, €MHHYHA MSpKAa M OKOHHATEJHA OIAKOBKA 110 HOMEHKIATYPH n
obocobenaTa nosuums 1 1oapodro onucann punokerne Nel KbM HACTOSIIHS TPOTOKOJL.

Ha 6a3za ropensiioskenoro KOMHCHSITA HAMHPA TEXHHYCCKOTO HNPEJIOKENNe 1A
ydyacTHura 1o odocodenara mo3Hiis 3a OTrOBAPSINIO B HBLJAHA €TEHEH HA M3HCKBAHUATA HA
BB3JIOKITE/51, 3AJ105KeH B TEXHHYeCKAaTa cnennukanus na goxymenranusra, C oruen na
TOBA, KOMHCHATA CAHHOAYUINO pem, ue jonycka yuacruuka "MAPKOJI" AJl no caeasany
eTan B HPoUeypaTa — 0TBapPsSIHE HA HCHOBOTO NPE/I0ZKeHIe 110 000coheHaTa Mo3Hisi.

Ilo OITNe6 Anmuundpexyuoniiu npoOyKmu 3a CHCHIEMILO RPUTOJCeNe:

e [fonvianen Obpasey Ne 3 — Ipeonooicenie 3a usnvanene Ha NOPLUKAmMa; _
o Ipunoaicenie Nol koM mexuuueckomo npeonoiceiie — ua Xapnuen u e1ekmponen Hocumed, |
o [lonvinen Oopaszey Ned - Jlekiapayus 3a cvenacue ¢ Kiaysuime na npurodIcenus npoexn nd
002060p, 'f
o [lonvanen Oopazey Nos - Jlexnapayus 3a cpoka na eanudnocin Ha ogepmama; 5
e Homapuanno 3(J6€j)t’1! Qokymenm 3a ynvanomoiyasare na Paiwo Kapues cvearacno yn. 39, an.
3, m. 1, byxea ,,a" om III3011; - '
o [Ipedcmasenu ca Ookymenmu 3a 0mopuzayus/omopusayuoniio nucao om .J.’])()H)GU(}I.’HI{Z’I
YOocmogepacawo npasa 3a npeocmacumencnseo u mupeosus na mepumopusma na Penyo. nKa

bv. ’IPCI}JH}.’ c Jiekapemeen npoOYKM, Kakmo ciedsd:

v’ @pesenuye Kaou bBvaeapus EOOJ], Bvaeapis;

v' Fresenius Kabi Deutschland GmbIl, I'epyariis;
CJIC/, KOCTO HANPaBH NPOBEPKa Ha CHABPKAHMETO Ha TEXHIYECKOTO NPEIONKEHHE
CHhOOPA3HO M3HCKBAHUATA HA MPOIIS/lypaTa H YCTAaHOBH, Ye JIOKYMCHTHTE HAa YUacTHHKA OTroBapsaT Ha
M3HCKBaHMATA Ha Ipolle/lypara 1 3aKOoHa. |
YyacTHHKBT € NPE/UI0KHIT CPOK 3a M3IIBJIHCHHE Ha JIOCTABKHUTE, CPOK 3a PA3CPOYEHO ILIalaHe
I OCTATHUYCH CPOK Ha TOJHOCT Ha oO(QepupanuIec JICKApCTBCHH IPOAYKTH OTroBapsild Ha
MUHUMAIHHTE H3UCKBAHUS HA BB3JI0KUTEIISL. }
Odepupanute nekapctBenn HpojyktdH ca sinouenn B Ilpunomenne Ne2 wa [1JIC I‘I
CBLOTBETCTBAT HA M3HCKBAHMsTA HA TEXHHYCCKATA ClICIM(HKAIHS KbM JIOKYMEHTALMATA 33 Y4ACTHE B

npoueaypara, mo otwomerne na ATC Koj, remepuuno mHamMenoBaie, Jiekapersena (opma,
KOJIMYECTBO aKTHBIO BEMIECTBO, €/IMHHYIA MAPKA M OKOHYATENHA ONAKOBKA MO HOMEHKIATYPH B
obocobenaTa nmoznnus u 1ojxpoduo oncanu Iproxene Nel kbM HACTOSIIIST TPOTOKOJL. ;

Ha ©0a3a ropensiioskenoTo KOMICHATA HAMHPA TEXHHYCCKOTO IPEIOKEHHE Ha;
yUacTHHKA 1o obocobenaTa MO3MIMS 32 OTrOBAPSIIO B IBJHA CTCMEH HA H3HCKBAHIATA HA
BB3JORHTCIA, 3AJ0KCHIH B TCXHHYCCKATA Cl[e[ll[(bll]ﬁlllllﬂ Ha JOKYMCHTAIHATA, C orJae)x Ilill
TOBA, KOMHCHSITA HIOYIIHO e, e jonycka yuactunka "MAPKOJ" AJ[ g0 caeapang
eTaIl B IPOLeAYPATa — OTBAPIHE HA IICHOBOTO NPE/LTOJKEHIE 110 060cofenaTa mo3mist. '
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C tosa Ha 23.05.2018r., naznayenara 0T BH3JIOKHUTEIIS] KOMHCHA TIPHKIIIOUH CBOATA pabora 1no
‘ T Tay TaBu
pasriexk/ane Ha TeXHHYCCKHTE IIPE/UIOKEH s Ha JIOMyCHATATE yIaCTHHIN B 1pore/typara 1 cbe :

ITporoxos Ne2.

Ha ocrosanue wi. 57, ait. 3 ot [TI13011 koMucusTa ONpPEICIN iata, Yac i MACTO Ha OTBAPIHE
na uenosnre npemiosenus - 30.05.2018r. or 12:00 waca, B 3acejarciHara 3ana Ha 71€4eOHOTO,
jaBejieltie, 3a KOeTo MPCS/IpHe JIeHCTBIS 3a yBEI0MsIBalle Ha YUACTHUIHTC B HPOLELypata.
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