INIPOTOKOJ
Ne2

Huec, 02.01.2019r., ot 12,00 yaca B 3acenatenHara 3ama Ha JIIB - Kepmkanu ce cheros
3ace/laHue Ha KOMHUCHsTA, HasHaueHa ¢be 3anosen Ne884 or 21.11.2018r. na [upexropa ma JIIB -
Kepmxany 3a pasrnexziaHe M OIE€HKa Ha NOCTHIMIMTE O(EpTH W KJIACHPAaHE HA YYACTHHUIUTE B
OTKpHTa IPOLE/ypa 3a Bh3jlaraHe Ha OOLIECTBEHA NOPBYKa ¢ HpeameT: "J[ocTaBKa Ha JEKApCTBEHU
npoxykta 3a Hyxgure Ha IIIb - Kepmkamn", otkpura ¢ Pemenme Ne796 ot 15.10.2018r. na
Hupextopa va JI1b - Kepmkanu u ny6nukysano o6asinerue 8 POIT ¢ Ne873031 wa 18.10.2018r.

Ha ocnopanne I'naBa nera, paszpen VIII ot IITI30I1 u B u3mbiHenne Ha 3amoseq No884 ot
21.11.2018r. nva [upextopa Ha JI1B - Kbpmkanu, HOMOIIHEAT OpPraH Ha BB3JIOXKUTENS B CIIEIHUS
CHCTaB:

IIpeoceoamen: mar. dapm. Jlunsua JluMoBa — ynpaBHTEN Ha arTeka;
U uieHoee: 1. n-p Posanns Paurenosa — nasanuux 111 MO,
2. n-p Tonopka Cranyauna — exap;
3. MlBan Po60B — UmIoMHpaH MarkcThp 110 IpaBo;
4. Cuexana Kaparso3oBa - IUIUIOMHpAaH MarkcThp 110 MKOHOMMKS, 3arl0YHA
paboTaTa cH Ha 3aKpUTO 3acCEHaHue.

I. KomucusTa mpoasmxu paGotara cu 1o pena 'maBa rmera, pasnmen VIII ot IIII30II, xaro
pasriefia TeXHUYECKUTE TNPEUIOKEHHS Ha [OIYCHATATE OO TO3M eTal YYacTHHUIH, NIPH KOETO
HalnpaBy CJIEIHATE KOHCTATALlUK:

Io OTHOMICHWC Ha IHPENCTaBCHUTE NOKyMeHTH mo w39, an3, 1.1 or IMI3OII or
"CO®APMA TPEUAUHI"" A, rp.Codus no:

OII Nel Xpanocmunamenna cucmema u memaboauzom

YYaCTHUKBT NEeKTapupa, 4e ¢ ChIVIaCeH C KIIay3uTe Ha IpOeKTa Ha JIOTOBOPA, IPUJIOKEH KBM
AOKyMEHTallATa 3a y4acTHe B nponexypara. CpoKbT Ha BalIMIHOCT Ha odeprara ¢ 6 Mecela.
TexHMYECKOTO MNpEmNONKEHHE OTroBaps Ha M3UCKBAHMATA Ha BH3JIOXKUTENS [0 OTHOLICHHE Ha
ChabpKaHue W GopMa H € u3rorBeHo no Ilpumnoxemme Ned or ofpasuure KbM IIpolelypara,
TIPEJICTABEHO € ¥ Ha ONTHYCH HOCUTEJL.

IIpesuioxenn ca cpox 3a H3IbIIHEHHE Ha OCTABKHUTE, CPOK 3a pascpoveHo IUIalale ¥ OCTAThYEH
CPOK HA TONHOCT Ha OQepUpaHuTe IEKapCTBEHH NPOIYKTH OTrOBapslly HA MHHHUMATHHTE
H3MCKBAHUs Ha BB3JIOKUTENS.

Odepupanure JekapCTBEHH MPOLYKTH Ca BKIIOYEHH B IIpunoxenne Ne2 ua ITJIC u croTBeTCTBAT
Ha U3UCKBAHUATA HA TEXHAYECKATA CIEUHPHKALUS KbM JOKyMEHTAIMSATA 32 YIACTHE B IPOLEIypaTa,
1o orxowmenue Ha ATC Koz, reHepuvHO HAMMEHOBAHKE, JIEKAPCTBEHA (OPMA, KOJHYECTBO AKTHBHO
BEIICCTBO, €IMHUYHA MAPKA M OKOHYATENIHA OIIAKOBKA 110 HOMEHKIATYPU B 060CO0EHATA IIO3UIUS U

HOIIpO6HO OonrucaHu HpI/IJIO)KCHI/Ie Nel xeM HACTOAIMUSA IIPOTOKOJ, ¢ H3KIOUCHHUE HA CJIEIHUTE
HOMEHKJIaTYpH:

I'enepuuuno Komuecrso Oxonu.
Ne | ATC Koa HAHMCHOBAHHE Jlek. popma AKTHBHO B-BO Msipka ONaK.
2| A02BCO1 Omeprazole Gastro resistant capsule, hard 20 mg 28

OdeprHOTO Mpennoxernue Ha "CODAPMA TPEMIAHT" AJl, XEJIMIWU] xanc. 20Mr x
28, ¢ nputexaren Ha paspelende 3a ymorpeba 'ZENTIVA GROUP A.S., HEe e BKIIOYEHO B
[Tpunoxenune Ne2 wa ITJIC, xBM marta 02.12.2018r.



KomucusaTa npennara y4acTHHKBT Aa ObJEe OTCTpaHEH IO HOMEHKIAaTypa 2 Ha OCHOBaHME
4yn1.107, 1.2, 6ykBa a) ot 30Il — mpexacraBun e odepra, KOATO HE OTroBaps Ha IIPEABAPUTEIIHO
00sIBEHHTE YCJIOBHS Ha IIOPHUKATA.

I'eHepuuHo Ko/IH1e¢TBO AKTHBHO B- Oxonu.
Ne| ATCKon HAHMEHOBaHHE Jlex. opma BO MﬂpKa onakK.
5| A02BCO3 Lansoprazole Gastro resistant capsule, hard 30 30
OdeprroTo mpeanoxerne Ha "CO®APMA TPEMIUHI" AJl, JIAHCOHPOJ'I 30 xarc.

30mr x 28, ¢ mpurtexaten Ha paspeweHue 3a ynotpeba HOBEJI ®APMA OO/, e peructpupaHo B
ITpunoxenue Ne2 Ha [1JIC B okoHuaTenHa onakoBka ot 28 0p., a He o 30 6p.

Komucusra npeanara y4acTHUKBT Ja ObIE OTCTpaHEH 110 HOMEHKJIATypa 5 Ha OCHOBaHHE
91.107, 1.2, OGykBa a) ot 30Il — npencraBun € odepra, KOITO HE OTroBaps Ha IpeIABapUTESIHO
OOSBEHUTE YCIOBUS Ha NOPHUKATA.

FenepHuno KosunuecTBo aKTHBHO B- Oxonu.
Ne| ATC Kon HANMEHOBAHHE Jlek. popma BO Msipka OnaK.
12| A03ADO2 Drotaverine Solution for injection 20 mg/ml-2mi 10

OdeprroTO Mpeanoxenue Ha "CODAPMA TPEUJIUHI" AJl, JTPO CITA3 amn. 20Mr./mi
2mn x 10, ¢ mputexaren Ha paspeweHue 3a ynorpeba 'AIIMOAPM EA]Jl, He e BK/IIOYECHO B
[Tpunoxenue Ne2 na IJIC, xeM nata 02.12.2018r.

Komucusra npennara yuacTHUKBT Aa OBJE OTCTpaHEH IO HOMEHKJIATypa 12 Ha OCHOBaHME
q1.107, 1.2, 6yxBa a) ot 30Il — npexncraBun e odepra, KOATO HE OTrOBaps Ha INpPEABApUTEIIHO
00sIBEHUTE YCJIOBHUS Ha IOPHYKATa.

I'enepuuno KomuecTBo aKTHBHO B- Oxonu,
Ne | ATC Kon HANMEHOBaHHE Jlek. popma BO Msipka OnaK.
23| Al10BAO2 Metformin Film coated tablet 850 90

Odeprroro npeanoxenue Ha "COPAPMA TPEUIUHI " AJl, MET(DOI[I/IAB 6 850Mr X
30, ¢ mputexaTten Ha paspelneHue 3a ymorpeba Actavis Group PTC ehf, e perucrpupano B
IMpunoxxernne Ne2 na [1JIC B okonuatenna onakoBka oT 30 6p., a He 1o 90 6p.

Komucusta npeanara y9acTHUKBT a OBbJe OTCTpaHEH II0 HOMEHKJIaTypa 23 Ha OCHOBaHHE
41.107, 1.2, 6ykBa a) or 30Il — mpencrasun e odepra, KOATO HE OTroBaps Ha MPEABAPHUTEITHO
OOSIBEHHTE YCJIOBUS HA IOPHUYKATA.

FenepuyHo KosnuecTBO aKTHBHO B- OxoHu.,
Ne| ATCKon HAHMEHOBAHHE Jlek. popma BO Mspka onax.
95.5 mg/mi-10 mi
(exBHBaJIeHTeH Ha 89
29| AI2AA03 Calcium gluconate Solution for injection Calcium) 10

OdeprroTo mpemoxenne Ha "COPAPMA TPEHJINHI" AJl, KAJIL. I'TFOKOHUKYM
amr.8.94mr/mMn 10mn x 50, ¢ mpurexaren Ha paspemeHue 3a ynorpeba Codapma Al
perucrpupano B [Ipunoxenne N2 na ITJIC B okoHuatenna onakoBka ot 50 6p., a e o 10 6p.

Komucusra npennara yqacTHUKBT Aa ObIe OTCTpaHEH [0 HOMEHKJaTypa 29 Ha OCHOBaHHE
un.107, 1.2, 6yxBa a) or 30Il — npeacraBun € odepra, KOATO He OTroBaps Ha NPEABAPUTEIIHO
0OSBEHUTE YCIOBHS Ha MOPHUKATA.

Ha 6a3a ropens/io:keHOTO KOMHCHATa HAMHPAa TEXHHYECKOTO NpelJIoKeHHE Ha YYacTHUKA
M0 OCTAHAJINTE HOMEHKJATYpPH B 000c00€eHATA MO3MIHA 32 OTrOBAPSAINO B ITHJHA CTeNeH Ha
H3NCKBAHUATA Ha BB3JIOKHTENs, 3aJ0’KEHH B TeXHHYecKaTa crnenudukanus Ha
noxymenTanusaTa. C orjie] Ha TOBa, KOMHCHSITa €JHHOAYHIHO PeHIH, e JOMYCKAa YY4aCTHHKA
"CODAPMA TPEUJVHI" AJl o cieqsam eTanm B NpoHeaypaTa — OTBapsiHe HA IEHOBOTO
NpeAIoKeHHe M0 0CTAHAJINTE HOMEHKJIATypH B 060co0eHaTa mo3uIus.

OIl Ne2 Kpve u kpveomeopHu op2anu

Y4acTHUKBT AEKIapHpa, Y€ € ChIIACeH C KIIAy3UTe Ha IPOEKTa Ha JOT0BOpa, IIPHIIOKEH KbM
JMOKYMEHTAallUATa 332 y4acTHe B mpouexaypara. CpokbT Ha BaIMIHOCT Ha odeprara € 6 Meceua.
TexHUYEeCKOTO NPENNIOKEHHE OTrOBaps Ha H3UCKBAaHUATA Ha BB3JIOKHTENA II0 OTHOUICHME Ha
chabpkanue u Gopma u e usrorseHo o llpmmoxenme Ned oT obpasuure KBM HpOLEdypara,
IIPEACTABEHO € M Ha ONTUYCH HOCHTEIL.



Ilpennoxenu ca CpoK 3a M3NBJIHEHHE Ha JOCTABKHUTE, CPOK 3a Pa3CpOYEHO ILIAllaHE H
OCTaThY€H CPOK Ha FOAHOCT Ha O(epHUpaHUTE JIEKAPCTBEHH MPOMYKTH OTTOBAPSIIY Ha MHHHMATHUTE
U3UCKBaHUS HA BB3JIOKUTENS.

O¢epupannTe JeKapcTBeHH IIPOAYKTH ca BKIoueHd B Ilpunoxenme Ne2 Ha IIJIC u
CBOTBETCTBAT Ha W3HCKBAHUATA HA TEXHUYECKATA CIENMPHUKALNSI KbM JOKYMEHTAIUATA 33 YUACTHE B
npouenypara, no otrHowernue Ha ATC Kox, reHepHuYHO HAMMEHOBaHME, JieKapcTBeHa (GopMma,
KOJIMYECTBO aKTUBHO BEINECTBO, €NWHMYHA MSPKA M OKOHYATENHA ONAaKOBKA II0 HOMEHKIATYDH B
obocobenara mosumus u moAapobHo omucanu Ilpunokenwe Nel KbM HACTOSIIMS IIPOTOKOM, C
U3KJIOYEHHUE Ha CIEIHUTE HOMEHKIIATYPH:

Ienepuuno KosanyecTso akTHBHO B- Oxony.
Ne | ATC Ko HAHMEHOBaHHE Jlek. gopma BO Msipka onax.
37| BO1ABOI Heparin Solution for injection 25000 1U/5 ml - 5 ml 1

Odeprroro mpennoxenne za "CO®APMA TPEWJIUHI" AJl, XEIIAPUH b
25000IU/5ml x106p, ¢ nputexaren Ha paspemenue 3a ynoTpeba Warsaw Pharmaceutical Works
Polfa SA, e perucrpupano 8 Ilpunosxenne N2 na ITJIC B oxoHUaTenHa OMaKoBKa oT 10 6p., aHe 1o 1
op.

Komucusira npemnara y4acTHHKBT na 6bJe OTCTpaHEH IO HOMEHKNATYpa 37 Ha OCHOBAHHE
wi.107, 1.2, 6ykea a) ot 30I1 — mnpencrasun € obepra, KOIATO He OTroBaps Ha IpPEIBAPUTEIIHO
00sIBEHHTE YCIIOBHS Ha IIOPBHUKATA.

z

ATC Kon

T'enepuuso
HAHMEHOBAHHE

Jlek. dopma

KosuuecTso akTieHO B-
BO

Msipka

OxkoHy.
OnakK.

41

B0OSBB01

Sodium chloride

Solution for infusion

100 ml (0.9%)

1

OdeprroTo npeanoxkenue Ha "CODPAPMA TPEUIWHT" AJl, HATP.XJIOPU] uHd.p-p
0.9% x100mMn m1.6arKa, ¢ HpUTEXATEN Ha pa3pellieHHe 3a ynotpeba buodapm Nrmxenepunr AJl, e
peructpupano B Ipunoxenue Ne2 na ITJIC B oxoHyarenHa onakoska ot 50 6p., a He 1o 1 op.

Komucusara npeanara y4acTHHKST fa 6Bl OTCTPaHEH IO HoMeHKIatypa 41 Ha ocHOBaHuUe
un.107, 1.2, 6ykea a) or 30I1 — mpexcTaBun e odepra, KOIATO He OTroBapsi Ha NPEABAPHUTEIIHO
O0SBEHHTE YCIIOBHS HA NOPBHUKATA.

ATC Koa

I'eHepuuno
HAHMEHOBaHHe

Jlek. dhopma

Koan4ecTBo aKTHBHO B-
BO

Msipka

Oxouu,
onak.

B0O5SBBO01

Sodium chloride

Solution for infusion

250

ml

1

Odeprroto npennoxenue Ha "CO®APMA TPEHJIUHI" AT, HATP.XJIOPUT UTH®.P-
P 0.9% X250MJI TUL.BAHKA, ¢ npuTexaTes Ha paspelicHue 3a ymorpeba buodapm Wnxenepunr
A]l, e peructpupano B ITpunoxenne Ne2 na ITJIC B okoHUATEHA OMAKOBKA OT 36 6p., ane o 1 6p.

Komucusita npeiara yqacTHuKsT fa GbJe OTCTpaHEeH MO HOMEHKIATYpa 43 Ha OCHOBAHHME
w1107, 1.2, 6yxsa a) or 30I1 — npencraBun e opepra, KOSTO He OTroBapsi Ha IIPEIBAPHUTEIIHO
00ABEHUTE YCIIOBHS Ha IOPHUKATA.

I'enepuuno KonmuecTso aKTHBHO B- Oxkonu.
Ne | ATC Kon HauMeloBaHHe Jlek. dopma BO Mspka onax.,
46 | BOSBBO1 Sodium chloride Solution for infusion 0,9% - 500 ml ml 1




OdeprroTo npemoxenue Ha "COPAPMA TPEUJUHI" AN, HATP.XJIOPWJ{ UH®.P-
P 0.9% X250MJI IUVLBAHKA, ¢ mpuTexaten Ha paspeuieHue 3a ynorpeba Buodapm WMnxenepunr
AL, e peructpupano B Ilpunosxenne Ne2 a ITJIC B okoHuaresnHa omakoska ot 20 6p., a He 1o 1 6p.

Komucusta nmpennara yyacTHHKBT Ja ObAe OTCTpPAHEH MO HOMEHKIATypa 46 Ha OCHOBaHHE
w1107, 1.2, 6yxsa a) or 30Il — npencraBui e odepra, KOITO HE OTTOBApsS Ha IIPENBAPUTEIHO
00sIBEHHTE YCIIOBHUS Ha OPBHUKATA.

Ha 6a3a ropens iokeHoTo KOMHCHATA HAMAPA TEXHHYECKOTO NPEII0KeHHe HA YYACTHHKA
10 OCTAHAJMTEe HOMEHKJIATYPH B 000cofeHaTa MOZUIMS 32 OTrOBAPAINO B IbJHA CTelleH Ha
H3HCKBAHHATA HA  Bb3JOKHTENSA, 3aJ0KeHH B  TexHHYecKara crnenuduKkanmusi Ha
poxymentauusita. C oryiell Ha TOBa, KOMHCHSITA €XMHOAYUIHO PEUIH, Ye JONycKa y4acTHHKA
"CO®APMA TPEWJIUHI" AJl no cieapam eran B npoueaypara — OTBapsiHe Ha LEHOBOTO
NpPeNIoKeHH e 10 OCTAHATHTE HOMEHKIATYPH B 060c00eHATAa NO3HIMS.

OI1 Ne3 Cwvpoeuno cvdosa cucmema

Y4aCTHUKBT JEKIAPHUPA, Y€ € CHITIACEH C KIay3uTe Ha NPOEKTA Ha JOrOBOpPa, MPUIIOKEH KbM
JAOKYMEHTaUMATA 3a ydacTHe B mpouenypara. CpokbT Ha BaIHIHOCT Ha odeprata € 6 Mecena.
TexHnuyeckoTo HpPEUIOKEHHE OTrOBaps Ha H3UCKBAHHMATA HA BB3JOXKHTENS 1O OTHONICHME Ha
cpabpxaHie ¥ (Qopma M € H3ToTBeHO no Ilpunoxenwe Ned oT o6pasmure KbM IIpoLenypara,
IPEJACTABEHO € U Ha OITHYEH HOCUTEIL.

IIpennosxenn ca cpok 3a M3MBIHEHHE Ha JOCTABKUTE, CPOK 34 PA3CPOYCHO IUIAIAHE ¥ OCTATHYEH
CPOK Ha TOJHOCT Ha O(EPHpaHHTE JIEKAPCTBEHH NPOAYKTH OTIOBApAIM HA MUHHMATHHATE
H3MCKBaHMSI Ha BB3JIOIKATELS.

Odepupanute NeKapcTBEHH IIPOIYKTH Ca BKMOYeHH B Ilpuinoxenwe Ne2 ma IUIC u
CHOTBETCTBAT HA U3NCKBAHUATA Ha TEXHHYECKATA CUENMPUKAINS KbM JOKYMEHTAUMATA 3a YIacTHE B
npouenypara, no orHomenne Ha ATC xon, remepu4HO HaMMEHOBaHHME, JEKApCTBEHA (opMa,
KOJIMYECTBO aKTHBHO BENIECTBO, CMHMYHA MSPKa M OKOHYATENHA ONAKOBKA IO HOMEHKIATYPH B
obocobenara no3unus M I0Apo6HO onucanm Ilpumoskenue Nel KBM HACTOSIIHS IPOTOKOM, €
U3KJIIOYEHHE Ha CIEIHUTE HOMEHKIATYPH:

Tenepnuno Konyecrso akTHBHO B- Oxonu.
Ne | ATC Kon HAHMCHOBANHE Jlek. popma BO Mspka onak.
Glucose, sodium
68| CO5BBS6 chloride Solution for infusion 500 ml 1
OdeptrOTO MpENTIOXKEeHHE Ha "CODAPMA TPEUJAHI" AL,

I'IIOK.5%+HATP.XJIOP.0.9%H®.P-Px500MJI ITJLB, ¢ nputexaren na paspeluenue 3a ynorpeba
Brodapm Urmxenepunr AJl, e perucrpupano B Ipunoxenue Ne2 ma IJIC ¢ ATC Kox BO5BB02 u
Wnentuduxarop ma JIII (MJIII) 2472, koeTo He OTroBaps Ha OGSIBEHHTE YCIIOBUSL Ha NOpHUKara
otnocHo ¢ ATC Kon u WJIIT.

Kowmncnsira ripefniara yuacTHHKBT fa Gbje OTCTpaHEH MO HOMEHKIIATYpa 68 HA OCHOBAHHE

wi.107, 1.2, 6yksa a) ot 30Il — mpencrasui e odepra, KOITO He OTroBapsl Ha IPEIBAPHUTEIHO
O0sIBEHUTE YCIOBUS Ha HOPHYKATA.

TCenepisuno Kosnuecrso akrusHo B- Oxkonu,
Ne | ATC Kon HAUMEHOBAlHE Jlek. dpopma BO Mspka onax.
20
71} V07AB00 | Water for injection Solvent for parenteral use 10 ml (ampoules)

OdeprroTo npennoxenue va "CO®APMA TPEUJAUHT" All, CTEPMJIM3MPAHA BOJA amm.
Smn x 10, ¢ mputexaren Ha pasperuenue 3a ynorpeba Copapma AJl, He € BKTIOYEHO B Ipunoxenne
Ne2 na TJIC, xuM mata 02.12.2018r.

Komucusita mpeznara y4acTHUKBT Ja 6BJe OTCTpaHEH I10 HOMEHK/IaTypa 68 Ha OcHOBaHuUE

u1.107, 1.2, 6yksa a) ot 30Il — mpencraBui e odepra, KOATO He OTrOBaps Ha IPEeIBaPUTETHO
OOSBEHHUTE YCJIOBHS Ha IOPHUKATA.

Feunepuuno KosuecTso akTBHO B- Oxonu.
Ne | ATC Kon HAHMCHOBANHE Jlek. popma BO Msipka OmnaK.
154 | C09AA04 Perindopril Film coated tablet 10 mg 28

Odeprroro npemnoxenne va "CODAPMA TPEHUHT AJZl, 3ATIPMHEJ 10mr x 306p,
C TpHTeXarel Ha paspemienue 3a ynorpeba Tesa Oapmaciotuxbinc Beirapus EOOQI, e
perucrprpado B [Ipunoxenue Ne2 Ha ITJIC B okoHYATENHA OMIAKOBKA OT 30 6p., a He 1o 28 6p.



Komucusra npennara y9acTHUKBT Ja ObJe OTCTpaHEH O HOMEHKJIATypa 154 Ha ocHOBaHHE
w107, 1.2, 6yksa a) ot 30Il — mpenctaBun e odepra, KOATO HE OTIOBAps Ha IPEIBAPHTEIHO
0OsBEHUTE YCIOBUS Ha MOPBHUKATA.

Ha 6a3a ropen3iosxeHoTo KOMHCHSITA HAMHDA TEXHHYECKOTO NPEJI0KeHNe HA YIACTHHKA
10 OCTaHAJHTE HOMEHKJIATYpH B 000cobeHaTa MO3MIUs 32 OTrOBAPAII0 B IBJIHA CTENEH HA
HU3UCKBAHMATA Ha BB3JIOKHTENsH, 3aJ05K€HH B TexXHHYeckara cneuuHKauMs Ha
AokymenrTamusara. C orje Ha TOBa, KOMHCHATA €IMHOXYUIHO PEIlH, Ye JONMYCKa YYACTHHKA
"CO®APMA TPEUJMHI" AJl no ciexsam eranm B npoueaypaTta — OTBapsiHe HAa IEHOBOTO
NpeJIoJKeHHE 10 0CTAHAJTHUTE HOMEHKJIATYPH B 060co0enaTa mo3uiust.

OIl No5 Kopmukocmepoudu 3a cucmemHo npunoicerue

Y9acTHHUKBT JEKIApHpa, Ye € ChITIAceH ¢ KIay3UTe Ha MPOEKTa Ha JOrOBOPA, IPHIOKEH KBM
AOKYMCHTallMATa 3a ydacTHe B Iporeaypara. CpoksT Ha BaIHJHOCT Ha odeprara € 6 Mecera.
TexHUUeCKOTO NpeIoKEHHe OTrOBaps HAa M3WCKBAHHATA HA BB3JOKUTENS 110 OTHOIICHHE HA
ChIppKaHue M (opmMa H e u3roTBeHo Ho IIpwioxenue Ned oT 06pasumuTe KbM Impornenypara,
MPEJCTAaBEHO € U Ha ONTHYEH HOCUTEIL.

IIpenmoxenn ca Cpox 3a H3MBIHEHME Ha [JOCTABKHTE, CPOK 33 PasCpOUEHO IUIAIAHE M
OCTaTh4€H CPOK HAa TOAHOCT Ha O(epupaHuTe JIEKAPCTBEHU MPOAYKTH OTTOBAPSAIIM Ha MHHUMATHHTE
H3HCKBaHHS Ha BH3JIOKUTENS.

Odepupanute JekapcTBeHM IPOAYKTH ca BKIIOYEHH B Ipunoxense N2 ma IIVIC u
CBHOTBETCTBAT Ha M3UCKBAHUATA HAa TEXHUYECKaTa CHENM(HUKAINS KbM JOKYMEHTAIUATA 33 YUACTHE B
nponenypara, no oTHomenue Ha ATC Koi, TeHepHYHO HaMMEHOBaHME, JeKapcTBeHa (opMma,
KOJMYECTBO aKTHBHO BEIIECTBO, CAMHMYHA MSPKA M OKOHYATENHA OIAKOBKA II0 HOMEHKIATYPH B
obocobenara mosunusa H mOApo6HO ommcanu Ilpunoskenme Nel KBM HACTOSIIMS IIPOTOKOJI, C
H3KJIOYEHHE Ha CIIEHATE HOMEHKIIATYPH:

I'enepuuno KoJiHuecTBo aKTHBHO B- OkoHu,
ATC Kog HAHMCHOBaHHE Jlek. dopma BO Mspka onak.

z

Powder and solvent for solution for
166 | H02AB04 | Methylprednisolone injection 15.78 mg 5

OdeprroTo npennoxenue na "COPAPMA TPEVIVHT" All, METWIINPEOJHU30JIOH
ami. 15.78mr+p-p 1mnx10, c¢ mpurexaren Ha paspemenue 3a ymotpeGa Codapma A, e
peructpupano B [punoxenue Ne2 na ITJIC B okoruaTenHa onakoska ot 10 6p., a He 10 5 op.

Komucnsra npeasara yqacTHEKET 1a Gblie OTCTpaHEH MO HOMEHKIATYpa 166 Ha OCHOBAHHME
un.107, 1.2, 6yksa a) ot 30Il — mpencrasun e odepra, KOSATO He OTroBaps Ha IPEABAPUTEITHO
00SBEHHTE YCIOBHUS HA OPBHUKATA.

Tenepuuno KonuyecTBo akTHBHO B- OxoHu.
Ne | ATC Kon HaHMEHOBaHHeE Jlek. popma BO Mspka onak.
169 | HO02AB04 | Mecthylprednisolone Suspension for injection 40 mg/ml -1 ml mg 1

OdeprroTo npennoxernne Ha "COOAPMA TPEMJIHUHI™ AJl, METWIIIPEAHU30JIOH
amir. 40mr+ p-p Imn x 10, ¢ mpuTexaren Ha pa3penieHue 3a ynotpeda Codapma AJl, e peructpupaso
B ITpunoxenne Ne2 na ITJIC B oxoH4YaTenHa onakoska oT 10 6p., a He 110 1 op.

Komucusara npennara ydacTHUKST 1@ 6be OTCTpaHEH MO HOMeHKIaTypa 169 Ha ocHOBanue
w1107, 1.2, 6yksa a) or 30Il — npexcraBun e odepra, KOSTO HE OTroBaps Ha INPEIBAPUTEIIHO
OOsIBEHHTE YCIIOBHS Ha TOPHUKATA.

Ha 6a3a ropensioxenoTo KOMHCHATA HAMHDA TEXHHIECKOTO NPeJIoKEeHHe Ha Y4acCTHHKA
N0 OCTAHAIHMTE HOMEHKJATYPH B 000co6eHaTa MO3HUHA 332 OTrOBAPANIO B IbJHA CTEIlEH HA
W3MCKBAHUSAITA HA  BBLIJAOKHTENS, 3aJI0KEHH B TeXHHYeCKaTa cneuupuKanus Ha
JoxymenTanusTa. C oriieq Ha ToBa, KOMHCHSTA €IMHOAYIIHO PEUIM, e AOMYCKA YYACTHHKA



"CODAPMA TPEPH[I/IHF " Al A0 cneamamy eram B npouexypara — oTsapsiHe Ha IEHOBOTO
NPEATOKEHUE IO OCTAHAJMTE HOMEHKJIATYPH B 000c0o0€eHATa MO3HIIHSL.

OII Neb Anmuungekyuonnu npoOyKmuy 3a CUCIMEMHO HPUIOHCEHUE

YYacTHUKBT AEKNApHpa, Ue € CHITIACEH C KIay3UTe Ha IPOEKTa Ha JOrOBOpa, IPHIOKEH KBM
AOKYMEHTalHATa 3a y4acTHe B mpoueaypara. CpokbT Ha BalIMIHOCT Ha odeprata € 6 Mecera.
TexHuuYeCKOTO MIpEIOXKEHHE OTrOBaps Ha MW3UCKBAHMATA Ha BB3JOKATENS 10 OTHOIICHHE Ha
ChABpXKaHME ¥ (opMa W e H3roTBeHO Ho Ilpmioxenume Ned oT o6pasumure KbM npoluenypara,
IIPEACTaBEHO € ¥ Ha ONTHYEH HOCUTEIL

Hpemnoxenn ca cpok 3a H3NBIHEHHE HA NOCTABKUTE, CPOK 33 Pa3CPOYEHO ILIAIAHE H
OCTaThY€H CPOK Ha FOMXHOCT Ha OGepHUpaHHTE JTEKAPCTBECHH IPOAYKTH OTTOBAPSIIYA HAa MUHUMAIHUTE
H3MCKBAHUS HA BB3JIOKUTEIIS.

Odepupannrte JekapcTBEHH IPOAYKTH ca BKIIOYEHH B ITpunoxenne Ne2 ma IUIC u
CHOTBETCTBAT Ha U3MCKBAHUATA Ha TEXHHYECKaTa CENUMHKAIUS KbM JOKYMEHTAIUATA 33 YUACTHE B
liponenypara, mo orHoulenue Ha ATC KOZ, reHepuuHO HAaMMEHOBAHME, JEKapCTBEHa (BopMa,
KOJMIECTBO aKTHBHO BEIECTBO, €AMHMYHA MSPKAa U OKOHYATENHA ONAKOBKA IO HOMEHKIATYPH B
obocoGeHara mo3UIMA M HOAPOGHO omucamd Ilpunoxkenue Nel KbM HACTOSIIHS IIPOTOKON, C
U3KITIOYCHUE HA CIEHHTE HOMEHKIIATYPH:

Tenepuuno KosmuueeTBo akTHBHO B- Oxkony,
Ne | ATC Kon HaHMeHOBAHHE Jlek. popma BO Mspxka omak.
Amoxicilline,
174 | JO1CRO2 clavulanic acid Film coated tablet 875 mg/125 mg mg 14

OdeptHOTO npemnoxenne Ha "CODAPMA TPEHIHHI" Al, AMOKCUT'AP]] 6.
875mr/125Mr x 14, ¢ mpuTexaren Ha paspelleHHe 3a ynotpeba 'RANBAXY LABORATORIES
LIMITED, me e Bxmoueno B I[Ipunoxenne Ne2 Ha IIIC, xbM maTta 02.12.2018r.

Komucusra npenmara yaacTHuxsT ga 650e oTCTpaneH mo HOMeHKIaTypa 174 Ha ocHOBaHHE
wi.107, 1.2, 6ykBa a) ot 30Il — mpexncrasmt e oepra, KOATO He OTrOBapsi Ha IpPEABAPHTEIIHO
ODABEHHTE YCIIOBHA Ha IIOPHUKATA.

Fenepnuno KoJsinyecTBo akKTHBHO B- OxoHu,
Ne | ATC Koa HaHMEHOBaHHe Jlek. dopma BO Mspka onak.
179 | JOIDCO02 Cefuroxime Powder for solution for injection 1500 mg 10

OdeprroTo mpemnoxenue Ha "CODAPMA TPEHAHT" ANl, AKCETHUH ¢n. 1.5rp x
100, ¢ mpurexaren Ha paspemenue 3a ynorpe6a Medochemie Ltd, e perucrpupano B Ipunoxenue
Ne2 na ITJIC B okonuarenHa onakoska ot 100 6p., a e o 10 op.

KomucusTa npepnara yuacTHUKBT na Gbae OTCTpaHeH II0 HOMEHKJaTypa 179 Ha ocHoBaHHe
w1.107, 1.2, 6ykBa a) or 30Il — mpencraBmi e opepra, KOATO HE OTroBapst Ha IIPEIBAPHTEIHO
OOSBEHHTE YCIIOBUS Ha TIOPHUKATA.

Ienepuuno Koanueerso aktusho B- Oxonu,
Ne| ATC Kon HaHMeHOBaHHe Jlek. popma BO Mspxa OIaK.
189 | JOIFA09 Clarithromycin Film coated tablet 500 mg 14

OdeptroTo npenyioxenune Ha "CODAPMA TPEAJIUHI" AJL, OPOMWIIN]] 16. 500Mr x
14, ¢ npuTexaren Ha paspemenue 3a ynorpeGa KRKA, d.d., me e Bxmroyeno B Ipunoxenue Ne2 na
ITIC, xpMm paTa 02.12.2018r.

Komucusita npennara y4acTHUKET jia 6BIe OTCTPaHEH IO HOMeHKIaTypa 189 Ha ocHoBanue
w1107, 1.2, 6yksa a) or 3011 — npencrasun e oepTa, KOATO He OTroBaps Ha IIPEIBAPUTEITHO
OOSIBEHHTE YCIIOBHS Ha MOpPHYKATa.



Fenepuuno Ko/muecTBo aKTHBHO B- Oxonu.
Ne| ATC Koa HAHMEHOBAaHHE Jlek. popma BO Msipka onak.
190 | JO1FA09 Clarithromycin Prolonged release tablet 500 mg 7

Odepraoro mpemtoxkenne Ha "COD®APMA TPEHIMHI" AJl, ®POMUMJIMJI YHO
PETAPJI 6. 500Mr x 7, ¢ mputexxaten Ha pasperierue 3a ynorpeda KRKA, d.d., ne e BkIIoueHO B
Ipunoxenue No2 na ITJIC, xpM mata 02.12.2018r.

Komucusta npennara yqacTHHKBT Ja Oble OTCTpaHeH 1o HOMeHKiIaTypa 190 Ha ocHOBaHMe
wi.107, 1.2, 6yksa a) ot 30Il — npencraBui e odepra, KOSTO HE OTrOBAapsA Ha IIPEIBAPHTEIHO
00sIBEHUTE YCJIOBHS Ha MOPHYKATA.

Ienepnuno KoandecTBo aKTHBHO B- Oxony.
Ne | ATC Kon HalMeHOBaHHe Jlek. dopma BO Msipka onax.
193 | JOIFA10 Azithromycin Film coated tablet 500 mg 3

OdeprroTo mpemnoxenue Ha "COPAPMA TPEUJIUHI" ANl, ABUBHOT 16. 500mr x 3,
C npuTexares Ha paspeiueHue 3a ynorpeba KRKA, d.d., e e BxmoueHo B Ilpunoxenue Ne2 Ha
TIC, kM mata 02.12.2018r.

KomucusTa npenjiara yqacTHUKBT Ja ObIe OTCTpAaHEH MO HOMEHKJIATypa 193 Ha ocHOBaHHe
wr.107, 1.2, 6yxsa a) or 30I1 — mpencrasun ¢ odepra, KOATO HE OTroBaps Ha IPeJBAPHUTEIHO
OOSIBEHHUTE yCJIOBHs Ha MOPHUKATA.

I'enepiuuno KonnuecTBO aKTHBHO B- Oxkony.
Ne| ATC Kogn HAHMCHOBAHHE Jlek. dhopma BO Mspka onak.
203 | JOIMAOQ2 Ciprofloxacin Film coated tablet 500 mg 10

OdeprroTo mpeanoxenue Ha "CO®APMA TPEUJIUHI" Al HUITPODJIOKCAIIMH
10. 500Mmr x 10 - Codapma, ¢ npurexaten Ha paspewenue 3a ynotpeda Cobapma AJl, He € BKIIOYEHO
B [Ipunoxenue Ne2 na IIJIC, xbM fara 02.12.2018r.

Komucusara npeanara yqacTHUKBT 1a ObJe OTCTpaHEH [0 HOMeHKIaTypa 203 Ha OCHOBamHHe
w1107, 1.2, 6yksa a) ot 30I1 — npexcrasun e odepra, KOSTO HE OTTOBaps Ha IPEABAPHTEIHO
00SIBEHUTE YCJIOBHS HA MOPBHUKATA.

Ha 6asa ropemsioxeHoT0 KOMHCHSATAa HAMHPAa TEXHHYECKOTO NpEIIOKEHHE HA
YJACTHHKA MO OCTAHAJNMTE HOMEHKJIATYPH B 000co0¢HATA MO3MIHA 32 0TrOBapAIN0 B IbJIHA
CTEelleH HAa H3HCKBAHMATA HA BB3JIOKHUTENS, 3a10)KEHH B TEXHHYeCKATAa celu(pHKANNS Ha
AokyMeHTauusATa. C orjex Ha TOBAa, KOMHCHATA €JHHOAYIIHO PelId, He JOMYyCKa Y4aCTHHKA
"COD®APMA TPEMIUHI" AJl a0 ciexsaui eranm B nponeaypara — oTBapsiHe HA UEHOBOTO
NpeAIoKeHHE 10 OCTAHAJHMTE HOMEHKJIATYPH B 060c00eHATa NO3HIHS.

OIT Ne7 MyckynHo - ckenemua cucmema

Y4acCTHUKBT JEKIApHUpa, 4e € CHITIACEH C KIIay3uTe Ha IIPOEKTa Ha JOTOBOPA, IIPHIOKEH KM
HNOKyMEHTalMATa 3a ydacTHe B mpouexypara. CpoksT Ha BaJlMIOHOCT Ha odeprara € 6 Mecera.
TexHuYeckOTO NpeUIOKEHUE OTrOBaps HA H3UCKBAHHATA HA BBIJIOXKHTENS 110 OTHOIIEHHE HA
ChABpXaHue H GopMa M e m3rotBeHo mo Ilpmmoxenne Ned or o6pasuuTe KbM IIpOLEIypara,
IPEACTaBEHO € U Ha ONTHYCH HOCUTEIL.

IIpennoxeHn ca CpoK 3a M3IBIHCHME HA JOCTABKHTE, CPOK 3a Pa3CPOUEHO IUIAlIAHE H
OCTaTh4€H CPOK Ha IOJHOCT Ha O(EPUPAHUTE JIEKAPCTBEHU NPOLYKTH OTIOBAPSAIINA HA MHUHUMAITHATE
H3HCKBaHUs Ha BB3JIOKUTEN.

Odepupannure JekapcTBeHH IPOAYKTH ca BKmoueHH B Ilpunoxernme Ne2 ma IUIC u
CROTBETCTBAT Ha U3UCKBAHWUATA Ha TEXHUYECKATA CIENMBUKAIU KbM JOKYMEHTAIMATA 34 YIACTHE B




npouenypara, nmo orsoueHue Ha ATC xon, reHepuyHO HaMMEHOBaHHME, JieKapcTBeHa (opMma,
KOJIMYECTBO aKTUBHO BEILIECTBO, CAWHMYHA MAPKA H OKOHYATENHA OIAKOBKA II0 HOMEHKJIATYPH B
obocobenata mo3zunus ¥ noApoOHO ommcanu [Ipunoxenume Nel KBM HACTOSIIHS IIPOTOKOJ, C
H3KJIOYEHHE Ha CIEIHUTEC HOMEHKIIATYPH:

I'eneputno KojHuecTBo aKTHBHO B- Oxonu.
Ne | ATC Kop HaMMEHOBaHuHE Jlek. popma BO Mspka ORnaK.
207 | MO1ABO5 Diclffenac Solution for injection 75mg/3ml mg 5

OdeprroTo npemnoxenne Ha "CODAPMA TPEUJIWHI" AJl, TUKJIAK amm. 75mr/3ma x
5, ¢ mpuTexaren Ha paspemenne 3a yrnorpeba HEXAL AG, se e Bxmoueno B IIpunoxense N2 na
TJIC, xeMm nmarta 02.12.2018r.

Komucusita npenyiara y9acTHHKST fa ObJe OTCTpaHeH MO HOMEHKIATypa 207 Ha OCHOBaHHE
w1107, 1.2, 6yksa a) ot 30II — mpexacTasuin ¢ odepra, KOATO HE OTroBaps Ha [IpEIBApUTEITHO
00SBEHHTE YCIOBHUS HA MOPHUKATA.

I'enepuuno KosnuecTBo aKTHBHO B- Oxonu.
Ne| ATC Kon HAHMEHOBaHHE Jlek. dhopma BO Msipka onax.
209 | MO1ABO5 Diclofenac Gastro resistant tablet 50 mg 20

Odeprroto npemtoxenne Ha "CO®APMA TPEMJIHHI" AL, BOJITAPEH Jap. S0Mr x
20, ¢ npurexaren Ha paspemeHue 3a ynotpeba Novartis Pharma GmbH, He e BKIOUYCHO B
punoxenne Ne2 na ITJIC, xpM nata 02.12.2018r.

Komucusita nipenmara y9acTHHKBT fa Gb/ie OTCTpaHeH Mo HOMeHKIaTypa 209 Ha OCHOBAHHME
w107, 1.2, 6yxsa a) ot 30Il — npencraBun e opepra, KOSITO He OTroBaps Ha IPEABAPUTEITHO
00sIBEHUTE YCJIOBHS Ha MOPBLYKATA.

Ha 6a3a ropeusiosxeHoTo KOMHCHSITa HAMHDA TEXHUYECKOTO MpeI0KeHHE HA y4acTHUKA
[0 OCTAHAIMTE HOMEHKJATYPU B 000c0o6eHATA NMO3MINSA 32 OTTOBAPAINO B ITHJIHA CTelleH HA
H3MCKBAHHATA HA  BB3JIOKHTENs, 3aJI0K€HH B TeXHHYecKaTa coeumdHKADMS Ha
AOKymMeHTanuATa. C orjlel Ha TOBa, KOMHCHATA eIMHOAYIIHO PElH, Ye AONYCKA y4acTHHKA
"CO®APMA TPEMJHHI" AJl no cieasain eram B npoueaypara — 0TBapsiHe HA IEHOBOTO
NpeJIosKeHUE M0 0CTANAINTE HOMEHKIATYPH B 060cofeHaTa mo3uuus.

OIl Ne8 Ilenmpanua nepena cucmema

YYaCTHUKBT IEKIapHpa, Ue € ChITIACEH C KIay3UTe Ha MPOEKTa Ha JOroBOPA, IPHIIOKEH KBM
AOKYMEHTAllUATa 3a y4yacTHe B mpoueaypara. CpoksT Ha BaJMAHOCT Ha odeprata € 6 Mecella.
TexHHYECKOTO NpENOKEHHE OTrOBapsi Ha W3UCKBAHMATA HA BB3NOKATENS TO OTHOIICHHE Ha
ChIbpXKaHue H (opma U € usrorseHo mo Ilpunoxerme Ned oT obpasuure KbM Iponenypara,
OPEICTaBEHO € U Ha ONTUYEH HOCUTEIL.

IIpennoxeny ca cpox 3a HM3NBIHEHHE HA JOCTABKUTE, CPOK 3a pasCpOuEHO IUIANIAHE W
OCTaTHY4CH CPOK Ha FOJHOCT Ha O()EPHPAHHTE JIEKAPCTBEHH IPOAYKTH OTTOBAPSINH HA MAHMMAIHHTE
U3MCKBAHUS Ha BH3JI0XKUTEJI.

Odepupannrte nekapcTBeHH IPOIAYKTH Ca BKIIOYEHH B IIpunoxerne Ne2 ma IIUIC u
CBHOTBETCTBAT Ha U3NUCKBAHMATA HAa TEXHHYECKaTa CleNU(DHKAINS KbM TOKYMEHTALIUATA 33 YYACTHE B
nponeypata, uo otHowenne Ha ATC Koz, reHepuyHo HaMMEHOBAaHHE, JEKapCTBeHa (opMa,
KOJIMICCTBO aKTHBHO BEIIECTBO, CIMHMYHA MAPKA W OKOHYATENHA ONAKOBKA MO HOMEHKJIATYPH B
obocobenara mosuus # MOAPoGHO omucamy Ilpmmoxenume Nel KbM HACTOAIIMS IIPOTOKOJ, C
H3KIIOUEHHE Ha CJI€HUTE HOMEHKIIATYPH:

I'enepuuno KonnuecrBo akTHBHO B- Oxomny.
Ne | ATC Kon HauMeHOBAHME Jlek. popma BO Msapka onax.




324 | NO6ABO6 Sertraline Film coated tablet 50 mg 30

OdeprroTo npemioxenue Ha "CO®APMA TPEHJAUHI" AJl, CETAJIO®T 16. 50 Mr x
30, ¢ mpuTexaten Ha paspemieHune 3a yrnorpeba Actavis Group PTC ehf, He e BKIOUEHO B
ITpunoxenune Ne2 Ha ITJIC, xbM mata 02.12.2018r.

Komucusrta npeiara y4acTHHKBT a Obie OTCTpaHeH [0 HOMEHKIAaTypa 324 Ha OCHOBAaHHE
un.107, 1.2, Gyxsa a) ot 30Il — npencraBui ¢ odepra, KOATO HE OTTOBAaps Ha MPEIBAPHTEIHO
00SBEHHUTE YCIIOBHS Ha NOPBHYKATA.

Tenepuuno KoJsinuecTBo akTHBHO B- Oxony.
Ne| ATC Ko HAHMEHOBAHNE Jlek. hopma BO Msipka onax.
337 | NO6AX16 Veniafaxine Prolonged release capsule, hard 150 mg 60

OdeprroTo npennoxenue Ha "COPAPMA TPEMAUHI" AJl, JIAPOKCUH SR KarcyJH
150mr x 30, ¢ mpuTesxaren Ha pasperuenue 3a ynorpeda Actavis Group PTC ehf, e PETUCTPUPAHO B
Hpunoxenue N2 na ITJIC B oxoHuarenHa onakoska oT 30 6p., a He o 60 6p.

Komucusita npenyara y9acTHEKST fa ObIe OTCTPaHEH IO HOMEHKIATYpa 337 Ha OCHOBAHHE
wi.107, 1.2, 6ykea a) or 30Il — mpeactasmi e odepra, KOITO He OTroBaps Ha NPEOBAPHUTEIIHO
00sIBEHHTE YCJIOBHUS Ha MOPBHUKATA.

Ha 6a3a ropensiio’enoTo0 KOMHCHATA HAMHPA TEXHHIECKOTO NPEII0KEHHE HA YIACTHHKA
N0 OCTAHAIMTE HOMEHKJIATYPH B 000coGeHaTa mo3HIMs 3a OTrOBApAINO B IhJHA CTeNeH Ha
H3NCKBAHMATA HA  BBJIOKHTENA, 3aJ0)KEHH B TeXHHYECKATAa cHenuHKanua Ha
MOKyMeHTanuaTa. C oriex Ha TOBa, KOMHCHSTA €IHHOXYIIHO PElIH, Ye JONYCKA YYACTHHKA
"COD®APMA TPEHJIUHI" AJl a0 ciegsam eran B npoueaypaTa — oTBapsiHe Ha NEHOBOTO
NpeJI0KeHNe 10 0CTAHAJINTE HOMEHKJIATYPH B 000c00eHaTA MO3MITHS.

OI1 Ne9 Omxpausauiu u noenuagauu umanemo 1eKapcmeer npoOyKmu

Y4acTHHKBT [EKIapupa, Ye € ChIVAaceH C KIay3uTe Ha IIPOEeKTa Ha JOr0BOpa, IIPUIIOKEH KBM
NOKYMEHTallMATa 3a yJacTHe B mpoleaypata. CpoKbT HA BAIMAHOCT Ha obdeprara ¢ 6 Mecena.
TexHuUeCKOTO MpeNNOXKEHHE OTroBaps HA H3MCKBAHMATA HA BB3JOXKHTENS IO OTHOIICHHE Ha
ChbAbpXaHHe M (opma M € H3roTBeHo mo Ilpunoxenne Ned oT o6pasmure KbM [poLenypata,
IPEACTaBEHO € U Ha ONTHYEH HOCUTE]L.

IIpennoxeHn ca CpOK 3a M3IIBIHEHHE HA JOCTABKHTE, CPOK 3a pascpodeHO MamaHe u
OCTaThY€H CPOK HA FOXHOCT Ha ObepUpaHuTE JIEKAPCTBEHU IIPOLYKTH OTTOBAPSIIY HAa MUHUMATHUTE
H3MCKBaHUS HA BB3JIOXKUTENS.

Odepupannure neKapcTBEHHM MPONYKTH ca BKMOYeHH B Ilpunokenne Ne2 ma IUIC 1
CHOTBETCTBAT Ha U3NUCKBAHUATA HA TEXHUYECKATa CleNU(HUKAs KbM JOKYMEHTAUATA 33 yUacTHe B
nponenypara, mo oTHomenue Ha ATC kon, reHepuYHO HaMMEHOBAHME, JIEKAPCTBEHA (opMma,
KOJIMMECTBO aKTHBHO BCIIECTBO, CAMHMYHA MSPKAa M OKOHYATENHA OINAKOBKA [10 HOMEHKIATYPH B
obocobeHara mosuums M HOAPoGHO ormcamu Ilpmmoxenme Nel KBM HacTOSIHS IIPOTOKOJ, €
U3KITFOYEHHE HA CIEIHUTE HOMEHKIIATYPH:

Ienepuuno KoaHuecTBo akTHBHO B- OxoHuy.
Ne | ATC Kon HaUMeEHOBaNHe Jlek. dopma BO Mspxka onak.
378 | RO3AC02 Salbutamol Pressurised inhalation, suspension 0,1 mg/dose ~ 200 doses mg 1

OdeptHoTo Tpemnoxenne Ha "CO®APMA TPEWIUHI" AJl, BEHTOJIVMH aeposon
100mxr x 200 mo3w, ¢ mpuTexkaTen Ha paspelleHHe 3a ynotpebda I'makcoCmutKnaiin EOOJI, e e
BKIIOYeHO B [Tpunoxenue Ne2 na ITJIC, ksMm mara 02.12.2018r.



Komycusra npeanara y4acTHHKBT Ja Ob/ie OTCTpaHEeH 10 HOMEHKiIaTypa 378 Ha OCHOBaHHE
4yn.107, 1.2, 6yksa a) ot 30Il — mpencraBun e odepra, KOATO HE OTroBaps Ha TIPEIBAPUTEIHO
0OsIBEHHTE YCJIOBUS Ha IOpPHUKATA.

T"eHepuuno KonnuecTBo aKTHBHO B- Oxkonvy.
Ne | ATC Kon HAHMEHOBAHHE Jlek. ¢popma BO Mspka OmaK.
381 RO5SCB02 Bromhexine Tablet 8 mg mg 20

OdeprroTo npeoxenue Ha ""CODPAPMA TPEMJIUHI" AJl, BPOMXEKCHH 16. 8mr x
20, ¢ npuTexarten Ha paspelnenue 3a ynorpeba Axrasuc EAJL, ve e Brimoueno B [Ipunoxenne Ne2 Ha
IJIC, xeM mata 02.12.2018r.

Komucusra npezanara y9acTHHKBT Ja 6bAe OTCTpaHeH 1o HOMeHKIarypa 381 Ha ocHoBaHHE
wi.107, 1.2, 6yksa a) ot 30Il — mpezacTaBmi ¢ odepra, KOSITO He OTrOBaps HA NPEXBAPHTEITHO
00sIBEHUTE YCIIOBUS HA MOPBHUKATA.

Ha 6a3a ropensiokeHoTo KOMHCHATA HAMHPA TEXHHYECKOTO MPEJI0KEHHE HA YIaCTHHKA
[0 O0CTAHAJINTE HOMEHKIATYpH B 000co0eHaTa NMO3HIMA 32 OTrOBAPSUIO B IBLJHA CTENEH Ha
M3HCKBAHHATA HAa BB3JOKHTENH, 3aJ0)KEHH B TeXHHYecKara cnenudukanus Ha
AokyMenTauusTa. C orjiel Ha ToBa, KOMHCHATA €XWHOAYIIHO PelId, Ye JONYCKA y4YacTHHKA
"CO®APMA TPEHIMHI" AJl no cieasami eTam B pouelypaTa — 0OTBapsiHe HA IEHOBOTO
NpeAIoKeHHe N0 OCTAHAINTE HOMEHKJIATYPH B 060c00€HATA MO3HIHA.

OII Nel0 AnmuxucmamuHosy npenapamy u cen30pHu Op2anuy

Y4aCTHUKBT JEKIApHpa, Y€ € CHITACeH ¢ KiIay3uTe Ha MPOEKTa Ha OrOBOPa, IIPHIIOKEH KEM
AOKyMEHTalATa 3a y4acTHe B mpoueiaypara. CpoksT Ha BaJMAHOCT Ha odeprata € 6 Mecela.
TexuuueckoTo IpeToOXXeHHME OTrOBapsAs HAa M3HCKBAHMATA HA BB3JIOKHTENS MO OTHOIIEHHE Ha
CpAbpXKaHME U Gopma U € usroteHo mo Ilpunoxenume Ned oT oOpasumTe KbM IpOILEAypaTa,
IIPEJICTABEHO € U Ha ONITHYEH HOCHUTEI.

IIpemnoxenu ca Cpok 3a H3NBIHEHHE HA JTOCTABKHTE, CPOK 3a PA3CpOUYCHO IUIAINAHE M
OCTaTBYEH CPOK Ha TOAHOCT HA O()EPUPAHUTE JIEKAPCTBEHH HPOIYKTH OTTOBAPSIIN HAa MHHUMAIHHUTE
HU3UCKBaHMS HA BB3JIOKATENS.

OdeprpanuTte NeKapcTBEHH NPOAYKTH ca BKModeHH B Ilpunoxenne Ne2 ma IUJIC wu
CHOTBETCTBAT HAa M3UCKBAHUATA HA TEXHUYECKATA CIENMHMPUKALHS KbM JOKYMEHTAIMATA 33 YIACTHE B
npouenypara, no ortHomeHue Ha ATC Ko, reHepHdHO HaMMEHOBaHHE, JieKapcTBeHa (opma,
KONMYECTBO aKTUBHO BEINECTBO, CJMHHYHA MADKA M OKOHYATEIHA OIIaKOBKA 110 HOMEHKIATYPH B
obocobeHara nosuuus 1 noApoOHo onucanu Ipmioxenrne Nel KbM HACTOSIIHS TPOTOKOIL.

Ha 6asa ropemsomxeHOTo KOMHCHAT2 HAMHpa TEXHHYECKOTO NpENJIOKEHHE HA
Y4aCTHHKA 110 0060co0eHaTa MO3UUMA 32 OTrOBApSAINO B I'bJIHA CTENeH HA M3MCKBAHHATA HA
BB3JI0JKHTEIIS, 3a/I0KEHH B TeXHHYeCKaTa cneuuduxanus Ha nokymenranuara. C orsen Ha
TOBA, KOMHCHSATA eIHHOXYIIHO PENIY, Ye XomycKa ydacTHuka "CO®APMA TPEAIUHI" Al

A0 cjeaBaiy e€ranm B mnpoueaypara — OTBapsiHE Ha LEHOBOTO IIPEAIOKEeHHE M0 o6ocobeHaTa
IHO3MIHA.

Ilo oTHOmEHMEe Ha IpexcTaBeHATe NOKyMeHTH 1o wr39, am3, T.1 or III30I ot
"MEJO®APMA" EOO/, rp.Codus no:

OIl Nel Xpanocmunamenna cucmema u Memaboauzvm

YYaCTHUKBT AEKIAPHPA, Y€ € CHITIAceH C KIIay3HTe Ha MPOEKTa Ha JOrOBOpa, IPHIOKEH KBM
JOKYMEHTalUATa 3a ydacTHe B mpouexypara. CpokbT Ha BaIMIOHOCT Ha odeprata € 6 Mecera.
TexnudeckoTo NpennoxeHWe OTroBaps HAa W3MCKBAHHATA HA BBH3JIOXKHTENS [0 OTHOIUEHHE HA
ChabpXaHue H GopMa H e m3roteHo mo Ilpunoxenme Ned oT 06pasuuTe KBM IIpOLERyparta,
IPEICTaBEHO € U Ha ONTHYECH HOCHUTEIL.
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IIpennoxeHn ca Cpok 3a M3IBJIHEHHE HA JOCTaBKHMTE, CPOK 3a Pa3CPOYEHO ILIAIAHE U
OCTaThYEH CPOK Ha FOJHOCT Ha O(epUpaHHUTE JIEKAPCTBEHN IPOJYKTH OTrOBAPAIIN Ha MHHUMAIHUTE
U3HCKBaHUS Ha BB3JIOXKUTENS.

Odepupanute jeKapcTBEHH NPOAYKTH ca BKoYeHH B Ilpmimoskenne Ne2 ma ITJIC wu
CHOTBETCTBAT HA U3UCKBAHUATA Ha TEXHUYECKATa CIIeNU(UKAIUI KbM JOKYMEHTAIUATA 33 YYaCTHE B
nporenypara, rno ortHomenue Ha ATC Koz, resepuYHO HaMMEHOBaHWE, JEKapcTBeHa (opma,
KOJMYECTBO aKTHBHO BEIIECTBO, €AMHMYHA MspPKA M OKOHYATEIHA OIIAaKOBKA II0 HOMEHKJIATYPH B
obocobenara no3unus 1 noApodHo onucanu [punoxenre Nol KbM HACTOSIINS IPOTOKOIL.

Ha 6asa ropemsioskeHOTO KOMHMCHATAa HAMHPAa TEeXHHYECKOTO INpENJIOKEeHHEe Ha
YYacTHHKA o 000co0eHaTa MO3MNUSA 332 OTTOBAPSANIO B I'bJIHA CTENEH HA HM3MCKBAHHATA HA
BB3JIOKHTEJS, 3AJI03KEHH B TeXHHYecKaTa cnenuduxanus Ha AokymenTanuaTa. C orjen Ha
TOBA, KOMHCHAITa €IHHOAYUIHO pemH, Ue Jonycka ydyactHuka "MEJO®APMA'" EOOJ no
CJIeABAI eTalm B Ipoueaypara — OTBapsiHe Ha IIEHOBOTO NpelJIoKeHHe Mo obocobeHaTa
TO3MIHA.

OIl Ne3 Cwpdeuno cvoosa cucmema

Y4acTHHKBT JIEKIapHpa, 4e € ChIVIACeH C KIIAy3HTe Ha IPOEKTA Ha JOr0BOpa, IIPHIONKEH KbM
JOKYMEHTalATa 3a y4actve B mpouexypara. CpoxbT Ha BaJMIHOCT Ha odeprara € 6 Mecela.
TexHu4eCKOTO NpenoXKeHHe OTroBaps HA M3MCKBAHHATA HA BB3JIOXKHUTENS M0 OTHOIIEHHE HA
CbAbpkaHue U (opmMa M e u3roTBeHo 1o Ilpmioxkenme Ne4 or obpasrmTe KBM Impoueaypara,
HPEACTABEHO € U Ha ONITHYEH HOCUTEI.

IIpequtoxenn ca CpoK 3a M3NBIHEHHE Ha JOCTABKATE, CPOK 32 PAa3CPOUCHO IUIANIAHE H
OCTaTh4eH CPOK Ha FOJHOCT Ha OQEPHPAHUTE JEKAPCTBEHH IPOJYKTH OTTOBAPSINK Ha MHHUMATHUTE
H3UCKBaHUS HA BB3JIOKUTENS.

OdepupanuTe I€KapcTBEHM INPOAYKTH ca BKModeHH B IIpmnoxxenwe Ne2 wa IUIC u
CBOTBETCTBAT Ha U3UCKBAHUATA Ha TCXHUYECKATa CIICUMpUKAMI KbM JOKYMEHTAIMATA 33 YYacTHE B
nponenypara, no otHomenue Ha ATC Ko, reHepUYHO HAMMEHOBAHME, JEKapcTBeHa (opMa,
KOJIMYECTBO aKTUBHO BELISCTBO, €AMHMYHA MPKA M OKOHYATEHA ONAKOBKA [0 HOMEHKIATYPH B
obocobenara no3unws ¥ MoApoOHO onucany Ilputoxenne Nol KbM HACTOSIIHA IIPOTOKOIL.

Ha 0a3a ropems;ioeHOTO KOMHCHATA HAMHPA TeXHHYECKOTO IpeNIOJKeHHe Ha
YYaCTHUKA 10 000co0enaTa MO3UINA 32 OTrOBAPAINO B ILJIHA CTENEH HA M3HCKBAHHATA HA
BB3JIOKUTEIIS, 3aJ100KeHH B TeXHHYecKaTa cnenudukamus Ha xokymentamusara. C ornex Ha
TOBA, KOMMCHATA €AMHOAYIIHO pemid, 4Ye gomycka yvactHuka "MEJO®APMA" EOOJ no
CleABAall eTam B IpoueAypara — OTBapsiieé HAa IIEHOBOTO INpeNJosKeHHE MO o0ocobenara
NO3UI[UL.

OII Ne6 Anmuundexuuonnu RpoOYKmu 36 CUCHEMHO RDUNLOICCHUE

Y9aCTHUKBT NEKIApHpa, e € ChITIaceH C Kiay3uTe Ha NPOoeKTa Ha JOroBOpa, IPUIIOKEH KBM
AOKYMEHTalMATa 3a y4acTHe B mpouenypara. CpoxkbT Ha BaJMIHOCT Ha odeprara € 6 Mecela.
TexuuueckoTo mHpeUIOXKEHHE OTrOBaps Ha H3UCKBAHHUATA HA BB3JIOKHTENS IO OTHOLICHHE Ha
ChbABPXAaHHE M (OpMa M € H3roTBeHO no I[lpmioxenwe Ned oT o6pasuure KbM Ipouenypara,
MPEJICTABEHO € ¥ Ha ONITHYSH HOCUTEIL

Hpenmnoxkenn ca Cpok 3a W3IBIHEHME HA JOCTAaBKHTE, CPOK 3a pa3CcpodYeHo IlalaHe
OCTATBYCH CPOK Ha FOJHOCT Ha OGEPUPAHKTE JEKAPCTBEHHU MPOLYKTH OTTOBAPSIIH Ha MHHUMATHUTE
H3HUCKBaHWS Ha BH3JIOKUTEIS.

OdepripannuTe JleKapcTBEHM MPOLYKTH ca BKMOYeHH B Ilpunoskendne Ne2 ma IUIC u
CBLOTBETCTBAT Ha H3UCKBAHUATA HA TEXHHYECKATa CHENM(PHUKANN KM JOKYMEHTAIMSATA 32 YIaCTHE B
nponenypara, no otHomenue Ha ATC KkoX, reHepHYHO HaMMEHOBAHHe, JIEKApCTBEHA (opMa,
KOJIMYCCTBO aKTHBHO BCUIECTBO, CAMHHYHA MSPKA M OKOHYATENHA OIAKOBKAa [10 HOMEHKIATYpH B
obocobenara mosuims M IoApoGHO ormcany Ilpunoxenme Nel KBM HacTOSIHS IIPOTOKOJI, C
U3KIIOUCHUE HA CeJHUTE HOMEHKIATYPH:
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Fenepuuino KonH4ecTBo AKTHBHO B- Oxonu.
Ne| ATCKog HAHMEHOBaNHe Jlek. opma BO Msapxka onak.
Amoxicilline,
174 | JOICRO2 clavulanic acid Film coated tablet 875 mg/125 mg mg 14

OdeprroTo npemnoxenue Ha "MEJO®APMA" EOOJ, Menoknas 16. 875Mr/125Mmr, ¢
IpUTeXaTell Ha paspemenue 3a ynorpeba Medochemie, He e Brmoueno B Ilpunoxenne Ne2 na ITJIC,
KkbM gara 02.12.2018r.

Komucusara npennara yyacTHEKBT fa 6bJe OTCTpaHEH [0 HOMEHKIaTypa 174 Ha ocHOBaHHE
41107, 1.2, 6yxsa a) ot 30I1 — mpencraBun e odepra, KOITO HE OTTOBAapA HA NPEIBAPHTEIHO
O0ABEHHUTE YCIOBUS Ha OPHYKATA.

Fenepuuno KonuuecTBo aKTHBHO B- Oxonu.
Ne | ATC Kon HaHMeHOBaHHe Jlek. popma BO Msipka OHax.
189 | JO1FA09 Clarithromycin Film coated tablet 500 mg 14

Odeprroro npemnoxenne Ha "MEJO®APMA" EOOJM, Kepumey 16. 500Mr, c
IPUTEXATEN Ha paspeluenue 3a ynmotpeba Medochemie, He e Bximoueno B [Tpunoxenue Ne2 wa ITJIC,
xbM nata 02.12.2018r.

Komucusra npeanara y9acTHHKST /a Gb/ie OTCTpaHEH MO HOMEHKIATypa 189 Ha ocHOBaHHe
w1.107, 1.2, 6yksa a) or 30I1 — mpexcraBun e odepra, KOSTO He OTroBaps Ha IIpeJBapUTEIIHO
00BEHUTE YCIIOBUS HA MOPBHUKATA.

Ha 6a3a ropeusioskeHoTo KOMHCHATA HAMHPA TEXHHYECKOTO NPEII0MKEHHE HA Y4aCcTHHKA
N0 OCTAHAJIMTE HOMEHKJATYPH B 000c0o0eHATA MO3ULMSA 32 OTrOBApSIIO B IbJHA CTENeH Ha
H3MCKBAHUATA HA  Bb3JIOKHTE]Id, 3aJI0)K€HH B TeXHHYecKaTa cnemuduxkanua Ha
JoKyMenTanuaTa. C orje) Ha TOBAa, KOMHCHATA €IHHOLYIIHO PEeNIH, Ye JOMYCKAa yYacTHHKA
"MEJO®APMA" EOO/ no ciaeaBamy eram B npoueaypata — OTBapsiHe Ha IEHOBOTO
NpeJJIoKEHHE 110 OCTAHAJINTE HOMEHKJIATYPH B 060co0eHaTa no3Hius.

OIlI No7 Myckynno - ckenemna cucmema

YYaCTHHKBT JEKTApHpa, Y€ € ChIJIaceH ¢ KIay3UTe Ha IPOCKTa Ha [IOTOBOPA, MPHUJIOKEH KBM
HOKYMCHTALUATA 32 y4aCTHE B Tpolenypara. CpoKsT Ha BaMAHOCT Ha odepraTa € 6 Mecela.
Texuuyeckoto mHpennoXeHHe OTroBaps HA H3UCKBAHMATA HA BBH3TOXKUTENS O OTHOIICHHE HA
CeappikaHue # $opMa m € m3roreHo mo Ilpunoxenre Ned oT 06pasmuTe KBM Ipoleaypara,
MPEJICTABEHO € ¥ Ha ONITHYCH HOCHTEIL.

IHpemnoxenn ca cpok 3a M3NBIHEHHE Ha JOCTABKHTE, CPOK 3a pascpodeHo IUIaIiaHe U
OCTaTB4CH CPOK Ha FOJHOCT Ha O(pepUpaHuTe JEKAPCTBEHH MPOLYKTH OTrOBAPSIIY HAa MAHUMATHUTE
U3HUCKBaHHs Ha BB3JIOKUTENS.

Odepupannure JeKapcTBEHH NPOAYKTH Ca BKIIOYEHH B Ilpunoxerne Ne2 ma IUIC m
CHOTBETCTBAT HA H3NCKBAHMATA HAa TEXHHYECKATa CIIEUM(DHKAIHNA KM TOKYMEHTALUATA 33 YYACTHE B
lipoueaypara, no orHomenune Ha ATC KOA, reHEpHYHO HAMMEHOBAHME, JEKApCTBEHA (OpMa,
KOJIMIECTBO aKTMBHO BELIECTBO, €JMHMYHA MAPKA M OKOHYATENHA ONIAKOBKA IO HOMEHKIATYDH B
obocobeHara mosuIus M moapobHo omucanu Ilpuioxenme Nel KbM HaCTOALIUSA IIPOTOKON, C
U3KIIFOYEHHE Ha CIEIHUTE HOMEHKIIATYPH:

Tenepnuno KoJ4ecTBO aKTHBHO B- Oxonu,
Ne| ATC Kon HAHMEHOBaHIE Jlek. dpopma BO Mspka ONAK.
208 | MO1AB05 Diclofenac Solution for injection 25mg/ml -3ml mg 10

OdeprHoTo npemnoxenne Ha "MEJO®APMA" EOOJ, AnmMupan amm.25mr /ma 3mi, ¢
TIpuTE!KaTeNl Ha paspeluenye 3a ynorpeda Medochemie, e perucrpupano B Ipunoxenne Ne2 na I1JIC
B OKOHYATENIHA OIIaKOBKa OT 5 6p., a He mo 10 6p.
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KomucusaTa npeanara y4acTHUKBT Aa ObAe OTCTpaHeH 1o HoMeHkIarypa 208 Ha ocHOBaHHme
4yn.107, 1.2, 6yxBa a) ot 30Il — npexacraBun e odepra, KOATO HE OTroBaps Ha MPEIBAPUTEIHO
00sIBEHUTE YCIOBUS Ha OPHYKATA.

Tenepnuno KosnyecTBo AKTHBHO B- Oxonu,
Ne| ATC Kon HAaHMEHOBaHHeE Jlek. ¢opma BO Mspka onakx.
209 | MO1ABOS Diclofenac Gastro resistant tablet 50 mg 20

Odeptroto npemioxkesue Ha "MEJO®APMA" EOOJ, Amvupar 16. S0MT, c
IpUTeXarTel Ha pasperenne 3a ynorpeba Medochemie, He e BriroueHo B [Tpunoxenue Ne2 na ITJIC,
KkeM Jnata 02.12.2018r.

Komucusra npeanara y4acTHHKBT Ja Gbae oTcTpaHeH 1o HOMeHKIaTypa 209 Ha ocHOBaHHE
w1.107, 1.2, 6yxsa a) or 30Il — mpexcTaBun e odepra, KOITO HE OTrOBAapsA HA NPEABAPHUTEIHO
00sBEHUTE YCIOBHS Ha IIOPHYKATA.

Ha 6a3a ropensnioxenoro KOMHCHATa HAMAPA TEXHHYECKOTO NPEIJIOKEHUE HA YIACTHHKA
[0 OCTAHAJIHTE HOMEHKJIATYpH B 000cofeHaTa NO3HLMS 32 OTrOBAPSINIO B IBLJHA CTENEH Ha
H3UCKBAHUATA HA Bb3JOKHTENH, 3aJ0KEHH B TexHHYeckara cnemudukanus Ha
mokymenTanusTa. C orjiell Ha TOBa, KOMHMCHAITA €IHHOAYUIHO PEUIH, Ye JONMyCcKa y4acTHHKA
"MEJO®APMA" EOO/| mo cieapami eram B OpoueIypaTa — oOTBApPSIHE HA IEHOBOTO
NPEAJI0KEHHE IO OCTAHAJHTE HOMEHKJIATYPH B 000c00enaTa no3umus.

OII No8 Ilenmpanna nepena cucmema

Y4aCTHUKBT JIEKIapHpa, 9e € ChITIACeH C KIay3HTe Ha POEKTA Ha JOTOBOPA, IIPHIOKEH KbM
AOKYMEHTalATa 3a y4acTue B mpoueaypara. CpoxbT Ha BalMIOHOCT Ha odeprara € 6 Mecera.
TexnuyeckoTo mIpemnoXeHWe OTroBaps HAa H3UCKBAHMATA HA BBUIOKUTENS IO OTHOLICHHE HA
ChIBpXKaHHE M (opMa U e u3roTBeHO IO IlpunoxeHne Ned or o6pasnute KpM IpOIEAypata,
IIPEACTABEHO € U Ha ONTUYEH HOCHTEIL

IIpepnoxenn ca Cpox 3a M3NBIHEHHE Ha JOCTAaBKHTE, CPOK 3a pa3CPOYEHO IUIAIAHE U
OCTaThYEH CPOK Ha TOAHOCT Ha O()epUPAHUTE JEKAPCTBEHH IIPOAYKTH OTTOBAPSIIN HA MHHUMAITHHTE
U3UCKBAaHHS Ha BB3JIOKUTES.

Odepupanure nexkapcTBeHH IPORYKTH ca BKmodeHH B Ilpmmoxenne Ne2 ma IUIC u
CHOTBETCTBAT HA M3MCKBaHHSTA HA TEXHUYECKATA CIENM(PUKANKUS KbM JOKYMEHTAIMATA 32 YYacTHE B
npouenypara, no otHoweHne Ha ATC KoJ, reHepUYHO HAaMMEHOBAHHE, JiEKapCTBeHA (opMa,
KOJMYECTBO aKTHBHO BEIICCTBO, CIUHUYHA MspKa M OKOHYATENHA OIaKOBKA II0 HOMEHKIATYPH B
obocobeHara mosuiys 1 noApo6Ho omucanu [Ipunoxernne Nel KbM HACTOSIMS IPOTOKOJL

Ha 0asa ropemsioxeHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO NpENIOKEHHe Ha
YYACTHHKA M0 0060cob6eHaTa MO3HMUHUA 32 OTrOBAPAINO B IBLJIHA CTENEH HA M3HMCKBAHMATA HA
BB3JI0KHTEJIS, 3a/10)KEHH B TeXHHYecKaTa crnenupuxanms Ha xokyMentamusara. C orjiex Ha
TOBAa, KOMHMCHATA €IMHOAYIIHO pemd, 4e aonycka ydactHuka "MEJO®APMA'" EOOI no

ciaeaBaml eTan B INpoHeAypara — OTBapsHe HAa IEHOBOTO MpeNIoKeHMe Mo o00ocobeHaTa
NO3UIUSL.

[To orHomenwe Ha IpeAcTaBeHWTe NOKyMeHTH mo wi39, am3, 1.1 or III3OII or
"®APKOJ" AJl, rp.Byprac no:

OII Nel Xpanocmunamenna cucmema u memaboauzbm

YHaCTHUKBT JAEKIapupa, 9e € CBIIaceH ¢ KIay3uTe Ha IPOEKTa Ha JOroBOpa, IPUIOKEH KbM
AOKYMCHTAlUATA 3a y4acTHe B mpoueaypara. CpoksT Ha BaJMAHOCT Ha odepraTa e 6 Mecena.
TexHHUYeCKOTO NpeUIoKEHHe OTIOBaps Ha W3UCKBAHMATA HA BBH3JTOXKHTENS IO OTHOLICHHE Ha
ChbABpXaHKHe M (opma M € u3roTBeHO 10 Ilpunoxenne Ned oT obpasmute KbM IIpoLEeaypara,
IIPEICTABEHO € ¥ Ha ONTHYECH HOCHUTEIL
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IIpensnoxenn ca Cpok 3a H3NBIHEHUE Ha JOCTABKHUTE, CPOK 33 Pa3CPOUCHO IUIALAHE H OCTaThYEH
CPOK Ha TOJHOCT Ha odepupaHHTE JEKAPCTBCHW INPOAYKTH OTIOBApAINH HAa MHHHMAIHHUTE
U3HCKBaHMS Ha BB3TIOKHUTEIS.

OgepupanuTe eKapCTBEHH IPONYKTH ca BKIIoYeHH B Ilpumoxenme Ne2 Ha IIJIC w©
CHOTBETCTBAT Ha U3MCKBAHHSTA Ha TEXHMYECKATA CIEUMPUKAIUSI KbM JOKYMEHTAIUATA 38 YYACTHE B
npouenypara, no otHoumenune Ha ATC Kkoi, reHepuyHo HaMMEHOBaHHE, JEKapcTBeHa (opMma,
KOJIMYECTBO aKTHBHO BEIICCTBO, EAMHUYHA MSAPKA M OKOHYATENHA OIaKOBKA MO0 HOMEHKIATYDH B
obocobenara mo3uims M NOAPoGHO omucand Ilpunoxenwe Nel KBM HACTOSINHMS IHPOTOKON, C©
U3KIIOYEHHE Ha CIETHUTE HOMEHKIATYPH:

I'enepuuno Koanuectso OxoHu.
Ne | ATC Kop HAHMEHOBaHHE Jlek. popma AKTHBHO B-BO Mspxa ONAaK.
23| AIOBAQ2 Metformin Film coated tablet 850 mg 90

Odeprroto mpemnoxenue Ha "®APKOJ" AJl, METFODIAB TABL 850 MG X 30, ¢
IIpATEXATel Ha paspemieHue 3a ynotpeba Actavis h.f.,, Iceland Actavis, e peructpupaso B
Hpunoxenue Ne2 na I1JIC B oxonuatesnna onakoska ot 30 6p., a ne mo 90 6p.

Komucusita npemnara yyacTHUKBT 1a GbIe OTCTpaHEH MO HOMEHKIATypa 23 Ha OCHOBAaHHE
w1107, 1.2, 6yxsa a) ot 30Il — npencraBun ¢ odepra, KOSTO HE OTroOBaps Ha [IpEABAPUTETHO
0DsBEHUTE YCIIOBHS HAa OPBHYKATA.

Ha 6a3a ropeusioxeHoTo KOMHCHATA HAMHPA TEXHAYECKOTO NPEI0KEHIe HA YIACTHHKA
[0 OCTAHAJIMTE HOMEHKJIATYpH B 000co0eHaTa MO3MUMS 32 OTrOBAPAMIO B ITbJIHA CTeNeH Ha
H3HCKBAHMATA HA  BBIIOKHATENS, 3AJI0KEHM B TeXHHYECKATa cHenudHKAOHA Ha
AoKymeHTauuaTa. C orjex Ha TOBA, KOMHCHSTA €JHHONYNIHO PENIH, ue¢ JONYCKA YYACTHHKA
"®APKOJI" A/l xo ciexsaimy eran B NpOUENypPaTa — OTBAPSIHE HA LEHOBOTO NIpeJIoKeH e Mo
OCTaHAJIHTE HOMEHKJIATYPH B 000c00eHATA O3S,

OIl1 Xo2 Kpve u KpveomeopHu op2anu

YUaCTHUKBT [AEKIapupa, Ye € CBITIACEH ¢ Kiay3uTe Ha IPOEKTA Ha JOroBOpa, IIPHUIOKEH KbM
AOKYMCHTAlMATA 3a y4acTHe B Impoueaypara. CpoksT Ha BaJIMAHOCT Ha odeprata € 6 Mecela.
Texuu4eckoTO MpENNIOXEHHE OTroBaps Ha M3HCKBAHUATA HA BB3JIOKHTENS O OTHOLICHHE Ha
ChAbpKaHHE M (opma M € H3roTBeHO No Ilpunoxenme Ned oT obpasmure KbM [IpoLenypara,
IIPEJCTABEHO € U Ha ONTHYEH HOCHUTEI.

IIpemoxenn ca cpok 3a H3MBIHEHHE HA JOCTABKUTE, CPOK 33 PAa3CPOYEHO IUIAIIAHE H OCTATHUCH
CPOK Ha TOAHOCT Ha OQepupaHuTe JEKapCTBEHH NPOXYKTH OTTOBApSAINH HA MUHHMATHHTE
H3KCKBaHMs Ha BB3JIOKUTEIS.

O¢eprpannre nexkapcTBEHH NpPOLYKTH ca BKMOYeHH B Ilpunoxenme Ne2 ma IUIC u
CBOTBETCTBAT HA H3UCKBAHUATA HA TEXHUYECKATa CIENA(DHUKAINS KbM HOKYMEHTAIMATA 33 YYaCTHE B
npouenypara, no otHowenue Ha ATC Kkon, reHepuyHO HaMMEHOBaHHE, JeKapcTBeHa (opMa,
KOJIMYECTBO aKTUBHO BEIIECTBO, CAMHMYHA MSPKA ¥ OKOHYATENHA OIAKOBKA II0 HOMEHKJIATYPH B
obocobeHara mo3miMs ¥ moApobHO omumcamy llpunoxenwe Nel KbM HACTOALIUSL IMPOTOKOJ, C
U3KIJIIOYCHHE Ha CIIEJHUTE HOMEHKIIATYPH:

I'enepuuno Kosnvecro akrugHoO B- Oxony.
Ne | ATC Kogn HAHMEHOBaHHE Jlek. dopma BO Msipra onax.
38| Vo6DCO1 Glucose Solution for infusion 100 g/1 - 500 ml g 20

Odeprroro mpennoxenne Ha "®APKOJ" AJl, Glucose Braun 10% Solution for infusion
500 ml X 20, ¢ npuTexaren Ha paspemenne 3a ymotpeGa B. Braun Melsungen AG, Tepmanus, e
perucrpupano B Ilpunoxenue Ne2 na ITJIC ¢ ATC Kox BOSBAO3 u UJIIT 1122, xoeto He oTroBaps
Ha 00ABEHHTE YCIOBHUS HA IOPHYKaTa oTHocHO ¢ ATC Ko,

14



KomucusTa npemnara y9acTHUKBT fa OBbJe OTCTpaHEH [0 HOMEHKIATypa 38 Ha ocHOBaHHE
wi.107, 1.2, Gyksa a) or 30Il — mpencraBun e odepra, KOATO HE OTrOBaps Ha IIPEABAPHUTEIHO

00sIBEHHTE YCJIOBUS HA IOPBUKaATA.

Fenepuuno KonuuectBo Oxonu.
Ne | ATC Kon HaHMeHOBaHHe Jlek. popma AKTHBHO B-BO Msipka onax.
40| BO5BB01 Sodium chloride Solution for infusion 0.9% - 100 ml 50

Odeprroro mpepnoxenue wa "®APKOJ" AJl, Natrium Chlorid Braun Solution for
infusion 100 ml (0.9%) X 1, ¢ npurexaren Ha paspemenue 3a yrorpe6a B. Braun Melsungen AG,
IepMmanus, e peructpupasno B [punoxenne Ne2 na ITJIC B oKOHYATENHA ONMAKOBKA OT 1 Op., a He 1o
50 6p.

Komucusra npeanara yyacTHUKST fa 6ble OTCTpaHeH 1Mo HOMeHKIaTypa 40 Ha OcHOBaHMe
un.107, 1.2, 6yxsa a) ot 30Il — npencrasui e odepra, KOATO HE OTTOBAps Ha [IpEABAPUTETHO
00sBEHUTE YCIIOBHUS HAa MOPHUKATA.

Fenepuuto Koanuecrso
Ne| ATC Kon HAHMeHOBaHHe Jlek. popma AKTHBHO B-BO Mspxka OxoHy. onak.
30
(nracTMacoBH
CaKoBe H
CTBKSICHH
44 | BOSBBO1 Sodium chloride Solution for infusion 9 mg/ml - 250 ml ml 6yTuiaxn)

Odeprroro mpemmoxenne Ha "®APKOJ" AJl, Natrium Chlorid Braun Solution for
infusion 250 ml 0.9%) X 2, I'epmanus, ¢ npuTexaren Ha paspemenye 3a ynorpeba B. Braun
Melsungen AG, I'epmanus, e perucrpupano B Ilpunoxenue Ne2 ma TIJIC B OKOHYATETHA ONAKOBKA
or 1 6p., a me mo 30 6p.

Komucusara npenmara y4acTHUKBT a 6B1€ OTCTPAHEH IO HOMEHKJIATypa 44 Ha OCHOBaHME
un.107, 1.2, 6yksa a) ot 30Il — mpencraBuin e odepra, KOITO He OTroBaps Ha NPENBAPUTEIIHO
006sBEHHUTE YCIOBHS Ha IOPHUKATA.

Fenepuuno Koauuecrso
Ne| ATC Kopn HAHMCHOBaHIe Jlek. popma AKTHBHO B-BO Msipka Oxkony. onak,
471 BO5SBBO01 Sodium chloride Solution for infusion 0.9% - 1000 ml 12

OdeprHoTo npeanoxenne Ha "®APKOJI" A, Natrium Chlorid Braun 0,9% Solution for
infusion 0,9% - 1000 ml X 1, T'epmanus, ¢ npuTex)aren Ha paspemienne 3a ynorpebda B. Braun
Melsungen AG, I'epmanus, e perucrpupano B IIpunoxenne Ne2 ma ITJIC B OKOHYATENHA OMAKOBKA
ot 1 6p., aHe mo 12 6p.

Komucusra npennara y4acTHUKBT 2 6b1€ OTCTpaHEH MO HOMEHKJIaTypa 47 Ha OCHOBaHME
11107, 1.2, 6yxsa a) or 30Il — npexcrasun e opepra, KOSITO He OTroBaps Ha IpEeABAPUTETHO
00sIBEHHTE YCIIOBHS Ha [IOPBHYKATA.

Tenepuuno Komuuectso
Ne !l ATC Kopn HAHMEHOBaHHe Jlek. dopma AKTHBHO B-BO Mspxa Oxonu. onak.
20
NJ3CTMACOBH
50| B0OSBB01 Electrolytes Solution for infusion 500 mi €caKoBe

OdeprroTO Tpennoxenne va "®APKOJI" AJL, Ringer Braun Solution for infusion 500 ml
X 1, ¢ mpurexaren Ha paspeureHue 3a ynotpeba B. Braun Melsungen AG, Tepmanus, e
peructpupano B IIpunosxerne Ne2 ma ITJIC B okOHUATEIHA OIAKOBKA OT 1 6p., a He no 20 6p.
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Komucusara npejnara y4acTHHKBT Aa Obe OTCTpaHEH IO HOMeHKIaTypa 50 Ha OCHOBaHHUE
wi.107, 1.2, 6yksa a) ot 30Il — mpencraBun € odepra, KOATO HE OTrOBaps Ha IIPEIBAPHTEIHO
00SBEHUTE YCIIOBUS HA HOPBUKATA.

I'enepnuno Komuuecrso
Ne | ATC Koa HAHMEHOBaHHe Jlek. popma AKTHBHO B-BO Mspka Oxony. onak.
20
(nmnacrMacoBH
€aKoOBe H
CTBKJICHH
56 | V06DCO01 Glucose Solution for infusion 50 g/1- 500 mi g GyTHIIKH)

OdgeptroTo nmpemnoxenue Ha "®APKOJI" AJl, Glucose Braun 5% Solution for infusion 500
ml X 1, ¢ mpurtexaren Ha paspemenue 3a yrnotpeGa B. Braun Melsungen AG, I'epmanus, e
peructpuparo B Hpuioxenne Ne2 ma ITJIC ¢ ATC Kox BOSBA03 u WJIIT 1122, xoeTo He 0TroBaps
Ha 00JBEHUTE YCIIOBHs Ha mopbkukara oTHocHO ¢ ATC Kop.
Komucusra npensara yyacTHEKST fa GbJE OTCTPaHEH 110 HOMEHKIATYpa 56 Ha OCHOBAHHE
un.107, 1.2, 6yksa a) or 30I1 — npencrasun e odepra, KOSTO HE OTroBaps Ha NIpEABAPUTETHO
00sBEHUTE YCIIOBUS HA NOPBHUKATA.

Ienepuuno Konuuecrso
Ne | ATC Kogn HaHMeHoBalHe Jlek. dopma AKTHBHO B-BO Mspxa OxoHu. onak.

Glucose, sodium
66| V06DCo1 chloride Solution for infusion 50 g/9 g/l - 500 ml g 20

Odepraoro npennoxenne Ha "®APKOJI" AJl, NATRIUM CHLORIDE 0,9% + GLUCOSE
5% B.Braun Solution for infusion 500 ml X 1, ¢ npuresxaren Ha paspeienue 3a ynorpeba B. Braun
Melsungen AG, I'epmanus, e perucrpupaso B Ilpunoxerne Ne2 wa [1JIC ¢ ATC Kox CO5BBS6 u
WJIIT 479, xoeTo He oTrosapst Ha 0GSIBEHUTE YCIIOBUA Ha Ophukata oTHOCHO ¢ ATC Ko,

Komucnsita npesara y4acTHEKEBT Ja GbAe OTCTPAaHEH MO HOMEHKIATYpa 66 Ha OCHOBAHHE
w1.107, 1.2, 6yksa a) ot 30Il — npencrasun € opepra, KOITO He OTroBaps Ha IIpeABAPHTEIHO
00sBEHHTE YCIOBHS HA OPHYKATA.

Ienepnuno KommuecTBo akruBHo B- Oxonvy.
ATC Kon HAHMEHOBANHE Jlek. dhopma BO Msipka OnaK.

z

Glucose, sodium
67 | BOSBB02 chloride Solution for infusion 5%+0,9%-500m] ml 1

OgeprroTo npemnoxenue Ha "®APKOJI" AJl, NATRIUM CHLORIDE 0,9% + GLUCOSE
5% B.Braun Solution for infusion 500 ml X 1, ¢ nputesxaten Ha paspemenye 3a ynorpedba B.BRAUN
MELSUNGEN, e perucrpupano B Ilpunoxenne Ne2 wa ITJIC ¢ ATC Kox C05BB56, xoero ne
OTroBaps Ha 06ABEHUTE YCIIOBUS Ha IopbukaTa oTHOcHO ¢ ATC Kog,.

Komycusita npeziara y4acTHHKBT a GbJe OTCTpaHEH IO HOMEHKIATYpa 67 Ha OCHOBAHHE
41107, 1.2, 6yxBa a) ot 30Il — npencraBun e odepra, KOSITO He OTroBaps Ha INpEeABAPHTEIHO
OOSBEHHTE YCIIOBHS HA IIOPHYKATA.

Ha 6a32a ropeusioxeHoTo0 KOMHCHSITA HAMMPA TEXHMYECKOTO NPeJI0KeHHe HA y4YacTHHKA
[0 OCTAaHAJIMTE HOMEHKIATYPH B 060coGenaTa mo3uuMs 3a OTroBapsino B IbJAHA CTEeleH Ha
H3MCKBAHUATA HA  BB3JIOKHTE]f, 32JI0KEHH B TeXHHYecKaTa cnenudHKAUHA Ha
AOKyMeHTAUMATA. C Orje] HA TOBAa, KOMMCHSTA €HHOAYIIHO PEeNId, Ye JOMYCKAa y4acTHHKA
"®APKOJI" AJl no ciegBam eran B mpoumexypara — OTBapsiHe HA LEHOBOTO NMPeIIOKEHHE 110
0CTAHAJIMTEe HOMEHKJIATYPH B 000c00eHaTa MO3H M.

Ol No3 Cepoeunro cvdosa cucmema
VY4acTHUKBT NeKnapupa, 9e € CBIVIACEH C KJIay3uTe Ha IIPOEKTa Ha JOrOBOpPa, MPHIIOKEH KBM
JAOKyMEHTaNuATa 3a y4yacTtHe B Iporenypara. CpoxbT Ha BaNMOHOCT HA oeprara € 6 mecena.
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Texnu4eckoTo NpeAnoXKeHHe OTroBaps Ha HW3UCKBAHHMATA HA BB3JOXHTIENS IO OTHOILIGHHE HA
chabpikanue M Gopma M e u3rotBeHo mo Ilpunoxerue Ned or o6pasuure KbM HpOLELYpATa,
IPEICTaBEHO € U Ha ONTUYEH HOCHUTEIL.

IIpensioxeny ca Cpox 3a H3MBIHEHUE Ha JOCTABKUTE, CPOK 38 Pa3CPOUEHO IUIAIAHE U OCTAThYUCH
CPOK Ha TOJHOCT Ha OQEpUpAHMTE JIEKAPCTBEHH MPOAYKTH OTTOBapsAI¥ HA MHHHMAJHHTE
H3UCKBaHUS HA BB3JIOKUTEIS.

Odepupanute nekapcTBEHH NPOAYKTH ca BKmouend B [lpunoxenme No2 ma ITJIC u
CBOTBETCTBAT Ha M3UCKBAHHUSATA Ha TEXHMYECKATA CIIEHUPUKALUI KbM JOKYMEHTAIUATA 38 YYACTHE B
npouenypara, no orHourenne Ha ATC xon, reHepuyHo HaWMEHOBaH¥E, JeKapcTBeHa (opMa,
KOJIMYECTBO AKTUBHO BEIIECTBO, €MMHHYHA MAPKA M OKOHYATEIHA ONAKOBKA I10 HOMEHKIATYPH B
obocobenara nosuuus ¥ noAapobHO omucaHu Ilpuioxenme Nel KbM HACTOSAIIMS IIPOTOKON, C
M3KIIIOYEHHUE HA CIIEIHUTE HOMEHKIIATYPH:

[eneputino KosnyecTso akTuBHO B- Oxonu.
Ne| ATC Kon HAHMEHOBaHIE Jlek. opma BO Msipika onak.
117 | CO07AB02 Metoprolol Tablet 100 mg 30

OdeptroTo npemtoxenue Ha "®APKOJ" AJl, SUCCIPROL Oral Extended Release (ER)
Tablets 95 mg x 60, ¢ mpurexaren Ha paspemenue 3a ynotpeba Merckle GmbH, [ epmanus Teva
Pharma B.V.,, e perucrpupano B [Ipunoxenne Ne2 na I1JIC B okoHYaTeTHa onakoBKa OT 60 Op., a me
o 30 op.

Komucusra npennara yqacTHHKST fa Gble OTCTpaHEH IO HoMeHnxatypa 117 Ha ocHOBaHue
u1.107, 1.2, Gyxsa a) ot 30II — mpencraBmn e odepra, KOSTO He OTrOBaps Ha IIPEIBAPUTEITHO
00sBEHHTE YCIOBUS HA IOPHUKATA.

I'eHepruno KoanvecTBo akTHBHO B- Oxonuy.
Ne | ATC Kog HAHMEHOBAHME Jlek. dopma BO Mspxka onax.
118 | CO07ABO2 Metoprolol Tablet 50 mg 30

OdeprroTo npemoxenue Ha "®APKOJ" A, SUCCIPROL ER Tablets 47.5 mg x 60, c
npuTexare]l Ha paspemenHue 3a ymorpeba Merckle GmbH, T'epmanus Teva Pharma B.V.,, e
peructpupano B lIpuinoxenne Ne2 na IIJIC B okondarenHa onakoska ot 60 6p., a He 110 30 6p.

Komucusra npennara y4acTHHKBT fa Gbae OTCTpaHEH 10 HOMeHKaTtypa 118 Ha ocHOBanue
ui.107, 1.2, 6yksa a) ot 30I1 — mpezncrasu € opepTa, KOATO He OTroBaps Ha IPeBAPUTEIIHO.

Ienepuuno Kosnuecrso akTHBHO B- Oxonu.
Ne| ATC Kon HAHMEHOBaHHeE Jlek. hopma BO Msipka onakx.
147 | C09AA02 Enalapril Tablet 5 mg 30

obsBeHHTE YCJIOBHA Ha IOpBUKATA.

Odeprroto npenmoxenne Ha "®APKOJ" AJl, RENAPRIL TAB. 5 MG X 28, c
IpUTeXATell Ha paspelieHue 3a ynorpeba bankandapma- Jlynuuna AJl, € perucTpHpano B
Ipunoxenne Ne2 ma ITJIC B oxoxaTenHa omakoska ot 28 6p., a He 110 30 op.
Komyucusra npenyara yyacTHHKET A2 GBe OTCTpaHEH Mo HOMeHKJIaTypa 147 Ha ocHOBaHHe
1107, 1.2, 6yksa a) ot 30I1 — mpexncTasun e odepra, KOSTO He OTroBaps Ha IIpeABAPHUTEIHO

I'enepuuno Konnuectso aktusno B- Oxcony,
Ne{ ATC Kon HAHMEHOBAKHE Jlex. popma BO Msipka onmak.
148 | C09AA02 Enalapril Tablet 20 mg 30
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OdeprroTo npemnoxenue Ha "®APKOJI" A, RENAPRIL TABL. 20 MG X 28, ¢
IpUTeXaTeJl Ha paspemieHne 3a ymnorpeba Actavis h.f., Iceland Actavis, ¢ peructpupano B
Ipunoxenue No2 na ITJIC B oxonyaTenHa onaxoska ot 28 6p., a e o 30 Op.

Komucusara npeanara y4acTHUKBT Ja OBbJie OTCTpAHEH MO HOMEHKIATypa 148 Ha ocHoBaHue
w1107, 1.2, 6yxsa a) ot 30I1 — npencraBun e odepra, KOATO HE OTTOBApS Ha HpPEeIBAPHTEIHO
00sIBeHHTE YCIIOBUS HAa NOPBHYKATA.

TenepH4no KonuuecTso akTusHo B- Oxony.
Ne | ATC Ko HAHMeHOBANHE Jlek. dhopma BO Mspxa onax.
149 | CO09AA02 Enalapril Tablet 10 mg 30

Odeprroro mpennoxenne Ha "®APKOJ'" Al, RENAPRIL TAB. 10 MG X 28, ¢
IpUTeXATEN Ha paspemieHHe 3a ymorpeba banxangapma- Jlymuuma AJl, e perucrpuapaHo B
Hpunoxenne No2 na I1JIC B oxonyatenHa onakoska ot 28 6p., a He 1o 30 6p.

Komucusita npeanara yuacTHUKBT Ja 6b/¢ OTCTPaHEH M0 HOMEHKIATYpa 149 Ha ocHOBaHHe
un.107, 1.2, 6yxsa a) ot 30II — mpencraBui e odepra, KOATO He OTroBaps Ha IIpEeABApUTEITHO
00sIBEHHTE YCJIOBUS Ha MOPBHUKATA.

Ha 6a3a ropensiioxenoTo KOMHCHSATA HAMHPA TEXHHIECKOTO NPEI0KEHHE HA y9aCTHHKA
10 OCTAHAJMTE HOMEHKJIATYPH B 000co0eHaTa MO3MUMS 32 OTrOBAapANIO B IThJIHA CTeleH Ha
H3HCKBAHMATA HA  BBIIOKUTENsl, 3aJI0JK€HH B TeXHHYeCcKaTa coenMpHKanus Ha
AokymeHTanuATa. C orjzea Ha TOBA, KOMHCHATA €JHHONYIIHO PEUIH, Ye JOMyCKA YYACTHHKA
"®APKOJI" A/l 1o caexsamy eTan B NpPoUeTypaTa — OTBAPSIHE HA LEHOBOTO NpPeNJIoKeHHE 10
OCTAHAIUTE HOMEHKJIATYPH B 000c00eHATA O3HIHUSIL.

OII Ne4 lepmamonozuunu npodykmu

YYaCTHUKBT JEKIAPHPA, Y€ € CHIVIACEH C KIay3HTe Ha IPOeKTa Ha JIOTOBODA, IPHIIOKEH KEM
AOKYMEHTAlMATa 3a y4acTHe B Inpoueaypara. CpokbsT Ha BaJIMAHOCT Ha odeprata € 6 Mecela.
TexHu4eckoTO NpeITOXEHHe OTroBaps HAa H3MCKBAHHATA HA BB3AOKHTENA O OTHOLICHHE Ha
ChaAbpKaHue M ¢opMa m e usrorBeHo no Ilpunoxenwe Ned oT obpasuure KBM Ipouexypara,
IIPEJCTaBEHO € U Ha ONTUYEH HOCUTEIL.

Ilpenuoxenn ca cpox 3a M3IbIHEHNE Ha JOCTABKUTE, CPOK 3a PA3CPOUEHO TLIAMIAHE H OCTATHUEH
CPOK HA TOMHOCT Ha OQepupaHdTe JIEKAPCTBEHH IPOAYKTH OTTOBApSINM HA MUHHMATHHTE
U3UCKBAHMS Ha BB3IIOKATENS.

OdepupannTte NeKapcTBeHM IPOAYKTH ca BKIIOYEHH B Ipunoxenne Ne2 ma IIJIC wm
CHOTBETCTBAT HA U3UCKBAHUATA HA TEXHHYECKaTa CHENA(UKANHS KbM JOKYMEHTAIUSATA 32 YIacTHE B
pouexypara, no orHomenne Ha ATC xox, reHepudHO HAaMMEHOBAaHME, JeKapcTBeHa (GopMa,
KOJIMIECTBO aKTHBHO BCIIECTBO, CIMHMYHA MspKa M OKOHYATENHA ONAKOBKA [0 HOMEHKIATYPH B
obocobenara mosumus ¥ mOApoGHO ommcamu Ilpunoxenme Nel KM HACTOAIUMSA IIPOTOKON, C
M3KIFOUCHHE Ha CJIETHUTE HOMEHKIIATYDH:

IeHepuuno KonnuecTBo akTHBHO B- Oxonu,
Ne| ATC Kog HauMeHnoBaliie Jlek. dopma BO Mspka OIIAK.
163 | DOSAGO2 Povidone- iodine cutaneous solution 100 ml 1

Odeprroro npennoxenue va "®APKOJ" AJl, JODASEPT KUPRO 10% Ointment 10% -
100my, ¢ mputexaren ma paspemrenue 3a yrnorpeba Kynpo 94 OO/, Brirapus, e PETUCTPUPAHO B
Hpunosxenne N2 ma ITJIC ¢ WJIIT 11508, a yuacTHUKBT e Tocoumt WJIIIT 330.

Komucusra npemiara y4acTHHKBT 13 ObIe OTCTpaHEH 10 HOMEHKJIaTypa 163 Ha ocHOBaHuUe

41.107, 1.2, 6ykBa a) or 30Il — npexcrasui e oepra, KOSTO HE OTroBaps Ha OPEABAPUTETHO
OBSBEHHTE YCIOBUS Ha IOPHUKATA.
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Ha 6a3a ropeussioxkeH0To KOMHCHATA HAMHPA TEXHHYECKOTO MPE/IOKEHHE HA YYACTHHKA
N0 OCTAHAJHTEC HOMEHKJIATYpPH B 000co0eHaTa MO3ZHIMMA 32 OTrOBAPSINO B IILJHA CTeleH Ha
H3MCKBAHMATA HA BB3JOKHTENIs, 3aJ00KeHH B TeXHUYecKaTa cnenudukanus Ha
poxymentauusTa. C orjex Ha ToBa, KOMHCHATA €JUHOAYIIHO PEIlH, Ye AONMYCKa y4acTHHKA
"®APKOJI" Al 10 caexpam eran B NPoUEIyPATa — OTBAPSIHE HA LEHOBOTO NPeNJI0KEHHE MO
OCTAHAJIHTE HOMEHKJIATYPHU B 000c00eHATA O3UIHS.

OII N6 Aumuunexuuonnu RpoOyKmu 3a CUCIEMHO RDUNONCEHUE

YYaCTHHKBT NEKIapHpa, e € ChITIACceH C KIay3UTe Ha IPOEKTa Ha JIOTOBOPA, IPHIOKEH KbM
AOKyMEHTalMATa 3a ydacTHe B mnpouenypara. CpoxbT Ha BaJIMIHOCT Ha odeprata e 6 Mecerna.
TexuuueckoTo mHpeIokKeHHE OTIOBaps Ha H3UCKBAHHUATA HA BB3JIOKHTENS IO OTHOLICHHE Ha
ChABpXaHHe M (opMma M € H3TOTBeHO no IIpwioxenue Ned 0T oOpasuure KbM IIpoLeypara,
NPEICTABEHO € M Ha ONITHYEH HOCHTEIL.

IIpennoxenu ca Cpox 3a H3NBJIHEHHE HAa NOCTABKUTE, CPOK 3a pa3CcpoyeHo IUTalaHe U
OCTaTh4Y€H CPOK HA FONXHOCT HA OhEPUPAHHTE JIEKAPCTBEHH MIPOJYKTH OTTOBAPSIIY HA MHHUMATHUTE
U3HMCKBaHUS Ha BH3JIOKHUTES.

Odepupanure nekapcTBEHW MPOAYKTH Ca BKIIOYEHU B [punoxernne Ne2 ma IIJIC u
CHOTBCTCTBAT Ha H3HCKBAHUATA HA TEXHUYECKATA CIIENUPUKAIHS KbM JOKYMEHTAMATA 32 yIACTHE B
fponenypara, no orHomenue Ha ATC KOZX, reHepuYHO HAMMEHOBaHHWE, JEKAPCTBEHa (opMa,
KOJIMECTBO aKTHBHO BEIIECTBO, CAMHMYHA MsPKA M OKOHYATENHA OIAKOBKA IO HOMEHKIATYDH B
obocobenara mo3umus H MOAPOGHO ommcanu Ilpmnoxenne Nel KbBM HACTOSIHS IIPOTOKOJI, C
U3KIIFOYCHHE HA CIEAHATE HOMEHKIATYPH:

Tenepuuno Konuuecrso akTHBHO B- Oxcony,
Ne| ATC Kon HAHMCHOBARHHE Jlek. popma BO Mspka ONAaK.
179 | J01DC02 Cefuroxime Powder for solution for injection 1500 mg 10

OgeprHoTo Mpemnoxenue Ha "®APKOJI" AJl, AXETINE 1,5 G Powder for solution for
injection 1500 mg X 10, ¢ npurexaten Ha paspeluenue 3a ynorpeba Medochemie Ltd., Kunsp, e
peructpupano B IIpunosxenne Ne2 ua I1JIC B okoHuaTenHa onakoska ot 100 6p., a He mo 10 6p.

Komucusita npeanara y4acTHUKBT ia OB OTCTPAHEH 110 HOoMeHKIarypa 179 Ha ocHOBaHuUE

107, 1.2, 6yksa a) ot 30I1 — mpexncTaBmt e odepra, KOATO He OTroBaps Ha MpPeJBAPUTEIHO
ODABEHHUTE YCIIOBUS Ha IIOPBHYKATA.

ITenepuyno KonnuecrBo akTuBHO B- Oxony.
Ne| ATC Kon HAHMEHOBAHHE Jlek. hopma BO Mspxa Onax.
202 | JO1GBO6 Amikacin Solution for injection/infusion 250 mg/ 2ml mg 10

OdeprroTo npennoxerue Ha "®APKOJI" AJl, Selemycin Solution for injection/infusion

500 mg/ 2ml X 10, ¢ npurexaren Ha paspelueHue 3a ynorpeba Medochemie Ltd., Kunsp, me

OTroBapst Ha OOABEHHTE YCIOBHS Ha IOPHYKATA OTHOCHO KONMYECTBOTO AKTHBHO JIEKapCTBEHO
BEIIIECTRBO.

Kowmucusira mpenara y4acTHUKST 1a G51Ie OTCTPAaHEH 110 HOMeHKNaTypa 202 Ha OCHOBaHUE

wi.107, 1.2, 6yxBa a) ot 30I1 — npencrasuin e obepra, KOATO He OTrOBaps Ha IPEIBAPHTEIHO
OOsBEHHTE YCIIOBHS HA IIOPHUKATA.

I'enepuuno KosyecTBo akTusno B- Oxkonu,
Ne| ATC Kon HAaHMelOBAHIE Jlek. popma BO Msipka OnaK.
204 | JOIMAIL2 Levofloxacin Film coated tablet 500 mg 10

19



OdeprroTo mpemnoxenue Ha "OAPKOJ" A, LEVOXA FILM TABL. 500 MG X 7, ¢
npuTexaresll Ha paspelieHue 3a ymoTpeba Actavis h.f., Iceland Actavis, He e BKIIOUEHO B
[Mpunoxenune Ne2 ga ITJIC, xbm mata 02.12.2018r.

Komucusra npennara y9acTHUKBT Ja ObJie OTCTpaHeH 1o HOMeHKarypa 204 Ha ocHOBaHHE
91.107, 1.2, 6yksa a) ot 30Il — mpexncraBun e odepra, KOSITO HE OTrOBaps Ha IMPEABaPHTENIHO
OOsIBEHUTE YCIIOBHS Ha IIOPBHYKATA.

I'enepuuno KonnuecrBo akTHBHO 8- Oxonu.
Ne | ATC Koan HAaHMEHOBAHHE Jlek. dopma BO Msipia onak.
206} JO1XDO1 Metronidazole Solution for infusion 500mg/100m! -100 ml mg 1

OdeprroTo mnpennoxenue Ha "OAPKOJ" AJl, Metronidazole Fresenius Solution for
infusion 500 mg/100 ml - 100 ml X 1, ¢ npurexaren Ha paspemenue 3a ynorpeba Fresenius Kabi
Deutschland GmbH, TI'epmanms, e perucrpupano B Ilpunoxenne Ne2 na I[TJIC B oxonuarenna
onakoska oT 10 6p., a He o 1 6p.

Komucusra npeanara yyacTHHKBT Ja OBe OTCTPAHEH 110 HOMeHKIaTypa 206 Ha OCHOBaHME
un.107, 1.2, 6yxsa a) or 30I1 — npencraBun e odepra, KOATO HE OTrOBAaps HAa HPEIBAPHTEIHO
OOsIBEHHUTE YCIIOBHS Ha IOPHUKATA.

Ha 6a3a ropensioxeH0ToO KOMHCHSATA HAMHPA TEXHHYECKOTO TPEI0KeHHE HA yIACTHHKA
110 OCTAHAJIMTE HOMEHKJIATYDH B 00oco0eHaTa MO3HUHUS 32 OTrOBAPSINO B ILJIHA CTelleH Ha
HM3HCKBAHHATA Ha BB3JOXKHUTENS, 3al05KEHHM B TexXHH4YeckaTa cnenupuKanus Ha
mpokymeHTanusaTa. C orjex Ha ToBa, KOMHCHATA eHHOAYIUIHO PEIIH, 9e JONYCKA YYACTHHKA
"®APKOJI" AJl no cieasam eTanm B npoueaypaTa — OTBApsAHE HA HEHOBOTO NpENIOKEHHE [0
0CTAHAJINTE HOMEHKJIATYPH B 000C00€HATA MO3HIHSL.

OIl Ne8 Ilenmpanna nepena cucmema;

YUaCTHHKBT JEKIApHUpa, Ye € CHITIACEH C KIIay3UTe Ha MPOEKTa Ha JOrOBOpPa, IIPUIIOKEH KbM
NOKyMEHTalUATa 3a y4acTHe B mpouenypara. CpokbT Ha BaIMIHOCT Ha odepTaTa € 6 Mecena.
TexnuveckoTo mpennoxeHWe OTroBaps HA W3WCKBAHMATA HA BB3JOXHUTENS 110 OTHOIIEHHE HA
ChAbpKaHHE H ¢dopMa ¥ e u3roTeHo 1o Ilpunoxenue Ne4 or 06pasuuTe KBM IIpOIEypaTa,
IPEACTaBEHO € U Ha ONTUYEH HOCUTE].

IIpennoxceHy ca CpOK 3a M3NBJIHEHHWE Ha JOCTABKUTE, CPOK 3a DPA3CPOUCHO IUIALIAHE H
OCTaThYEH CPOK Ha FOAHOCT Ha OhEPHUPAHUTE JEKAPCTBEHH IIPOLYKTH OTTOBAPSINY HA MUHUMAIHUTE
U3UCKBAHUSI HA BB3JIOKUTEIA.

OdepupanuTe IeKapcTBEHH NPOAYKTH ca BKModeHH B Ilpunoxenne Ne2 wa IUIC u
CHOTBETCTBAT Ha M3MCKBAHUATA HA TEXHUYECKATa CHENUPUKAINSI KbM JOKYMEHTAIMATA 33 YJacTHE B
npouenypara, no orHomenue Ha ATC Kox, reHepuyHo HaMMEHOBAaHHE, J€KapcTBeHa (hopma,
KOJIMIECTBO aKTHBHO BELIECTBO, CMHUYHA MSIPKA M OKOHYATENHA OIIAKOBKA [0 HOMEHKIATYDH B
obocobeHata Mo3uIMs H HoApoGHO ommcamu Ilpunoxenue Nel ¥BM HaCTOSIIHS IIPOTOKOJI, C
U3KIIOYCHUE HA CIIETHUTE HOMEHKJIATYPH:

Tenepuuno KosnuecTBo akTHBHO B- Oxonu.
Ne| ATC Kon HaHMeHOBaMHe Jlek. dopma BO Msipka onak.
327 | NO6ABI10O Escitalopram Film coated tablet 10 mg 28

OdeprroTo npemnoxenne Ha "®APKOJI" AJl, ESCITALOPRAM TEVA Oral Tablets Film
Coated 10 mg x 28, ¢ nputexaresn Ha paspemenue 3a ynorpe6a TEVA Pharmaceutical Works Private
Limited Company, He e BKitoueno B [Ipunoxenune Ne2 na IUIC, xeMm mata 02.12.2018r.

Komucusra npennara yqacTHUKBT Ja GbJe OTCTpaHEH MO HOMEHKIATypa 327 Ha OCHOBAHHE

w1.107, 1.2, 6yxsa a) or 30Il — npeactasun e odpepra, KOSTO He OTroBapsl Ha IpeIBapUTEIHO
O0SBEHHTE YCIIOBUS Ha TIOPHUKATA.
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Ha 6a3a ropens/iokeHoTo KOMHCHATA HAMUPA TEXHHYECKOTO NPeI0KeHNne HA Y4aCTHUKA
[0 O0CTAHAJUTE HOMEHKJATYpH B 000cofeHaTa MO3MLMA 32 OTroBapsil0 B IbJHA CTENEH HA
H3HCKBAHUATA HA  BB3JIOKHTENS, 3aJ0KeHH B TeXHMYeckara cneumuuxauus Ha
poxymenrtanunrTa. C orjiel Ha TOBa, KOMHCHATA €XHHOAYIIHO PEHIH, Ye JONyCKA Y4acTHHKA
"®APKOJI" A/l no cienBam eran B MpoueaypaTa — OTBapsiHe HA HEHOBOTO NPeAJI0KeHHE 10
0CTAHAJINTE HOMEHKJIATYPH B 000c00eHATA MO3HIHUS.

[To oTHOmeHnMe Ha IpeAcTaBeHHTEe AOKyMeHTH mo wr39, am3, 1.1 or IIII30IT or
"®BbOHUKC ®APMA" EOOJ, rp.Codusn mo:

OII Nel Xpanocmunamenna cucmema u memadonuzom

Y4aCTHUKBT JEKIApUPa, Y€ € CHITACEH ¢ KiIay3uTe Ha [POEKTa Ha JOTOBOPA, IPHIOKEH KbM
NOKYMEHTalUATa 3a ydactue B npouenaypara. CpoxbT Ha BaIMEHOCT Ha odeprata € 6 Mecela.
TexnuyeckoTo mpennoxeHHe OTroBaps Ha W3MCKBAHMATA HA BB3NIOKUTENSA II0 OTHOLICHHE Ha
cpabpkanue u ¢opMa u e wmsrorseHo mo Ilpunoxenme Ned orT o6pasuuTe KBM IIpoleXyparta,
IIPEICTaBEHO € U Ha ONTHYCH HOCHUTEJL.

IIpennoxeHn ca CpoK 3a M3NBJIHEHHE HA JOCTABKUTE, CPOK 32 Pa3CPOUEHO IUIAlNaHe H
OCTaTBhYEH CPOK Ha TOAHOCT HA O()epUpPaHUTE JTEKAPCTBEHH IIPOLYKTH OTTOBAPSIIN HAa MUHUMAIHHUTE
U3HCKBAHWS Ha BB3JIOKUTEN.

Odepupanute neKapcTBEHH NPOAYKTH ca BKModeHH B Ilpmmoxenne Ne2 ma IIJIC m
CBOTBETCTBAT HAa M3HCKBAHHUATA Ha TEXHHYECKATa CENMPUKAIUS KbM JOKYMEHTAMATA 32 YYaCTHE B
mponenypara, no otHomenue Ha ATC Koi, reHepH4HO HaMMEHOBaHHE, JeKapcTBeHa (BopMa,
KOJMIECTBO aKTHBHO BEUIECTBO, CAMHMYHA MSPKa W OKOHYATENHA OIIAKOBKA 110 HOMEHKIATYDH B
obocobenara mo3unus 1 moapoOHo ommcanu [punoxenne Nol KM HacTOSIIHS IIPOTOKOIL.

Ha 0aza ropems/io:keHOTO KOMUCHATA HAMHPA TeXHHYECKOTO NpeIoKeHne Ha
YYACTHHKA 1O 000co6eHaTa MO3HIHUA 32 OTCOBAPANIO B IBJHA CTeNeH HA M3MCKBAHHATA HA
BB3JIOKATE/ISA, 3A/10)KEHH B TeXHHYeCKaTa cnenudukamus Ha JoKkymenTtanuara. C orjex Ha
TOBA, KOMHCHSATA €IUHOXYMIHO Pelly, Ye Aonycka yaacTnuka "®bOHUKC ®APMA" EOOJL

A0 ciaeaBaml eTan B npoueaypara — O0TBapstHE Ha LEHOBOTO NPEIOXKEHHE II0 oGocobenara
MO3HUIHA.

Ol No2 Kpve u kpveomeopHu opzanu

YHaCTHUKBT [EKIapupa, Ye € ChIIIAceH ¢ KIay3uTe Ha MPOEKTa Ha JJOTOBODA, IIPHJIOKEH KbM
AOKYMCHTAUHUATA 32 y4yacTHe B mpouexypara. CpoksT Ha BaIMAHOCT Ha odeprata € 6 Mecela.
Texun4eckoTo mHpeaIOXEHHE OTroBaps HAa H3HCKBAHUSTA HA BBH3JOKHTEN O OTHOLICHHE HA
ChbAbpXKaHHe K dopMa ¥ e u3rorBeHo no Ilpunoxennme Ned OT 06pasuUTe KBM [poueaypara,
NPEACTAaBEHO € U Ha ONTHYEH HOCUTEIL

IIpeutoxenn ca cpok 3a H3NBJHEHHE HA JOCTABKHTE, CPOK 3a Pa3CcpodYeHo IUIaIaHe U
OCTAaTH4CH CPOK Ha TOHOCT Ha O(QepHpaHuTe JNEKAPCTBEHH IPOYKTH OTTOBAPSIIN HA MUHMMATHHTE
H3HCKBaHUs Ha BB3JIOKUTENS.

Odepupanure JiekapcTBeHM IPOAYKTH ca BKIFOYEHH B Hpunoxenne Ne2 ma IIJIC wu
CHOTBETCTBAT HA N3UCKBAHUATA HA TEXHHYECKaTa CIENA(UKAUMS KbM JOKYMEHTAIMATA 33 YIaCTHE B
pouenypara, no orHomenne Ha ATC Kox, reHepudHO HaMMEHOBaHMe, JeKapcTBeHa (oOpMa,
KOJMECTBO aKTUBHO BEIICCTBO, CIMHMYHA MAPKA M OKOHYATENHA ONAKOBKA II0 HOMEHKIATYDH B
obocobeHara mo3uuus ¥ NOAPO6HO ommcamu Ilpumoxenne Nel KbM HACTOSIIIUSA TIPOTOKOJ, C
M3KIFOYEHHE Ha CIAEHITE HOMEHKIATYPH:

I'enepuuno Koanuecrso aktusHO B- Oxonuy.
Ne{ ATC Kon HAHMEHOBalHe Jlex. popma BO Mspka Onax.
37| BO1ABO1 Heparin Solution for injection 25000 IU/S ml - 5 ml 1
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Odeprroro npeanoxenue Ha "®bOHUKC ®APMA" EOO/, XEITAPUH ®JI. 25000IU 5
MJLX1, ¢ mputexaren Ha paspemenue 3a ynorpeba POLPHARMA, e perucrpupano B [Ipuinosxenue
No2 na ITJIC B oxoHuaTenHa onakoeka ot 10 6p., a He 1o 1 6p.

KomucusTa npenara y4acTHHKBT Ja ObIe OTCTpaHEH 1O HOMEHKNIATypa 37 Ha OCHOBaHHE
41107, 1.2, 6yksa a) ot 30I1 — npexncrasmi e odepra, KOSTO He OTrOBaps HA IpPENBAPHTEIHO
00sBEHHTE YCJIOBUS Ha MOPBHYUKATA.

Ienepuuno Konnuecrro akrusuo s- Oxony.
Ne | ATC Kogn HAHMEHOBAHHE Jlek. dopma BO Msipka onax.
571 BOSBAO3 Glucose Solution for infusion 500 ml 1

OdeprroTto npemioxenre Ha "®BOHUKC ®APMA" EOOJ, ['TIOKO3A UH®. P-P 5%
500MJI BRAUN 3641210, ¢ nputexaren Ha paspemienue 3a ynorpeba B.BRAUN MELSUNGEN, e
peructpupano B IIpmioxenue Ne2 na ITJIC ¢ ATC Koz VO7ABO0, xoeTo He 0TroBaps Ha 00sSBeHUTE
yCJIOBHS Ha ropbykaTta oTHocHO ¢ ATC Kop,.

Komucnsta npeanara y9acTHHKST fa Gbe OTCTpaHEH MO HOMEHKJIATYpa 57 HA OCHOBAHME
w1107, 1.2, Gyksa a) ot 30Il — mpexacrasmn e odepra, KOSTO He OTroBapsl Ha IPEABAPUTEHO
00sIBEHUTE YCIIOBUS HA NOPBHYUKATA.

Tenepuuno KosnuecTBo aKTHBHO B- Oxonv.
Ne | ATC Kon HAHMEHOBAHNE Jlek. popma BO Msipka onak.
64| BO5XAO03 Sodium chloride Solution for injection 9 mg/ml - 10 ml ml 1

Odeprroro mpemnoxernne Ha "OBOHUKC ®APMA" EOOJI, HATPUEB XJIOPUT
AMIL 10MJI X 1 B.BRAUN 3641147, ¢ npuTexaren Ha paspeinenue 3a ynotpedba B.BRAUN
MELSUNGEN, e perucrpupano B [lpunoxenne Ne2 na TIJIC B 0KOHYATENHA OMAKOBKA OT 20 op., a
He 1o 1 6p.

Komucusara mpemara y4acTHHKST 1a 6B€ OTCTpaHEeH 110 HOMEHKJIaTypa 64 Ha OCHOBaHHUE
4107, 1.2, 6yksa a) ot 30Il — npencrapun e odepra, KOITO He OTrOBaps Ha IPEABAPUTEIHO
OOABEHHUTE YCIIOBUS HA NIOPBHYKATA.

Ienepuuno KonnuecTso akTHBHO B- Oxonu.
ATC Kon HAHMEHOBaHHE Jlek. popma BO Msipka Onax.

z

Glucose, sodium
67 | BOSBB02 chloride Solution for infusion 5%+0,9%-500ml ml 1

Odepraoro mpennoxenne va "O®bOHUKC ®APMA" EOOJ, CEPYM TJIIOKO3E UH®.
P-P 500MJI BRAUN 3641216, ¢ npuTexaren Ha paspemenye 3a ynorpeba B.BRAUN
MELSUNGEN, e perucrpupano B Ipunosxenne Ne2 ma IJIC ¢ ATC Kox CO05BB56, xoero He
OTroBaps Ha 00sBEHHTE YCIOBHS Ha NOopbukaTa oTHocHO ¢ ATC Ko

Komucusra npemnara yyacTHUKBT na 6be OTCTpaHeH 1o HOMEHKJIAaTypa 67 Ha OCHOBaHUE
u1.107, 1.2, 6yxsa a) or 30I1 — mpexctaBur e odepra, KOATO He OTrOBaps Ha IPEABAPUTEIHO
ODABEHHUTE YCIIOBUSA HA IIOPHUKATA.

Ha 6a3a ropeusio;xenoTo KOMHCHATA HAMMPA TEXHHYECKOTO NPENIOKEHNE HA YHACTHHKA

0 OCTaHAIHTE HOMEHKJIATYPH B 000c0oGeHaTa MO3HIMS 32 OTrOBAPAMIO B I'bJIHA CTENeH Ha
M3UCKBAHMATA HA  Bb3JIOKHMTE]S, 32J0KEHH B TeXHHYecKaTra coeundukanus Ha
poxymenTauuara. C orjey Ha TOBA, KOMHCHATA eAUHOAYIIHO PELIH, de AOIYyCKA YYaCTHHKA
"®BbOHUKC ®APMA" EOO/I no ciexsam eram B npoueaypara — oTBapsiHe Ha LEHOBOTO
NPENJIOKEHHE 10 OCTAHATUTE HOMEHKAATYPH B 060co0eHaATa Mo3HIus.

OI1 No3 Cvpdeuno cvdosa cucmema
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YYaCTHUKBT AEKIapupa, Y€ € CBhIVIACEH C KJIay3HTe Ha IPOEKTa Ha JOTrOBOpa, IPUIOKEH KbM
JNOKYyMEHTaluATa 3a ydJacTHe B Iponenypara. CpoKbT Ha BalMAHOCT Ha odeprara ¢ 6 Mmecella.
TexHU4YecKOTO Npe;IoKeHHe OTroBaps Ha H3MCKBAHHUATA HA BB3JOXKUTENS II0 OTHOLIEHHE Ha
ChIbpXKaHue M QopMa u € u3rotBeHo mo llpumoxxenue Ned4 ot ofpasuure KBM TpOLELYyparTa,
IIPEJICTABEHO € ¥ Ha ONTHYEH HOCHTEIL.

Ilpemnoxend ca cpok 3a M3NBJIHEHHE Ha JOCTABKMTE, CPOK 3a Pa3sCpOYEHO IUIAlaHE H
OCTaTh4Y€H CPOK Ha FOJHOCT Ha odepupaHuTe JEKapCTBEHN IPOIYKTH OTTOBAPSIIHM HA MUHMMAJIHHTE
U3MCKBaHHUS HA BB3JIOKHTEI.

OdepupanuTe JeKapcTBEHH NPOAYKTH ca Bkmoyenw B Ilpunoxenue Ne2 ma [UJIC
CBOTBETCTBAT Ha M3UCKBAHMATA HA TEXHMYECKATa ClIeHUPUKAIMI KbM JOKYMEHTALUATA 33 YIaCTHE B
npouenypara, no orsoulende Ha ATC ko, reHepuyHO HaUMEHOBaHHE, JeKapcTBeHa (opMa,
KOJIMYECTBO aKTHBHO BELIECTBO, CAMHUYHA MSAPKAa M OKOHYATEIHA ONAKOBKA [0 HOMEHKJIATYDH B
obocobenaTa o3uiums 1 noapobHo omucany [Ipunoxenve Nel KBM HACTOSIIHS OPOTOKOJI.

Ha 06a3a ropemsio:keHOTO KOMMCHATAa HaMHPa TEXHHYECKOTO NpeMJoKeHHEe Ha
y4acTHUKA 10 000co0eHATAa MOZUIMSA 32 OTroBApSAINO B IbJHA CTeNeH Ha M3MCKBAHUATA HA
BB3JI0KHTEJIS, 3aJI0)KEHH B TeXHHYecKaTa cnenudukanus Ha xoxkymentanusata. C orsex na
TOBA, KOMHCHATA €AMHOAYIIHO peny, 9e qonycka yyactHuka "®bOHUKC ®APMA" EOOJ
A0 ClEABALN €Tall B NpOUeAypaTa — OTBapsiHE Ha LEHOBOTO IpelIoxeHHe mo obocofeHara
TO3UIIHUSL.

OII Ne5 Kopmukocmepoudu 3a cucmeMHo RpuiodceHue

YYaCTHUKBT AEKIIAPHPA, Y€ € CHITIACeH C KIAay3HTe Ha [POEKTa Ha JOrOBOPa, IPHIOKEH KM
NOKyMEHTauATa 3a ydacTve B mpouenypara. CpoxbT Ha BaIMAHOCT Ha odepraTa € 6 Mecena.
TexHUYECKOTO NpEUIONKEHHE OTrOBaps HAa H3UCKBAHMATA HA BB3JIOXKHTENS [0 OTHOLICHHE HA
ChappxkaHne M ¢opma M e u3rotseHo mo Ilpunoxenme Ned oT o6pasmuTe KBM HpOLEHypaTa,
IPENCTAaBEHO € H Ha ONTUYCH HOCHTEIL.

IIpennoxenu ca cpok 3a HM3NBJIHEHHE Ha NOCTABKUTE, CPOK 3a PA3CPOUEHO IUIAINAHE W
OCTaTBhYEH CPOK Ha TOMHOCT Ha OQ)epPUPaHUTE NEKAPCTBEHH HPOIYKTH OTTOBAPAINY HA MEHHUMATHHTE
M3MCKBaHMS Ha BB3JIOKUTENS.

Oc¢epupannTe neKapcTBeHH IPOAYKTH ca BKMoueHH B IIpmioxenue Ne2 ma IUIC u
CBOTBETCTBAT Ha H3UCKBAHUATA Ha TEXHUYECKATA CTIENUPUKAIS KbM JOKYMEHTALUATA 33 YIACTHE B
nponexypara, no orHomenue Ha ATC Kox, reHepuyHo HaMMEHOBaHHe, JleKapcTBeHa (opMa,
KOJIMECTBO aKTHBHO BEIIECTBO, CAMHUYHA MSPKAa U OKOHYATENHA OIAKOBKA II0 HOMEHKJIATYDH B
o6ocobeHara no3uIMs U MoApo6HO onucanu Ilpunoxerre Nel KbM HACTOAIIHS IIPOTOKOIJL.

Ha 6a3a ropeusnoxeHoTo KOMHCHSITA HAMMPA TEXHHYECKOTO INpeNIOKEHHE Ha
YYaCTHHKA 10 000co0eHaTa MO3MIMUA 32 OTTOBAPAIIO B IbJIHA CTeNEH HA M3MCKBAHUATA HA
BB3JIOKATENIS, 3aJ0KEHH B TeXHUYecKaTa cnenuduikammus Ha JoxkymeHTauusaTa. C orjex Ha
TOBA, KOMHCHSATA €AMHOIYNIHO PelrH, Ye Aonycka yuyacTauka "®bOHUKC ®APMA" EOO/J]

A0 cjenBam eTam B OpoLeIypaTa — OTBapsHe Ha IEHOBOTO MpeNJioKeHHe no obocobeHaTa
MO3UIHA.

OII Nob AnmuunheKyuoHRY RPOOYKMU 3 CUCHEMHO RPUTONCCHIE

Y4aCTHUKBT AEKIapupa, Ye € ChITIACEH C KIay3uTe Ha IPOeKTa Ha JIOTOBOPA, IPHIIOKEH KBM
AOKyMEHTallMATa 33 y4acTHe B nponexypara. CpOKbT Ha BalMOHOCT Ha odeprata € 6 Mecela.
TexunveckoTo HpennoXeHHE OTroBaps Ha H3MCKBAHUATA HA BB3NOKHUTENS O OTHOLICHHE Ha
ChAbpxKaHMe ¥ (opma U e u3rorBeHo X0 Ilpunoxenne Ned or 06pasuure KbM npouenypara,
MPEICTAaBEHO € M Ha ONTHYEH HOCUTEI.

lpennoxenu ca cpox 3a M3NbJIHEHHE HA ITOCTABKHUTE, CPOK 3a pa3CpouyeHO IUTAIAHE H
OCTAaTHYCH CPOK Ha TOJHOCT Ha OQEPUPAHUTE JIEKAPCTBEHH HIPOLYKTH OTTOBAPSIIM HA MAHUMATHATE
HM3UCKBAHMS Ha BH3JIOKUTENS.

Odeprpanute JeKapcTBEHM NpPOAYKTH ca BKJIIOYEHH B Ipunoxenne Ne2 ma ITJIC u
CBOTBETCTBAT Ha H3UCKBAHMATA HA TEXHHYECKATa CeHUPUKAIUA KbM JOKYMEHTAIMATA 32 YIACTHE B
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npouenypara, no orxHomesne Ha ATC Ko, reHepH4HO HaMMEHOBaHUE, JeKapcTBeHa (opMma,
KOJIMYECTBO AKTHBHO BCLICCTBO, €AMHHYHA MApPKA M OKOHYATEIHA ONIaKOBKA 10 HOMEHKJIATYPH B
obocobenara mosuiMs M IoApobHO omucaHu Ilpuiokerme Nel XbM HACTOSIMS HPOTOKON, C
U3KJIIOUEHHUE Ha CIEIHUTE HOMEHKIIATYPH:

Ienepuuno KosinuecTBo akTHBHO B- OxoHY.
Ne | ATC Kon HaHMCHOBAHHE Jlek. dopma BO Mspka onax.
179 | JO1DCO2 Cefuroxime Powder for solution for injection 1500 mg 10

Odeprroro mpennoxenue Ha "®bOHUKC ®APMA" EOOJ, AKCETHH ®JI. 1,5T X 10,
C TIpuTexaren Ha paspewenue 3a ynorpeba MEDOCHEMIE Ltd., e peructpupano B Ilpunoxenue
Ne2 na IIJIC B oxonyarenHna onaxoska ot 100 6p., a He o 10 6p.
Komucusra npennara y9acTHAKBT fa Gbie OTCTpaHeH 110 HOMEHKIaTypa 179 Ha oCHOBaHue
11107, 1.2, 6yxsa a) or 30Il — npencraBun e odepra, KOSTO He OTTOBAPS HA IPEABAPHTEIHO
OOsBEHUTE YCIIOBUS Ha IOPHYKATA.

I'enepuuno KonnuecrBo akTHBHO B- OkoHu.
Ne | ATC Kogx HAUMEeHOBaHHe Jlek. popma BO Msipka onax.
206 | JO1XDO1 Metronidazole Solution for infusion 500mg/100m! -100 m! mg 1

OdeprHoto mpennoxernne Ha "®BOHUKC ®APMA" EOOJI, METPOHUIIA3ZOJ ®JL
500MI" 100MJI, ¢ mpuTexaten Ha paspewienne 3a ynotpe6a FRESENIUS KABI, e PETHCTPHUPAHO B
Hpunoxenue Ne2 na ITJIC B oxoHvarenta onakoska ot 10 6p., a He o 1 op.

Komucusita npeanara yuacTHHKBT Ja 6b¢ OTCTPaHeH 0 HOMEHKIATypa 206 Ha OCHOBAHYE
w1107, 1.2, 6yksa a) or 30I1 — npexncraBun e odepra, KOATO He OTroBaps Ha NIPEABAPUTETHO
00sIBEHHTE YCIOBUS Ha NOPBUKATA.

Ha 06a3a ropemsiioxeHoTo KOMHCHMSTA HAMHDa TEXHHYECKOTO NpENIOKEHHE HA
Y4acTHHKA 0 OCTAHAJHTE HOMEHKJIATYPH B 000co0€HATA MO3MIMS 32 OTrOBAPSIIO B IThJIHA
CTeNCH HA HU3UCKBAHHATA HA BB3JI0OKHTENs, 3aJ0KeHH B TeXHHYECKATa CIenM(PHKALMSI Ha
AoxymeHTanusTa. C orjel Ha TOBA, KOMHCHSITA eIHHOAYIIHO PENIH, He JONYCKAa y4acTHHKA
"ObOHUKC ®APMA" EOOJ g0 ciaexaur eram B npoienypara — oTBapsiHe Ha HEHOBOTO
HpeNJI03KeHHE 110 0CTAHAJIMTE HOMEHKJIATYPH B 000¢00€HATA XO3HIIHA.

OII Ne7 Myckynno - ckelemna cucmema

YYaCTHUKET NEeKIapupa, 9e € ChIJIACeH C KIAy3uTe Ha POEKTa Ha JOTOBOpa, IIPHIIOXKEH KHM
AOKyMEHTAllUATa 3a y4JacTHe B mponeaypara. CpoksT Ha BaJIMAHOCT Ha odeprata e 6 Mecela.
Texuuyeckoto mpennoXeHue OTroBaps HA M3UCKBAHMATA HA BBITOKHTENS IO OTHOIIECHHE HA
ChAbpxanue u Qopma u e usrorseHo mo Ilpumoxxenme Ned ot o0pasuuTe KbM MHPOIERYpaTa,
MPEICTABEHO € U Ha ONITHYEH HOCHTEI. '

Ilpennoxenu ca cpok 3a H3MBIHEHHE HAa IOCTABKHUTE, CPOK 3a pa3CpOdeHO IUIaliaHe U
OCTaTBHCH CPOK Ha TOXHOCT Ha O(epUpPaHUTE JIEKAPCTBEHH IPOIYKTH OTTOBAPSIIM HA MAHUMATHHTE
U3UCKBAHHS Ha BB3IIOKUTEIIS.

Odepupanute JiekapcTBeHM NPONYKTH ca BKIIOYEHH B Ilpunoxenve Ne2 wa IUIC u
CBOTBETCTBAT HA H3MCKBAHMATA HA TEXHHYECKATA CEMUGDUKAINS KM NOKYMEHTAINATA 32 YIACTHE B
lpoueaypata, 1o orHomenne Ha ATC KOA, reHEpUYHO HAMMEHOBAHME, JEKAPCTBEHA bopma,
KOJIMHCCTBO aKTHBHO BEIICCTBO, €AMHHYHA MSAPKAa M OKOHYATEIHA ONAKOBKA IO HOMEHKJIATYpH B
obocoGeHara mo3uIMs 1 0Apo6HO onucanu Ipmioxenne Nol KbM HACTOSAIIMSA IPOTOKOJL.

Ha 6a3a ropeusnoxkeHoro komucusaTa HAMHDPA TEeXHHYECKOTO MpeNJIoKEeHHE HA
YYaCTHHKA 10 000c00eHaTa MO3MUMSA 32 OTrOBAPAIIO B II'bJIHA CTENeH HA M3MCKBAHHSTA Ha
BB3TOKHTEIIS, 32/10KEHH B TeXHHYECKATa cnendukanus Ha qoxymeHTanusTa. C oriief Ha

24



TOBa, KOMHCHATA €JHHOAYIIHO pelmH, 4e Jonycka yyacruuka "®bOHUKC ®APMA" EOOJ
A0 cleaBall eTall B NIpoHeIypaTa — OTBApsHe HAa IEHOBOTO NpeNIoKeHHe mo obocodenara
MO3HULHSL.

OIl Ne8 Ilenmpanna HepsHna cucmema

VY4aCTHUKBT JEKIapupa, e € ChIVIACeH ¢ KJIay3HUTEe Ha IPOEKTa Ha JIO0roBopa, NPHIOKEH KbM
JOKyMEHTalUATa 3a y4actve B nponeaypara. CpokbT Ha BaJIHAHOCT Ha odeprara € 6 Mmecela.
TexHuueckoTo NpeIoKEHHE OTroBaps Ha H3WCKBAHMATA HA BBL3JOXKUTEIS IO OTHOIICHHE HA
CbAbpXaHue M (opMa M € M3roTBeHO mo IIpmioxenue Ne4 oT oOpasumre KBM IIPONENYpaTa,
IPEACTAaBEHO € U Ha OIITHYEH HOCHUTEI.

IIpennoxenn ca CpoK 3a M3NBJIHEHHE Ha AOCTABKUTE, CPOK 3a Pa3CPOUEHO IUIAINAHE H
OCTaThYeH CPOK Ha IOJHOCT Ha O(QEepUPaHUTE JEKAPCTBEHH MIPOAYKTH OTTOBAPAIIY Ha MUHMMAIHHATE
U3UCKBaHHS Ha BB3JIOKUTENS.

Odepupanurte JeKapcTBEHH NpPOAYKTH ca BKOYeHH B Ilpmroxenue Ne2 wa IUIC m
CBOTBETCTBAT Ha U3UCKBAHHUATA HA TEXHMYECKATa CIEHU(PUKALHSI KbM JOKYMEHTALUATA 32 yJacTHE B
npouenypara, no otHomenne Ha ATC konm, reHmepudHO HauMEHOBaHWeE, JieKapcTBeHa (GopMa,
KOJIMYECTBO aKTUBHO BEILIECTBO, CAWHWYHA MAPKA M OKOHYATENHA ONAKOBKA [0 HOMEHKIIATYPH B
obocobenara mosuuus ¥ MOJApob6HO ommcanu Ilpunoxenne Nel KbM HACTOSIIHS IIPOTOKON, C
U3KITIOYEHHE Ha CIEIHUTE HOMEHKJIATYPH:

I'enepuuno KosinuecTBO 2aKTHBHO B- Oxony.
Ne | ATC Koa HAHMEHOBAHHE Jlek. hopma BO Mspxa onakK.
213 | NO1AX10 Propofol Emulsion for infusion 10 mg/ml - 20 ml 1

OdeprroTo npemnoxernne Ha "®BOHUKC ®APMA" EOOJI, IIPOIIO®OJ AMIL1%
20MJI FRESENIUS, ¢ mnpurexaren Ha paspemenue 3a ymoTpeba FRESENIUS KABI, e
peructpupaso B Hpunoxenre N2 na I1JIC B oxoHuaTenHa onakoska ot 5 6p., a He 1o 1 6p.

Komucusita npesimara yuacTHHKBT Ja Gb¢ OTCTPaHEH M0 HOMeHKNATypa 213 Ha ocHOBaHue
ur.107, 1.2, 6yksa a) ot 30I1 — mpencraBun e odepra, KOATO He OTTOBaps Ha IIPEIBAPUTEITHO
00SBEHHUTE YCIIOBHS HA TOPBHYKATA.

Ha 62a3a ropensiioxenoTo KOMHCHSATA HAMHPA TEXHHYECKOTO NPEI0KeHHe Ha y9aCTHHKA
M0 OCTAHAJINTE HOMEHKJATYPH B 000c00eHaTa MO3MIMA 32 OTrOBApsII0 B NbJIHA CTENEH HA
H3NCKBAHMATA HA  BB3JIOKUTE]sA, 3AJ0KEHH B TeXHHYecKaTa chenudHKamuss Ha
AoxymenTanusTa. C orjief Ha TOBAa, KOMHCHATA €IMHOAYINHO DEUIH, Ye JONYCKA YYACTHHKA
"®bOHUKC ®APMA" EOO/I a0 cieasam eTanm B Iponeaypara — OTBapsiHe Ha LEHOBOTO
Npe/UI0JKeHHE N0 0CTAHAIUTE HOMEHKIATYPH B 060C00eHATA MO3HIIHSL.

OIT Ne9 Omxpausauiu u nosruasauiu OuMIaHemo JeKapcmeer NPoOyKmu

YYaCTHUKBT JEKIApHpa, Y€ € CHIVIACeH ¢ Kiay3uTe Ha IPOeKTa Ha JIOTOBOPA, MPUIIOKEH KHM
AOKyMEHTalMATa 32 ydacTHe B npouelypara. CpokbT Ha BaguAHOCT Ha odepraTa € 6 Mecena.
TexHM4eCKOTO NpeaNnoXeHHe OTroBaps Ha W3HCKBAHHATA HA BB3IOXKHTENS O OTHOLICHWE Ha
ChObpXaHHe ¥ (opMa M € u3roTBeHO 1O Ilpunoxenne Ned oT o6pasuure KBM npouenypara,
HPECTABEHO € U Ha ONTHYEH HOCUTEI.

IIpemtoxenn ca cpok 3a M3IBIHEHHWE HA JOCTABKHTE, CPOK 3a pascpodeHo IUIAIaHe K
OCTaTh4eH CPOK Ha TOAHOCT Ha O(epHpaHuTe NEKAPCTBEHN IPOIYKTH OTTOBAPSINH Ha MUHMMATHHTE
U3UCKBAHUSI Ha BB3JIOKUTENS.

Odepupanure JeKapcTBEHH NPOAYKTH ca BKIIOYEHH B Ilpunoxenre Ne2 ma IIJIC u
CHOTBETCTBAT Ha MU3NCKBAHUATA HAa TEXHUYECKATA CIIEMUPUKALNS KBM NOKYMEHTALIMATA 32 YIaCTHE B
liponenypara, mo orHomenune Ha ATC Koz, reHepHYHO HaUMEHOBaHHe, JeKapcTBeHa (opMa,
KOIIMECTBO AKTHBHO BCILECTBO, €IMHAYHA MIPKA U OKOHYATENHA OIIAKOBKA I10 HOMEHKIATYDH B
obocobenara nosuIus 1 noApo6Ho omucany Hpunoxerre Nel KbM HaCTOSIHS IIPOTOKOJI.
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Ha 6asa ropeussioxeHOTO KOMHCHSTZ HAMHPA TEXHHYECKOTO npeoKeHHe Ha
yJacTHUKa 1o o6ocobGenaTa mo3uuusi 3a OTTOBAPAMO B IbJHA CTENEH HAa M3MCKBAHHATA Ha
BB3JIOKHTEIIs], 3aH0K€HH B TeXHHYecKaTa cnenuduikanus Ha gokymenTanusara. C oraen Ha
TOBA, KOMHMCHATA eAMHOAYIIHO PemH, 4e Jonycka yyactauka "O®bOHUKC ®APMA" EOO/]
[0 cirelpaly eTan B NpOLEAypaTa — OTBapsiHe Ha IEHOBOTO NpeNioiKeHue no o06ocobeHara
MO3HIHA.

OIl Nel0 Anmuxucmamunogu npenapamu u ceHzopHL op2anu

Y9acTHUKBT AEKIapHpa, 9e € ChIJIACceH ¢ KIay3uTe Ha IIPOEKTa Ha JOrOBOPA, IPUIOKEH KbM
AOKYMCHTAIlMATA 32 y4aCTHE B Hpouenypara. CpoksT Ha BalMIHOCT Ha odeprara e 6 Mecena.
TexHUYeCKOTO Hpe/IoKeHre OTTOBaps HA H3WCKBAHMATA HA BbAIOKHTCIS II0 OTHOLICHWE Ha
CbABPXaHHME U (GopMa M € MIrOTBEHO mo Ilpuimoxenue Ned or obpasuuTe KBM IIPOLEAYpaTa,
[IPEJICTaBEHO € U Ha ONTHYEH HOCUTEIL.

[Ipennoxenn ca cpok 3a W3MBIHEHHE Ha MOCTaBKUTE, CPOK 3a pa3CpoOvEHO IUIAIIaHEe U
OCTaTRHCH CPOK Ha FOJHOCT Ha OQepUPAHUTE JIEKAPCTBEHH IIPOAYKTH OTroBapsIy Ha MUHUMAJIHUTE
U3UCKBaHUs Ha BB3TOKUTEIS. '

OdepupanuTe JIeKapCTBEHH IPOLYKTH A BKIIOUCHH B [Ipunoxenne Ne2 ma ITJIC u
CHOTBETCTBAT Ha H3UCKBAHHUSATA Ha TEXHUYECKATA CEU(MHKAIHS KbM JOKYMEHTalUsATa 38 yYacTHE B
Nponeiypara, no orHomenue Ha ATC Koz, reHepHYHO HauMEHOBaHHUE, JIEKapCTBeHa (opMa,
KOJNAHECTBO aKTUBHO BEIIECTBO, CAMHHYHA MSIPKA M OKOHYATENIHA OIAKOBKA IO HOMEHKJIaTypH B
obocobenaTa O3S ¥ HOAPOGHO OMUCAHY Hpunoxenne Nel KM HACTOSIIHS IPOTOKOIL.

Ha 6a3a ropeusnosxenoro xommcHsiTa HaMHpa TEXHHYECKOTO NpeAJIoKeHHe Ha
ydJacTHuka no obocobexara mo3umms 3a OTroBapaAmMO B IbJHA CTENEH HA U3HCKBAHHMATA HA
BB3JI0KUTENS, 32/I0KEHH B TeXHMYIeCKATa cuemudpukanus Ha AoxyMenTanusara. C orien ma
TOBA, KOMHCHATA €MHOXYIHO Pemy, e JonycKa yyactauka "O®hOHUKC DAPMA" EOOJ

A0 cjeaBaly eran B Inmpoxexypara — OTBapsine Ha IeHOBOTO npemIokenue no oodocobenara
O3 U,

C tosa na 11.01.2019r., HasHaYeHATA OT BH3IOKUTENS KOMMCHs IPUKITIOYH CBOSITa paboTa 1o
PasDIEN/IANe Ha TEXHUIECKUTE IPEIOKEHHS Ha JOYCHATHTE YIACTHHIM B nponenypara u ChCTaBH
[poroxos Ne2.

Ha ocroBanue un. 57, an. 3 or 13011 xoMucHsITa ONpeneNy fnaTa, 9ac ¥ MICTO Ha OTBapsiHe
Ha LCHOBUTE mpe/tokenns - 18.01.2019r. or 12:00 waca, B 3acemaTennarta 3ama Ha neuebHoTOo
3aBCIICHHE, 32 KOCTO IPEATIPYE NSHCTBYS 38 YBEAOMSIBAHE HA YIACTHUIITE B npouenypara.

KOMUCHS: —=~

Ipencenar: .
[umosa /
Yienose:
O A .
/ n-p Po: . Y
[ 524
5 fé )
/ ﬂ,*f; T¢
7 —
3 C’//C/ “

R i L L T

,< 26
(



~HHAD
wa n o = f
/ CHex
O At
Cn, O K oo
p b
EEY SN
YTBbpKIaBam
d-p beaun Hnues - pupexkrop wa B -
Ksprxann

{1.04. 20161

27



