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ipe(bepeHTHH HEHH Ha JICKAPCTBEHATE IPOAYKTH OT [103UTHBHYS
Jiekapersen cuuesk (IJIC), (Tpunosxerne 2 komona M Ha IJIC).
| YHaCTHHKBT € MpeIosk i Mo-BHCOKa L€Ha OT yTBBbp/eHarTa pedepenTHa

‘ OHOHUKC |Liena, koero e B HECBOTBETCTBUE C USHCKBAHMATA HA BH3IIOKHTENLS -

12| ®apma EOOI[ |OCHOBANME 32 OTCTPaHABAHE O uil, 69, am.1, 1. 3 or 30I1(orm.).

-' 'BT.23.5 OT IOKYMEHTAIMATA 33 YYACTHE U B obpasella Ha 1eHoBa

|OT YHacTHHUKa Npe/piarakara nena fa ¢ choGpaseHa u a e HaBHIIaBA
YTBLPACHUTE PeQePEHTHHU 1CHU HA JICKAPCTBEHUTE TIPOLYKTH OT
‘ NosutuBHuA NexapeTBen cucbic (IJIC), (Ilpunoxenwe 2 komona M Ha
|- rI'IJ'IC). YHacTHUKBT € npemioxkmn mo-srucoka LeHA OT YTBBHpICHATA
| 'pehepenTra nena, koeTo ¢ B HECLOTBETCTBHE C H3UCKBAHUATA HA
|¢’Db0l—l HKC IBLSHO)I(MT@J‘I}I - OCHOBAHHC 32 OTCTPaHABAHE 11O Yl 69, a1, T. 3 or
21| ®apwa EOOJL_[30TT(onw.),

}(Kon. 15), uxnodenax, Tab. 50 mr. 3a JICKapCTBEH NPO/IYKT (TeHePHIHO
; HanMenoBanue) JIukiodeHax s65 opma Tab. 50 mr., BesoRHTEIAT €
|M3UCKAJI OT YYACTHUKA 13 HOMIbIHY YTBbpJeHATA pedepenTHa 1eHa na

| |IeKAPCTBEHHS IPONYKT OT [To3uTHBHMs nexapeTsed cnucerk (11J10),
\(Ipuoxcenwe 2 xonoua M ma HJIC). YyacTHUKBT He e momsIIHuIT
|YTBBP/CHA pehepenTHa LieHa, KOETO ¢ B HeChOTBETCTRYE G H3UCKBaHUATA
{"Cotapma Ha BB3JIOXKHUTEIIS - OCHOBAHWE 33 OTCTPaHsABAHE 10 1L, 69, an.1, 1. 3 or

Q_!Tpeﬁf_mu_r” All {3011 (otm.).

lodepraxom. 12wu 15 3a JICKAPCTBEH NPOAYKT (FeHepHUHO HanMeHOBaHKe),
Juxnohenax sus popma Amn. 75 mr. 3 mun. Iv. » BB3JIOXKUTEILIT € H3NCKaI

'B1.2.33 0t AOKYMCHTaLMATA 3 yuacTe U B 06pasera Ha LeHosa odepra

‘ [ B T.2.3.3 or noxymenranuusra 3a y4acTHe u B o0pasena Ha [eHoBa ogepra

. 'BBB hopma Kare.20mr., BBINOKUTENAT € U3UCKAN OT YYACTHUKA Jia
| [OMBIHE YTBBPCHATA pehepeHTHA LieHa Ha IeKapCTBeHUs MIPOLYKT OT
(TlosuTuBHUSA NekapcTBen cruchK (IVIC), (TTpunosxewnwe 2 konorna M Ha

|
l'CDBOHI/IKC |B HECHOTBETCTBUE C U3UCKBAHUATA He BB3JIOKUTENS - OCHOBAHUE 3a

25 jd_)_apma E()_QJI ____i_(m:_:'i_‘;_nai-_}ﬂBaHe o 4j1, 69, an.1, 1. 3 or 301_'[_ (OT_M.)_._
|

|. S——
|
|

|
| |I.-!‘bi3 (hopma Kame.20mr., Bbanosicurenst e M3HCKAN OT YYacTHHKA jia

| i‘nonmlm-l YTBBPACHATA PehepenTHA LeHa Ha JIeKapeTBeHus MPOIYKT OT
INosurieaus nexapersen cnmcpi (THIC), (Tpunoxenwe 2 komona M Ha

IJIC). YuacTunksr He € nomwbmmmt YTBBP/IEHa peepeHTHA IeHa, KOETO e

|(kon. 15), 3a mexapcTBen HPOLYKT (TeHEPHYHO HanuMeHoBanune) OMernpason |

. |
| B 1. 2.3.3 o1 nokymenranusra 3a yuactue u B 00pasena Ha ueHosa othepra |
((kos1. 15) 33 nekapcreen NPOLYKT (FEHEpPUYHO HanMeHOBaHHe) Owmenpazos |

! !
[! [TIC). YuacrhuksT He e nonmsmmun YTBbpeHa peepeHTHA 11eHa, KOeTo e g
|

"Codapma B HEChOTBETCTBHE C M3HCKBAHHUATA HA BB3JIOMKHTENS - OCHOBaHHE 3a
25 [Tpeiinunr" AJ{ [OTCTpaHsiBate 1o wi. 69, an.1, . 3 ot 3011 (oTMm.).
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' leHepuyHo HaumeHoBaHue/WUme Ha y4acTHUKa
/10 HauMeHo 3 e
| B.23.5 o1 goxymenrawmsra 5 YacTHe 1 B opasena Ha HeroBa otepra
Ko 12wm153a JICKAPCTBEH NPOMYKT (FeHEPHYHO HAMMEeHOBAHHE )
{DaMoTHuH, BB dopma "Tab. 20 mr.", BB3JIOKUTEIIAT € HIUCKAJ OT
|YHaCTHHKA TIpeAnaranaTa UeHa 113 & cbo0paseHa 1 1a He Ha/BHIIaBy

!I YTBBPJIGHUTS pehepeHTHH e u Ha JICKaPCTBEHUTE LPOIYKTU OT
|ITosuruBHuS Tekapersen cnucsk (IJIC), (Mpunoxenue 2 KojioHa M Ha
\ITJIC). Vuactauksr ¢ HPEIUTOKWUIT II0-BUCOKA TIeHa OT YTBBpIOeHAaTa

.i pedepenTHa nena, koeto ¢ B HECHOTBETCTBHE ¢ H3NCKBAHIATA HA

| BB3JLOXKMTENS - OCHOBaHKe 33 OTCTpaHABaHe 110 uj1, 69, an.l, .3 or 3011
((ot™.). - cesmmee—— |
i Br.2350r AOKYMEHTAIMATA 34 YYacThe U B obpasena Ha 11eHOBa oepra
i(KOH. 15) 3a nexapcreen HIPOAYKT (FeHepUYHO HapMmeHoBaHue) OenTanus
[BBbB opma "Ammn. 2M1.", Bb3NOXATENAT e U3UCKAJl OT y4acTHHUKA Aa

|! IOMBITHY yTBBp/IeHaTa pedepenHTHA [eHa Ha JIEKAPCTBCHHS HPOJYKT OT
osutnerus nexapersen crmeni (IVIC), (Tpunosxenue 2 konona M Ha
IUIC). YuacTuukst He e momsmmn YTBbpIIeHa pedepeHTHA IIeHa, KOeTo e
B HECHOTBETCTBHE C H3UCKBAHMATA HA BH3TONKHTES - OCHOBAHHE 3a
;(‘."rCTp'ﬂHSIB’dHe 1Mo L. 69, an.1, . 3 ot 3011 (otMm.).

| Y UacTHHKET 34 IEKAPCTEEN NPOAYKT (FeHepHiHO HaWMEHOBaHmE) |

fOMera30J1 BbB hopMa " AmIr. 40 mr." e npeioxun YJIKOIIPOJT soe

|bopma Karc. 20 mr x 30, xoeto ¢ B HechOTBETCTBHE ¢ M3UCKBAHUATA Ha

| BBSJIOANTENS, KOUTO ca 38 OMenpason (renepuyHo HaUMEHOBAH¥E) BEB

‘bopma, Amm. 40 mr.- OCHOBaHHME 3a OTCTPAHIBAHE ITO L. 69, a1, 1.3 or

3017 (orm,).

;' VHaCTHHKST 32 Nekapersen IpojyKT (reHepHIHo HAUMEHOBaHHE) JKena3o

:HI BAJICHTHO-XMIPOKCH 3aXap03a BLB dopma "AMILi.v, 20Mr/Mi- 5 mur" e

I' npennoxu XKeaso I11 BaJICHTHO-XUIPOKCH 3aXapo3a BB topma 50 ]

|

|

|mg/ml  solution for injection 50 mg/ml - 2 ml, KOeTo e B HecLOTBETCTRYE
|C M3MCKBaHMATA Ha BB3JIOXKHTENS, KouTO ca 3a XKemsso 111 panentho-
:xnﬂpoxcn Saxaposa, AMILLY. 20Mr/Ma1- 5 M1, - OCHOBAHME 3a
|OTCTpaHsABAHE 1O YJ1. 69, an.1, 1. 3 ot 3011 (oTMm.).

'Br.2330r gol\‘yﬂeﬁfrawma 3a yuacrie n éoﬁpaaeua Ha LIeHOBA o'(I;'ep"l-'a
(ko 15) 3a nexapereen i POIYKT (reHepuyHO HanMeHOBaHUe)
|Hp0naq)eH0H BbB opMa " Amm. 35 mr.10 MIL", BB3IIOXKHTENIAT € U3KCKa
|OT YYaCTHHKA /12 IOMTITHY YIBBpACHATa pedepentHa reHa Ha
|IJleK'deTBeHI/I$I IpOAYKT oT [TosuTusHms JIeKapeTBeH cnuchk (I1JIC),
|(ITpunosxenue 2 xoona M ua TUIC). YuacthuksT He e [IOIBIHMIT

if YTBBPIEHA pehepenTHa LeHa, KOeTo e B HECBOTBETCTBHE C H3UCKBAHMATA
Ha BH3NOKUTENS - OCHOBaHHE 3a OTCTpaHsBaHe 1o 4. 69, anl, 1.3 or

IBT.23.3 01 HOKYMEHTALMATA 38 yUacTHe U B ofpaseria Ha nenoBa otepra
i! (xom. 15) 3a JIEKAPCTBEH NPOAYKT (reHepIIHO HanMmeHoBanwe) Kamnepo- |
IMardesues acrnaprar sbe popma "Tab.", Bp3noxkuTeIIT o H3[CKAIT OT !
\YH3CTHHKA 113 [TOMBHY YTBBp/ieHaTa peepenTHa eHa Ha JIEKapCTBEHUSA i
(IpoxykT ot llosuTuegus siexapersen cuucesk (ITJIC), (puioxere 2 |
|kosona M ua [UIC). Yuactnukst He e nomsmmm; YTBBpAeHa pedepeHTHA
[IlCHA, KOETO € B HECHOTBETCTBHE C H3NCKBAHHUATA HA BL3JIOXKHATENS - [

\ocHOBaHHe 33 OTCTpaHgBane 1o ui. 69, an.l, . 3 or 30[1 (otm.). -

21/31



HomeHknartypa ! Knacupane
. Ne | macto
ey ) 2
i"Coq)apma
44|

Tpeitmanr AZ

|
|
|

"Codapma

46 Tpeiipnur" Al
|

| |

|

i

|

}@bOHnKC
i 51 |§CDapM3 EOOJ
|
| |
| |
| |
| |

j "Codapma
51 ' Tpeiiaunr AJl

"®bOHUKC
54 |(I)apMa" EOOJ

l — - et — p—— — 3
|
|
|BT.233 0r AOKYMEHTALMATA 38 YYACTHE U B o6pasera Ha ieHoBa oepra
[(kon. 15) 3a JICKAPCTBEH NpoaykT (reHepuyno HAUMEHOBaHHE)
|CanGyramon Bee topma "Ta6. 2 mr." > BB3JIOXKUTEIAT € U3UCKAN OT
|YYaCTHHKA N3 IOmbIHY YTBBpPACHaTa pedepenTHa ueHa Ha JIeKapCTBEHUs
\IpoJtykT ot [TosuTwpHs Jekapersen crmesk (TUIC), (Tpunoskenme 2
\konona M wa IJIC). Yyactunksr He e HOILTHUN YTBBP/ICHA pedepenTaa
|ieHa, Koeto e B HECBOTBETCTBHE C H3UCKBAHKATA HA BB3JIONKHTENS -
|OCHOBaHHE 3a OTCTpaHsBaKe o 41, 69, aj. | » 1. 3 o1 3011 (01M.).
| BT.2.3.3 ot okymenrargma 3a yuacTue 1 B o6pasena Ha LeHoBa otepra|
|(xou. 15) 3a nexapcrBen UPOAYKT (TeHEepHUIHO HaUMEHOBaHUe)
| CanGytamorn B1B ¢dopma "y, Pasteop 3a HHXaNalKd.", BE3JI0KUTEIT &
insucxan OT YHaCTHUKA 1 HOMBJIHU yTRbP/EHATA pedepenTHa rena ua
,iJIeKapCTBeHHﬂ nponykt ot Iosutusmug JIeKapcTBeH cuuesk (IJIC),
\(ITpuroxenue 2 komoma M Ha IJIC). YuacTHuxbT He e TTOTTBJTHYNI
|' YIBBpIEHa pedepenTHa lieHa, KoeTo ¢ B HCCBOTBETCTBUE C M3HCKBAHUSITA
|Ha BB3NOXKHATENS - OCHOBaHHC 3a OTCTpaHABaHe 110 w1, 69, a1, . 3 or
{3011 (o1m.). :
B T.2.33 0T fokymenTanminra 3a YUaCTHE U B 0Bpasela Ha LieHoBa o(epra |
il(_ KOI1. 15) 3a nexapcrsen i POIYKT (reHepuaHO HAUMEHOBaHUE) I
[AMokcununun+Knasonatosa K-Ha BBB (hopma "Tab.1rp.", BB3JI0XKUTEIIAT €
lMsHCKa ot YHACTHHKA 113 OBIIHI Y TBbpACHATA pedepentua uena na I

|
[{ICKAPCTBEHNA NIPORYKT OT I 103U THBMS JIEKapCTBEeH criuchk (I1JIC),

E(Hpnﬂomelﬂde 2 xonona M ua IVIC). YuacTHHKBT He e HOIBJTHELT
'y'rBBp[{eHa pedepenTHa neHa, koeTo e B HECBOTBETCTBHE C M3UCKBAHUSATA
|Ha BB3JIOXKUTENS - OCHOBAHUE 34 OTCTpaHABane 1o 4L, 69, an.1, T, 3 or
|30IT (oTm.).

Br.2330r AMOKYMEHTALMATA 32 yYacTre 1 B obpasena Ha neHoBa otepra |
(xom. 15) 3a JICKAPCTBEH NPONYKT (reHepuyHo HaNMEHOBaHKE)
Amvoxcutunun+Kiasonanosa K-Ha BbB (hopma "Ta6. [rp.", BB3JI0XKHTEIIST ¢ |
|H3UCKAN OT YYaCTHHKA Ja MOITBIIHY YTBBpAEHATA peepeHTHA 11eHa Ha
iIJ'IeKapCTBeHI/DI Iponyxr ot IlosuTuBHES NekapeTBen cruchk (IJ10), [
|(HpI/IJ'IO>KeHI/Ie 2 xonona M na IIC). YyacTHuksT He e HOIBJIHUII
|yTBLpz[eHa peepentHa nena, koeto e HECHOTBETCTBHE C H3UCKBAHUSATA,
{Ha BB3JIOXKUTEII - OCHOBAHHeE 32 OTCTpamsiBame no ui. 69, an.1, 1. 3 o
:IBOH (oT™.). _
‘BT 2.3.5 oT noKyMenTanmaTa 34 ydacTtue 1 B 00pasena Ha LeHoBa o(epra
i! Kol 12 m 15 3a niexaperaen TIPOOYKT (TeHEPHYHO HaHMe HOBaHKeE) |
!' Heporakcum Bos dbopma ", 1 Tp.", BB3IOKUTENAT € u3nckan ot I
|YUACTHWKA TIpe/ylaranara Iiexa 1a e CBOOpaseHa u 1a He HaBHIABA [

f

|
| YTBBpICHNTE pedepelTHH [ieHH Ha JIEKAPCTBEHHUTE [IPOJYKTH OT

\[lo3utuBnns JekapeTBeH cuvcek (I1JIC), (Ilpunoxenue 2 konona M Ha
|HHC). VyacTHuksT € NPEIUTIOKIIT 110-BUCOKA [IeHa OT YTBhpAeHATa
|pedepentra [ICHA, KOETO € B HECHOTBETCTRIE ¢ H3UCKBAHUATA HA
im,amoncmenﬂ - OCHOBAHME 33 OTCTPaHABAHE [0 uJI. 09, an.l, 1.3 or I
30M(otm.).
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| {(xon. 15) 3a TICKaPCTBEH pomykT (rerepruno HauMeHOBaHwue)

l AsUTpoMHLUY "Kancymu 250 MI.", BB3NOMXKUTE ST 0 H3HCKAN OT yuacTHuKa
||;1a NOMbAHE yTRLpaeHaTa pedepenTHa nena ya TICKAPCTBEHUS NPOAYKT O

|[ I O3UTHBHUA NIeKAPCTBeH cpenic (IIIC), (Tpunoskemnue 2 konona M pa
!HJTC). Yuacthuinr ge ¢ NONBJHKA yTBbpAeHa PedepenTHa ena, Koero ¢

’(DBOHI'/IKC |B HECbOTBETCTRYE ¢ HU3UCKBAHUATA Mg BB3NIOIKHTE 1] - OCHOBaHue 33

62| ®apma EOONL |orerpanssane "0 69, an.l. . 3 or 3011 (o),

Br.2350r NOKYMeHTanunTa 33 yHactue u sobpasena na IeHOBa oepra
/ )KOH. 1211534 A€KapeTBen npomykr (renepuuno HanMeHoBaHue)
iIFeHTaMIfILI_HH BbB (hopma "Amn, 80 mr. ", BBIIOKHTeIAT o H3UCKaJ OT
|yuacThuka Hpehnaranara uena na e Cb00paseHa u 1a e HaJ[BHIIaBa
YTBBPIERUTE pedepentin ey ya JICkapeTBeHUTe poRyKTH OT

I
|t1)bOHHK‘C ’BLBJ‘IO)KI/ITGJ]H - OCHOBAHHE 3a OTCTpangBame 1o 4. 69, a1, 1. 3 or
82 ®apma EOOI_[30TI(orw.),
|
Ko, 12w |5 33 JIeKapCTBer npoayir (rewepuuno HauMeHoBaHue) |
i {unpodmokcary 858 $opma "Oakomy 200 Mr.100M1.", BB3JIOXKHTENIAT ¢ |
:-:I/I3I/ICKaJI OT yuacTHuka npemnaranara lieHa 11a e cbobpasena u g e
(HaZBULIaBa YyTEBpAeHHTE pedepentnn ueny na ICKAPCTBeHUTE IIPOMyKTH
| |oT IlosuTnenmg JICKAPCTBEH CHCHK (IUIC), (Mpunoskenne 2 KojloHa M Ha

|
|J"I'IP0 Ipedepentra LeHa, KoeTo ¢ B HECBOTBETCTRHE ¢ H3UCKBAHMATA Ha |
I .

ItDAPMAU,MH BE3JIOIKUTENS - OCHOBaHKe 34 OTCTpaHABane Mo i, 69, am.1, 1. 3 or
ZLBOON" " 30m(omay. o

[ IBT.2.3.50r ADKYMeHTauusTa 3a yyacrue u g obpasena na nenosa Ot])ep"f"d}
Kon. 12 15 3a nexa CTBEH NPOAYKT (renepuyno HaUMEHOBaHHe |

| | P pony p

| .E LIHHpo@nouccaur-m BB Gopma "Onaxony 200 ME.100m.", BLIJIOKUTEIISAT ¢

.
I| ®bOHUKC  BB3JTOXKHUTeNS - 0cHOBamye 38 OTCTpansBaKe 1o uy, 69, arl, .3 or [
71 |®apma EOOJ| 30M(orm,), _ o |
- .i BT.233 OT AOKyMEHTaUusITA 32 yuactye y g obpaseua wa LeHOBa -O(iJE) pra
(ko 15) 34 JI€KapeTBen npopykr (reHepuuno HalMeHOoBaHue)
' ,-'Ilﬁrfpoqlumfcamiﬂ BBB Qopma "Tabn, 500 M. ", BB3IOMNHTE ST ¢ H3MCKaT

i(DbOHHK'C |Ha Bb3JIOXKUTENI] - OCHOBaHWe 33 OTCTpaHABaHe 1o g, 69, an.l, 1.3 or
—Z2[®apma EOOJ 3011 (omm.).
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| e S
B 1.2.3.5 ot nokymentauusa 3a yuacTtue B o0pasela Ha IIeHOBa
lodepra ko 12 u 15 3a MEKapCTBEH HPOMYKT (TEeHEPHIHO HaMEHOBAaHHE)
|Haburatpau Bss dopma "Ta6. 110 MI.", BB3JIOXKHUTENIAT € H3HCKANT OT
iy‘-laGTHPII\'& TpeAnaranarta ueHa fa e cbo0paseHa u a He Ha[BUIIABa
{yTB'EaleeH uTe pe)epeHTHH EHI Ha JICKapPCTBeHHUTE MPOLYKTH OT
{HosutuBhus nexkapersen cnueni (ILIC), (Ipunosxenue 2 xonona M ua

| IUIC). VuacthuksT € upemoncu mo-sucoka LEHA OT YyTBBpAEHATa
Epe(bepeHTHa TICHa, KOCTO € B HECHOTBETCTBHUE C M3NCKBAHUATS, Ha
:BT)SJIOX(I/ITGJ'I}I - OCHOBAHMC 34 OTCTPAHABAHE IO WI. 69, an.1,T. 3 or
30TI(orm.).
il B1.2.3.5 or noxymerTanusTa 3a ydacTtre u B obpasela Ha neHoBa
odepraxom. 12u 15 3a JICKAPCTBEH LPOMYKT (PeHEPHYHO
|HanmeHoBaHue)PuBapokcaban BLE (opma Tab. 15 mr. Mr.", BpastoxKHTEAT
© M3HCKAJT OT Y4aCTHHKA NIPEIAraHaTa LieHa 1a e CcboOpaseHa u 1a He
|HalBUILABA YTBhpAEHHTE Pe(epeHTHY [IeHN Ha NTekapeTBeHUTe NPOIYKTH

.. oT IloswTuBHuA NekaperBen crmehk (TUIC), (TIprnoxernue 2 kosoma M ua
TUIC). YaacTHuKDT € HPCIIOKIIL IO-BHCOKA [IEHA OT YTBhpAEHATA
\pedepeHTHa LigHa, KOETO € B HeCHOTBETCTRHE ¢ U3HCKBaHUATA HA

g' BB3JIOXKUTEIIA - OCHOBAHME 34 OTCTPAHABAHE 110 JL., 69, an.1, 1.3 or
30I(omm.).

{BT.2.3.3 01 MOKYMEHTAIUATA 33 YYaCTHE U B o0pasela Ha HeHoBa
(otepra (kom. 12 1 15) 3a JI€KapCTBeH MPOAYKT (reHepHYHO HaHMEHOBaHue)
benasenpun Bue popma Ta6. 20 MI"., Bb3JIOXKHTEJIAT € H3UCKAT OT
|YHACTHHKA l1a ONBIHY YTBbPEHATA Pe)epeHTHA [IeHa Ha JIEKapCTBEHMS
\nponykr ot ITosuTuBHMs Jekapersen cuucek (IJIC), (Mpunosxernue 2
\kosioHa M Ha I1JIC). Y4acTHUKBT He e mombammy YIBBbpJeHa pedepenTra
|lIeHa, KOETO € B HECHOTBETCTBHE C VI3UCKBAHUATA HA BH3JIOKUTEIS -
(OCHOBAHHWE 33 OTCTpaHsBaHE 1o Il 69, a1, 7. 3 or 3011 (orm.). _
‘B 1.2.3.5 0T nokymenTaumsTa 32 y4acTHE U B 0Opasena Ha LeHoBa ofepra
lxom. 12 u 15 38 JICKAPCTBEH MPOIYKT (TeHEPHIHO HaNMEHOBAaHUE)
Bepanamun b Gopma "Ta6. 80 MT.", BB3NI0HUTEIIAT € U3UCKAN OT
\YMaCTHUKA IPe/TaraHara Iena fa e crobpaseHa i 1a He HA/IBUITaBa

|I YTBBPJICHUTE pelepenTHH NeHy Ha JIEKAPCTBEHHUTE POIYKTH OT
\[losuTuBuus nexaperBen comebi (IUIC), (ITpunosxenwe 2 xonona M na
" TUIC). YuacThuksT e TIPEATIOMUIT 110-BUCOKA LEHA OT YTBBPICHATA

.| pedepenTHa ieHa, KOETO ¢ B HeChOTBETCTRIE ¢ H3UCKBaHUsITA HA

| BBI0KUTENS - OCHOBAHUE 33 OTCTpaHABAHE 110 YJI. 69, an.l, 1.3 oT
[30IMT(oT™.). o S )
BT.2.3.50r AOKYMEHTAUUATA 33 yHacThe 1 B 06paseLia Ha LieHOBa otepra
kol 12wu15 38 JICKapCTBEH MPOJYKT (TEHEPUYHO HaHMEHOBaHHUE)
EKapBe/:u/mon BBB (hopma "Tadn. 6,25 mr. ", BL3g0KUTEIAT € U3UCKaJ OT
|YHacTHUKa Mpe/iarahara ueHa 1a € cho6paseHa u 1a e HAJ[BUIIABA
\YTBbpIEeHUTE pedepeRTHY UEHN Ha NekapcTBeHuTe IIPOAYKTH OT ‘
{[losurusmus nexapeTsen ciucby (VIC), (INpunoskenye 2 konoua M Ha
[ITIJIC). Yyacrauksr ¢ TNPEATIONNUTT 110-BUCOKA [IEHA OT YTBBPLIEHATA
pedepenTHa eHa, KOETO ¢ B HECHOTBETCTRIG C H3HUCKBAHWATA HA J
 BB3TOKUTEIS - OCHOBAaHHC 33 OTCTpaHABaHe o wi. 69, a1, . 3 or
130I(orm.). }
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B1.23.50r NOKYMEHTaNMsATa 34 y4acThe U B 00pa3ena Ha nenoBa otepra
{kon. 121 153a JICKAPCTBEH IPOIYKT (TeRepHyHO HaUMEHOBaHUE)
lMeTonponon CYKIMHAT C yOBIDKEHO 0CBOGOKIaBaHE BLR dopma
"Tab.50mr.", BeanomuressT © U3HCKAl OT YYaCTHHKA MpeyiaraHaTa lieHa
Aa € cbobpaseHa 1 1a He HamBHmARa YTBBPICHUTE pedePeHTHH eHN Ha
(mekapcTBeHnTe HponyxTu ot Iosutusyys Jekaperser crmcwk (TIC),
\(Iprnosxenue 2 komora M ma IUIC). YuactauxsT ¢ NIPEIVIONKKM O~

["T'prOBCKa iJBI/ICOKa lieHa OT yTBBpACHaTa pedepetTaa UCHA, KOCTO € B HECLOTRETCTRIE

' \ura - HAI"  |¢ usuekanusta Ha BB3JIOKUTENS - OCHOBAHHE 34 OTCTpaHsBaHe 110 1. 69,

108 (’Aﬂ.. @l 73 0r30M(orm).

|

" TP — B _
| | -
|
|
|

B'T.2.3.5 or nokymenraunsra 34 yuacTue u B obpasena Ha neHoOBa odepra
(Kom. 12m 153a JICKAPCTBEH NPOyKT (reHepruHO HaHMEHOBaHHE)
|'Me'r0np0non CYKLMHAT C yIBIKEHO 0CBOBOKIaBaHe BER tdopma
|"Tab.50mr.", Bbanoxurensy ¢ N3HCKaN OT y4acTHHKa ipeyiaranara LeHa
| \Ha e cpobpasera u jia e HAlBUIIaBa yTBBpAEHNTE pedepenTHI LEHH Ha

' !.J'IeKapCTBeHI/ITe HIponyktu ot IMosutusyus iekapeTeer cuchk (IUIC),
| : (Ipunoxenne 2 konona M Ha ITJIC). Yuactauker e TIPEIIOKHIT [T0-
. [BHCOKa eHa oT YTBbPICHATA pehepeHTHA IieHa, KoeTo ¢ B HECHOTBETCTBHE

OLOHUKC C H3UCKBAHUSATA Ha BB3TOKUTEY - OCHOBAHHE 32 OTCTPAHABAHE I10 UJ, 69,
108 (dapma EOOa lanl, 7.3 or 3Ql‘_1_(0yv1_.)_.

| }B T. 2.3.5 OT noKyMeHTamsTa 33 ydacrve 1 B 06paseua Ha 1eHoBA oepra
(Koit. 121 15 3a nekapersen MPORYKT (reHepuyHo HaWMEHOoBaHMe)
Hepunponpun ppe (opma Taé Swmr., BL3JIOIKHTEIAT € H3HCKAIl OT |
. YUACTHHKA NpejiaraHaTa 1eHa na e Cbobpasena u fa He HajBUILABa J
| \YTBBpIEHUTE pedepentuy uenn na JICKAPCTBEHUTE MPOAYKTH OT
. irﬂozmum-mﬂ Aekapereen cnuesk (I1J1C), (Ipunoxense 2 xomona M ua
| |I‘Iﬂ C). Vuacruuksr e MPeUTIONHI I0-BUCOKA LIeHa OT YTBBpAeHATa
.' \pedpepenTHa ueHa, koerto e B HCCLOTBETCTBHE ¢ U3HCKBAHHUATA Ha
|.|(DI:OHHKC | BB3OMKHTES - OCHOBaHHe 32 OTCTpaHABANE MO wr. 69, a1, . 3 or

. 109 |®apma EOOA |3011(om.),

| ; JB T.2.3.5 0T fokymenTanusra 3a yqactue u B o0pasena Ha nenosa otepra
| | _:KOJ'I. 12 w1 15 3a nexapcren HPORYKT (reHepu4Ho HauMeHoBaHue)
! | i:BaﬂcapTaH BbB (hopma "Tab.160 M.", BB3JIOKUTENST € u3nckan or
| |YUaCTHRKA NIpe/yTaranara nesa na e cboOpaseHa u 1a He HaBUIAB, }
|YTBBpJEHUTE pedepenTH: LCHH Ha JIeKapCTBEHUTe IPOYKTH OT
|H03HTI/IBHI/I51 Iekapetsen ciucwk (ITJIC), (Ipunoskenne 2 konona M Ha }
iHHC). VYacTHHKET ¢ TIPCATIOXKKIT T0-BHCOKA TIEHA OT YTBbpAeHaTa
\pedepentra nena, koero ¢ B HECBOTBETCTBUE C U3UCKBAHUATA Ha
|' PLOHUKC IIB’b3JTO>Kl/ITeJ'I}I - OCHOBAHUE 3a OTCTpaHsBAHE 1O Wi 69, an.l, 1. 3 or ’
. 112/®apmaE0ON PO e —]
' | Br.2350r MOKYMEHTALMATE 34 yyacTue | i obpasena ua uenosa oepra
| :KOH. 12u 1533 JICKapCTBeH npomy KT (renmepuuno HAMMEHOBaHUE) |
| 'Bancaprau pre dbopma "Ta6.160 M".", BB3JIOXHTENSIT € M3HCKa o /
! :yqacmyn(a TpeAnaranara yena a e chobpasena u na we HARUINABA I
_! iy'rm,pﬂ.emrre pedepentiu uenu pa JICKAPCTBEHUTE MPOAYKTH OT I
[ | [TozurneHus fiekapersen cnucek (T1J1C), (Ipusoxenne 2 xonona M ma
| TUIC). Yuacthuknt e NPEATONUIT TO-BUCOKA [IeHa oT YTEBpAeHaTa
|”T1>pr013c1ca {pediepenTa iieHa, koeTo e B RECBOTBETCTBHE C H3NCKBAHKATA Ha

| Jmra - HAI'  {Busnoxurens - OCHOBaHME 33 OTCTpaHIBAHE MO Wi, 69, an.1, 1. 3 o1
112 |AQY 30T1(oma1.)
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I - TeHepuHo HanmenoBanme/Ume Ha yuacriuka
! 3
iB T.2.3.507 NMOKYMCHTALMATA 32 yuacTue i B obpasewa Ha nenoBa othepra
Kot 12w 15 33 JICKaPCTBEH MPOIyKT (reHepauno HalMeHOBaHwe)
IjAMHO,HHHHH BbB Qopma "Tab.5 mr. ", BB3JIOKHTENAT e WU3HCKaJ 0T
|YHACTHHKA TpeyTaranara HeHa Aa e cpobpasena u 1a He Ha/IBHIIaBa
:y-r-sabp,uen uTe peepeHTHI Henn Ha /ICKAPCTBEHUTE POAYKTH OT
Hosurushus nexaperpen caucsk (IJIC), (Mpunoxenwe 2 KoJtloHa M Ha
IUIC). Yuacthuksr e HPEATOIKUIT 1O-BHCOKA ieHa OT YTBBpIeHaTa
pedepenTHa uena, koeto ¢ g HECHLOTBETCTBHE ¢ M3MCKBaHMATA g
[BBE3JIOMKHTENIS - OCHOBARUE 33, OTCTpaHsBaHe 110 . 69, anl, .3 or
[30I(oT™m.).
B T.2.3.5 ot noxymerramina 3 YUacTHe H B 06pasena Ha LEeHOBA OepTa
KoL 12115 3a fICKAPCTBEH NPOAYKT (renepuyno HAUMEHOBaHuUe)
|BHconponon BbB (opma "Tab. SMr.", BB3noxuTETSIT € H3HCKAJ OT
iy‘IaCTHI/IKa lpemiaramnara uena na e ch00paseHa u na He Ha/IBUINaBa
|YTBBPACHUTE pedepeHTHY LieHY Ha JICKAPCTBEHNUTE IIPOYKTH OT
\TosurasmHus TeKapeTsen cnucwk (ITJIC), (Ilpunosxenne 2 konona M Ha
HUIC). Y9acTHUKET e TIPEIUTOKIIT II0~BHCOKA TeHa OT YTBBpHeHaTa
‘pedepenTHa nena, koero ¢ p HECLOTBETCTBHUE ¢ M3MCKBanusTa Ha
EB’!‘:SJ‘IO)KI/ITeJT}I - OCHOBaHWeE 34 OTCTPAHABAHE 110 1. 69, an.l, 1. 3 or
30M(omm). —
BT.23.50r AOKYMEHTALMATA 38 yyacTHe i g oOpaseua Ha uexoga othepra
/Ko, 12 m 15 3a JIekapeTBes nponykr (renepuyno HalMeHoBaHe)
|Buconpornon g5 ¢popma "Tab. SMr.", Bb3noxuTEISIT @ U3HCKAN OT
YHACTHHUKA pefNIaranara lieka na e ¢bo0pasena u na me HAIBHINARS
[YTBRPACHNTE pedepenTu tenn ya JICKAPCTBEHUTE IPOAYKTH OT
(Tlozurusrws n ekapersen cresk (IJIC), (1 pHioxkeHne 2 konona M ua
f]'UTC). VuacTHuksT e MPETOKUIT NO-BUCOKA 1IeHa OT YTBBpACHaTA
;' pedepenrtna nena, koero e g HCCHOTBETCTBYUE ¢ U3MCKBAHUATA Ha
|BB3ITOIKUTENIS - OCHOBAHHE 39 OTCTpaHsABane 1o . 69, an.l, .3 or
SOMome). T e
(‘B T.2.3.5 ot nokymenrauusta 32 yuactue u B o6pasena na nenosa tepra |
|(kor1. 15) 33 ICKAPCTBEH NPOaYKT (reHepuumo HayMeHoBaH#ue)
.i JlusuroNpWT BHR dopma "Tab. 10 mr. ", BB3JTOXHUTENAT € U3HCKaT oT ||
[YHaCTHUKA Ja HONbiIHY YTBbpleHaTa pedepenTra nena ug JICKAPCTBEHMs |
[TIPOIYKT oT [lo3uTnBHMY TeKapeTsen crncek (I1JIC), (Ipunosxenwe 2 /
(konona M na IVIC). Yuacraukst HE ¢ NONBLIIHKN yTBBpAeHA pedepenTHa
/LieHa, KoeTo e B HECLOTBETCTBIE ¢ H3UCKBARUATA Ha BB3JIOXKUTES - [
OCHOBaHHE 33 OTCTpansBaHe 110 L, 69, an.1, 1. 3 or 3011 (ot™.), ]
s T = 20 0100 (otm).

B T.2.3.50or NOKYMEHTAlMATA 34 y9acTHe U g o0paseua Ha eHOBa odepra
[koa. 12 u153a JICKapCTBEH NpoaykT (renepuuno HauMeHoBaHue)
(Jusuronpun "Ta6. 10 wr. ", BEIIOKHTEIIAT ¢ HU3HUCKaJl OT YYACTHHKA !
IPEAJIaranaTa ena jia e chobpasena u A4 He HallBHIIaBa yTRbpaCHHATE |
'pedepenTin neny ua JleKkapersenute npomykru or Hosurusnug
Aekapersed cnuctk (TJIC), (Ipunoxenne 2 kosona M na ITJIC).
YUaCTHHKBT € HpeaTosun [I0-BHCOKA LIeHa OT YTBEpAeHaTa pedepentra
\LleHa, KoeTo ¢ B HECHOTBETCTRYE ¢ H3UCKBanUATA Hy BB3JIOXKHTENIS -
OCHOBANME 33 OTCTpANABARE 110 w1, 69, a1, 1. 3 ot 30I(orm.).
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||B T.2.3.5 0T AOKYMeHTaluATa 3a yyacTie u 5 obpasena Ha neroBa odepra
Ko 1211534 JICKapCTRed mpoaykT (rerepuuno HauMeHOBaHue)

[ Pamympun "Tag6. 5 wr. ", BBINOKHTENAT ¢ W3NUCKAN OT YYacTHHKA
\mpemtaranara lieHa 1a e cvobpasena u aa e Ha/IBHIIaBa yTebpaeHuTe
|peeperTHY Leny ua JICKAPCTBEHUTE POy KTH OT [TosutupHus
?J‘IeKapCTBeH ek (TUIC), (Mputoskenne 2 Kkonona M na ITJIC).

OCHOBAHKE 338 OTCTPAHsBANE 110 vy, 69, a1, 1.3 or 30II(orm.).
IBT.2350r HOKYMEHTAUUATA 38 yiiacTe 1 B obpasena na uemopa
(odepra kot 12 1 15 34 Jlexapersen npomykr (renepuyno HauMeHoBaHue)
}Pam MNpuI BLB opma "Tab, 5 mr, ", BBINOKHTENAT & u3ucKan or

i'yti ACTHMKA NpeniaraHaTa 1ena ja e chobpasena u na me HaJ[BUIIaBa
\YTBBPACHHUTE pedepenThn Leny Ha JiekapcTBenuTe nponykTy ot
ITosnTusHEs AIKapCTBeH cruenk (T1J] IC), (Tpunosxenue 2 Konona M Ha
[TIJIC). Vuacriu KBT € IpeyIoxkn no-sucoka Hena oT yTBbpaeHara
Ipedepertaa HEHA, KOCTO ¢ B HeChOTBeTCTBYE ¢ U3UCKBAHMATA Ha

| BB3IIOXKHUTENS - OCHOBAHMe 3a OTCTpaHaBaHe 110 4, 69, a1, 1. 3 or
SOlMomy ——
BT.235 OT TOKYMEeHTauusITa 3a ydactue u B obpaserg na LIEHOBa
‘oeprakon. 12 153, JICKapCTBEH NpoyKT (rerepuuHo HauMeHoBaHHe)
i'Morccom/umH BBB (opma "Tap, 0,3 mr. ", BL3JIOKUTENAT € H3HCKaIT OT

‘!B T.2.33 or AOKyMEHTALMATA 32 yuacTue i g obpasena Ha enosa
‘odepra (kom, 15) 3a JIGKapCTBeH Mpomy K (rerepuuno HaAHMEHOBaHuUe)

Ii DiiykoHa30n pbB bopma "Karne,150 ML.", BB3nOMKUTEIST € v3ucKan or |‘
|YHacTHMKa da nomrsamy YTBbPACHATA pedhepenTHa nena g JCKapCTBeHUs |
iIHpOI[yKT oT Iosutneaug JIEKAPCTBEH CIHCHK (IV1C), (Tpunoxenue 2 !
(konona M wa I1JIC), Yuactuukst He e HObIHUT yTBBpAeHS pedepenTHa

|' Dimnepun TPHHATPAT BBR hopMa "Tabm.", BB3nosxurensr € U3¥CKaJj OT I
|YHACTHUKA 3 oMby YTBbpIICHaTa pediepenTHa nena na JIeKapCTREHHUs

In POAYKT ot [Mosutuenus JIEKapCTBeH crnuchi (IIC), (Mpunosxenue 2
[konoHa M Ha [JIC). Vuacthuksr ne € IOITBITHUN yTREpAeHA pedepenrtha
Liena, koeto e B HECOTBETCTBHE ¢ M3CKBaHMsTA HA BB3JIOKUTENS -
ORAUMe 33 OTCTpaKABaKe o wn. 69, a1, 1. 3 01301 (omm.).
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MACTO e __TeHepuuro Hanme HoBaHue/Wme Ha yuactHuka
| 2 e 3

_!B T.2.3.3 or AOKYMEHTALMATA 33 yYacTue U B obpasena na 1enoRa otepra
(o 15) 3a nexapcrsen NPOAYKT (I'eHePUYHO HAMMEHO Banue) Eramcuar
\BBB (opma "Amn.", eB3noskuTeniT o U3MCKAT OT YYACTHHKA A3 MOMBIHU
| |yTBT;p)1eHaTa pedepenTna nena na JICKAPCTBEHUA TIPOAYKT 0T I103ATHBHug
IeKAPCTBEH CHRCHK (IIC), (Mpunoxenne 2 konona M wa ITJIC),
| YuacTHUKBT He € monbram YTBBPACHA pedepeHTHA IeHa, KOeTo e B |
|(I)I>OHI/IKC [HECBOTBETCTBHE C M3HMCKBAHUATA Ha BB3JIOKUTE/IS -~ OCHOBAaHUE 33 '
142 |\€_Da__|_)ma E()__Oﬂ fOTCT_]_’)Elf-_[HBaHe 1o . 69, an.1, T. 3 or 301_"[_((_)@4.).

B T.2.3.3 or noxymentauusira 3a ydactue u B o0paseria Ha 1eHoBa otepra
[(kom. 15) 3a JICKapCTBEH NMPOAYKT (reHepadHO HanMeHoBanne) EtaMcuar
| BbB (hopma "Amn.", BE3noKHTENST € H3UCKaJI OT yYaCTHUKA A HOMBITHY
} |YTBbpJeHaTa pedepenTHa neHa Ha JIEKAPCTBEHMS NPOAyKT oT IT03uTHBRHMUY
| H1ekapersen cnnewk (TIJ1C), (Mpunokere 2 konona M wa I1JIC).
| I; YYacTHUKBT He € nomsiHm YTBBPJICHA pe(epeHTHa LieHa, KOeTo e B
|"C0(bapma |HECHOTBETCTBHE C M3HCKBAHMATA HA BB3JI0XKUTEJIA - OCHOBAHHE 33

142 Ipt_z_!»“m_m[r” Al inTczpar_IfBaHe 10 4I1. 69, an.1, T. 3 or 30&(921\1.).

i ,! B 1. 2.3.3 or moxymenrammsra 32 yHactie u B odepra (ko 15) 3a

[ |TCKAPCTBEH HPOAYKT (reHepHuHO HauMeHoBanue) [lonusumon Homun

i leHFBeHT BBB popma "On." , Be3noxuTenst © M3UCKA OT yYacTHHKA Jja

_' [IOU'BIIHA yTBbPpACHATA pedepeHTHA HeHa Ha JIEKAPCTBCHHS HPOIYKT OT

' Tlosuruenns Aexapereen crmesk (ITJIC), (Mputokenne 2 KojioHa M Ha
TUIC). VuacTrukest HC © NOIbIHIT yTBBbpAEHa pedepenTha IIeHa, KOeTO ¢

r(I)I)OHI/IKC |B HECHOTBETCTRHE ¢ MSHCKBAHUATA HA BB3JIOXKUTENTS - OCHOBAHHE 3

(Dap._\[a !EQOA ’PTCI])_EEFIH_BEHE_. 110 41, 69, arLl, T. 3ot BOH_ (_O_TMT__}. B

148

|(reHeprunO HauMenopay ne) [oausunon omun YHTBEHT BbB hopma [
1"On." , BB3noskuTensT @ H3UCKaN OT yYACTHUKA 2 HOIbIHU YTBLpAEHATA lr
, |pedepenTHa riena na JICKAPCTBEHNY IPOAYKT OT [103HTHRHMS JIEKapCTBEH |
| jeenk (TUIC), (TMpumoxenue 2 konona M wa ITJIC). Vuactauksr we o
|| fnonmﬂm YTBbPACHA pedhepeHTHA LIeHa, KOeTo e B HECBOTBETCTBHE ¢
"Codpapma |MSVCKBAHUATA Ha BB3TI0KHTENS - OCHOBAHUE 34 OTCTpaHsBaHE II0 YJI. 69,
18| Tpeiinunr" A a1, 7.3 07 3011 (orm.).
| |

’ B ofpasena na newosa odepra (kos. 15) 3a JICKAPCTBEH HPOJYKT |
|i

IBT.2.3.3 or AOKYMEHTAMATA 32 yuacTue 1 B obpasela Ha nieHoBa odepra |
|

((kon1. 15) 3a nekapcreen MPOAYKT (reHepuyHO HaumenoBanue) [Tomusunon |
\Hoaun, Pasreop Xlaurep., BL3nourenst e H3UCKAT OT y4acTHHKA na '
| [IONLIIRY yTBBPACHATA pedepeHTHA HeHa Ha JICKAPCTBEHUSA IPOMYKT OT
! IMosuTusnus JIekapeTBel cnucek (T1JIC), (Ipunoxenue 2 kosona M ua
| il IUJIC). Vuactinknr we e [OIBIHUT YTBhpeHa pedepenTha lieHa, koero ¢ |
!(DI:O_HH KC i'B HECBOTBETCTBHE C M3UCKBAHUATA Ha, BB3JIOXKUTE/I - OCHOBAHME 32 |
149 |®apma £OOJ fOTCTpaH;IBaHg no wr. 69, an.1, 7. . 3 o1 3011 (ot™.).

——
;B T.2.3.3 OT noKyMeHTanmsTa 33 ydacTue 1 B obpa3sela Ha neHoBa otepra ‘|
| ((xon. 15) 3a nexapcrsen NPOAYKT (TeHepPHYHO HauMeHoBanue) Harpuit .

|' aMuRoTpusoac, Ami. 76% 20Ma., BbaioxkuTesT € M3UCKAJI OT YYACTHHKA

| A4 NONLITHA yTBBpAeHaTa pedepeHTHA 1IeHa Ha JICKAPCTBEHUA IIPOAYKT OT

. I:HOSI/ITI/IBHHH ekapersen crmesk (IUIC), (Mpunoskenne 2 KOjloHa M na

ll IIIC). VyactHuksT He o [HOUBIHUI yTBbpAEHA pedeperTHa LIeHa, KOeTO €

\®bOHUKC | HECHOTBETCTBHE ¢ H3MCKBAHUATA HA BH3JTOKHTES - OCHOBaHHE 34 _
154 JE)EI_[JM:J_E(__)Q_H,__ \OTCTpaHsBaHe 110 ui. 69, a1, T. 3__91“_30_1__[_(_9TM.).___ e J
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___ TerepuyHo HaumeHoBaHue/Ume Ha y4YacTHWKa
| 3

'BT.23.501 NOKYMEHTAMATA 38 y4acTHe U B 06pasena Ha HeHOBa odepra
ko, 12115 3a JIeKapCTBEH NPOMYKT (FCHEPUYHO HAHMEHOBAHIIC)
{Mumanamun SR BoB dopma "Tabu.", BEIOKUTENIT ¢ H3KCKan oT
YHacTHUka NpC/UlaraHaTa LieHa 1a € chbo0paseHa 1 1a He HABUIIABA
‘YTB’bp,IIeHI/ITe pedepenTHY LeHn Ha JeKapCTBEHUTe MIPOLYKTH OT
[losuTurHYS NeKkapeTBeH cnmehk (ITJIC), (Tpunoxenue 2 xomona M Ha
‘HHC). YYaCTHUKDBT € NPeANodNKH/ N0-BHCOKA LEHA OT YTBbpAeHaTa
‘peq)epeHTHa HCHA, KOCTO € B HECBOTBETCTBHE ¢ M3HCKBAHUATA Ha,

BB3MOXHTENA - OCHOBAHNE 32 OTCTPAHABAHE TI0 HJI. 69, an.1,T. 3 ot
30I0(o™.).

B 1.2.3.3 or nokymenranusta 3a yHacTue u B obpasella Ha IEHOBa odepra
Kon. 12 m 15 3a nekapcTeen mpoxykr (reHepyYHO HauMeHOBaHMeE)
\Dyposemuz BBB dbopma "Tabi.", BL3TOKHTENAT & M3HCKAT OT YYaCTHHKA
\npennaranara uena Ja e chobpaseHa U Aa He HaABNIIABA YIBBPACHHUTE
ilpe(bepeHTHI/I LCHU Ha JICKAPCTBEHHUTE NPOAYKTH OT [103WTHRHMIS
|IEKapCTBEH CITHCHK (TJIC), (TTpunosxenwe 2 komora M Ha T1JIC).

|' YYacTHUKBT e Npeanokun no-Bucoka LieHa OT YTBBp/ICHATA peQepenTHA
|LICHA, KOCTO © B HECHOTBETCTBUE ¢ M3UCKBAHKSATA HA BH3JIOKHTES] -

JIMra - I_I_AI.[_ Al | OCHOBaHUE 34 OTCTpaHsBAHe 110 Wi, 69, an.1, T. 3 or 30II(oT™m.).

|B T.2.3.3 o1 noxymenTanusTa 3a y4acTHe H B oOpa3sella Ha [eHoBa otepra
|1<0J1. 12 u 15 3a nexapcrren OPONYKT (TeHEPUYHO HaKMMeHOoBaHue)
\MHnanavuz SR Bb8 hopma "Ta6m.40mr. ", BB3ITOXKHUTEIIAT ¢ H3HCKAJL OT

i' YaCcTHHKA NpeNaraHaTa LeHa 1a ¢ Cho0paseHa i a He HaJBHIIaBa
\YTBBpAEHUTE PedePeHTHU HEHY Ha JIEKaPCTBEHUTE NPOAYKTH OT
losurrsHus Jekapersen crucesk (ITJIC), (Mpuoxkenne 2 komona M Ha
|TIJIC), YyacTHUKET e IPENJIOKUII [T0-BHCOKA LIeHa OT YTBBpICHATA
pedepenTHa LieHa, KOETO € B HECHOTBETCTRHE ¢ U3HCKBAHHUATA Ha

| BB3JIOSKHTENIS - OCHOBAHHME 33 OTCTpaHsBaHe 10 4. 69, an.1, 1. 3 or
(OMoma). .
BT.23.5 OT NOKyMEHTalMATa 3
Ko

4 ydactue u B obpasela Ha LieHOBa oepra ‘
12 u 15 3a niexapcreen MPOAYKT (FCHEPHUHO Ha¥MEHOBaHuUe) !
|Astnaxron BbB hopma "Jpae 25 mr. ", BB3IIOXKHUTENAT € H3UCKAJT OT
|YMACTHUKA NPEIAraHATA IeHA 1a e CLOOpaseHa u 14 He Ha/BUILIABA ‘
|YTBBpACHHTE pehePeHTHH LeHH Ha JIEKAPCTBEHHTE TIPOIYKTH OT ‘
{[losuTuBHEA NekapeTBen crHChK (THIC), (Ilpunoxenue 2 komona M ua [
j [JIC). Yuacthuksr e 11 PELTOMKHII I0-BUCOKA LIEHA OT YTBBp/IcHATA
\pehepenTHa LeHa, KoeTo ¢ B HECBOTBETCTBHE ¢ U3HCKBAHUATA Ha ‘
{ BB3JIOIKATEIS - OCHOBAHKE 32 OTCTPAHABAHE MO WL 69, ain.1, T. 3 or
é?&OH(OTM.)‘

(B T.2.3.3 or nokymenTtauusTa 3a yuacThe u B o6pasena Ha LeHoBa oepra
(xos1. 15) 3a nexapereen IpOAYKT (FeHEPUYHO HANMEHOBAHHE)
Metoxnonpamun gbs (bopma "Tabn." , BLITOKUTENAT ¢ HIUCKAT OT ‘
|YHaCTHHKA J1a NOMbAHK YTBLPACHATA pedepeHTHa 1ieHa Ha JIEKApCTBEHHs
NPoayKT o1 [To3uTHBHHNS JIeKapeTBeN CrUChK (IJ1C), (Mpunoxenue 2
(kostona M Ha [JIC). VYacTHHKST He € MombIHu YTBBpAeHa pedepenTHa ‘
LleHA, KOETO ¢ B HECHOTBETCTEHE C U3UCKBAHMATA HA BH3IOMCHTE -
loctonaine 31 orerpasspae o . 69, an.1, T.30r30M (orm). [
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Knacupane |
__mActo | TenHepu4ro HaumenosaHe/Ume Ha yuactHuka
2 | 3

ObOHUKC iB’bSJ’IO)KI/ITe.HH - OCHOBAHHE 32 OTCTPAHABAHE 10 W, 69, am.1, T. 3 oT
176 | ®apma EOOJ]

' OPbOHUKC
198 Dapwa £00] EQONR

"Cotapma
Tpeiiannr" AJl (OTCTpansABaHe 1o 4i. 69, an.1, 1. 3 or 3011 (oTm.).

"Copapma
214 | Tpeiiannr" AJl .1, 1. 3 or 3011 (oM.,

["Codapma

'BT.23.50t1 'z[E)'kyMe_l_rréiigfﬂ'ra?ylia?r_ﬁé n B obpasela Ha eHOBa odepra
|koJL. 12 u 15 3a nexapcrBen mpogykT (renepuuHO HauMeHoBaNHe)
‘Metdopmun Boe Gopma "Ta6. 1000 Mr. ", BEIIOKATEST o W3UCKAT OT
yuacTHIKa [pennaraHara Oena ia € cbo0pa3eHa U a He HAJABUIIARA
\YTBBPUEHUTE Pe(PePEHTHMU LICHA Ha JIEKAPCTBEHHUTE TPOAYKTH OT
HosurusHms Jrekapered crnucok (IUIC), (ITpunoxkenne 2 konona M Ha
IJIC). V9acTHHKBT € mpeamosxkut no-BHcoka LIEHA OT yTBBPACHATA
(ped)epeHTHa Li®Ha, KOETO € B HECHOTBETCTBHE C U3UCKBAHUATA HA

PHOMfewm). :
iB T.2.3.5 OT IOKYMEHTALMATA 33 ydacTHe U B obpasena Ha ieHoBa odepra
|kont. 12 u 15 3a nexapcTsen npoaykt (reHepu4HO HaMeEHOBaHME)
|nycame'1'0ﬁm71 BEB Qopma "AMIL. 50 Mr. 5 MJL. ", BB3IIOKHTEIIAT & U3HCKaT
|OT YHacTHHKA NpE/UIaraHaTa UeHa ia € Cho0pasena 1 a He HaBUINARA
|YTBbPIICHUTE Pe)ePEHTHH LEHA HA NeKAPCTBEHUTE IPOIYKTH OT
fHOBHTHBHHH Jexapersen criuchbk (11JIC), (TIpmroxenne 2 xomona M ua
ILIC). YuacTHHKST € npeiosKkun mo-BHCoKa LieHa OT yTBBP/ICHATA
|pedepenTHa 1ieHa, KOETO € B HECHOTBETCTBHE G M3UCKBAHMATA Ha

' BB3JIOIKHUTEIIS - OCHOBAHHE 32 OTCTpaHsBaHe o wi. 69, an.1, 1. 3 ot
|30TI1(oT™.).

\B 1.2.3.3 o1 noxymenTauusaTa 3a yuacrue u B obpasena Ha neHoOBa odepra
‘xomL. 15 3a JICKAPCTBEH IPOJTKT (FeHepUIHO HauMeHoBanue) TeTannyen
|@HATOKCHH BbB (opMa "AMIL ", BL3JIOKHTENAT € U3HCKAT OT Y4YacTHHKA 13
|IOITLITHY YTBBPAICHATA pedepeHTHa LieHa Ha JIeKAPCTBEHUS! HNPOJYKT OT
|HO3I/ITI/IBHI/I}I Jexaperser ciuchk (11JIC), (TIpumoxenue 2 xomona M ma
(ILIC). YuactHukbT He € nombnuun YTBbpJieHa peepeHTHA LIeHa, KOeTo e

B HCCBOTBETCTBHE C U3MCKBAHUATA Ha BB3JIOJKUTEI - OCHOBAHHE 3a

|B T. 2.3.3 OT IOKYMEHTALWATA 34 yUacTye U B o6pasella Ha LeHOBa odepra
KOJI. 15 3a JIeKapCTBeH MPORYKT (TeHEPHYHO HaMMEHOBaHME)
‘HOpM.T{OBeIHKI/I MMYHOIJI00y/IMH BB opma "Amm. 5 mi . ",
| BPIILOXKUTENAT € H3UCKAN OT YUACTHUKA 1 [OITBJIHYM YTBbpLEHATA
'pedepenTHa neHa Ha ICKapeTBEHNA MPOAYKT OT IT03UTHBHUS JIEKApCTBEH ‘
[cniesk (IUIC), (Mpunoskenue 2 konona M ma [TJIC). VuacTHHKET He ¢
|ONBIHUA YTBbpAEHA pedepenTHa LeHa, KOETO € B HECHOTBETCTBHE ¢ ‘
\M3HCKBAHHATA Ha BB3IOKHTENIS - OCHOBAHIE 32 OTCTPaHABaHE 110 4JI. 69, {
f

|BT.2.3.3 or nokymenraunsta sa yuacrue u s obpasena Ha 1ieHOBa odepTa
{(xon. 15) 3a nekapersen n POAYKT (reHEPUYHO HAHMEHOBAHHe) Harpues ‘
{xnopun BEB hopma "Ammn. 0,9%, 10MIL. " |, BEIOKHTENAT ¢ H3UCKAJT OT
|YUAaCTHHKA 1 MON'bIHY YTBBpJAEHATA pe)epeHTHA 1IeHa Ha JIEKAPCTBEHHUS
{npoaykr ot ITo3HTHBHKS JieKapCTReH CrIHChK (ILJIC), (Tlpunosxenue 2
‘kosoda M Ha ITJIC). VuacTHUKBT He € nombIHmT YTBBpleHa pedepenTra
|LiCHa, KOETO € B HECHOTBETCTBAE ¢ M3HCKBAHMATA HA BH3JIOXKUTENS -

|
|

219 | Tpeiinuur" AJl |ocrosanue 3a OTCTpaHsBaxe o ui. 69, an.l, . 3 oT 3OH(OT£/I)_ ‘
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S, S i mAcTo | - Tenepuuno HanmeHosakue/Nme Ha y4acTHuka

1 - SN 3

BT.2330r AOKYMEnTalMATA 32 yyacTye y 8 00pasenua Ha nenosa otepra
(xom. 15) 3a JICKApCTBEH MpomyKT (renepuuno HanmMenosanue) Axpa
penecranata B8 opma "Amm, 10mo, ", BB3IOMHTENSIT & H3UCKAIT OT
YHaCTHHUKA 13 MOnLiHK YTEBPACHaTa pehepertua 1exg Ha JleKkapcTBens
HMPOAYKT OT ITosuTusmus JIEKAPCTBEH CITUCEHK (1o, (Ipusoxenye 2
{KOJIoHa M Ha [JIC). Vuactipkwy HE € TombHm YTBbpAeHa pedeperTha

i

, "Cooa pma ! LeHa, KOeTo e B HECHOTBETCTRYE ¢ MSUCKBANMATA Ha BB310sKuTEN] - '
235 | Tpeiiguur" All JOCHOBaHHe 33 OTCTpaHsIBane 1o 69, an.1, 1. 3 ot 3011 (orm.),
e e L OCHOBa MY e AP O WL 09, an I, T e e e L

S e e ,r_-‘?Q_lr_*
|
|

5.8 jopma "Amp, " » BE3NOKHTENAT & H3HcKa) oT Y1aCTHUKA 1A IonbI1ay
YTEEDACHATA PehepenTHa Nena ng JICKAPCTBEHUS IPOAYKT OT TosuTuphug
HICKAPCTBEH cnuehK (THIC), (Tpunoxenwe 2 Konowa M wa I1JIC),
| Yuactapcsr HE € IonsiHun yTenpiena pedepentua uewa, xoero o B
"Codapma !HGC"bOTBGTCTBHB ¢ M3MCKBAHMATA HA BB3NOMNHTEN - OCHOBaHUE 33
V239 Tpeiizmunr AL jorerpananate no un. 69, . T3 075011 (o1m.).

| |'B T.2.3.3 or AOKYMEHTALMATA 34 yuacTue 1 B o0pasena Ha rierogg odepra
I i(kon. 15) 3q JICKApeTBey nponykr (reHepuuno HanMeHoBaHue) ’

!lCyJT{])EiMB’l'&i(COII-TpHMeTOHpMM, BB (popma "Ta6n.480mr. ,

lBLmommem:T € H3HCKan OT yuactHuka 13 TOMBITHY yTBBpACHaTA

! peepenrha uena ug ACKAPCTBEHUA PomyKT O ITosuTHBHEg JIEKAPCTBEY

(CHHCLIK (Iey, (Hpunoxenne 2 Konona M wa [1JIC), YuactruksT e o !

TNOMBJIHAI yTBBprena pedepenTha tena, koeto € B HECBOTBETCTBHE ¢
||”C0(])a pma HM3HCKBAHUWATA Ha BB3TOKUTEIIST - OCHOBaH e 34 OTCTpaHABaHe o ui, 69, /

) 22 Tpeimune AR Jan 1, 7. 5 01301 (omw,).

|
|

BT. 23307 AOKYyMeHTaluaTa 39 ydacthe U B o6pasena ng lienora odepra
!(KOJ]. 15)3a JIEKapCTBen mporyKT (rexepuumo Hanmenosatue) Edenpuy |
(BB dopma "Ang, » BRINOMUTENAT € u3nickan or YHACTHHKA 1 NOmbaHY (
lyTBBpaeHaTa PeepeHTHa HeHa Ha JI®KAPCTBEH M npoykT o7 [] losutuprng |
|[J'leI{HpCTBeI-I cnnewk (MJIC), (ITpunoxcenue 2 KkKoJiona M ma T1JIC), 5
! IVuacTunkpr He © HOMBIHUN yTBHpREHY pedepenta Lena, koero en |
""Codapma !I-ieC'b()TBB"J‘CTBHC C M3HCKBAHMATA Ha BB3N0OMHTENS - OCHOBAHNE 3a |
2248 JJ‘PE_"-iw-u'!f"_ AL Jorerpansnase no w. 69, oz, . ™. 3 0t 3011 (orm.),

[ (Br.233 01 HOKyMeHTaluaTa 33 yuactne v B olpaseua na Hexosa odepra

' (kom. 15) 34 JEKapeTBen npoaykr (resepuuno HanmMeHoBanue) Gonuepy

/ (lHCeIHa BLE (hopma "Tagn."

( ! |B'J:3JILJ}K WTENsT ¢ n3 Hekan or YHACTHI KA Ad NONBAMKH )’TB'LP,&BH&'['&

! IpedepenTa 1ena He nekapcTrenny NPOAYKT o7 [1o3uTHBHug lexapersen
fc-n ek (TUIC), (Mpunosenye 2 konoxa M wa IJIC), YuacTHuKbT He e
NOMLAHWI yTBBpAEHE pediepentha UCHA, KOETO € B HechOTBETCTRHE c

"Coapma M3HCKBaHusTA 1A BB3N02HUTENs - ocHoBanme 33 OTCTpayssane no wy, 69,

b 254 |Tpeiimumrn Ay JanL, 7.3 07 300 (o), |

PelﬂeHH(iTO DO,LU]E}‘!J(H"H%Eéﬁ%}éﬁ?’!ﬂﬁﬂe npen KOMMCHHTH 38 AT Hil i{OHK)’peHHl/J}]Tﬂ B AeceTnnepey CPoK oT
P a3t . _'-f, N,
UOHyLIaBaHeTO My. Ha GC}iﬂ{f& ‘i‘ij_'f@"‘ﬂ'l?"77’?1\?‘11‘{‘{;:’%@'1" 3017 (OTM.). HACTuaUIO O PEUIEHWe ace I'ISHpaTH BTpHaHesey CPoK o
BCHYKH yqaCTHHU,H. =

“4n.2 ot 33211

!
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