IMPOTOKOJI Ne 2

oT paboTaTa Ha KOMHCHS, HA3HAYEHA CBC 3anosex Ne P/I-11-290/30.06.2020r. (13M. cbe 3amosen Ne PJI-11-
398/19.08.2020r. u 3anosen Ne P/I-1 1-474/24.09.2020r.) Ha MHHHCTBPa Ha 3[PaBEOMNa3BaHETO Ja U3BBPIIH
onGop Ha YHAaCTHHLHTE, pasriiefd, OUEHH U Kiacupa MOAANCHUTE odepTd U Oa IPOBENE €JICKTPOHEH THPT
[p¥ CTIa3BAHETO HA pefia MPeABU/ICH B il 89-91 ot 3011 1o oTKpUTa NPOIEAYpa 3a Bb3laraHe Ha ofLecTBEHA
fJopbuKa C TPEAMET: ,J/lexapcmeenu npodyKmu om aHAMOMO - MmepaneemuuHa pyna N ,Hepena
cucmema®, aHAMOMO - Mepanesmudna zpyna R , Juxamenna cucmema’, aHamomo - mepanesmuina
zpyna P ,Aumunapasumnu npoOyKmu, UHCEKMUUUOU u penenenmu’, GHAMOMO - mepanesmuna zpyna A
,,CeH30pHu 0p2anu’ u AHAMOMO - mepanesmudna 2pyna V ,,Paznu® OOmecTBeHaTa MOphUKa € OTKPHUTA C
Pemenue Ne P71-11-249 ot 12.06.2020 roa. Ha ocnosahue § 137, an. 1 (u3m. JIB, 6p. 102 ot 2019 ., B cuma
ot 01.01.2020 r.) or [IpexonunTe U 3aKTOUHTEIHH pasnopenbu KbM 3aKOHa 32 H3MEHEHUE ¥ TONbIHCHUE Ha
30I1, go 1 smyapu 2021 r. LleHTpanHuAT Opras 3a NOKYNKH B CEKTOP ,,3apaseona3saHe” U 1[eHTpanHuAT
oprai 3a TOKYIKM 3a OOIMHMTE TMPOBEXKAAT IHPOUENYpH 32 Bh3jiaraHe Ha OOIIECTBEHM IMOPBYUKA M 3a
CKNIOUBAHE HA PAMKOBH CIIOPA3yMEHMSI 4Upe3 H3MON3BAaHWTE OT TiX mnargopMu, C H3KIIOUCHHE Ha
W3MpalaHeTo Ha PEIeHHsTa 1o Il 22, an 1, T. 1 u 2 ot 3011 n OGSIBICHHATA 11O 1. 35uum 36,an 1, 1.314
6 ot 3011, KOeTo ce H3BBpLIBA Ype3 narpopmara no 4. 39a, an. 1 or 30T, cbrmacHo rpauxa o § 131, an.
1 (rapwuan 3a kpatkocT §137 ot TI3P xBbM 311 ma 30I0).

MUHHECTBPBT Ha 3/(PAaBEONa3BaHETO B KAUECTBOTO MYy Ha IlenTpaleH OpraH 3a MOKYNKH B CEKTOP
,.3/paBeorna3pane’, cie/iBa ja npuiara Enexrponnara maargopma, CiuTaHo OT 01.04.2020 1., B CbOTBETCTBUE
¢ T. 2, 6ykea a) oT IlocTaHoBIeHME Ne 332 or 13.12.2019 r. na Munucrepcky cbseT (06H. B [IB, op. 99/2019
r.). B ceotBerctBEe ¢ § 12 or 3aKoH 3@ MEPKHTE M ACHCTBHATA IO BPEME Ha M3BBHPCIHOTO IONOXCHUC,
06sBeHo ¢ pemnenre Ha HapomHoTO ChOpaHHE OT 13 mapt 2020 r., HactosINara OOLIECTBEHA MOPBUKA Ce
00sBsBA NPH Cla3BaHe Ha peJia 3a Bh3Nlarate, neticream g0 1 moemspu 2019 rox.

L PasriexgaHe Ha JONBJHATE]IHO TNpPEACTABEHHTe JOKYMEHTH Ha 3aKpPHTO 3acelaHue
nposegeno Ha 17.08.2020 r. OT KOMHCHSATA B CHCTAB, KAKTO cienBa:

IIpeacenaren:

1. Bansx MuTKOBA - ABPXAaBEH eKCepT B JUPEKIMA ,;OBILECTBEHN NOPBYKH;

Ynenose:

2. XpuctuHa Aryerne - TJIaBeH eKCTePT B ANPEKIHA ,,OBLIECTBEHN TIOPBUKH;

3. JI-p Henu TapuHCKa - Ha4aJIHUK Ha OT/ET B AMPEKIHA ,,JlekapcTBeHa OJIMTHKA™;

4, Mar. ®apm. Opnue Henes - IbpkaBeH €KCICPT B AUPEKLIMS ,,JleKapcTBeHa MOJMTHKA";

5. BoTho BoTeB - IIaBeH EKCNEPT B TUPEKIHUA ,JlekapcTBeHa TIOJTMTAKA".

Topanu OTCHCTBHE HA PEIOBHHS “WICH -p Creriana Patiuesa, [bpKaBeH eKCIepT B Aupexiys ,,JIIY,
BbB BPh3KA C NOJ3BAHETO Ha MNATEH TOAHLICH OTIYCK, ChIUATA Oellre 3aMecTeHa OT pe3ePBHHMsS WIEH Mar.
dapm. OpanH Henes, AbpraBeH exkcnepT B AMPEKLUs »J LT

Tlporoxon Ne 1 (chbabpiaiy YKa3aHMATa HA KOMUCHSTA 3a OTCTpaHsSBaHE HA YCTaHOBCHH
HEeChOTBETCTBYUS, HEMBIHOTH WM JIMIICH Ha uHpOpMaIs) € IMyOIHKyBaH Ha 05.08.2020 r. B paszei ,,JIpoduin
Ha KynyBaJa“ Ha MHTEDHET CTpaHulaTa Ha MHEHHECTEPCTBOTO Ha 3/PaBEONa3BaHeTO B ENIEKTPOHHOTO 0CHE HA
obImecTBeHaTa TIOpbUYKa Ha  ajpec: hitps://www.mh.government.bg/ ba/profil-na-kupuvacha/ramkovi-
snorazmniva-copsz/ramkovo-snorazumenie-procurment-_S/ M HA CBHIHS J€H € M3MparcH Ha y4aCTHULMTE B
npoueaypaTa upe3 EnekTpoHHaTa CMCTEMa, 32 3akyllyBaHe Ha NIeKapCTBEHH IIPOAYKTH 32 HYXKIHTE Ha
nevyeOHuTe 3aBeeHus B PemyOiuka bbarapus.
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B paMKHTe Ha CpOXa OT 5 paGOTHH HH OT I0Jy4aBaHETO Ha MPOTOKOIA, ONPE/eNeH B ChOTBETCTRAE C
yn, 54, an. 9 or IM30II, upe3 EnekrpoHHaTa cHCTEMA HA 06.08.2020r. ¢ mpexactaBeH OT YYaCTHHKA
L MAPKOJI“ AJT enextporso noanucan EEJTOII mo o6ocobena mo3uiusa Ne 2, B CbOTBETCTBHE C YKa3aHUATA
JAJEeHH OT KOMHCHATA.

Ha ochoBaume uin 54, an. 12 ot III30Il, xomuCHATa MNPHCTBOM KBbM pasrliexaHe Ha
JNOMBJIHATENHATA MH(POPMALMs W M3BBPIIM MPOBEpPKA 33 CHOTBETCTBUETO M ¢ H3HCKBAHUATA KBM JIMYHOTO
CHCTOSIHAE M KPUTEPUUTE 32 OAO0D, TIOCTABEHH OT BB3TOXHUTEIA. KoMHCHSATA YCTAHOBH, 4€ C [IPEACTAaBIHE HA
JOmbIHATENHATa HHGopMmauus yyactHuKa ,,APKOJI* A/l € oTCTpaHu/IM KOHCTATHPAHATA N0 ITpoTokon Ne 1
JIATICA, C OTJIe]] HA KOETO CHINMAT ce JOIyCKa 3a 000cobeHa TO3ULHs Ne 2 fo pasriexjase Ha TEXHHYECKO
TIpeRJIOKEHHE.

IL PasrjiekiaHe HA TeXHAUECKHTE MPeJIOKeHHsl HA YIACTHHIUTE, BCHIKH H3HCKYEMH KbM TiX
JOKYMEHTH OT KOMHCHSIT2, BeHO € INPeJOCTABEHHTE JONBJIHUTEHA JOKYMEHTH CJI¢]l HApaBeHd oT
KOMHCHSITA HCKAHHS 32 Pa3siCHEHHsI OT YIACTHHIIATE B PeAOBHHS i CHCTAB.

Ha 3akpurty 3acefianHMs, IPOBEICHH B NEpHOAA OT 18.08.2020 r. mo 14.09.2020 r., kOMHCHATA H3BbpLIH
MpoBEpKa Ha npennoxceﬂnﬂra 32 W3IBJIHEHHE HA YYACTHHUHTE, BEHO C AOMBIHUTEIHO NPEICTABEHHTE KBbM
THX JTOKYMEHTH 3a CHOTBETCTBUETO UM C TIPE/IBAPUTEIHO OOSIBEHHUTE yCIOBHUSL.

1. PasrieskaaHe Ha TEXHHYECKOTO MNpeNJIOMKeHHE NPEeACTaABCHO OT SJIAATHOCTHK

UMUIZKMHT“ OO/ 3a o6ocoGena mo3nuus Ne 2 M mpoBepKa 32 CbOTBETCTBHETO My € HpeABaAPHTEIHO

obsiBeHHTe YCIOBHS B CHOTBETCTBAE ¢ WI. 56, a1 2 OT TI30In
KOMHECHSITA YCTAHOBH, Y€ YYacTHHKBT € TIOCOYMI BB (popMara "TexHUUECKO MpEAJIOKEHne", 4e

npeayara ClieIHUTE JIEKAPCTBCHU NPOAYKTH:

Mexcoynapo
ATC - gHe Hauun na 3aben ITpumexcamen Ha Tvpzoscxo Kopusieemsa Map
Koa REREREE npuioHcenue excka | paspewienuento 3a ynompeda HauMeHosaHUE AKIMHERO Ka
HaUMEHOo6an eewjecmeo
ue
. . 370 mg I/ml -
VO08ABO4| Iopamidol napeHTepatTHa Bracco Imaging S.p.A., Hramuas IOPAMIRO 50ml mgl
. , 370 mg I/ml -
'VO8ABO4| Iopamidol TapeHTepaita Bracco Imaging S.p.A., Utanmis IOPAMIRO 100ml mgl
V0SABO4| Iopamidol MapeHTepatta Bracco Imaging S.p.A., Hramus IOPAMIRO 300 g})gn,} 1/ ml - mgl
, . . 300 mg I/ml -
VO0SABO4| Iopamidol napeRTepalia Bracco Imaging S.p.A., Hranus IOPAMIRO 100ml mg I
VOSAB10| Iomeprol MapeHTepaina Bracco Imaging S.p.A., Hranus IOMERON 350 mg
VOSAB10| Ilomeprol MapeHTepania Bracco Imaging S.p.A., Hramis IOMERON 400 Sn(;l%llm 1m I- mg
V0SAB10| TIomeprol napeHTepanTHa Bracco Imaging S.p.A., Hramas IOMERON 4001(1;6g/m11nl " | mg
V08AB10| Iomeprol nmapeHTepaida Bracco Imaging S.p.A., Mramas IOMERON 35(]2$)g/mrlnl " | mg
'VOSAB10| [lomeprol napeHTepaisa Bracco Imaging S.p.A., Hramas IOMERON 350;8% lm 1- mg
V08AB10| Iomeprol napeHTepalHa Bracco Imaging S.p.A., Urammi IOMERON 35()1(1;:)g/m1{11 " | mg
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Bracco International B.V.,
Hupepnannus

Sulphur

/
VO8DAOS hexafluoride

riapenTepanHa Sono Vue 8 ul/ml

OI1. ‘

KBbM TEXHHYECKOTO CH TNPENIOKEHHEe YYaCTHHKLT € MPHIOKWI H3UCKYCMMTE JCKJIapaiuu OT
YI'BJIHOMOIIEHHTE IPEACTABUTENM HA NPUTEXATENMTE HA PaspelCHHATa 32 ymotpeGa Ha JNeKapCTBEHHTE
IpOIYKTH, Y€ Ca 3alO3HATH C HM3MCKBAHHATA KbM JIEKAPCTBEHUTE MPOLYKTH, KAKTO H C IOCOHYCHHTE B
Ipoleaypara KOJIMIecTsa 3a JICKapCTBEHUTE IIPOLYKTH.

Cre kaTo pasrjiefia HOAPOOHO NpPEACTaBEHOTO OT YHaCTHHKA LJIMAATHOCTUK UMW JDKHMHT
OO]] TeXHHYECKO MPE/NIOKEHHE M TPESICTABEHHTE KbM HETO JIOKYMEHTH MO obocobena mosuius Ne 2,
KOMHCHSTA YCTAHOBH, Y€ CBHIUUST OTTOBAps Ha OOSBEHHTE OT BB3NOXKMTEN YCIOBHS 3a M3IBLIHCHHE HA
NOPBYKATA M CE JOMYCKa 1O OTBAapAHE HA IEHOBHTE NPE/UIOKEHMs 32 BCHUKA TNPEUIOKEHM OT HEro

JIeKapCTBEHM MPOLYKTH.

2. PasrjexaaHe HAa TEXHHYIECKHTe NPEIIoKeHHs npeacTaBenn ot ,COPAPMA TPEWIVHI
AJI 3a o6ocoGenn mosuumn Ne 1 m Ne 2 ¥ mpoBepka 3a CHOTBETCTBHETO HM C MPEABAPHTENIHO 00sIBEHHTE
YCJIOBHS B chOTBeTCTBHE ¢ WL 56, a. 2 ot IIII30I1
KoMHCHSITa YCTAHOBM, 4€ YYaCTHHKBT € IIOCOYMI BbB (opmata "TeXHMYECKO TpenjioxeHne”, Je
Tpe/iara CeHUTE NeKapCTBEHH POYKTH 110 000C00eHA HO3H LA Ne 1:

Mem;ﬁ_};nap ° Koanuec
ATC- - Hawunma | 5 - Hpumencamen na meo Map
Kox 0 npunoscens | paspeuieHuemo 3a Topz0o6cko HAUMEHOBAHUE | AKMUBHO .
e — e ynompeba geuiecme
ue 0
AbbVie Deutschland
NO1ABO8 | Sevoflurane | mHXamaropHa GmbH & Co. KG, Sevorane 250 ml
I'epmanms
NOIAX03 Ketamine HNapeHTepaTH Gedeon Richter Plc., CALYPSOL 50 mg/ml mg
a Vurapus - 10 mt
NO1BB02/ . . nmapeHTepant . . 20mg/ml-
CO1BBO1 Lidocaine a Codapma AJl, Brarapus Lidocaine Sopharma 10ml mg
NO01BB02/ . . eHTEPAITH . . 10mg/ml-
CO1BBO1 Lidocaine | " aep Cotdapma AJl, bearapust Lidocaine Sopharma 10%/n 1 mg
N01BB02/ . . MapeHTepanH . . Smg/ml-
CO1BBO1 Lidocaine a Codapma AJl, Brarapus Lidocaine Sopharma 10ml mg
NO01BB02/ . . [1apeHTEPaTH . . 20mg/ml-
CO1BBO1 Lidocaine a Codapma AJl, Bearapus Lidocaine Sopharma 2ml mg
Lidocaine, . CATHEJELL WITH g
NOIBBS2 | Chlorhexidin | yperpansa Montavit GmbH., | | \DOCAIN urethral gel 12,5 | 025 | Lidoc
BCTpHA -
e X 25 aine
Lidocaine, . CATHEJELL WITH g
NO1BB52 | Chlorhexidin | yperpamma M"“X"V“ GmbH., LIDOCAIN urethral gel 8,5 gx| 0,17 | Lidoc
BCTPUA .
[ 25 aine
. 500
NO02BB02 Metaqnzole TGpEHTEpATH Codrapma A/, Boarapus ANALGIN mg/ml-2 | mg
sodium a ml
napeHTepalH B. Braun Melsungen AG, 10mg/ml -
NO02BEQ1 | Paracetamol a Tepmanms Paracetamol B.Braun 100 ml mg
NO3AA02 | Phenobarbital | "2PCHTEPAIH C AL, Boarapus PHENOBARBITAL mg}gl(:- 2| m
3 enobarbital a othapma AJl, Bearap SOPHARMA m g J
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| .
NO3AFO1 Carbamazepi | mepopanHa G. L. Pharma GmbH, Neurotop 200 mg
ne TBEpA2 ABcTpHs
NO3AFO01 Carbamazepi | mepopanHa G. L. Pharma GmbH, Neurotop retard 600 mg
ne TBEpPIA ABCTpHS
NO3AFO1 Carbamazepi | nepopaiHa G. L. Pharma GmbH, Neurotop retard 200 me
ne TBBPAA Amrcrpus
NO3AF02 Oxcarbazepin | - nepopantia Teva B.V., Hunepnanaus Tevaleptin 300 mg
e TBBpIA 3
NO3AF(2 | Oxcarbazepin | nepopanta Teva B.V., Hunepiasus Tevaleptin 600 mg
e TBHpPHAA
napeHTepain G. L. Pharma GmbH 100
NO03AGO1 | Valproic acid T i Convulex mg/ml-5 | mg
a Agcrpus 'l
NO03AGO1 | Valproic acid fiepopaia G. L. Pharma GmbH, Convulex 500 mg
TBBpAA Agctpus
NO3AGO1 | Valproic acid riepopaha G. L. Pharma GmbH, Convulex 300 mg
TBBPAA Agcrpus
NO3AGO1 | Valproic acid | "POPAMHE G. L. Pharma Gmbl, CONVULEX CHRONO 500 mg
TBBpPAA AscTpust
NO3AGO! | Valproic acid | T€POPATHA G. L. Pharma GmbH, CONVULEX CHRONO 300 | mg
puzioich Ascrpust
NO3AGO1 | Valproic acid Tiepopaitia G. L. Pharma GmbH, Convulex 50 mg/ml mg
TCUHA Asctpus - 100 m!
NO3AX09 | Lamotrigine “ﬁ‘;}ﬁ;a Axraguc EAJ], Brarapus EPITRIGINE 100 mg
NO03AX09 | Lamotrigine “"Tf;‘l‘;a;:a Axcrasic EAJL, Bearapus EPITRIGINE 50 mg
NO3AX11 | Topiramate “ﬁﬁﬁ;a Axrasuc EAJL, Boarapus TALOPAM 50 mg
NO3AX11 | Topiramate “i‘;‘;‘;a;:a Axrasuc EAJL, Brrapus TALOPAM 100 mg
NO3AX14 Levetiraceta | mepopaiHa Actavis Group PTC ehf,, Noepix 1000 mg
m TBHpAA Ucnanaus
NO3AX14 Levetiraceta | nepopaiHa Actavis Group PTC ¢hf.,, Noepix 500 mg
m TBBpAa Wcnangns
NO3AX16 | Pregabalin | "CPOPAHA Actavis Group PTC ehf, Bricka 150 mg
TBBEPAA Ucnannus
NO3AX16 | Pregabalin fiepopaHa Actavis Group PTC ehf., Bricka 75 mg
TBEPAS Hcnanpus
. napeHTepaty Merz Pharmaceuticals ; 0,4 mg/ml
N04BBO1 | Amantadine a GmbH, Tepwarms PK-Merz 2500 ml mg
. . ., | mepopaiHa Actavis Group PTC ehf.,
N04BC04 | Ropinirole TBEpR Vicnar s Raponer 8 mg
N04BC04 | Ropinirole TiepopaHa Actavis Group PTC ehf., Raponer 4 mg
TBBPJA Hcnanaus B
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NO4BCO4 | Ropinirole nepopanHa Actavis Group PTC ehf,, Raponer 2 mg
TBHPJA Hcnanausa
N04BCO05 | Pramipexole neg;;;a;:a Teva B.V., Hunepnaunust Pramipexole Teva 0.7 (1.00) | mg
. TepopanHa . 0.18
N04BC05 | Pramipexole TREpIE Teva B.V., Hunepnannus Pramipexole Teva (0.25) mg
Chlorpromazi | mapeHTEpaH CHLORPROMAZINE 25 mg/ml-
NO5AA01 e a Codapma AJl, brarapua SOPHARMA 2 ml mg
. NapeHTepans HALOPERIDOL 5mg/m] -
NO5ADO1 | Haloperidol a Codapma AJl, Benrapus SOPHARMA Lml mg
NOSADO1 | Haloperidol | TePOpama Gedeon Richter Plc., | pA7 OPERIDOL-RICHTER | 1,5 mg
TBBpPAA Varapus
NOSAFO1 | Flupentixol | MaPCHTCPaIH Lundbeck Export A/S, FLUANXOLDEpOT | 20me/mb | o
a Hanus -1ml
NO5AF01 | Flupentixol | MEPOPIHa Lundbeck Export A/S, FLUANXOL 05 | mg
TBBpIA Hanua
NOSAFO5 Zuclopenthix | napenTepann Lundbeck Export A/S, Clopixol - Acuphase 50 mg/ml mg
ol a Jauus -1ml
NOSAF05 Zuclopenthix | mepopanHa Lundbeck Export A/S, CLOPIXOL 10 me
ol TBBpAA Jlauus
NOSAHO3 | Olanzapine | MEPOPA™Ha Actavis Group PTC ehf, | 1 \NZAPIN ACTAVIS 5 mg
TBBpAA Hcnanpus
NOSAHO3 | Olanzapine | “°POPHa Actavis Group PTCehf, | 51 ANZAPIN ACTAVIS 10 mg
TBEpPAA Hcnaupus
NOSAHO4 | Quetiapine | MCPOPAHA Actavis Group PTC ehf, Setinin 200 | mg
TBBpAA Hcnauaua
. nepopaiHa Actavis Group PTC ehf,, ..
NO5AHO04 | Quetiapine TEEpIA Vicnanms Setinin 100 mg
NO5AXO08 | Risperidone neg;;;a;:a Axrasuc EAJ], brirapus SPERIDAN 4 mg
NO5AX08 | Risperidone “Z‘;‘E;‘:a Axrasuc EAJI, Bbirapus SPERIDAN 3 mg
NO05AX08 | Risperidone neg;)[;a;:a Axrasuc EAJ], bnrapus SPERIDAN 2 mg
NO5AX08 | Risperidone “Z‘:ﬁaﬁ‘;a Axrasuc EAJ], Boirapus SPERIDAN 1 mg
I TApEHTEPaIH Janssen-Cilag International
NO5AX13 | Paliperidone a N.V., Berus XEPLION 100 mg
... | mapeHTcpalH Janssen-Cilag International
NO5AX13 | Paliperidone a N.V., Berus XEPLION 75 mg
NO5AX13 | Paliperid MTAPEHTEPAIH Janssen-Cilag International XEPLION 150 m
dpeticons a N.V., benrus €
— MapeHTepatt Janssen-Cilag International
NO5AX13 | Paliperidone a N.V.. Benrus TREVICTA 263 mg
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NO05AX13 | Paliperidone ”ape“';ep‘““ d ansse‘;_c\illi‘%g;‘;‘;‘?ﬁ"“al TREVICTA 350 | me
NOSAXI3 | Paliperidone | M@ eP21H f msse‘;%‘_?%g‘:fgaﬁ"“al | TREVICTA 525 | mg
NOSAX13 Paliperidone niﬁa;;a Jansser;&i,l.zj.%g;treﬂrgational Invega 6 mg
NO5AX13 | Paliperidone He_rl:;f;a;j:a Janssel;:I.C\i/lil%glIt:Hr;iational Invega 3 mg
NO05AX13 | Paliperidone ne&(;;;a;:a Jansser;?\i]l'e’%gt::nr;lational Invega 3 mg_‘
NOSAX13 | Paliperidone “?;‘,’B‘;a;:a I a“sse‘;_c\i,lj‘gl;g‘ltfnr;‘aﬁ°“al Invega 6 mg
NOSBAOI | Diazepam “ape“;e"a”“ Copapma AJl, Borapus | DIAZEPAM SOPHARMA 3 “;glln “i‘l | mg
NO5BBO1 | Hydroxyzine “ﬁ‘ﬁﬁ:a UCB Pharma SA, Benrus Atarax 25 mg
NO6ABO5 | Paroxetine rleg;;;a;:a Axtasuc EAJ], buarapus XETANOR 20 mg
N06AX11 | Mirtazapine neg;;;a;:a Axrapuc EAJ], boarapus REMIRTA 30 mg
NO6AXI6 | Venlafuxine | "yFe M AC‘a"iSHCz]‘;‘g;iIC ef, | LAROXIN SR 150 | me
NO6AX16 | Venlafaxine “?;‘;‘;a;:a éftaViSPg;°a‘;&$C chf. LAROXIN SR 75 mg
N06AX21 | Duloxetine “eg;‘;a;:a ACtaViSH(z]‘;‘;iEEC ehf, Aritavi 30 mg
NO06AX21 | Duloxetine “ﬁi%a;‘;a ACta"iSI/%‘:‘HZE:C ehf., Atitavi 60 mg
NO06AX26 | Vortioxetine negl;;)a;:a H. Lundbeck A/S, Jlanus Brintellix 10 mg
NO6AX26 | Vortioxetine Hﬁ(;ia;;a H. Lundbeck A/S, Jlanusa Brintellix 5 mg
NO6BX03 | Piracetam “ap"“ffpm UCB Pharma SA, Benrus Nootropil 3000 mg
NO6BX03 | Piracetam “ape‘*zepam‘ UCB Pharma SA, Berrus Nootropil 12000 | mg
NO6BX03 | Piracetam “"Ti‘ll;a;;*a Axrasuc EAJ], Berapus PYRAMEM 800 mg
NO6BX03 | Piracetam “ﬁ‘;‘;a;’;a Axrasuc EAJ, Boirapus PYRAMEM 400 mg
NO6BX03 | Piracetam “Z‘;‘iﬂfg:a Axrapuc EAJT, Berapus PYRAMEM 800 mg
N0O6BX18 | Vinpocetine napeHEGPMH Codapma AJl, Bearapus VICETIN 3 mi inl'z mg

{
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[ — napesepars Codapma AL, Burapus NIVALIN 10 me/ml | mg—
NO06DAO4 | Galantamine napeH";epanH Codapma AJl, bearapus N'IVALIN_ 2’? Ilnrgn/ lrn ! mg
N06DA04 | Galantamine napegzepanu Codapma All, Beirapus NIVALIN ’ H]lgrln Tl | mg
NO06DA04 | Galantamine ”"T‘;‘;ﬂ)?:a [ Codapma AJl, Brirapus I NIVALIN 5 mg
NO6DA04 | Galantamine “i‘;‘;‘;a;‘:a Codapma AJI, Beirapus NIVALIN 10 mg
N06DX01 | Memantine neg;};a;:a Of‘:}i]ﬂa | ACtaVich(}:;I(:;ZE}C ehf, Nemdatine 10 mg
NO7AA02 Pyri'dlcl):tigm i H?l(g;;n;a Teva B.V., Hunepnanmus | Kalymin 60N 60 mg

B TabnuiaTta He ca BKIIOYEHM IEKapCTBEHHTE NPOAYKTH, KOMTO ca odepupany, HO KOHWTO ca
oTnagHam or IIo3UTHUBHHSA JekapcTBeH Crichk (IIpunoxenne Ne 2) cien obsBsBaHETO Ha o01ecTBeHATA
MOPBYKA.

KbM TEXHUYECKOTO CH MpelJIOXeHHe YIACTHHUKBT € NMPUIIOKHA AeKIapanuy OT NPHTEXATEINTE HA
paspelleHreTo 3a ynoTpe6a/Ipou3BOUTENUTE Ha IEKapCTBEHUTE HPOAYKTH, Y€ Ca 3aN03HATH ¢ H3UCKBAHUAT
KbM JIEKAPCTBEHHUTE NPOJYKTH, KAKTO U C [IOCOYEHHTE B MPOIEAYPaTa KOJIMYECTBA 33 JIEKAPCTBEHHTE
LIPOAYKTH.

B paMKuTe Ha HanpaBeHaTa OT KOMHUCHSTA POBEPKa, Ha 28.08.2020 r. BBB Bpb3Ka € IIPEJOCTaBEHATA
mo wi. 104, an. 5 or 3011 u w1 54, an 13 ot ITII3OI1 BB3MOKHOCT, KOMHCHUATA HM3HCKa OT Y4acTHHKA
L~CODAPMA TPEfII[HHl"“ AJl pa3sicHeHHe TIO 3asBEHUTE JAHHU KaKTO ClICABA:

., Cvanacro npedeapumenno obaeenume yciogus Ha npoyedypama 6 Texnuueckomo cu npeonodicerue,
yuacmHuyume ROCOYBAm AEKAPCMEEHUME NPOOYKMY, 3a KOUMO Y4acmeam, Kaxmo u npumesicamenume Ha
paspeuieHuemo 3a ynompeba, ¢ Yuumo npoOyKmu yHacmean. Vuacmnuyume credsa 0a noneanam u opyaume
nonema 3adadenu 6v8 GopMama, KAKMOo U 0a NOCOYAM eneKmponeH adpec, Ha KOUMO e OOCHbIHA Kpamxama
XQPAKMepUCmuUKa Ha Coomeemuus, iexkapcmeer npooykm. Kem mexnuueckomo npednodicenue ciedga oa ce
HPUNOICU KONUE A OeKNAPAYUL OM NPUMENHCAMENS. HA PASPEULEHUEMO 30 ynompeba wiu npouU3BOOUMeENsm Ha
JeKapcmeenus. NpoOyKm, 4e e 3aNO3HAm C USUCKEAHUAMA KbM JEeKapcmeeHume npodyKkmu, Kakmo u C
nocowenume & npoyedypama KoIuuecmed 34 MO3U JeKAPCMEeH NpOOYKM, KaKmo u ue € Cv2ldceH
nexapcmeenus npodyxm O0a bede oghepupai om yHacmHuKa 6 npoyedypama (caoboden mexcm).

Ipu pazenesxcoare na Bauemo mexnuuecko npeonodlcenue ce ycmanosuxa creOnume 3asa8eHy OaHHY,
KOUmo e Heobxo0umo 0a Hu eoam OONBLAHUMEHO USACHEHU!

1. 34 OBOCOBEHA TO3HIIHA Me 1

1.1. B Texnuueckomo Bu npednoocenue no obocobena nosuyus M 1, cme ogepupanu ciednama
HOMEHKIAMYPQ U CLEOHUME eKAPCMBEHU NPOOYKINY, BKIIOUEHU 8 HEA

IIpume |
arcamen

Ha Konuuecmeo

Mestcoynapoono Hauun na | 3aben Tvpeoscko Mz

ATC -
HEenameHmHo paspeui aKmMuUeHo
Korg NPUNODICEHUE | EXHCKA HAUMEHOBAHUE pKa
HAUMEHOBAHUE eHUemo sewecmso
3a

, ynompe |
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ba

G L
Pharma
GmbH, Neurotop 200 mg
Ascmpu
g

NO34
Fol1

nepopaina

Carbamazepine mevpoa

- G L

Pharma
nepopanta GmbH. Neurotop

mevpoa - retard

NO34

Fo1 600 mg

Carbamazepine
Aecmpu

A

G. L

nepopaita Pharma Neurot
pop | GmbH, urotop 300

mewpoa retard

NO34

Fol Carbamazepine

mg

Ascmpu
| A

Budno om 20pHOMO, 3a MA3u HOMEHKIAMYpd, cme ogepupani 1exapcmeerume NPOOYKMY HA
npumedcamens Ha pAa3peuienuemo 3a ynompeba G. L. Pharma GmbH, Aecmpus, KOumo ca HOMUHU 6
Hosumusnus nexapemeen cnucvk, IIpunoowcenue Ne 2. Komucusma ycmanosy, ue 3a JEKApCmeeHume
npodyKmU C MBP20BCKO Haumenosanue Neurotop retard 600 mg. u Neurotop retard 300 mg. ne e
npedcmasena Kpamka XapaKmepucmuxa, Kakmo u 4e coiyume ne Quzypupam & npedcmasenama OeKIapayus.
Ha yweanomougeHus, npedcmasumen [Jowcu En ®apma 'MBX na npumescamens HQ pA3peuieruemo 3a
ynompeba G. L. Pharma GmbH, Aecmpus.

Ipedeud zopromo u npedeud 06CMOAMENCIMEOMO, He mpume Jekapcmea ca 6 eoHa
Homenxamypa u ca ohepupanu 6 mexnuweckomo Bu npeonosicenue, moan 3a Bawemo pazacHenue 3a
npusuHUME 34 TURCAMA HA KPAMKA XQPAKMEPUCHUKA U RPULUHUME 30 JURCAMaQ Ha JleKapcmeenume
npodykmu 6 OeKIapauyuAma Ha yRbAHOMOWEHUA npeocmasumen JIweu En @apma I'MBX Ha
npumescamena HQ pazpenienuento 3a ynompeba G. L. Pharma GmbH, Ascmpus.

" 1.2. B Texuuuecxkomo Bu npednosicenue no obocobena nosuyus Ne 1, cme ochepupanu crednama
HOMEHKIAMYPA U CIeOHUME NEKaPCMBEHU NPOOYKMU, EKIIOUEHY 6 Hesl!

Ilpume ]
orcamen

Ha
Konuuecmeo
ATC - Hauun na | 3aben | paspews | Tovpzoscko Ms
HEeNnameHmHo AKMUBHO
Kong NPUNOJICEHUE | €JICKA | eHUEMO | HAUMEHOBAHUE pra
HAUMEHO8AMHUE 20 geyecmeo

ynompe
ba

Meowcoynapooro

G L
Pharma
GmbH, Convulex 500 mg
Ascmpu

5

G L
Pharma
GmbH, Convulex 300 mg
Ascmpu
| o2 | | |

N034
GO01

nepopanta

Valproic acid mevpoa

N034
GO01

nepopanna
mewpoa

Valproic acid
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G L

Pharma
nepopanna CONVULEX
mebpda ZIZZI;L CHRONO | 500 mg

A

N034

GOl Valproic acid

G L

nepopanna L CONVULEX

mewvpoa GmbH, CHRONO
Ascmpu

A

N0O34

Go1 300 mg

Valproic acid

BudHo om 20pHOMO, 3@ mMA3u HOMEHKIAMypa, cme opepupanu JeKapcmeenume npodykmu Ha
npumeicamens wa paspeuienuemo 3a ynompeba G. L. Pharma GmbH, Ascmpus, xoumo ca HATUYHU 6
Iozumusnus nexapcmeen crnucvk, Ilpunoocenue Ne 2. Komucuama ycmanosu, ue 3a JeKapcmeenume
RPOOYKMU C MbP2OBCKO HAUMEHOBAHUE Convulex 300 mg, CONVULEX CHRONO 500 mg. u CONVULEX
CHRONO 300 mg. ne e npedcmagena Kpamxa XapAKMEPUCMUK, KAKMOo u e NeKapCmeeHusm npooyrm
CONVULEX CHRONO we ¢puzypupa 6 npedcmagenama OeKiapayus HA YWoJHOMOWEHUA npedcmagumen
Jloicu En @apma I'MEX na npumedicamens Ha paspeuienuemo 3a ynompeba G. L. Pharma GmbH, Ascmpus.

Ipedsuod zopronto u npedeud 06CMOAMENCMEOMO, e NeKapcmeama ca 6 €0HA HOMEHKAamypa U
ca ohepupanu ¢ mexnuueckomo Bu npeonodicenue, monn 3a Bawemo pazscHenue 3a npuuunume 3a
auncama Ha Kpamka xapaxmepucmuxa 3a Convulex 300 mg., CONVULEX CHRONO 500 mg. u
CONVULEX CHRONO 300 mg., KaKkmo u nputuHama lekapcmeenuam npooyxm CONVULEX CHRONO
oa He (uzypupa 6 npedcmasenama demap}iuuﬂ na j)n’bﬂquomeHuﬂ npedcmasumen [wcu En ®apma
T'MEX na npumescamens Ha paspeutenuemo 3a ynompeba G. L. Pharma GmbH, Aécmpua.

1.3. B Texuunecxomo Bu npednoocenue no obocobena nosuyus Ne 1, cme ogepupanu crednama
HOMEHKIAMYDA U CIOHUME 1EKAPCMEEHY NPOOYKMU, BKNIOUEHIU 6 HESL! ’

‘ Tpume | |

orcamen
Ha

ATC - Meaicoynapoono Hauun na | 3aben | paspeusr | Tvpaoecko Koinecmao Ma |

HERAMEHMHO 4 , aAKMUBHO
Kong NpunodCcenue | excKa | eHuemo | HaUMEHOBAHUE pKa
HAUMEHOBAHUE 20 geujecmso
ynompe
ba

Janssen-
Cilag

NO5SA L napeumepan Internati

Y13 Paliperidone a onal TREVICTA 263 mg

NV,

benzus

Janssen-
Cilag

napexnmepa Internati TREVICTA 350
Ha onal

NV,
Benzus
Janssen-

Paliperidone napenmepar . Gilag .| TREVICTA 525 mg
Ha Internati

NO5A

YI3 Paliperidone

mg

NO5A
XI13

I I onal
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‘ NV,
| Pencus

Janssen-
Cilag

NOSA napenmepan Internati

Y13 Paliperidone wa onal XEPLION 100 mg

NV, '
Benzus
\ Janssen-
| Cilag
NXOJ'? Paliperidone nap er:;*tep a Im(‘)e};';’zlatz

NV,
Bencus
Janssen-

Cilag
]\)/'(Q].’)';I Paliperidone nap e’:";lep = Im(‘)e;;’zlatz
NV,

beneus |

XEPLION 75 mg

XEPLION 150 mg

Budno om z0pHomo, 3a mMasu HOMEHKIAMYDA CMe Opepupaiu JeKapcmeeHume NpOOYKmu Ha
npumesicamens 3a paspewenue g ynompeba Janssen-Cilag International N.V., Benzus, koumo ca HanuyHu 6
Hosumusnus nexapcmeen chucek, Ipunoowenue Ne 2. Komucusma ycmawosu, e 3Q JeKapCmeeHume
npodykmu ¢ mupeoscko naumernosanue TREVICTA 263 mg., TREVICTA 350 mg. u TRE VICTA 525 mg, nee
npedcmasena Kpamxa XapAKMEPUCMUKA, KAKMO U Ye Coujume He €A NOCOYeHu 6 OeKnapayuama wa
ynvaHomowjenuss npedcmasumen  [oicoucen & [oxcorcen  Beazapus EOO] na npumesicamens Ha
paspewenuemo 3a ynompeba Janssen-Cilag International N.V., beneus.

IIpedeud zopuomo u npedgud 06CMOAMENCMEOMO, He JEKAPCMEeRUme npodykma ca ¢ eona
Homenkamypa u ca oepupanu é mexnuueckomo Bu npeonosicenue, monn 3a Bawmemo pasacnenue 3a
npuuunume 3a AUNCAMA HA KPAMKA XQPAKMEPUCMUKA, KAKMO U MpUNUHAmMA 20penocoyeHume
JleKapcmeenu npodyKkmu 0a ne uzypupam 6 0eK1apayuama HA4 npumedcamens Ha paspeuwienuemo 3a
ynompeba.

1.4, B Texnuueckomo Bu npednoowcenue no obocobena nosuyus Ne 1, cme ogpepuparu crednama
HOMEHKIAMYpa U CReOnume JeKapCmeeHy nPOOYKMY, 6KIIOHEHY 8 HeA.

| Hpume
| ocamen

Meoicoynapoono ra Konuuecmso

Hauun na | 3aben | paspew | Tepzoscko Ma
HenameHmHo AKMUBHO

NPUROXCEHUE | €XCKA | EHUEMO | HAUMEHOBAHUE pKa

HAUMEHOBaHUE 50 seujecmso

-| ynompe
ba

ATC -
Koi

UCB
NO6B , napeumepain Pharma | 3
Y03 Piracetam a SA Nootropil 3000 mg |

beneus

UCB
NO6B Piracetam napenmepan | Pharma

X03 Ha SA,
benzus

Nootropil 12000 mg
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BudHno om 20pHOomo, 30 masu HOMEHKIAMYpa, cme Ogepupany JeKxapcmeenume RPOOYKmu HA
npumexcamens na paspewenuemo 3a ynompeba UCB Pharma SA, benzus, koumo ca Hanu4nu 6 Hozumusrusa
nexapemeen cnucwk, Ipunoscenue Ne 2. Komucusama ycmanoeu, e 3a 1eKapemeenus npoOyKm ¢ mup208CKo
nauvenosanue Nootropil 12000 mg. ne e npedcmasena KpamKa XQPAKMepUCIuKa.

IIpedeud 20pinomo u npedsud 06CMoAMeNCmMeomo, 4e 06eme NeKaApcmea ca 6 eOHa HOMeRKamypa
u ca oepupanu ¢ mexnuveckomo Bu npednoscenue, mona 3a Bawemo pazacnenue 3a nputunama 3a
URCAMA NA KPAMKA XAPAKMepUcmuKa na nexapcmeenus npodyxkm Nootropil 12000 mg......

........ LJanama nocouena no-2ope UHGOPMAyUs HU e HeodXOOUMA C Yer NPOoBepPKA HA OMHOCUMOCTNING
HA NPedCMABEHAMA UHPOPMAYUS C NPEOBAPUMENHO ODABEHUME YCIOBUS HA BbINONCUMENS. .

Ha 01.09.2020 r., B cpoka yka3zaH OT KOMHCHATA, 4pes  EexTpoHHara cCHCTEMa, YYaCTHHKBT €
NpEeACTaBUII CIIE/THATE JOKYMEHTH MO 3aSBEHUTE OT HEro JaHHM!

1. Tabnuya ¢ nocoyenu IuHKO8E HA KDAMKUME XQPAKMEPUCIMUKY HA AEKAPCMEEHUme NpOOYKMiL
Neurotop Retard 600 mg; Neurotop Retard 300 mg; Convulex 300 mg; Convulex Chrono 500 mg; Convulex
Chrono 300 mg; Trevicta 263 mg; Trevicta 350 mg; Trevicta 525 mg; Nootropil 12000 mg;

2. Jexnapayus 3a ocucypaeane Ha KOTUYECmea om YWolHOMOWEH NPEOCMABUMen Ha NPUMedlNCcamens
Ha paspewenuemo 3a ynompeba Janssen-Cilag International N.V., Benzus — 1 6p., 6e0H0 ¢ MbIHOMOWHO 30
npeocmasumencmeo;

3. Jlexnapayus 3a 0CUZYPAGAHE HA KOTUNECHBA OM YRBIHOMOWEH NPeOCmagumen Ha NPUmedcamens
Ha paspewenuemo 3a ynompeba G.LPharma GmbH, Aecmpusn — 1 0p., 6e0HO C NbIHOMOWHO 3G
npeOCcmasumencmeo;

4. Meanomowo 3a npedcmasumencmeo om JJocensatim FOpon B.B. (Genzyme Europe B.V.) — 1 poil.

Cnef KaTo M3BBPIIM TNPOBEpKAa HA IPEJOCTABEHHTE OT YYACTHHKA NOINBIHUTEIHH JAOKYMEHTH,
KOMHCHSITa CYUTA, Ye:

Ilo OTHOUIEHHE Ha BCHYKM JIEKAPCTBEHHM IIPOAYKTH, IOCOYECHH B HCKAHETO 3a DPAa3siCHCHHE Ca
peJCTABEHH JTUHKOBE KbM aKTyallHM KpaTki XapakTepHCTHKH.

L. To OTHOLIEHYE Ha JIEKAPCTBEHNTE IIPOXYKTH € ThPrOBCKO HauMeHoBaHue Neurotop retard 600
mg. u Neurotop retard 300 mg., xakro u CONVULEX CHRONO e mpencraBeHa JAcKiapanus Ha
ymeaHoMolenus npencrapurel hxu En @apma T'MbBX Ha npuTeXaTens Ha paspelieHHETO 38 ynorpeba G. L.
Pharma GmbH, Abctpua. CbIiacHO NpPeABAPUTENHO OOSBCHHTC YCNOBHS B JAOKYMCHTAIMSTA 32
obLuecTBEHATA NOpBYKA, ChObpKam ce Ha cTp. 12 m cip. 21, B TeXHHYECKOTO CM MNPEeJIONEHHE,
yU9ACTHHIIMTE TIOCOYBAT JIeKAPCTBEHHTE MPOAYKTH, 32 KOHTO y4acTBAT, KAaKTO M NPUTCKATCIHTES Ha
paspeleHneTo 3a ynorpeba, ¢ YMUTO MPOXYKTH ydyacTBaT. ChHIVIACHO CHUIUTE YCIOBHS, KbM TEXHHIECKOTO
TIpeIoKEHHE CleBa fa ce MPUIIOKH KOTUEe Ha JAeKIapaiys OT MPUTEKATENs Ha PaspelieHUeTo 3a yrnotpeba
HIIA TIPOH3BOAMTENST HA JIEKApCTBEHMS MpPOIYKT, Y€ € 3alO3HAT ¢ M3MCKBAHMATA KbM JICKApPCTBEHHTE
NPOAYKTH, KAKTO M C IOCOYEHHTE B NPOIEAypaTa KOAMYECTBA 32 TO3M JISKAPCTBEH MPOAYKT, KAKTO M He e
CBIJIACEH JIEKAPCTBEHMS IPOAYKT Ad 6bae odepupan OT yJacTHHKA B MpOLEAypata (CBOGOJCH TEKCT). Karo
oruete paxTa, Ye YIaCTHHUKBT HE € MPEICTABUI FOPENOCcOYeHaTa AeKapalys Ha eTall o/iaBaHe Ha otepTa,
KOMUCHATA CUHTA, Ue C MPEICTaBsIHE Ha JONBIHUTENHA AEKIApalyyist 32 IEKapCTBEHUTE POJYKTH € THPTOBCKO
nanmenosanue Neurotop retard 600 mg. # Neurotop retard 300 mg., kakTo H CONVULEX CHRONO,
y4acTHHMKBT AONBJIBA OdepTaTa CH.

IpeaBua H3IOKEHOTO IO TYK, KOMUCHSTA Tpeyiara Ha OCHOBAHHE Il 107, 1. 2, 6yksa ,,a“ ot 30I1
YHaCTHHKBT a GbJic OTCTPaHEeH OT ydacTHe B MPOLe/ypaTa 3a CIICAHATE HOMEHK/IATYPH: JICKAPCTBEH MPOJYKT
¢ ATC xon NO3AFOl, MexmyHapoaHo HenaTeHTHO HauMmeHoBanue ,Carbamazepine®, ¢ dbopma Ha
TIPHIIOKEHHE - TIEPOPaTHa TBbPAa U JekapcTBed nponykt ¢ ATC kox NO03AGO1, MexIyHApOJHO HENATEHTHO
HauMeHoBaHue ,,Valproic acid®, ¢ gopma Ha TIPHIOXKEHHE - MEpopaliHa TBLPAa ThA KaTO HE OTroBaps Ha
TIpeABAPUTENHO 0OSABEHNTE YCIIOBHA 33 U3MbIIHEHUE HA NOPBUKATA, 3 UMCHHO: 32 JICKAPCTBEHUTE MPOAYKTH C
ThPropcko HammeHoBanue Neurotop retard 600 mg. u Neurotop retard 300 mg., kakro 1 CONVULEX
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CHRONO, y4aCcTHMKBT He € TpPeACTaBHII KOMME HA JEKIapamus OT IPUTEKATeNs Ha PaspelleHHETo 3a
ymoTpe6a WM TPOM3BONMTENA HA JICKAPCTBEHMTE MNPOLYKTH, HYC € 3an03HAaT C H3MCKBAHMATA KbM
JIEKapCTBEHHTE IIPOAYKTH, KakTO M C IIOCOUEHHTE B MPOLEAyPaTa KOMHYEeCTBA 38 TE3H JICKAPCTBCHH MIPO/IYKTH,
KaKTo M 4e e CBbIJIaCeH JEeKAPCTBEHHTEe NMPOAYKTH Aa ObAaT odepHpaHd OT y4acTHHKa B MpOIeAypaTa,
CHIIIACHO NPEBAPMTENHO OOSBEHUTE YCIOBHS B TOKyMEHTALMATA 3a 00IiecTBeHaTa MOPBhYKa, ChABPIKAILH CE
Ha ctp. 12 mctp. 21.

2. [fo OTHOIICHWE HA JEKapCTBeHHWs MNPOAYKT ¢ Thproscko Haumenosanne TREVICTA, e
TipeJicTaBeHa JekIapanus Ha YIbIHOMOlleHHs TpeacTaputen JOxoHCHH & JDKOHCPH bbarapus EOO/I na
IpHTeXaTens Ha paspelneHHero 3a ynortpeba Janssen-Cilag International N.V., Benrua. Csriacso
TIpe/IBAPUTEINTHO OOSBEHUTE YCIOBHS B JOKyMEHTAHHATA 33 OOLIECTBEHATA TOPBYKA, ChABPIKALIM CE Ha CTP. 12
u ctp. 21, B TexHH4eCKOTO CH IPEIIOKCHUE, YYACTHALUTE [IOCO4YBAT JEKAPCTBEHMTE IPOAYKTH, 32 KOHTO
Y9aCTBAaT, KAKTO W TIPHTEXATEIMTC HAa DaspelleHMeTo 3a ymoTpeGa, ¢ YMMTO NPOAYKTH ydacTeaT. Kem
TEXHHYECKOTO MPENNIOKEHHE ClNeABa Ja ce TNPUIOXKM KONME Ha JCKiapallis OT MpUTEKATeNsd Ha
pa3pelleHAETO 3a YIOTpe6a HIIM TIPOU3BOMTENST Ha JIEKAPCTBEHHS MPOJYKT, Y€ € 3al03HaT C M3NCKBAHMITA
KBM JIEKAPCTBEHHTE MPOAYKTH, KAKTO H ¢ NOCOYEHHTE B MPOLEAypara KOTMYECTBA 32 TO3H JIEKAPCTBCH
IPOAYKT, KaKTO H 4e € ChIUAceH JeKApCTBEHHS MPONYKT Ja Obie ofepupan OT ydacTHHKa B MPOLE/lypata
(cBoGozien Tekct). Karo otdere (akTa, 4e yUaCTHHKBT HE € [IPEJCTABAI FOPENOCOYCHATa ICKIapallks Ha eTarl
nogapaHe Ha odepTH, KOMUCHSTA CYUTA, Y€ C NPEJCTABSIHE HA JONBJIHUTENHA JACKIapals 34 JISKAPCTBCHUTE
[POIYKTH C Thprobeko HauMeHoBaume TREVICTA 263 mg., TREVICTA 350 mg. u TREVICTA 525 mg.,
YYacTHHKBT JOILJIBA OepTaTa CH.

TpenBuj W3NOKEHOTO A0 TYK, KOMHCHSTA NPEANara Ha OCHOBAHHC 4L 107, 1. 2, 6ykBa ,,a“ ot 30II
YYaCTHUMKBT A2 ObJie OTCTPAaHEH OT y4acTHe B MPOIeAypaTa 3a ClIeIHATa HOMEHKIIATYpa: JICKapCTBEH NPOIYKT
¢ ATC ko NO5SAX13, MeXXIyHApOIHO HEMATEHTHO HAUMEHOBaHUE ,,Paliperidone®, ¢ popMa Ha IIPUIIOKEHHE
- [ApEHTEpaNHa, Thil KATO He OTrOBAps Ha IPe/BAPUTENHO OOSBCHHUTE YCIOBHS 32 H3NBIHEHHE Ha IOPBYKATa,
a IMEHHO: 3a JIeKapCTBEHHTE NPOIYKTH ¢ Thproseko HaumeHopanne TREVICTA 263 mg, TREVICTA 350
mg. 1 TREVICTA 525 mg., yYaCTHHKBT HE € NPEACTABHJI KOMHE Ha [EKiIapanys OT MPHTEKATENsd Ha
paspemieHMeTo 3a YHOTpeba WM TPOM3BOJAMTENST Ha JCKAPCTBEHMTE TPOAYKTH, €€ € 3ano3Har ¢
W3HCKBaHUATA KbM JIEKapCTBEHUTE MPOMYKTH, KAKTO M C ITOCOYEHHTE B MPOLENYypaTa KOJMYECTBA 32 TE3H
JeKapCTBEHH TPOAYKTH, KAKTO U € € ChIIaceH JIeKAPCTBEHMTE NIPOAYKTA 12 ObAaT oepupaH OT yYaCTHHKA
B IIPOLIE/yPaTa, CHIIIACHO IIPEBAPHTENHO OOABEHUTE YCIIOBHS B IOKYMCHTALUATA 32 o0IIecTBeHATa IOPBYKA,
chABpXKamM ce Ha cTp. 12 u c1p. 21.

3. ITo OTHOIIEHHE Ha JeKApPCTBEHHS MPOAYKT C THProBeko HamMeHosaxue Nootropil 12000 mg.,
KOMHCHATA KOHCTATHpPa, Y€ CHIUST MOMNAaJAa B €[1HA HOMEHKJIATYpa € JEKaPCTBCHUS TPOAYKT Nootropil 3000
mg., 38 KOHTO KbM TEXHMYECKOTO NpPEJIONKCHIE HA YIaCTHHKA € MPHKAYEH JIMHK C KpaTka XapakTepuCTHKA.
BsB Bpb3Ka ¢ ToBa, ue CHCTeMaTa He [I03BOJIABA NPUKAa4BaHe Ha NOBEUYC OT €/IUH MHK B [IPUI0KHMOTO T0IE
3a JeKapcTBEH NPOZYKT B faJeHa HOMEHKIATYpa, KOMHCHATA NpHEMa NPEICTABEHUAT JHMHK C KpaTka
XapaKTepUCTHKA 32 JeKapcTBeHHs npoykT Nootropil 12000 mg. kM OTTOBOpA HAa MCKAHETO 33 Pa3sCHEHUE
HA Y4aCTHWKA W CYHTA, Y€ 3a TOCOUEHaTa MO-Tope HOMEHK/IATYpa yHACTHUKBT OTrOBaps Ha MPEABAPHTCIHO
OGSBEHHTE YCJIOBHS 33 H3MBJHEHHE HA TOPHYKAaTA W CBIUMAT CE JOMYCKa JO OTBapsHE Ha HEHOBOTO
nipeoKenye 3a Jiekapersernus npoaykr ¢ ATC xox N06BX03, MexaAyHapOJHO HENATEHTHO HANMCHOBAaHUE
JPiracetam®, ¢ hopMa Ha IPUIOKECHHUE - TAPEHTEPaHA.

4. [To OTHOWICHHE HA BCHYKM OCTAHATH JNEKAPCTBEHH MPOXYKTH OT ob6ocobeHa mosuums Ne 1,
obepHpaHy OT yd4acTHHKA, KOMHCHATA pasrie/ia NOAPOOHO HANPABEHMTE NPEANOXKEHUSA M NPE/CTABEHUTE
JOOKyMEHTH H YCTAHOBH, Y€ OTTOBAPST HA OOSBEHHUTE OT BB3JIOXKMTENS YCIIOBHS 3a U3IIBIHCHHE HA TIOpbHKaTa
" yuactauksT ,,COPAPMA TPEMJIMHIT“ AJ] e nonycHAT 10 OTBAPAHE HA UEHOBHTE UM IIPEITIOKCHHS.

12|Page



KoMHCHATA YCTAHOBH, 4e YYACTHMKBLT € TMOCOYWT BB (opmara "TexHudecko npexnoxeHue”, 4e
npejnara CeHATE JIeKapCTBCHU NPOLYKTH 110 obocobena no3unms Ne 2:

MexnayHnapoa
AT | e | | s | e | s [
HauMEHOBAHU
£ n
ROS;B A Budesonide | uExanaropHa Inp}:;lvﬁgn AstraZeneca AB, Illsenus ll,nllllrllr)?l i;;zl:r 200 I?li((:)roo(gize::ss)/dose mg
ROS;) A | Theophylline nef;ﬁa;: : Cf;d;apMa AJl, Brarapus TEOTARD 300 mg
ROS?A Aminog)hyllin naperTepaHa Codapma AJl, Brarapus Sophafyllin 24mg/ml-10ml | mg
R0052C B | Bromhexine | napesrepanua Cotapma AL, Bearapus %r:;}?:ﬁ; 2 mg/ml - 2 ml mg_
RO(?ZC B Bromhexine Hﬁi%a;:a Codapma A/l, beirapus Bsrglr;lgla?;(;r;c 8 mg mg
RO(?:;AC CthTzI;YTMi napeHTepaNHa Codapma AL, Brarapus Allergosan 10mg/ml-2ml | mg
Rog? D" Promethazine | napeHrepanHa Codapma A_Il, Buirapus ANTIA;]JLERSI 25 mg/ml - 2 ml mg
R006§§E Levocetirizin | nepopanua UCB Pharma GmbH, Xyzal 5 mg/ml - 20 ml mg
[ TEUHA Tepmanna
ROJ;A phggkt;rl?llbids A papexea Chies Faﬁ‘i‘:;;;“ici SPA. | CUROSURF | 80mg/mi-15ml | mg
VOi’: ;\B Naloxone | mapeHTCpaHa \;X) ﬁagofgﬁfﬁgﬁﬂa Naloxon WZF 0,4mg/ml mg
VO3AE Sevelamer nepopaHa Genzyme Europe B.V., Renagel 800 meg
02 TBEPAA Hunepnangus
VOS;ZAB Tohexol napeHTepanta | GE Ig(?;?;a;: AS, Omnipaque 350 mg I/ml-500 ml rr;g
VO(%AB Iohexol | napeHTepaiHa GE vlgjgl:i: AS. Omnipaque | 350 mg I/mi- 200 ml n}g
V0§2AB Iohexol HapeHTEPATHA GE }I{Ies;l)?;"aru; AS, Omnipaque 350 mg I/ml - 200 ml trig
VO(?ZAB Iohexol | mapenrepaina CE }g:;g::;: AS, Omnipaque | 300 mg I/ m1-100 ml n;g
VO(!);ZAB Tohexol TIapeHTepaiHa CE I%ﬁ;li];a; AS, Omnipaque 300 mg I/ ml- 50 ml Hig
VO(!)BiAB Tohexol | mapentepanna GE ngg:;:; AS, Omnipaque | 350 mg I/ml-100 ml nig
VO(?ZAB Tohexol TIapeHTEPaliHA GE }I?(?;?;,a;: AS, Omnipaque 350 mg I/ml-50 ml nig
VOS;‘B Iodixanol | mapeHTepanHa GE I—g;}l)?::.rﬂ: AS, Visipaque 320 mg I/ ml-100 ml n}g
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[vosca| Gadoteric | | GE Healtheare AS, .
02 acid MApeHTEPATHA Hopseras Clariscan 0.5 mmol/ml-20 ml | ml

VO08CA | Gadoteric GE Healthcare AS, .
02 acid napeHTeparHa ‘ Hopserus | Clariscan 0.5 mmol/m]-50 ml | ml

B TabiMmaTa He ca BKIIOYEHH JIEKAPCTBEHMTE MPOJYKTH, KOMTO €a O(epHpaHH, HO KOMTO ca
ormanuanu or ITosutuHus nekapctBeH crucek ([Ipunokenne Ne 2) cien 00sBABAHETO Ha OOLIECTBECHATA
MIOpBUKa.

KBM TEXHHUYECKOTO CH MPE/UIOKEHHE YUACTHHKBT € MPHIONKHUI AEKIapaliii OT NPUTSKATEINTE Ha
paspelIeHHeTo 32 YIOTpeGa/IPOU3BOAUTENATE Ha IEKaPCTBERATE IPOAYKTH, € Ca 3aN03HATH H3HCKBAHUATA
KBM JIeKapCTBEHHTE NPOAYKTH, KaKTO W C- MOCOYCHWTE B TIPOLENypara KONMYCCTBA 33 JEKAPCTBEHHTO
[IPOAYKTH

Crnen Kato W3BBPHIA TNPOBEpKa Ha TeXHMYECKOTO NpPEMNOXEHHE Ha y4acTHHKA, KOMHACHATA
KOHCTATHpa CHEJHOTO:

1. ITo OTHOLIEHHE HA JIEKAPCTBEHHS IPOAYKT Bromhexine Sopharma 8 mg., yYaCTHHKBT €
MOCO4MJI €JEKTPOHEH afpec 3a LOCTHI JIO KpaTKara XapaKkTepHCTHKA Ha JICKApCTBEHHA NMPOAYKT, H ©
TIPHJIOKIN AEKIApalis, B KAYECTBOTO CH Ha [IPOU3BOJMTEN, Y€ € 3aII03HAT C H3UCKBAHHUATA KbM JIeKApCTBEHM S
POJIYKT, KAKTO ¥ C TIOCOYEHHATE B MPOUEAypaTa KOJIMYECTBA 32 TO3H JIEKapCTBCH NMPOLYKT. Ipu npoBepka Ha
npefocTaBeHaTa HHGOPMAIKA, KOMUCHATA YCTAHOBH, Y€ JMICBA KpAaTKa XapakTepUCTHKA 33 JICKAPCTBEHHS
MPOAYKT € THPrOBCKO HauMMEHOBAHHUE Bromhexine Sopharma 8 mg., Thii kaTo HamM4HATa Ha JIMHK:
https://www.bda.bg/images/stories/documents/bdias/2019-08-12-116119.pdf  kpaTka XapakTepuCTHKa  C€
OTHAc# 3a JIEKAPCTBEHHs! IPOAYKT ¢ THPrOBCKO HAUMEHOBAHHE Bromhexine Actavis 8 mg.

TIpeaBHA H3I0KEHOTO N0 TYK, KOMHCHATA Mpeaara Ha OCHOBAaHME HlL. 107, T. 2, 6ykBa ,,a“ ot 3011
YYaCTHHKBT Jia Gblle OTCTpaHeH OT yqacTHe B IPOLE/Aypara 3a CllelHaTa HOMCHKIIATYpa.: JIEKAPCTBEH TIPOAYKT
¢ ATC xon RO5CB02, MexayHApPOAHO HEIATEHTHO HAMMEHOBAHNE Bromhexine, c (hopMa Ha IPUITOKEHHE -
mepopanHa TBBPHNA, Thi KaTO He OTroBaps Ha NPEJBApPHTENHO 00sIBEHWTE YCIOBHS 3a HW3NbJIHEHHE Ha
TIOPBYKATA, 2 MMEHHO: 33 JIEKAPCTBEHUSI IPOJYKT C ThPrOBCKO HAMMCHOBAHWE Bromhexine Sopharma 8 mg.,
YYaCTHHKBT HE € MOCOYMJ eJIeKTPOHEH aJpec, Ha KOWTO € M[OCThIIHA KpaTkaTa XapaKTepucTHKa Ha
CHOTBETHUS JIEKAPCTBEH NpPONYKT, CHITACHO NPEIBAPUTENHO OOABCHWTE YCNOBHS B JOKYMEHTalWsiTa 34
0blIecTBeHATA IOPhUKa, ChOBPKAIH ce Ha cTp. 21.

2. Mo OTHOLUCHWE HA IJIEKAPCTBEHUS MNPOAYKT C THProBCKO HAaWMEHOBAaHME Renagel, na
28.08.2020 r. BBEB BpB3Ka ¢ NpefocTaBeHaTa no i 104, an. 5 or 30II m un. 54, an 13 or TIIT130I1
BB3MOXHOCT, KOMHUCHSTA H3UCKA OT Y4AaCTHHKA Pa3sCHEHHE M0 3aABEHNTE NAHHH KaKTO CICABA:

., Cv2nacno npedeapumeno obsgenume yCiosus. Ha npoyedypama 6 TexnHuueckomo cu npednolceHue,
Yuacmuuyume nocoueam NeKapCMEEHUmMe NPOOYKMY, 3a KOUMO y4acmean, Kaxmo u npumedcamenume Ha
paspeuienuemo 3a ynompeba, ¢ Yuunmo npOOYKMU y4acmeam. Vyacmuuyume cnedéa 0a NONIAHAM U Opyaume
nonema 3a0a0eHl 66 PopMAma, KAKMO u 0a NOCOYAM eAeKMPOHEH adpec, Ha KOUmMO e QOCMBNHA KPAMmKama
XAPAKMepPUCMuKa Ha CbOMBEMHUs NeKaPCMEeH npodykm. Kom mexuueckomo npednovicenue c1eosa oa ce
APUNOJICU KONUE HA OEKNADAYUs OM NPUMEIICAMENS HA PASPEULERUEmO 3a ynompeba unu npou3e00UMensim Ha
NeKapcmeentis. npeOyKm, e € 3ano3nam C USUCKEAHUAMA KoM JeKapcmeenume npoOyKmu, Kakmo u ¢
nocoueHume 6 npoyedypama KOIUYecmea 3a MOo3u JeKapCmeeH npoOyKm, KAKmo U 4e € Cb2laceH
nexapcmeenus npodyxkm 0a 6v0e 0pepupar om y4acmnuxa 8 npoyedypama (ceob600eH mexcm).

Ipu pasenescoane na Bauemo mexnuyecko NpeonodICcerUe ce YCMAaH08UXa CeOHUme 3a6eHU OdanHu,

Kxoumo e Heobxooumo 0a Hu Oedam OONbIHUMENHO USSICHEHN. ...
..... 2. 34 OBOCOFEHA IIO3ZHITHA Ne 2

2.1. B Texnuuecxomo Bu npednooicenue no obocobena nosuyus Ne 2, cme ogepupanu creoHama
HOMEHKIAMYPA U CIEOHUME NEKAPCMBEHU NPOOYKMUY, BKIIOUEHU 6 HEA
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| Hpume |
xcamen |

Ha |
Konuuecmso
ATC - Hauun na | 3aben | paspew | Twpeoscko Ms
HEenamenmHo AKMUBHO
Koxq NPUIOdICEHUE | €JCKA | eHUemo | HAUMEHOBAHUE pra
HAUMEHOBAaHUE s seujecmeo

ynompe
ba

Mexcoynapoono

Genzyn&
e
V034 nepopania Europe
E02 Sevelamer mevpoa BV,
Huodepn
| anous

Renagel 800 mg

Buono om 2opvomo, 3a masu HOMeHKIAmMYpa, Cme Oepupany eKkapcmeen NpooyKm Ha
npumesicamens Ha paspeuienuemo 3a ynompeba Genzyme Europe B.V., Hudepnanous, xoumo e HaiuyeH €
IosumusHus nexapcmaen cnucvk, IIpunoocenue Ne 2. Komucuama yCmanosy, 4e 3a NIeKapemeenus npodykm ¢
mupeoscko naumenoganue Renagel 800 mg. e npedcmasena dexnapayus om 2-oica Jlopa Heueea, ynpasumen
na ,, Canodu Buneapus “ EOO/, Ho He e npedcmageH0 NbIHOMOUHO Om NPUMENCAMENS HA PASPEULEHUEMO 34
ynompeba Genzyme Europe B.V., Hudepaanous. 3a xomucusma He cMasa SICHA KaKea € NpasHama 6pu3Ka
Medcdy Npumedicamens Ha paspeulenuemo 3a ynompeba Genzyme Europe B.V., Hudepaanous u . Canoghu
Bvneapus” EOO/.

IIpedeuod zopnomo u npedsud o00emMOAMENCMEOMO, He JeKapcmeomo e ohepupano ¢
mexnuueckomo Bu npednosicenue, moaa oa pasAcHume npasHama 6pb3Ka Medcoy npumedicamensn Ha
paspewenuemo 3a ynompeba Genzyme Europe B.V., Huoepaanousn u ,,Canogpu Bvazapua“ EOOL, a
KaKmo u npumexcasa iu Gvazapckomo OpyjNcecmso npasoMouius oa dexnapupa obcmosmencmea om
umemo na Genzyme Europe B.V., Hudepaanous.

I{anama nocoueHa no-2ope uHPOPMAyUs Hu € HeoOXo0uMa C yel NPOGEPKA KA OMHOCUMOCTMMA HA
npedcmasenama uHpopMayus ¢ APeO8aPUMEIHO obsigenume YCRosus Ha 8b3J0dHCUMens. *.

Ha 01.09.2020 ., B cpoka ykasaH OT KOMHCHsTa, uype3 EJCKTpOHHaTa CHCTEMa, yYaCTHHUKBT €
TIPeICTABIII CIIEIHHUTE JOKYMEHTH 10 3aSBEHUTE OT HErO AaHHHU:

1. Tabruya ¢ nOCoueHU NUHKOBE HQ KDAMKUME XAPAKMEPUCMUKYU HA NeKapCmeeHume HPOOYKIMU:
Neurotop Retard 600 mg; Neurotop Retard 300 mg; Convulex 300 mg; Convulex Chrono 500 mg; Convulex
Chrono 300 mg; Trevicta 263 mg; Trevicta 350 mg; Trevicta 525 mg; Nootropil 12000 mg;

2. [exnapayus 3a 0Cuzypsieane Ha KOﬂuuécmea Om YRBLAHOMOWEH NPeOCMAaBUMEN HA NPUMEXCAMens
Ha paspewenuemo 3a ynompeba Janssen-Cilag International N.V., Benzus — 1 6p., 6eOHO ¢ NLAHOMOWHO 3Q

npeoCcmasumeacmso;

3. Jlexnapayus 3a ocuzypssane Ha KOAUHecmsa om YnbiHoMOujen npedcmagumen Ha NPUMENCAMENs
na paspeweruemo 3a ynompeba G.LPharma GmbH, Ascmpuss — 1 6p., 6e0Ho C NoIHOMOWHO 3Q
npedcmagumencmeo;

4. ITeanomowno 3a npedcmasumencmeo om Jowcensaim FOpvn B.B. (Genzyme Europe B.V.) — 1 bpoi.

KoMucHsTa CMSITa, Y€ OT MPEJOCTABEHHTE OT YYaCTHHKA [IONBIHHTEIHA JOKA3aTeNCTBa € H3ACHEHA
npasnama pu3IKA Mexcoy npumedcamens Ha paspemieHuemo 3a ynompeba Genzgyme Europe B.V.,
Hudepnanous u ,Canogu Bvrzapus® EOO/, kaxmo u npagomMouuama na ,, Canogu Bvazapua“ EOOJ
da Oexnapupa o0Cmosmencmea om umemno ina Genzyme Europe B.V., Hudepnanous. KoMucusTa J10TyCKa
yYaCTHEKA [0 OTBAPSIHE HA IEHOBOTO MPEIJIONEHME 33 NEKApCTBEHHS NPOAYKT ¢ ATC xom VO3AEQZ,
MEXIYHAPOIHO HETATEHTHO HANMEHOBaHUE ,Sevelamer®, ¢ (popMa Ha IPHIIOKEHHE - IEPOpAIHA TBHPAA.

3. Mo OTHOLICHHE HA BCHYKM OCTAHANH JIEKAPCTBEHH MPOLYKTH OT 0G0coGeHa NMO3MIUS No 2,
obeprpaHd OT YYaCTHHMKA, KOMHCHSATA pasriiea MOAPOOHO HATpPABEHHTE TIPEMJIONKEHUST U TPEACTABCHUTE
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JOKYMEHTH M YCTAHOBH, Y€ OTTOBAPST HA OOSBEHUTE OT BBH3NOXHUTEIS YCIOBUS 32 U3NBIIHEHHE HA OPBYKATa
1 yuacTHuKsT ,,COGAPMA TPEUJIMHI™ AJl e nonycHat A0 OTBapsiHE HA LEHOBUTE HM MPELIOKECHHUL.

2. Pasryiekqane Ha TeXHHUYECKHTe npexioxenns mpeacrasenn or ,,COJIOMEJ“ EOOJ 3a
oGocoGenn mosumuu -Ne 1 1 Noe 2 B nNpoBepKa 3a CLOTBETCTBHETO HM C IPeABAPHTENHO 00sIBEHHTE

YCJIOBHS B ChOTBETCTBHE ¢ 4. 56, a1 2 ot IIII30I1
KoMHCHATA YCTaHOBH, Ye YYACTHHKBT € Mocodymn BB (opmara "TexHuuecko mpeioxeHHe", 4e

Ipejiara cJIeHUTE IEKapCTBeHH IPOyKTH 10 06ocobena nosuuns Ne 1:

MexIyHapo
ATC - AHO Hauun na 3abene | IlpuTexaren Ha pa3spelICHHETO Tvproscko Komauccrso Msp
HEIAaTEeHTHO aKTHBHO
KOZL, TIPUIIOKEHHE JKKa 3a ynotpeda HAaUMEHOBAHHE Ka
HAaNMEHOBA BEILCCTBO
HHe
NO1AX1 Propofol S—— 1% B. Braun Melsungen AG, PROPOFOL- 10 mg/m1 - 1
0 P PEHTEP Tepmanns LIPURO 1% 20 ml m
NO1BBO . . B. Braun Melsungen AG, Ropivacain HC1 | 5 mg/ml - 10
9 Ropivacaine | napenTepanHa Tepmams | B Braun ml mg
NO2BEO Paracetamol | maperTenaHa B. Braun Melsungen AG, Paracetamol 10mg/ml -
1 PEHTED Tepmanmst B.Braun 100 ml mg

B Tabnuiara He ca BKJIIOYEHH JICKAPCTBEHHTE MPOAYKTH, KOMTO ca OQEpHpaHM, HO KOHMTO ca
ornanHand ot I1o3uTHBHES jekapcTseH cruchk ([Ipunoxenne Ne 2) cien ofsBsBaHETO Ha OOIECCTBEHATa
MOPBHUKa.

KbM TEXHMUECKOTO CH NpELJIOKEeHHe YUAaCTHHKBT € IPHIOKHI H3HCKyeMaTa JeKiapanus OT
IIPHTEKATENS Ha PA3PELICHHETO 32 YHOTpeDa, Ye € 3ar03HaT ¢ U3UCKBAHUATA KbM JIEKAPCTBEHUTE IPOXYKTH,
KaKTO U ¢ MOCOYEHUTE B MPOIIeAypaTa KOMMYECTBA 32 JIEKAPCTBEHUTE ITPOLYKTH.

Ciien karo pasriefa HOAPOOHO MPEJCTaBEHOTO OT YYacTHHKA TCXHHUYECKO TPENIONKEHHE H
[pe/CTaBeHMTe KbM HEro NOKYMEHTH IO oBocobeHa mosumusi Ne 1, KOMHMCHATA YCTAHOBH, Y€ CBHIWST
OTroBaps Ha O0sSBEHUTE OT BB3JIOXKMTENs YCTOBHS 32 M3IBJIHCHHE HA TOPBYKATA W CBINMAT CE JIOMyCKa A0

OTBapsHE HA HCHOBUTE NPEAJIOKCHHS 38 BCHIKH NMPEAIOAKEHU OT HETO JCKAPCTBCHH IIPOAYKTH.

KomucusTa YCTAHOBH, Y€ YYaCTHHKBT € NOCOumI BbB (popmara "TexHudecko npeanoxenue”, ve
Tpeanara clieHuTe JeKapCTBEHH MPOAyKTH no o6ocobena mosmumst No 2:

MesxmyHapoa Konuuec
ATC - Ho Hauun Ha 3abene | Ilpurexaren Ha pa3pelISHACTO 32 TBproscko 8O Msp
HETaTCHTHO aKTHBHO
KON OPHIOKEHHE KA ynorpeba HAUMEHOBAHHE Ka
HaMCHOBaHH BELIECTB
e e 0
V0O3AEO Sevelamer IepopanHa Genzyme Europe B.V., Renagel 800 mg
2 TBEpIa Hupepnanaus
04—
V07AB Glucose napeHTepalHa || 3%-500 B. Braun Melsungen AG, Glucose Braun 5% 500 ml
: -ml T'epmanus
0/ |
VOTABO Glucose mapeHTepaiHa %230 B. Braun Melsungen AG, Glucose Braun 5% 250 Mi
0 ml T'epmanus
VO07ABO Water for B. Braun Melsungen AG, Aqua ad iniectabilia
e [apeHTepaiHa 10 ml
0 injection | I'epmanus Braun
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B Tabmuuara He ¢a BKIFOYEHH JEKAPCTBEHUTE NPOAYKTH, KOMTO ca OQEpUpaHH, HO KOHTO ca
otnagsamy ot ITosutneHus nexapcerTsen cruckk ([Ipuioxenne Ne 2) cien o6sBsiBaHeToO Ha OOLIECTBEHATA
MOpPBYKa.

KbM TEXHHYECKOTO CH TPENIOKCHHE YYACTHHKBT € TPHJIOKHI W3UCKYeMUTE JEKnapaudd OT
IpUTEXATENs HA PaspellleHHeTo 3a ynoTpeOa/ YNBIHOMOLICH NPEACTaBMTEN HA MNPUTEXKATens Ha
paspellleHHeTo 32 ymoTpeba, [e ca 3alO3HATH ¢ M3WCKBAHHMATA KbM JIEKAPCTBEHWTE HPOAYKTH, Kak1o H C
TIOCOUEHHTE B MPOLIEAYpaTa KOJIMUECTBA 3a JIEKAPCTBEHUTE IIPOJYKTH.

Cnex xato pasrieqa NOAPOOHO MPENCTABEHOTO OT YYACTHHKA TEXHMYECKO NPEMJIOKEHHE H
TIpE/ICTABEHATE KbM HEro AOKYMEHTH N0 obocobena mosuuus Ne 2, KOMHCHSTA YCTAHOBH, 4€ CBIIHMAT
OTroBapsi Ha OGSBEHMTE OT BB3NOXKHUTENA YCIOBHMA 32 M3MBJIHCHHE HA TMOPHUKATA M CHIIMAT CE Iomycka 10
OTBapsTHE HA IIEHOBUTE MPEIOKEHHS 32 BCHIKH IIPEUIOXKEHH OT HETO JICKAPCTBEHH MPOAYKTH.

3. PasriexaaHe HA TEXHHUECKOTO NpesioxenHHe npeacraseHo oT ,,APKOJI“ AJl 32 o6ocoGena
mosunusi Ne 1 M npoBepKa 3a CHOTBETCTBHETO MY € TpeJBapHTeNHO OOSBEHHTE YCJOBHMS B
C¢LOTBETCTBHE ¢ 4. 56, aj. 2 ot [ITI30I1

KoMucHSTa YCTAaHOBH, Y€ YYaCTHHKBT € mocoumi BbB Qopmara "TexHuuecko npeokeHue”, ye
mpejyiara Cle{HITe JeKapCTBEHH NPOAYKTH:

MexnyHap
ATC - ORHO Hauvn Ha 3abene | Ilpurexaren Ha paspelICHUCTO Tepropecko RGIIECTEO Msp
HeaTeHTHO aKTHBHO
KOoa MPAIOKEHHE KEKA 3a ynotpeba HAUMECHOBAHHE Ka
HauMEHOBA BEIIECTBO
HHE
NO1ABO AbbVie Deutschland GmbH &
Sevoflurane | HHXaIATOPHA Sevorane 250 ml
8 Co. KG, I'epmanns
NO1AX1 Propofol ADCHTEDATHA 1% Fresenius Kabi Deutschiand Propofol 1 % 10 mg/ml - 20 ml
0 opoto nap P e GmbH, I'epManust Fresenius ml
NO1AX1 Pronofol R 1% Fresenius Kabi Deutschland Propofol 1 % 10 mg/ml - 50 ml
0 R TapeHTEpITHA ° GmbH, I'epmanns Fresenius ml
NO1BBO Ropivacai e e B. Braun Melsungen AG, Ropivacain HCI 5 mg/ml - 10 m
9 opivacaing | - fiap p Tepmanus B.Braun ml g
NO2BEO ISR (E————— B. Braun Melsungen AG, Paracetamol 10mg/ml - m
1 arag 0 ApeHTCPATH TCepmanus B.Braun 100 ml g |
NO2BEO ®pesennyc Kabu brarapus . 10 mg/ml -
1 Paracetamol | mapenTtepaina EOOJI, Boarapus Paracetamol Kabi 100 ml mg
. Carb:amazep Hepopa.tia G. L. Pharma GmbH, Ascrpust Neurotop 200 mg
1 ine TBBPIA
NO3AFO Carb:amazep TiepopaHa G. L. Pharma GmbH, Ascrpma Neurotop retard 600 mg
1 ine TBBPAA
NO3AFO Carb?mazep flepopanHa G. L. Pharma GmbH, Ascrpus Neurotop retard 300 mg
1 ine TBBPIA
NO3{X 0 Vaalgiré)lc MapeHTepaIia G. L. Pharma GmbH, Arcrpus Convulex 100 rrllngllml-S mg
NO3AGO | Valproic | mepopaiia G. L. Pharma GmbH, Ascrpus Convulex 500 mg
1 acid TBBPAA
N03AGO Valp.roic . hepopaittia G. L. Pharma GmbH, Asctpus Convulex 300 mg
1 acid TBBpAA |
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NO3AGO| - Valproic o G. L. Pharma GmbH, Asctpms | Connones 500 mg
N03f Go Va;lgt:ic ge;?b;;a;[l;{a G. L. Pharma GmbH, Asctpus Cg}lx{lkyglggx 300 mg
NOS;\ . Vz;lgir((i)ic nepopanHa TeYHa G. L. Pharma GmbH, Asctpus Convulex 501151[?/:;1 " | mg
N03;%X0 Lamotrigine Hﬂ‘;ﬂ;‘:a Axrasuc EAJL, Buirapus EPITRIGINE 100 mg
NOIAXO! Lamotrigine i Axcrasic EAJL, Benrapus EPITRIGINE 50 mg
N03§AXO Lamotrigine Hﬁi%a;;a Medochemie Ltd., Kunsp Lamotrix 50 mg
N03$XO Lamotrigine neg}(ﬁ)ﬁ;;a;:a Medochemie Ltd., Kunsp Lamotrix 100 mg
N03iAX1 Topiramate Hiﬁ)a;: : AKTaBHC EAI[, Brarapus TALOPAM 50 mg
N°3f‘X1 Topiramate “‘?r‘;‘g;a;‘;a Axrasuc EAJL, Brrapus TALOPAM 100 mg
NOIAXU] topiramate “egﬁa;;a G. L. Pharma GmbH, Ascrpus Topilex 100 mg
N03f X1 Topiramate H?B(_ﬁ)a;{:a G. L. Pharma GmbH, ABcrpus Topilex 50 mg
N03fX1 Levetin{aceta n?;(;p;)a;aﬂa G. L. Pharma GmbH, Ascrpus Levebon 1000 mg
NOSle Levetlinraceta neT;;c;[;a;x;xa G. L. Pharma GmbH, Ascrpus Levebon 500 mg
N034AX1 Levetiraceta |  mepopanma Actavis Group PTC ehf,, Noepix 1000 mg
m TBBpAA Ucnanaus
NO3AX1 | Levetiraceta |  nepopanna Actavis Group PTC ehf., Noepix 500 mg
4 m TBRPAA Hcnanpns
NO3AX1 Pregabalin niepopaiHa Actavis Group PTC ¢hf., Bricka 150 mg
6 TBEpAA Hcmannus
NO03AX1 Pregabalin nepopanHa Actavis Group PTC ehf,, Bricka 75 mg
6 TBBD, ;13T ” Hcnanaus
NO3£‘XI Pregabalin n?g;a;;{a Ho6en ®apma EOOJT, brirapus Pregabin 75 mg
N03?X1 Pregabalin IICTpr;P;)a)-I‘I:a Medochemie Ltd., Kemrsp Siranalen 75 mg
N036AXI Pregabalin negfpa;:a Medochemie Lid., Kuep Siranalen 75 mg
N03§*X1 Lacosamide “2‘;‘;";;“‘ Medochemic Ltd., Kamsp KANILAD 200 mg
NO?? X1 Lacosamide H?B(l%a;;a Medochemie Ltd., Kusp KANILAD 150 mg
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I
N°3§*X1 Lacosamide |  "CPOPATHA Medochemie Ltd., Kumrsp KANILAD 100 mg
TBBp/A
NO?XI Lacosamide |  "CpoPatHa Medochemie Ltd., Kursp KANILAD 50 mg
TBBPHA
N03éAX U | acosamide | TePOPAIHA G. L. Pharma GmbH, Actpus Trelema 50 mg
TBBpIA
NO3§‘X | Lacosamide fiepopaiHa G. L. Pharma GmbH, Acrpust Trelema 100 mg
TBBpAA
N03? X1 Lacosamide flepopatia ‘G. L. Pharma GmbH, Asctpus Trelema 150 mg
TBBpIA
NOS?X 1 Lacosamide fiepopaiHa G. L. Pharma GmbH, AscTpust Trelema 200 mg
TBBPAA
N04‘:3C0 Ropinirole nepoparHa Actavis Group PTC ehf,, Raponer g me
TBBpAA Hcmanpus
N0O4BCO Ropinirole HICpOpajHa Actavis Group PTC €hf,, Raponer 4 -
4 TBBPAA Hcnanana
N04FCO Ropinirole nepopaiHa Actavis Group PTC ehf,, Raponer 5 mg
TRBpPAA Hcnanans
N045B CO | Pramipexol lepopalHa Teva B.V., Hugepnaunus Pramipexole Teva 0.7 (1.00) mg
e TBBpIA
NO4BCO | Pramipexol nepopaiHa .
5 e TREIA Teva B.V., Hunepnanaus Pramipexole Teva | 0.18(0.25) | mg
NO4BCO | Pramipexol | nepopantia Medochemie Ltd., Kunsp MEDOPEXOL 0.7(1.00) | mg
5 e TBBPAA
NO4BCO | Pramipexol | mepoparia Medochemie Ltd., Kumep MEDOPEXOL | 0.18(0.25) | mg
5 e TBEpAA
NMP DO Selegiline nepopasa -Medochemie Ltd., Kumrep SELEGOS 5 mg
TBRpJA
N0O4BDO - nepopansa . . .
9 Rasagiline TBEpIA Medochemie Ltd., Kunsp Sagilia 1 mg
NOSAHO . nmepopanta Amnsoren ®apma TpeHaunr
2 Clozapine TERpIR fOps EOOJ, Bairapns EXCLOZA 100 mg
NO5AHO Clozapine nepopatta G. L. Pharma GmbH, Asctpus Xenopalan 100 mg
2 TBBpAA
NOSAHO Clozapine nepopatka G. L. Pharma GmbH, ApcTprst Xenopalan 25 mg
2 TBBpAA
NOSAHO Olanzapine nepopaina Actavis Group PTC ehf., OLANZAPIN 5 -
3 P TRBpAA Hcnanpus ACTAVIS J
NO5AHO Olanzapine TiepopaiiHa Actavis Group PTC ehf,, OLANZAPIN 10 m
3 anzap TBEpIA Henannus ACTAVIS &
NOSAHO Olanzapine nepopaiia Ho6en ®apma EOOJI, bearapus OLFREX 5 mg
3 TBBpAA
NOS?H 0 Olanzapine H?B(E;a;[:a Ho6en ®apma EOOJI, buirapus OLFREX 10 mg ‘
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NO5AHO

nepopaiHa

4 Quetiapine TREpIa G. L. Pharma GmbH, AscTpus Hedonin 200 mg
NOSfHO Quetiapine nelf)BOT,ppa;:a G. L. Pharma GmbH, ApcTpust Hedonin 100 mg
NOSfHO Quetiapine n?g;a;:a ActavisI/I(ifjlc;L:I;;l II:;I‘C ehf., Sefinin 200 mg
NO5 fHO Quetiapine ICpopaHa Actavis Group PTC ehf,, Setinin 100 mg

TBBPAA Ucnanpus
NOS;‘L 0 Amisulpride H?;il;a;:a Medochemie Ltd., Kumrsp Medosulpide 400 mg
NOS{;\XO Risperidone "ﬁ‘;ﬂf};‘:ﬁ Medochemie Ltd., Kumsp MEDORISPER 2 mg
NOS? X0 Risperidone H?Bi;;a;:a Medochemie Ltd., Kumsp MEDORISPER 1 mg
Noséxxo Risperidone nffrx;«;%a;:a Axrasuc EAJL, Brarapus SPERIDAN 4 mg
NO Sé'\XO Risperidone “eg‘;s)a;:a Axrasuc EAJI, Brirapus SPERIDAN 3 mg
NOSé\XO Risperidone ﬂf;g;ﬂ)a;:a Axrasuc EAJl, Bearapust SPERIDAN 2 mg
NOSéAXO Risperidone negfpai:a Axrasuc EAJ], Beirapus SPERIDAN 1 mg
N05;X1 Aripigmol “egg’;‘;a Hoten ®apma EOO]L, Brirapus Abizol 10 mg
NOS;‘XI Aripigrazol neg;i)a;:a HoGen dapma EQO/I, Berrapus Abizol 15 mg
NOS?XI Aripigrazol H?B(;S)a;;m G. L. Pharma GmbH, Apctpus Aricogan 15 mg
N05;X1 Aripieprazol ne&(ﬁ)a;;{a Medochemie Ltd., Kursp Zykalor 15 mg
N05;‘X1 Aripieprazol nﬁ(;:};a;:a Medochemie Ltd., Kuisp Zykalor 10 mg
N05£A*X1 AripiIe)razol neg(ﬁ)a;l:a Teva B.V., Hugepianmus Aripiprazole Teva 15 mg
N05;\X1 Palip:ridon He&‘iﬁ)a;;a Teva B.V., Hugepnanaus Paliperido_ne Teva 6 mg
N05§’\X1 Palipzridon He&‘;ﬂ:’;;a Teva B.V., Hunepnanaus Paliperidone Teva 3 mg
NO6;AB 0 Paroxetine n?)];og;a;:a Medochemie Ltd., Kunrbp Parix 20 mg
N06?B 0 Paroxctine Heg::g;a;:a Axtasuc EAJL, Beirapusa XETANOR 20 mg
NOG(,)AB] Escitrerlllopra nﬁ)g;)a;;a G. L. Pharma GmbH, ApcTpus Escipram 10 mg
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i l
N°66°*B1 Escitalopra | niepopantia HoGen ®apma EOO]], Buirapus ESSOBEL 20 mg
m TBBEpIA
NO6AB1 | Escitalopra nepopanHa
0 m TEEDIA HoGen ®apma EQOJI, brirapust ESSOBEL 10 mg
N06§B 1| Escitalopra fiepopaia Medochemie Ltd., Kumsp MERSINOL 10 mg
m TBBpIA
NOGiA X1 Mirtazapine fiepopatHa Axrasuc EAJ], Brarapua REMIRTA 30 mg
TBBpIA
N06£‘X1 Venlafaxine TicpopaiHa Medochemie Ltd., Kunep ELIFY XR 75 mg
TBBp/A
N06?Xl Venlafaxine TICpopaHa G. L. Pharma GmbH, ABcrpun Lanvexin 75 mg
TBBEpIA
N06?X1 Venlafaxine nepopajiHa Actavis Group PTC ehf,, LAROXIN SR 150 mg
TBBPAE Hcnannms
NOG:XI Venlafaxine nepopanHa Actavis Group PTC ehf.,, LAROXIN SR 75 mg
TBBpPAA Wcnannus
N06£‘X1 Venlafaxine Tiepopanta G. L. Pharma GmbH, ABctpus Lanvexin 150 mg
TBBpIA
NO06AX2 Duloxetine nepopansa Actavis Group PTC ehf., Aritavi 30 mg
1 TBBpPAA Hcnannys
NO6AX2 Duloxetine nepopajHa Actavis Group PTC ehf, Aritavi 60 mg
1 TBBpAA Hcnanpus
HOGAXS Duloxetine TiepopaHa G. L. Pharma GmbH, ABcTpus Dulasolan 30 mg
1 TBBPAA
N06AX2 Duloxetine nepopanHa G. L. Pharma GmbH, Asctpust Dulasolan 60 mg
1 TBBEpPJA
N061A . Duloxetine Tepopaiia Medochemie Ltd., Kunsp Onelar 30 mg
TBBpAA
NO06 Duloxetine nepopaiia Ho6en ®apma EOOJ, Bearapus Duxet 30 mg
1 TBBPAA
NO6BX0 | p;rpcotam |  TOPOPHHA Axrauc EAJT, Bearapus PYRAMEM 800 mg
3 TBEpAA
NO6BX0 Piracetam TiepopaiKa Axrasuc EAJL, brirapus PYRAMEM 400 mg
3 TBBPAA
NO6BX0 Piracetam TepoparHa Axrtasuc EAJT, Buirapus PYRAMEM 800 mg
3 TBBPIA
NGEDX0 Memantine TicpopaHa ordinary HoGen ®apma EOOJ], bearapus Mexia 10 mg
1 TBBpAA
NOéP X0 Memantine neTpB(;E;a;:a ordinary | HoGen ®apma EOO/I, brnrapus Mexia 10 mg
NO6DX0 Memantine nepopanHa ordinary Actavis Group PTC ehf,, Nemdatine 10 mg
1 TBEPAZ Hcnaupus
NO7AAQ | Pyridostigm TiepopaiHa Teva B.V., Hunepianaus Kalymin 60N 60 mg
2 ine TBHPIA
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B raGimiara He ca BKIIOUEHH JEKapCTBEHHTE MPOAYKTH, KOHTO ca o(epupaHu, HO KOHUTO ca
oTnaaHanud or T103UTHBHMS JIEKapCTBEH criucek (Ilproxenue Ne 2) criej oOSBSBaHETO HA OOLIECTBCHATA
MOPBYKA.

KbM TEXHMYECKOTO CH INPEIOKEHHE YJaCTHHKBT € TPUIIOKHI JCKIapaliud OT MPHTEXKATE/IM Ha
paspelIeHrsTa 32 YnoTpe6a/Mpon3BOAUTENN Ha JIEKAPCTBEHUTE NPOAYKTH, Y€ Ca 3aMO3HATH C H3HCKBaHUATA
KBM JIeKapCTBEHHTE ITIPOJYKTH, KaKTO M C IIOCOYEHHTE B NPOLEAypara KONMYECTBA 32 JICKAPCTBEHHTE
MPOLYKTH.

1. Criex Kato pasriieja mpeAcTaBeHHTe KbM TeXHMYECKOTO NpeUIoKeHHe Ha yUaCTHHKA JIOKYMEHTH,
KOMHCHATA KOHCTATHPA, Y€ MpeCTaBeHaTa Aekiapaius oT ,Akrasuc” EA/Jl, B ka4eCTBOTO My Ha TIPHTEXaTell
Ha paspelleHye 3a ynoTpeda, KakTo H B Ka4eCTBOTO My Ha YITBIHOMOMICH NPEJCTABUTE]l HA TIPHTEKATEINTE
Ha paspellcHus 3a ynotpe6a Teva B.V., Hugepnanaus, Actavis Group PTC ehf., Mcnanaus ce otHacs 3a
Apyra obIIecTBEHa NOPhUKa Ha MUHHCTEPCTBO Ha 3paBeonasBaHeTo ¢ NPeAMET: ,,JIekapeTBeHH MPOAYKTH
ot ATC D ,,Jiepmarosnorndnn cpeacrBa“, ATC G ,,IIuko4HO-1I0/I0BA CHCTEMA H IOJIOBH XOpPMOHH,
ATC H ,XopMOHAIIHH -NpenapaTH 32 CHCTEMHO NPHIOXKEHHE, € H3K/L HAa NOJOBH XOPMOHH H
aHcysuau® u ATC J ,, AHTHHH(EKIHOZHYN CPeJCTBa 32 CHCTEMHO npusoxenune”, oTkpura ¢ Pemenne No
P/1-11-251 ot 12.06.2020 r. BB BpLéKa c r"opHOTo, KOMHCHSITA CUMTA, 4e JIATCBAT IpeNCTaBeHH JeKIapatyu
OT IPHUTEXATENIUTE HA Pa3peIiCHAETO 32 YNoTpe6a/MPON3BOAUTENAT Ha IEKAPCTBEHHA NPOAYKT 32 CIENHHTS
JCKApCTBEHU MPOLYKTH:

MesxyHapo Komuuec
ATC - JIHO Hauun na 3abenex | [puTekaTen Ha pa3peleHHeTo 3a TBproecko 8o Msp
HENaTeHTHO . aKTHBHO
KOJ HANMEHOBAH MPWIOKEHHE Ka ynorpeda HAMMCHOBAHUE p— Ka
He o
NO3AX0 Lamotrigine fiepopaHa Axrasuc EAJ], brarapus EPITRIGINE 100 mg
9 TBHpAA
NO3AXO | ;o motrigine | MePopamHa Axrasuc EAJL, Brirapus EPITRIGINE 50 mg
9 TREp/A
NO3AXI Topiramate flepopanHa Axrapuc EAJl, Bparapus TALOPAM 50 mg
1 TBBpAA
NO3AXT | 7 iramate | "CPOPAHA Axrasuc EAJL, Bearapus TALOPAM 100 | mg
1 TBEPIA
NO3AX1 | Levetiraceta | nepopanHa | Actavis Group PTC ehf., Noepix 1000 me
4 m TBBEpAA Wcnanaus
NO3AX1 | Levetiraceta nepopaiHa Actavis Group PTC ehf., Noepix 500 mg
4 m TBBpIA Hcnanpua
NO3AX1 Pregabalin nepopaiia Actavis Group PTC ehf., Bricka 150 mg
6 TBEpAA Hcnanaus
NO3AX1 . nepopaiHa Actavis Group PTC ehf,, .
6 Pregabalin TEEOIE ) P Brieka 75 mg
N04BCO Ropinirole nepopanHa Actavis Group PTC ehf., Raponer 3 mg
4 TEBpAA Hcnanaua
N0413C0 Ropinirole mepopatHa Actavis Group PTC ehf., Raponer 4 mg
TBBpIA Ucnannus
NO04BCO . nepopaiHa Actavis Group PTC ehf.,
4 Ropinirole TRLPIA Pcnanms Raponer 2 mg
| E il
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NO04BCO

nepopaiHa

5 Pramipexole TeBpIa Teva B.V., Hunepnanaus Pramipexole Teva | 0.7 (1.00) | mg
N04BCO . repopaiHa ) . 0.18
5 Pramipexole TREpIA Teva B.V., Hunepnangwnsa Pramipexole Teva (0.25) mg
NO5AHO . nepopaiHa Actavis Group PTC eh—f., OLANZAPIN
3 . | Olanzapine TBEpHA ‘ Ucnasius ACTAVIS 3 mg
NO5AHO . nepopaiHa Actavis Group PTC ehf,, OLANZAPIN
3 Olanzapine TBBpAA Hcnanzms ACTAVIS 10 mg
NOSAXO | . . riepopaiHa
8 Risperidone TEEpIA Axrapuc EAJ], brnrapus SPERIDAN 4 mg
NO5SAXO | ,. . HepopatHa
8 Risperidone TREpE Axrtasuc EAJ], brirapus SPERIDAN 3 mg
NOS?X 0 Risperidone flepopanHa Axrasuc EAJl, briarapus SPERIDAN 2 mg
TBBpAA
NOSAXO | . . nepopanHa
8 Risperidone TREpIA Acxrasic EAJ], boirapus SPERIDAN 1 mg
NO5SAX1 . nepopaiHa -
2 Aripiprazole OEpIE Teva B.V., Hunepnanaus Aripiprazole Teva 15 mg
NOS?X 1 Paliperidone flepopata Teva B.V., Hunepnasaus Paliperidone Teva 6 mg
TRBpAA
NOS?X 1 Paliperidone fepopaitHa Teva B.V., Hugepnanaus Paliperidone Teva 3 mg
TBBpJA
NO6ABO Paroxetine nepopaHa Axrasuc EAJ], Benrapus XETANOR 20 mg
5 TEBEPAA
|
Nl Mirtazapine fiepopasa | Axrasuc EAJ], Brarapust REMIRTA 30 mg
1 TBBpAA
NO6AX1 Venlafaxine nepopaiHa Actavis Group PTC ehf,, LAROXIN SR 150 mg
6 TBEpAA Hcnannus
NO6AX1 Venlafaxine nepopairHa Actavis Group PTC ehf,, LAROXIN SR 75 mg
6 TBBPA Henannns
NO6AX2 Puloxetine nepopanHa Actavis Group PTC ¢hf., Aritavi 30 mg
1 TBEpIA Hcnannua
NO6AX2 Duloxetine nepopanHa Actavis Group PTC ehf,, Aritavi 60 mg
1 TBBPIA Ucnannus
NO6BXO | pirocetam | EPOPATHA Axtaic EAJL, Brarapes PYRAMEM 800 | mg
3 TBBpAA
-
NO6BX0 Piracetam fepopaiia Axrasuc EAJI, benrapus PYRAMEM 400 mg
3 TBBPIA
NO6BX0 Piracetam DepopaiHa Axrasuc EAJ], Benrapus PYRAMEM 800 mg
3 TBBpHAA
NO06DX0 Memantine HepopaTHa ordinary Actavis Group PTC ehf,, Nemdatine 10 mg
1 TBBPIA Wcnanpus
NO7AAQ | Pyridostigmi niepopaHa Teva B.V., Hunepinanmus Kalymin 60N 60 mg
2 ne TBBPIA
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Komucusita He gonycka yuactuka ,,@APKOJI* A/l 1o no-HaTaTBUIHO y4acTHE B MPOLENypaTa I10
CK/IIOYBAaHE HA DAMKOBO CTIOpasyMeHHe 3a JeKapcTBeHHTe Npojyktd ¢ IIPY Teva B.V., Hunepaanius,
Actavis Group PTC ehf., Hcnaunus u Axrapuc EAJl, bearapus, n36poeHHn mo-rope B Tabmuuara. [Ipeasun
ToBa, 4e 3a HoMeHKIaTypu ¢ ATC kom: NO3AX09, NO3AX1I, NO03AX14, N03AX16, N04BC05, NOSAHO3,
NO5SAH04, NOSAX08, NOSAX 12, NO6ABOS, NO6AX16, NO6AX21 n N06DX01, y4acTHUKBT € NMPEATOKHIT H
nexapcTBeHH nponyktd or Apyr IIPY, koMucusaTa ro AOMycka [0 OTBapsHE Ha LEHOBMTC NMPEANOKCHHA 33
H30pOCHUTEC HOMEHKIATYPH.

3a nomeniatypu ¢ ATC xox: N04BC04, NO5SAX13, N06AX11, NO6BX03 u NO7AA02 y4acTHHKET
€ PEIOKUI JIEKAPCTBEHH IPORYKTH camo oT-exud IIPY H ciespa 3a ChuMTe 1a Obiie OTCTpaHEH.

TlpenBy/ U3I0XKEHOTO JI0 TYK, KOMMCHUSTA TIpe/jara Ha OCHOBAHWE 1L 107, T. 2, 6ykBa ,,a“ ot 30I1
Y4aCTHHUKBT Aa ObJe OTCTPaHEH OT y4acTHe B hpoue)_lypaTa 3a CIeAHHTE HOMEHKIATYPH: JICKAPCTBEH MPOIYKT
¢ ATC xon NO4BC04, MexiyHapoHO HEMATEeHTHO HanMEHOBaHKe ,, Ropinirole”, ¢ (dhopMa Ha NIPHIOKEHHE -
TepopaliHa TBBPAA, JeKapcTBeH npoaykr ¢ ATC xkon NOSAX13, MesxIyHapOJHO HEMAaTEHTHO HAMMEHOBaHHE
. Paliperidone “, ¢ (popma Ha IPHIOKEHHAE - IEPOpAJIHA TBBPA, nexaperseH mpoaykt ¢ ATC kox NO6AXI1,
MEeXyHApOIHO HeNaTeHTHO HaMMeHOBaHue ,, Mirtazapine, ¢ gopma Ha NpHUJIOXKEHHE - TEepopaliHa TBhP/a,
nexapcteen npoaykt ¢ ATC xox N06BX03, MexIyHapoJIHO HENATEHTHO HANMEHOBAHMC ,» Piracetam*, ¢
dopMa Ha NPUIIOKEHHE - TIepopaiHa TBEPAA H JIEKapCTBEH TPOAYKT € ATC xox NO7AAOQ2, MexyHApOAHO
HENATEHTHO HAUMeHOBaHUe ,, Pyridostigmine “, ¢ hopMa Ha NPHIIOKEHUE - N€popanHa TBbpAa, Thi KaTo He
OTrOBaps HA TPe/IBAPATENHO OOSABEHHUTE YCNIOBHS 33 M3IbIHEHHE HA IIOPHYKATA, 4 IMCHHO: 32 JICKAPCTBEHUTE
IPOAYKTH C THPIOBKM HaMMEHOBaHWs CHOTBETHO: Raponer, Paliperidone Teva, REMIRTA, PYRAMEM u
Kalymin 60N, yuacTHHKbT He € IIPE/ICTABHIL ACKIAPAIHS OT MPUTEKATE/S HA PaSPEIICHACTO 32 yrotpeba Wim
TIPOM3BOUTENS Ha JIEKApCTBEHUTE MPOLYKTH; Y€ € 3all03HAT C M3UCKBAHUSATA KBM JICKAPCTBEHUTE IPOLYKTH,
KAKTO M C TMOCOYEHUTE B MPOLEAYPATa KOIMYECTBA 32 TE3H JIEKapCTBEHHM NMPOAYKTH, KaKTO M H€ € ChIIaceH
JNeKapcTBEHHTE MPONYKTH fAa GBAaT obepupaHd OT y4acTHHKA B NPOLEAYpata, CHIIACHO MPEABAPUTCIHO
OGSIBEHHTE YCIIOBHS B IOKyMEHTALMATA 3a O0IIeCTBeHAaTa NOPhYKa, CHABPXKAILIH CE Ha CTP. 12 u cTp. 21.

2. B pamkuTe Ha HampaBeHara OT KOMHCHMATA INpOBEpKa, Ha 28.08.2020 r., BB BpPB3KA C
npenocrapenata no 4. 104, an. 5 or 3011 u un. 54, an. 13 ot TITI30I1 BE3MOKHOCT, KOMHCHATA H3UCKA
passCHeHwUE 110 3asABEHUTE JAHHHM KaKTO CIeBa:

, Cvanacno npedeapumerntio obsgeHume YCio6us Ha npoyedypama 6 Texuuueckomo cu nPeoiodCerue,
yuacmHuyUme NOCOHEAM NeKAPCIMeeHUme NPOOYKIMu, .30 KOUMO y4acmeam, Kakmo u npumesicameiume Ha
DpaspeuteHuemo 3a ynompeoa, ¢ Yuumo npooyKmu yuacmeam. Yuacmuuyume credea 0a NoneiHAm u opyeume
nonema sadadeny 6v8 Gopmama, Kakmo u 0a ROCOYAm eNeKmpOHeH A0pec, Ha KOUMo e OOCHBNHA KPAMKama
XAPAKMEPUCUKA HA CoOMBEMHUS JEKAPCMBEH HPOOYKM. Kom mexnuueckomo npedioxcenue cnedea 0a ce
APUNOACU KONUE HA OEKNAPAYUS OM NPUMEICAMENRS, HA PASPEULERUEMO 3a ynompeba wiu npoUE00UmenNsim Ha
nlexapemeenust npodyKm, e € 3anOsHAMm C USUCKEAHUAMA KoM JEKApCmEeHume nPOOyKmMuU, KAKmo u ¢
nocovenume 6 npoyedypama KONUMecmsea 34 MO3U JeKapCmeen npoOyKm, Kaxmo u 4e e Cb2laceH
nexapcmeenust npodykm 0a 6v0e ogepupan om y4acmnuKa 6 npoyedypama (c60600en mexcm,).

Ipu pasenesicoane na Bauiemo mexHuuecko npeonosCerue ce yCmaHosuxa creOnume 3as6enu OanHY,
Koumo e neobxodumo Oa Hu 6vOam OONbAHUMENHO USACHEHU!

1. 34 OBOCOBEHA MO3HIHA Ne 1

1.1. B Texnuuecxomo Bu npednoxcenue no obocobena nosuyus Ne 1, cme oghepupanu creonama
HOMEHKAAMYPA U CAEOHUME IeKapCmeeH NPOOYKInY, GKIIOUEHU 8 HEA

Hpume |
Meowcoynapooro orcamen Konuuecmeo
ATC - YHAP Hawun  Ha|3aben Tvpzoscko Ma
HEeNameHmHo Ha aKmueHo
KoJg RPULONCEHUR | €JICKA HAUMEHOBAHUE pxa
HAUMEHOBAHUE paspeut 8eUecmeo
eHuemo |
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3a
ynompe
ba

N034
FOI1

Carbamazepine

nepopanna
mevpoa

Pharma
GmbH,

" | Ascmpu

A

G. L |

Neurotop

200

mg

NO34
Fol

Carbamazepine

nepopanHa
mewvpoa

| Pharma
GmbH,
Aecmpu
p)

G L |

Neurotop
retard

600

mg

N034
Fol

Carbamazepine

nepopanta
mewvpoa

Pharma
GmbH,
Aecmpu
A

G L

Neurotop
retard

300

mg

Budno om eopnomo, 3a MA3U HOMEHKIAMYpA, Cme Opepupany JeKapcmeer HpOOYKm  Ha
npumexcamens na paspeuienuemo 3a ynompeba G. L. Pharma GmbH, Ascmpus, ¢ mbp0BCKO HAUMEHOGAHUE
Neurotop 200 mg, xotimo e Haruder 8 Ilo3umusHUs 1EKAPCMEEH CRUCTK, Hpunosicenue Ne 2. Komucusma

ycmanosu, ye 3d 1eKapCmeenus POOYKM AUnCea Kpamxa XapaxmepucmuKa.
IIpedsud zopnomo u npedeud OOCIMOAMENCHEOMO, e Mpume Jexapcmea ca ¢ eoHa
HoMenKIamypa u ca oepupanu 6 mexnuveckomo Bu npeonoscenue, monn 3a Bawemo pasacnenue 3a
npudUHUme 3G TURCAMA HA KPAMKA XapaKmepucmuKa 3a 1eKapcmeerus npodyxkm Neurotop 200 mg.

1.2. B Texnuuecxomo Bu npednodcenue no obocobena nosuyus Ne I, cme oghepupanu creonama
HOMEHKIAMYPA U CIEOHUME IeKAPCMEEHU RPOOYKM, BKIIOYEHU 6 Hes:

ATC -
KO

Meacoynapoono
HenameHmHo
HAUMEHOBAHUE

Hauun Ha
npurodNcerue

3aben
enicKa

IIpume
arcamen
HQ
paspew
EHUEMO
3a
ynompe
ba

Twpeoscko
HAUMEHOBAHUE

|

Konuyecmeo
AKMUBHO
8eUeCmeo

pxa

NO4B
cos

Pramipexole

nepopanHa
mewvpoa

Teva
BV,
Hudepa
anous

Pramipexole
Teva

0.7 (1.00)

mg

NO4B
cos

Pramipexole

nepopanna
mevpoa

Teva
BV,
Huoepn
anous

Pramipexole
Teva

0.18 (0.25)

mg

NO4B
cos

Pramipexole

nepopania
mevpoa

Medoch
emie
Lid,
Kunvp

)

MEDOPEXO
L

0.7 (1.00)

mg
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‘m@m
‘CWS

Pramipexole

nepopania
mebpoa

Medoch
emie
Ltd.,
Kunvp

MEDOPEXO
L

0.18 (0.25)

o

Buowo om 2opHOomo, 3a masu HOMeMKiamypa cme ogepupany Je

rapcmeen Npooykm  Ha

npumeicamens. Ha paspewsenue 3a ynompeba Medochemie Ltd., Kunvp, ¢ mwp2oscKo HaumeHo6awue
MEDOPEXOL 0.7 (1.00) mg., kotimo e wanuuen 6 IlosumusHus 1eKapcmeeHn CRUCoK, IIpunoocenue Ne 2.

Komucuama ycmanoeu, 4e 3q 1eKapcmeenus npooyKm Iunced npedcmasena Kpamxda XapaKmepucmuxa.
Ipedeud zopromo u npedsud 06CHOAMENCMBOMO, Ye NEKAPCMEama ca 6 20HA HOMEHKamypa u

ca ogepupanu 6 mexuuueckomo Bu npeonoscenue, monn 3a Bawemo pazachenue 3a npuiunume 3a

JURCAMA HA KPAMKA XAPAKMEPUCIUKA 3G IEKAPCIEenusA HpoOyKm MEDOPEXOL 0.7 (1.00) mg.

HOMERKRAMYPA 1t CReOHUME JIeKAPCMBEHY NPOOYKIMY, BKNIOYEHU 6 HEAl.

1.3. B Texuuuecxomo Bu npednooenue no obocobena nozuyus Ne I, cme opepupanu creoHama

ATC -
Konq

Meoicoynapoono
HenameHmHuo
HAUMEHOBAHUE

Hauun Ha

npURONCEHUe

3aben
eHCKA

Hpume
orcamen
Ha
paspeus
eHuemo
3a
ynompe
ba

Twpeoscko
HaQUMeHo8aHue

Konuuecmso
AKMUBHO
8euecmeo

pra

NO5A4
HO2

Clozapine

nepopanna
maewvpoa

Aneozen
Dapma
Tpeiioun
2 Opwvn
EOQ/,
Buvazapu
A

EXCLOZA

100

mg

N054
HO2

Clozapine

N0O54
HO2

Clozapine

nepopaHa
mevpoa

nepopaHa
meupoa

G L

Pharma
GmbH,
Ascmpu
5

Xenopalan

100

mg

G. L.
Pharma
GmbH,
Aecmpu
y;)

Xenopalan

25

mg

Budno Om 2OpHOMO, 3G MA3U HOMEHKIGMYpa cme O@epupanu Jexapcmeenu npodykmu  Ha
npumesicamens na paspeuienue 3a ynompeba G. L. Pharma GmbH, Ascmpus, ¢ mbp206CKO HAUMEHOBAHUE
Xenopalan 25 mg. u Xenopalan 100 mg., kxoumo ca HOMudHU 6 ITozumusnus nexapcmeer CHUCTK,
Ipunooicenue Ne 2. Komucusima ycmanosy, 1e .3a Jexapcmeenume nPOOYKMuU e NOCOYEeH IUHK KbM KpamKa
xapaxmepucmuxa, kosmo e om dama 20. 08.2013 2, a una caiima Ha Hsnweanumennama azenyus 30
nexapcmeama (HAJI) e nybnuxysana Ho8a Kpamxa XapaKmepucnuxa om Oama 28.03.2018 2.
IIpeoeuo zoprnomo u npedeud 0GCMoAMEICMEOMOo, Ye JeKapcmeama ca & e0Ha HoMeENnKnamypa u
ca oepupanu ¢ mexnuseckomo Bu npednodicenue, MOAA 34 Bawemo pazachenue 3a nputuHama, nopaou
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Koamo npedcmasenama om Bac kpamka xapaxmepucmuxa ce pasiudaea om masu, RYOAUKYS8AHA HA
caiima na HAJL

1.4, B Texnuuecxomo Bu mpednoxcenue no obocoberna nosuyus Ne 1, cme ogepupanu creonama
HOMEHKIAMYPA U CIeOHUME NeKaAPCMEEHU NPOOYKMY, BKIIOYEHU 6 HeA
Ipume
ocamen

Meoicoynapod na K
e HAPOOHO ONUHECBO
ATC - Hauun  nal|3aben |paszpeus | Topzoscko Ms
HEenameHmHO aKmueHo
Koxq NPUNOJCEHUE | EHCKA | EHUEMO | HAUMEHOBAHUE pra
HAUMEHOBAHUE geuecmso
| 3a

ynompe
oa

G. L.
Pharma

N064
nepopanna GmbH, |Escipram 10 mg

B10 Escitalopram meupoa

Ascmpu
l . A

Hoben
Dapma
EOO, |ESSOBEL 20 mg
Bwneapu
L ..

NO64 , nepoparHa
BI0 Escitalopram mevpoa

Hoben
Dapma
EOO/, |ESSOBEL 10 mg
| Bwnzapu
5

N064 ) nepopanta
B0 Escitalopram mevpda

Medoch
NO64 . nepopanna emie
B10 Escitalopram mebpda L,
Kunwvp

MERSINOL 10 mg

BudHo om 20pHOMO, 3G MA3U HOMEHKIAMYpa cme Ogepupani Jexapcmeen NpodyKm  Ha
npumexcamens Ha paspeuienue 3a ynompeba Hoben @apma EQO/, Bvazapus, ¢ mype06CKO HAUMEHOBARUE
ESSOBEL 20 mg., xoiumo e Hawuden 6 Tlo3umusHus 1eKapCmeen Cnucvk, Hpunosxcenue Ne 2. Komucuama
Yemanos, ue 3a IeKapCmeenus nPOOYKM IUNCEa npeocmasena KpamxKa Xapaxmepucmuxa.

Hpeoeuo zopnomo u npedsud o6CMOAMENCMEOMO, Ue TeKapcmeama ca & €0Ha HOMEHKamypa u
ca oepupanu ¢ mexuuueckomo Bu npednosicenue, mMoas 3a Bauiemo pazacHenue 3a npuiunume 3a
Juncama Ha Kpamxa XapaKmepucmuKa 3a 1eKapcmeenus npooyKm ESSOBEL 20 mg.

1.5. B Texuuuecxomo Bu npednoocenue no obocobena nosuyus Ne I, cme oghepupany creonama
HOMEHKIAMYPQ U CAeOHUME NeKapCmeeriy NPOOYKMU, BKNIOUEHU 8 HeA.

Ipume ‘

acamen
ATC - Meorcoynapoono Hauun = Ha | 3aben A Tvpeoscko Hantuecmeo
Kon [fenameRmHo RPUROdICENUE | eXHCKA Paspeut | numenosanue (FHIUSHO

HAUMEHOBAHUE eHUemo eewecmeo
3a

] ynompe. | : l
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ba

Hobexn
Dapma
EOOI, | Mexia 10 mg
Bvreapu
a

NO6D Memantine nepopanna | ordina
X01 mewvpoa ry

Hoben
Dapma
EOO], | Mexia 10 mg
FBvneapu |

. |
NO6D Memantine nepoparna | ordina
X01 mevpoa ry

A

Hoben
Dapma
EOOJ, |Mexia 20 mg
Bvaeapu
L)

NO6D ) nepopanna | ordina
Y01 Memantine mevpda 5

| Actavis
Group
NO6D nepopanna | ordina | PTC
M. .
X01 emaniine mewvpoa ry ehf.,
Hcnano

| usn

|
Nemdatine 10 mg

Budno om 20pHOmoO, 3a MA3u HOMEHKIAmypa cme ogepupanu Jzerlcapcmeeu npodykm Ha
npumedicamens Ha paspeuwienue 3a ynompeba Hoben ®apma EOOJ], Benzapus, ¢ mvp206cko HAUMEHOBAHUE
Mexia 10 mg., 6 oxonuameina onaxoska om 50 mabnemxu, Mexia 10 mg., 6 oxonuameana onaxogxa om 30
mabnemxu u Mexia 20 mg., 6 oxonuamenna onaxoska om 28 matnemiu. IIpodyxmem Mexia 20 mg., &
oxonuamenta onaxoska om 28 mabnemiu e sanuden om Ilosumuenus nexapcmeen cnucok, Ilpunoocenue Ne 2
u cowuam nama da 6vde pasznexcoan om komucusma. Ilo omuowenue Ha npodykma Mexia 10 mg., 8
oxonuamenna onaxosxka om 50 mabremxy, KoMucuama KoHemamupa, de cowpuam e naruyen 6 Ilosumusnus
nexapcmsen. cnucok, Ipunoxcenue Ne 2, HO 3a He20 IUNC6a UHGHOPMAYUS 6 npedcmaseHama OeKnapayus om
npumesicamens 3a paspewienue na ynompeba Hoben @apma EOO]], brneapus.

IIpedsuo zoprnomo u npedeud 0HCMOAMENCMEOMO, He jeKapcmeama ca 6 eOHa HOMEHKIamypa U
ca oepupanu 6 mexnuweckomo Bu npeonosicenue, monna 3a Bawemo pasacnenue 3u npuuunama
20penocouenunam nexapcmeen npodykm Mexia 10 mg., 6 OKonuamenna ORAKOEKA om 50 madnemxu Oa ne
Quzypupa ¢ deknapayuama Ha np’umeaicamm Ha paspewenuemo 3a ynompeoa....

... I[anama nocouena no-zope ungopmayus, Hu e neobxoouMa ¢ yelr NPoBepPKa HA OMHOCUMOCIIMA HA
npedcmagenama uHGHOPMayus. ¢ npedeapumenHo obasenume Y08 Ha 6b3I0NCUMENA. "

Ha 01.09.2020 r., B cpoka yKa3zaH OT KOMHCHATA, 4pe3 ENeKTpOHHAaTa CHCTEMd, YYaCTHHKBT ©
TPEACTAaBAN CIEHOTO PassCHEHHe IO 3afABEHHTE OT HEro NAaHHH, C TIPHIIOKEH OTAENeH CKCeICKH taiin,
CBIBPKALI ITMHKOBE KbM KPAaTKHTE XapaKTEPUCTUKH Ha FOPENIOCOUCHNTE TEKAPCTBEHUTE HPOAYKTH:

., Bve epwaka ¢ obujecmsena nopvuxa, NOCOYEHA No-20pe U Ha OCHO8AHUE Un. 104, ar.5 om 30I1 u
yn. 54, an.13 om III30II, Bu npedocmagsame creOHume passicHeHus.

3a Obocobena nozuuua Nel B

1.1. IIpu npedocmassne Ha IuHK 3@ nogeue Om eOHA KPAMKA XapAKMEePUCMuKa Ha JeKapcmeeH
NPOOYKIM 8 ROLEMO, CUCIMEMAMA He PA3HUMA NPURONICEHUME TIUHKOBE. IIpedocmasame TuHKOSE, KOUMO He Ca
omeopenu npu éac 3a Neurotop 200mg 6 omoeneH excencKku gaiin.
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ATC INN Jexapc | PY | Tvpeosc | Konuve | Ma KX
meeHa ) cmeo | pra
dopma HAUMEHO | AKIUGH
sanue 0
sewec
meo
NO3A | Carbama | nepopan | G. L. | Neuroto 200 mg | htps://www.bda.bg/images/stories/docum
FoI zepine Ha Phar p ents/bdias/neul 00186d.pdf
mewvpda | ma
Gmb
H,
Aecm
| pus

1.2. IIpu npedocmassne HQ TUHK 3G NOGEue OM €OHA KPamKa Xapaxmepucmuka Ha 1eKapcmeen npodykm 6
HONemO, CUCEMAIMA He Pazyuma npuiodcenume nunkose. llpedocmassme TUHKOBE, KOUMO He Ca OMEOpent

npu eac 3a Medopexol 0.7 (1.00) mg 6 omoenen excencku Gaiin.

ATC INN Jexape | PY Tvpeosck | Konuue | Map 1 KX
meena 7 cmeo Ka ‘
Gopma HAUMEHO | aKMUGH
ganue 0
geujecm
80
NO4B | Pramip nepolsajz Medoch | MEDOP 0.7 mg | https://www.bda.bg/images/stories/do
Cco5 exole Ha emie EXOL (1.00) cuments/bdias/2020-07-01-
mewvpoa Lid, 119804.pdf
] Kunvp |
1.3. Ilpedocmassame Bu nosa Kpamxa Xapakmepucmuxa om oama 28.03.20182.
ATC INN | Jlexapem | PY | Tepeosck | Konuuec | Map . KX
gena 0 meo Ka
gopma HAUMEHOG | aKMUEH
anue 0
gewecm |
80
NO5A | Cloza | nepopan | G.L. | Xenopala 100 mg | hitps://'www.bda.bg/images/stories/docu
HO2 pine Ha Phar n ments/bdias/2018-04-02-110213.pdf
mawvpoa ma
Gmb
H,
Ascm
pui | :
NO5A | Cloza | nepopan | G.L. | Xenopala 25 mg | https://'www.bda. bg/images/stories/docar
H02 | pine Ha Phar n ments/bdias/2018-04-02-110213.pdf
mevpoa ma
Gmb
H,
Aecm
i _pwn
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1.4. Ilpu npedocmaesne Ha 1uHK 30 nogexe om eOHA KPAMKA XAPAKMEPUCMUKA HA AeXapcmeel NPpOOYKm @
ROJIEMO, CUCMEMAMA He PA3yuma NpuroXcenume aunkose. Ipedocmasame TUHKOBe, KOUMO He CA OMBOPEHY
npu eac 3a Essobel 20mg. 6 omoenen exceacku gaiin.

ATC | INN | Jexapcms | PY T wpeoscko | Konuuec | Map | KX
| | ena HAUMeHO8A ~ MBO xa
| dopma Hue aKmueHo
: sewecms
— . | il _ | 0 | | _ _
NOG6AB | Escita nepopanna | Hobe ESSOBEL 20 mg | https://www.bda.bg/images/stories/docu
10 | lopra | mewvpoa 1 ' | ments/bdias/2019-12-02-117862.pdf
m Dapm
a
EOO
A
Brwnea
| pust

10mg x 30. IIpodykmem Mexia 10mg x 50 e nanuven ¢ Ipunoocenue 2, Ho nuxoza ne e enacsu 8 P Bvneapus.
Ha nasapa uma camo Mexia 10mg x 30 u samoea IIpumedscamers na paspewenuemo 3a ynompeba nu
npedocmass Oexkiapayus camo 3a masu gopma. *.

Cnex karo M3BBPIIM NpPOBEPKa Ha MPENOCTABEHHTE OT YJYAaCTHHKA JONBIHHTENHM JOKYMEHTH,
KOMHCHSATA CUHTA, Ue:

[lo oTHoWEHWE HA JIEKAPCTBEHUTE MPOAYKTH C THProBCKO HamMeHoBaHme Neurotop 200 mg.,
MEDOPEXOL 0.7 (1.00) mg. 1 ESSOBEL 20 mg., KOMHCHATA KOHCTATHpa, Y€ CHIIATE IOMAfaT B €IHA
HOMEHKJIATYpa C APYrH JEKapCTBEHH NIPOIYKTH, 32 KOMTO KbM TEeXHWYECKOTO MPeAJoKeHHe Ha YIACTHHKA Ca
NPUKAYEHN MHTEPHET aJipecH, ChABPXKAILKM KPaTKa XapaKTePUCTHKA HA ChOTBETHUTE JIEKAPCTBEHH IIPOAYKTH.
BbB Bpb3Ka ¢ JaJleHHTE OT YUaCTHHKA Pa3sCHEHHs, H IPEeABH] ToBa, ye CHcTeMara He MO3BOJIABA TIPUKAYBAHE
Ha TOBeYEe OT €IHH JIMHK B IPHIOKHUMOTO IONE, 38 HOMEHKJIATYpa, KOMHCHSATA NMpPHEMa NpeACTaBEeHATA OT
y4YacTHHKA AOIBIHUTE/IHA HHOpMALHS.

[To oTHomeHHe Ha NeKapCTBEHHTE NMPOAYKTH C THPIOBCKO HaWMeHOBaHWe Xenopalan 25 mg. wu
Xenopalan 100 mg., KOMHCHATA YCTaHOBH, Ue Ha eTam HoJaBaHe Ha O(epTH, YUaCTHUKBT € IPUIOKHI KbM
TexHHUeCKOTO CH NPeAOXKEHHE IMHK KbM KPaTKa XapaKTepHCTHKA, OTHACSINA Ce U 3a [BATA FOPEIMTHPAHN
npoaykra ot aara 20.08.2013 r. [Ipensun daxra, ye kpaTkaTa XapaKTEPUCTHKA HA NPOAYKTUTE € MYOIHYHO
JOCTBITHA B CIIyXeOHO M3BECTHA, KOMHCHATA HaIlpaBd NpoBepka Ha caiita Ha MAJL. Komucusra cpasun u
YCTaHOBHM, Y€ MH(GOPMaLMATA B KPATKHTE XapaKTEPUCTHKH IO OTHOIICHUE HA JIEKAPCTBEHHTE NPONYKTH €
€7IHaKBa ¥ CE Pa3iuaBaT CAMHCTBEHO JATUTE Ha aKTya u3alusd Ha XapakTepHcTHKuTe B MAJL

IIpenBun ropeU3NnoKEHOTO KOMHCHATA CUUTA, UE 33 IIOCOUCHHTE I10-rope HOMEHKIATYPH YYACTHUKET
OTroBapsi Ha MPEABAPUTENHO OOABEHUTE yCIIOBHS 3a U3MIBJIHEHHE Ha NIOPHUKATA, U TO TOMYCKA 10 OTBApAHE Ha
LIEHOBOTO IPENJIOKEHHE 110 ChOTBETHHTE HOMEHKIAaTYpu: NO3AF01, NO4BCOS (camo 3a npoayktute Ha IIPY
Medochemie Ltd., Kunvp, NpeIBU] KOHCTATALMHATE HA KOMHUCHATA, HAPABEHH MO-TOPE 32 HECHOTBETCTBUE HA
npoaykrute ¢ IIPY Teva B.V., Hudepranous), NOSAHO02 u NO6AB10.

Ilo oTHOIIEHME Ha NIEKApCTBEHUS NTPOAYKT C THPrOBCKO HauMeHoBaHHe Mexia 10 mg., B oxonyarensa
ornakoBka 0T 50 TabeTkH, BbB BPb3Ka C JaJCHOTO pa3siCHEHNE, KOMUCHSTA H3UCKA MOTBbpXAeHHe oT UATL,
Jalli 3asBeHaTa OT NPUTEXAaTels Ha paspellieHHeTo 3a ynorpeba WHpopMalus € BAPHA, Y€ JIEKAPCTBEHUAT
npoaykT Mexia 10mg x 50 e nHamuuen B IlpunoxkeHne 2, HO He € MyCKaH Ha nasapa B Peny6nuka Beirapusi.
Hudopmamusara e notebpaeHa ot MAJI ¢ mucmo ¢ per. MAJI-37451/14.09.2020 r. C oryien Ha H3JI0KEHOTO,
KOMHCHSITA KOHCTaTHpa, He 3a KOHKPETHHS JIeKapCTBEH MPOLYKT HE C€ YCTAaHOBSABA HENBIHOTA Ha
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TEXHHYECKOTO MPEANOKEHHE, KAKTO M Y€ YUaCTHUKBT OTroBaps Ha 00sIBEHHTE OT BB3JIOKHUTEINS YCIOBUA 32
M3BIHEHNE HA MOPHUKATa M Ce JOMycKa JI0 OTBapsiHe Ha ICHOBOTO MPEMIOKEHHS 32 JCKapCTBCHHUS POAYKT
Mexia 10 mg.
3. Tlo OTHOLIGHHC HA BCHYKH OCTAHANM JEKAPCTBEHH NPOAYKTH OT ofocobena mosuuust Ne 1,
odepupany OT y4acTHMKA, KOMHCHSTA pasricsia HoApoOHO HANpaBEeHHUTE NPEJUIOXKEHHs M TPE/ICTABCHHUTE
JOKYMEHTH U YCTaHOBH, Y€ OTTOBApAT Ha OOABEHUTE OT BB3NOXKUTENS yCIOBHS 32 H3MBIHCHAE HA NOpbYKaTa
¥ yuacTHHKGT ,,OAPKOJI* AJ] € nonycHaT 10 OTBAPAHE HA UEHOBUTC MM IIPEATIOKCHIA.

4. PasraexaaHe HA TEXHAUECKOTO MpelJIoKenue npejcraseno ot ,APKOJI* A/l 3a o6ocoleHa
mosumusi Ne 2 W MpoBepKa 3a CLOTBETCTBHETO My C MpeABapPHTENHO ofsiBeHHTe YCJOBHH B
CcLOTBETCTBHE ¢ wil. 56, an. 2 ot IIH30II
KOMUCHSITA YCTAHOBH, Y€ YYaCTHHKET € IOCOYMN BBB (popmara "TexXHHUUYECKO TIpeAloKeHue", ue
npejJiara CleJIHUTE JICKapCTBEHH IIPOAYKTH:

MexzyHapo
ATC - IHO Haunsx na Tlpurexaren Ha TBpropeko KomuuectBo
KOJI HEMATCHTHO | NPHIIOKEHH 3abenexka paspelIeHHETo 3a HAHMEHOBaHH aKTHBHO Mspxka
HAHMEHOBAH e yrioTpeba e BELIECTBO
He
RO3A Salbutamol | TEXGIATOPH TevaB.V,, Ecosal Inhaler 0,1 mg/dose - 200 mg
Co2 a Hupepnanays doses
RO3A | Budesonide, | muxanaropH Inhalation powder | TevaPharmaB.V,, DuoResp® 160 meg/4,5
160 mcg/4,5 . mcg/dose - 120 UD
K07 | Formoterol a Hupepnanmus Spiromax®
mcg/dose doses
. . 320 mecg/9
RO3A | Budesonide, | uaxanarops | Inhalation powder Teva Pharma B.V., DuoResp® mog/dose - 60 UD
K07 | Formoterol a 320 meg/9 meg/dose Huneprnannusa Spiromax® doses
RO3B | Tiotropium | mexanarops | Inhalation powder, TevaB.V., Braltus 10 mcg delivered | meg/deliv
B04 bromide a hard capsule Hunepnanaus dose ered dose
RO3D nepopanHa TevaB.V.,
C03 Montelukast TEBIA tablet Huepnanos Ephyra 10 mg
VO7A napeHTepan o B. Braun Melsungen Glucose
B Glucose a 5%-500 ml AG, Cepmans Braun 5% 500 ml
V07A napeHTepan | B. Braun Melsungen Glucose
B00 Glucose Ha 5%-250 ml AG, Tepmanus Braun 5% 250 ml
VO07A | Water for | mapenrepan B. Braun Melsungen . Aqua ad
e iniectabilia 10 ml
B0O injection Ha AG, T'epMasus B
raun
VO8A - napexrepai Bracco Imaging S.p.A., 370 mg I/ml -
BO4 Topamidol - Vitanust IOPAMIRO 50ml mgl
VOSA . napesTepan Bracco Imaging S.p.A., 370 mg I/ml -
po4 | lopamidol Ha Viramus IOPAMIRO 100ml mg 1
VO8A . napeHTepan Bracco Imaging S.p.A., 300 mg I/ml -
B04 Topamidol wa Viramas IOPAMIRO 50ml mg [
VOSA . napeHTepan Bracco Imaging S.p.A., 300 mg I/ml -
BO4 Topamidol i Viramist TIOPAMIRO 100ml mgl
VO8A Tomeprol mapeHTepai Bracco Imaging S.p.A., IOMERON 350 mg
B10 Ha Uranua
VOSA Tomeprol napeHTepaln Bracco Imaging S.p.A., JOMERON 400 mg/ ml - 50 mg
B10 Ha Uramis ml ‘
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VO08A Tomeprol TIapeHTepat Bracco Imaging S.p.A., IOMERON 400 mg/ ml - 100 mg
B10 Ha Wranma ml

V08A Tomeprol napeHTepat Bracco Imaging S.p.A,, [OMERON 350 mg/ ml - 200 mg
B10 Ha Wrams ml

VO8A Tomeprol HapeHTepal Bracco Imaging S.p.A., JOMERON 350 mg/ ml - 50 mg
B10 Ha Urtanus ml

VO8A Tomeprol napenTepal Bracco Imaging S.p.A,, JOMERON 350 mg/ ml - 100 mg
B10 Ha Hranus ml

V08D Sulphur napeHTepaln ) Bracco International
A05 | hexafluoride Ha B.V., Hunepnaunus Sono Vue 8 ul/ml or.

B TafnmuaTa He ca BKIIOYEHH JEKAPCTBEHHTE NPOAYKTH, KOMTO ca O(EpUpaHH, HO KOHTO ca
ormanaamu oT TlosurueHus nekapcTen cnuchk ([Ipunoxkenue Ne 2) crej oOsBSBaHETO Ha o0IecTBeHaTa
MOpPHUKA.

KbM TEXHHYECKOTO CH MpPEJIOKEHHE YYaCTHHKBT € TPHJIOKAN NEKIapalid OT NMPUTEKATEIH Ha
pa3spelleRysTa 3a ynorpeGa/IpoH3BOAMTENH Ha JIEKAPCTBCHATE MPOIYKTH, Y€ Ca 3al03HATH ¢ M3NCKBAHUATA
KBM JIEKApCTBEHHTE MPOLYKTH, KAaKTO M C MOCOYEHHTE B IPOLENYpaTa KONM4ECTBa 33 JIEKAPCTBEHUTE
MPOAYKTH.

1. Cnex xaTo pa3riena mpeAcTaBeHnTe KbM TeXHWYECKOTO MPEIOKEHHE Ha y4acTHUKA AOKYMCHTH,
KOMHCHSITA KOHCTATHpa, e IIpe/CTaBeHara JeKnapanus oT ,Axrasuc’ EAJl, yIrbiHOMOIEH NPEACTaBHTEN HA
NPATEXATEIUTE Ha pasperierns 3a ynorpeba Teva B.V., Hunepnadaus, ce oTHacs 3a Apyra obuectBeHa
nopbyka Ha MHHHCTEPCTBO Ha 3APaBEONa3BaHETO € TPEAMET: ,Jlexapcreenn npoaykta ot ATC D
»J1€pMATOJOTHYHH CpeacTBa®, ATC G ,JIukouHo-n0/I0BA CHCTEMA H I0JOBH xopmonu*, ATC H
»»XOpMOHAJIHYH MPENAapPATH 33 CHCTEMHO NMPHJICKEHHE, C UK. HA MOJOBH XOPMOHH H uacyuan® u ATC
J ,AHTHHH(EKIHO3HH CPEACTBA 32 CHCTEMHO npuaokenue®, ortkputa ¢ Pemenne Ne PJI-11-251 or
12.06.2020 r. BeB Bpb3Ka C TOPHOTO, KOMMCHATA CYMTA, He JIMICBAT INpPEACTaBCHM JCKiapaliu OT
NPHUTEXATETUTE HAa Pa3pelieHUeTo 3a ynoTpe6a/lpou3BOIUTENAT Ha JEKAPCTBCHHs NPOJYKT 3a CIEJHATE
JIEKApCTBEHH IIPOSYKTH:

Mexgynapo
ATC - JTHO Hauun Ha [Iputexaren Ha Twproscko Konuuecrso
KO HEMATEHTHO | IPHIOYKEHH 3abenexka pa3spelIEHHETO 38 HANMEHOBAHH AKTHBHO Mspxka
A HANMEHOBAH e ynotpeba e BCILECTBO
ue
RO3A HHXAIaTOPH TevaB.V,, 0,1 mg/dose - 200
co2 Salbutamol 5 Hunepnanma Ecosal Inhaler doses mg
RO3A | Budesonide, | HHXalaTOpH Inhalation powder Teva Pharma B.V., DuoResp® 160 meg/d,
K07 | Formoterol a 160 meg/d,5 E———— Spiromax® | megdose-120 | UD
ormotero mcg/dose ACpIAHA P doses
. . . 320 meg/9
RO3A | Budesonide, | maxanarops | Inhalation powder Teva Pharma B.V,, DuoResp® meg/dose - 60 UD
K07 | Formoterol a 320 mcg/9 meg/dose Hupepnasnus Spiromax® doses
RO3B | Tiotropium | mixanarops | Inhalation powder, TevaB.V,, Braltus 10 mcg delivered | mcg/deliv
BO4 bromide a hard capsule Hunepnanaus dose ered dose
RO3D nepopajiHa TevaB.V,,
C03 Montelukast TREDT tablet Hunepnasma Ephyra 10 mg
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3a nomenknarypu ¢ ATC kox: RO3AC02, RO3AK07 (Inhalation powder 160 mcg/4,5 mcg/dose),
RO3AKO07 (Inhalation powder 320 mcg/9 mcg/dose), RO3BB04 u RO3DCO3 y4aCTHHKBT € MpPEAIONKMI
JIeKapCTBEHH IIPOAyKTH caMo Ot eaue ITPY u cnessa 3a ChLUTE 1a OB/E OTCTPAHEH.

[IpenBu H3TOXKEHOTO JIO TYK, KOMMCHSTA TIpeJjiara Ha OCHOBAHHE 'L 107, t. 2, 6ykBa ,,a*“ or 301I1
YUACTHAKDT Ja Gb/ie OTCTPaHEH OT YYacTHe B MPOLEAypara 3a CJIeIHUTe HOMEHKIATypH: JIEKAPCTBEH MPOMLyKT
¢ ATC xon RO3ACO2, MeKAyHAPOIHO HENMATEHTHO HauMeHoBanue , Salbutamol “, ¢ hopMa Ha NPHIOKEHUE -
uHxanatopHa, nekapcrsen mpoaykr ¢ ATC xox RO3AKO7, mexayHapoAHO HENaTeHTHO HanMCHOBAHHC
., Budesonide, Formoterol“, ¢ (opma Ha NpPHJIOKEHHE — HHXalaTOpHa (Inhalation powder 160 mcg/4,5
mcg/dose), nekapcrer npoaykr ¢ ATC kom RO3AKO07, MexnyHapoAHO HENATCHTHO HaHMCHOBAHME
., Budesonide, Formoterol“, ¢ $opma Ha NpUIOXEHHE — WHXANATOpHA (Inhalation powder 320 mcg/9
mcg/dose) nekapcrsen mpoaykr ¢ ATC xoa RO3BBO04, MexcyHaponHO HENATCHTHO HaMMEHOBAHME
,, Tiotropium bromide“, ¢ dopMa Ha NPUIOKCHHE — HHXAJATOPHA M JCKAPCTBCH MPOAYKT C ATC xon
R03DCO03, MeKAyHAPOAHO HENATEHTHO HAWMEHOBaHUE ,, Montelukast ", ¢ GopMa Ha IPHIIOKEHKE - IEPOPATHA
TBBp/A, ThH KaTo HE OTroBaps Ha TPEJBAPHTENHO OOSBEHMTE YCIOBMS 33 M3IBIHCHHE Ha MOpbhuKata, a
AMEHHO: 32 JIEKAPCTBEHMTE MPOXYKTH C ThPrOBKH HAaMMEHOBAHHA CHOTBETHO: Ecosal Inhaler, DuoResp®
Spiromax® (160 mcg/4,5 mcg/dose - 120 doses), DuoResp® Spiromax® (320 mcg/9 mcg/dose - 60 doses),
Braltus 1 Ephyra, y4acTHHKBT He € MPEICTABUII KOTIME HA ASK/apallus OT MPUTEKATEN Ha PA3PEIICHACTO 32
yrmoTpeba MM TPOM3BOZHTENS HA JIEKADCTBEHWTE MNPOAYKTH, U€ € 3al03HAT C M3HCKBAHMATA KBM
JIeKapCTBEHUTE IPOLYKTH, KAKTO M C IOCOYEHHTE B NPOLEYpaTa KOJIMYECTBA 32 Te3N JICKAPCTBEHH MPONYKTH,
KAKTO M 4e € CBIVIaCeH JIEKApPCTBEHWTE NPOAYKTH fAa Obiar opepHpaHH OT yYacTHWKAa B TpoLenypara,
CHITIACHO NPEBAPHTEIHO OOSIBEHNUTE YCIOBHS B JOKYMEHTAIMATA 32 OOLICCTBEHATA MOPHUKA, CHABPKAIIH CO
Ha cTp. 12 m cxp. 21.

2. Tlo oTHOINEHHE HA BCHYKU OCTAHAIM JICKAPCTBCHU IPOAYKTH OT obocobena mozunEs Ne 2,
o(epHUpaHH OT yYaCTHWKZ, KOMHCHSATA Dasriena MOAPOOHO HAIpaBeHUTE MPEATOKEHUST U TIPeICTABCHUTE
JOKyMEHTH H YCTAHOBH, 4¢ OTFOBAPAT Ha OOSBEHHTE OT BB3JIOXKHUTENS YCJOBHS 32 H3IBIHCHHE HA MOphIKATa
¥ yaacTHuksT ,, GAPKOJI“ AJ] € I0omyCHAT 10 OTBAPSHE HA IIEHOBATE UM NPE/UIOKEHHUA.

5. PasriexnaHe HA TeXHHUECKOTO NpeNJiokKeHue mpeacraseno or ,JJAHCOH - BI'“ 00] 3a
obocoGerna mosumusi Ne 1 B HpPOBEPKA 32 CHLOTBETCTBHETO MY ¢ NPeABAPUTETIHO 00SIBEHHTE YC/IOBHS B
ChLOTBETCTBHE ¢ Wi. 56, aJ1. 2 ot IITI30I1

Kowmmucuara yCTaHOBH, Y€ YYaCTHHKBT € IIOCOYHMI BBHB dopmara "TexHudyecko TpeANOKeHue", e

npejiara CJICAHUTE JIeKapCTBCHU MPOAYKTH.

Mesxaynapon
ATC - Ho HauuHz Ha 3abene | Ilpurexaren Ha paspelCHUETO Teproscko K(;J:rr;;’ro}zo Msp
KOn HEMATCHTHO TIPAIOKEHHE KKa 3a yrorpeba HAMMEHOBAHHE Ka
HANMCHOBAHH BEIIECTBO
e . _
NO1ABO . AbbVie Deutschland GmbH &
3 Sevoflurane HHXATATOpHA Co. KG, Tepmanns Sevorane 250 ml
12\101BB0 Lidocaine TIapeHTepalHa JAHCOH-BTI" OOJL, Beirapusa | Lidocain DS ig Elg/ ml - mg
IZ\IOIBBO Lidocaine MapeHTepaltta JIAHCOH-BI" OOJI, Brirapus | Lidocain DS rzr?l mg/ml -2 mg
NO02BBO Met_am1zole napenTepanHa Pharma Swiss Ceska Republika Amizolmet 500 mg/ml-2 mg
2 sodium . 5..0., Yemnka perry0Iika mi
I;IOZBBO Egggmu;md‘: napeHTepanHa IAHCOH-BI' OOJL, bearapua | OMALGIN ;(]Iglmg/ - mg
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NO6AX2 Agomelatine nepoparHa

2 TELpTA Zentiva k.s., Yeruka peny6muka | Zilbea 25 mg

KBM TEXHHYECKOTO CH TMpPEIOKEHHE YYACTHHUKLT € NPUIONKHI HM3HCKYEMHTE [ICKIapanud OT
TIIPUTEXKATENTE HA PaspellleHHeTo 3a ynorpeba/ YIBIHOMOLUEHH NPEACTaBUTENH Ha IPHTEKATENMTEe Ha
pa3peleHHeTo 3a ymoTpeba, He ca 3alo3HATH ¢ M3MCKBAHHATA KbM JIEKAPCTBEHHTE MPOAYKTH, KAaKTO H C
[IOCOYEHHUTE B MPOIEAYpaTa KOJIUYECTBA 3a IEKAPCTBEHUTE IPOLYKTH.

Cnen karto pasraeia MoapoGHO TpencTaBeHoTo oT ydacTtHuka ,,JJAHCOH-BI™ OOl Texnudecko
TIpeNOKERHE M IPEICTABEHHTE KBM HETO JOKYMEHTH no 06ocobena nosuuust Ne 1, KOMUCHSTA YCTaHOBH, Y€
CBHLIUAT OTrOBaps Ha OOSBEHUTE OT BBH3JIOXKHUTENS YCIIOBUA 3a WU3NbJIHEHHE Ha TOpBYKaTa U Ce JOIMYyCKa 10
OTBApAHE HA [IEHOBHUTE NPEAJIOKECHHUS 32 BCHYKH IIPEAJIOKECHH OT HEeTO JIEKApCTBEHH NPOAYKTH.

6. Pasruiexkaage HA TeXHHYECKOTO Ipenjo:keHne mpeacraseno or ,,b. BPAYH MEJIHUKAJI“
EOO]L 3a o6ocofena nmosumust Ne 2 H MPOBepKa 3a CHOTBETCTBHETO MY € NPEJBAPHTEIHO O0sIBEHHTE
YCJIOBHSI B CHOTBETCTBHE ¢ Wi 56, a. 2 ot IIII30II

KoMucHATa YCTaHOBH, Y€ YYaCTHHKBT € NOCOYMJI BBB (hopmata "TeXHU4ECKO NpemIoKenne”, e
npejara cielHUTe JeKapCTBEHH MPOIYKTH:

Mexpynapon Konuaec
ATC- HO HauuH Ha 3abene | [Ipureskaren Ha paspellleHHETO 38 Teproecko 80 Msp
HEIATEHTHO aKTHBHO
KOI [IPHITOKEHHE KKa ymotpeba HAUMEHOBaHHE Ka
HaMMEHOBaHH B e BEMIECTB
e N 3 0
N :
VO07AB | Glucose TapeHTepaTHa 5%-500 | B. Braun Melsungen AG, Glucose Braun 5% | 500 ml
ml T'epmanus
0, .
VO7ABO Glucose MapeHTepanHa 5%-250 | B. Braun Melsungen AG, Glucose Braun 5% | 250 ml
0 ml | Tepmannst
VO7ABO | Water for B. Braun Melsungen AG, Aqua ad iniectabilia
A | mapeHTepanHa . 10 ml
0 injection | T'epmanus | Braun

B Tabnuuara He ca BKIIOYEHHM JIEKADCTBEHWTE IPOAYKTH, KOMTO ca odepupaHH, HO KOMTO ca
otmagHamu ot Tlo3uTHBHEA nexapcTBed cruchbk ([Iprunoxenue Ne 2) ciex obsBsBaHeTo Ha OOLIECTBEHATA
NOPBHYKA.

KBM TEXHHUYECKOTO CH HpeNIOKeHHe YYaCcTHMKBT € MNPHIOKHWI H3UCKyeMaTa JeKiapanus OT
NPHTEKATENS HA Pa3pellleHHeTOo 3a yNoTpeda, Y€ € 3al03HaT ¢ H3HCKBAHMATA KbM JIEKAPCTBEHUTE IIPOAYKTH,
KaKTO M ¢ IOCOUYEHHTE B MPOLIEAypaTa KOIMYIECTBA 34 ICKAPCTBCHUTE MPORYKTH.

Cilen Xaro pasriefa ToipobHO MpeACTaBeHOTO OT ydacTHmka ,b. BPAVH MEJMKAJI EOOJ
TEXHHYECKO TIPEUIOKEHHE H MPEACTABSHUTE KbM HEro JOKYyMEHTH 10 060cobeHa nosnius Ne 2, KOMHCHATA
YCTaHOBH, Y€ CHIIMST OTrOBapsi Ha OOSBEHHTE OT BH3NOXKUTENS YCIOBHS 32 U3MBIHEHHE HA NOpBUKATA U CE
JIOMycKa JI0 OTBApSIHE Ha IICHOBUTE MPEIOKEH)s 38 BCHIKH IIPEIIOKEHM OT HETO JIEKAPCTBEHH MIPOIYKTH.

7. Pasrjexnade HAa TeXHHUECKOTO NpeNioxenne npeacraseso or ,,b. BPAYH MEJAUMKAJ*
EOO]JI 3a o6ocoGena mosunust Ne 1 m nposepka 3a ChOTBETCTBHETO My € [PeIBapPUTETHO oOsIBeHHTE
YCJIOBHSE B ChOTBETCTBHE ¢ WL 56, aj. 2 ot IIII3011

KoMHCHSTa YCTAaHOBH, Y€ YYaCTHHKBT € Iocouun BB Qopmara "TexHuuecko npenaoxenue”, de
npeguiara ClIeAHATE JEKapCTBEHH MPOAYKTH:
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Mesxmysapo
ATC - — Hauwnn na 3abene | Ilpurexaren Ha paspemicHHETO TBproecko Komusectso Map
KOAO HETATEHTHO MPUIOKEHHE KKa 3a ynorpeba HaWMEHOBAHUE N Ka
HAaHMEHOBA ’ BCIIECTBO
HHE
|
NO1AX1 o B. Braun Melsungen AG, PROPOFOL- | 10mg/ml-
| 0 Propofol MapeHTCPATHA 1% Fepmanns LIPURO 1% 20 ml ml
| NO1BBO Ropivacaine | R — B. Braun Melsungen AG, Ropivacain HCl | 5 mg/ml - 10
9 P | P P I'epmannsa - B.Braun ml me
— ! —
NO2BEO B. Braun Melsungen AG, Paracetamol 10mg/ml -
1 Paracetamol | mnapeHTepaiHa — B Braun 100 ml mg

B TtabmuiaTa He ca BKIIOYEHH JIEKAPCTBEHHTE NPOLYKTH, KOMTO ca o(epupaHH, HO KOHTO ca
ormagsama ot [losuTueHus Nekapcteen crchk ([Ipunoxenne Ne 2) cresi o6SBSBaHETO Ha OOLIECTBEHATA
MOPBYKA.

KbM TEXHMYECKOTO CH TMpeNIoXKeHWe YYaCTHHUKBT € NPUIIOKHN H3HCKyeMara JeKiIapanus oT
NPUTEKATENS HA Pa3peIIeHHETO 3a YNOTpeba, Ye € 3al03HAT ¢ M3MCKBAHUATA KbM JIEKAPCTBEHHUTE NPOOYKTH,
KAaKTO H C IIOCOYEHHTE B HPOLEAypaTa KOTHUECTBA 32 JIEKAPCTBEHUTE HPOIYKTH.

Cren xato pasriena moApoGHO HpeiacTaBeHOTO oT ydactawka ,.b, BPAVH MEJUKAJI“ EOOJ
TEXHUYECKO NPEUIOKEHHe W MPEACTABEHUTe KbM HEro JOKYMEHTH 1o 000cobena mosuuus Ne 1, komucusra
YCTaHOBH, Y€ CHLIMAT OTrOBApsi Ha OOSBEHUTE OT BBIIOKMTENA YCIOBUS 32 U3IIbIHEHHE HA NOpBYKaTa H ce
JOTYCKa [0 OTBAPSHE HA [IEHOBHUTE MPEAJIOXKEHHN 33 BCHYKH NPENTIOKEHH OT HETO JIeKapCTBEHH NPOAYKTH.

8. PasriexnaHe Ha TeXHHYECKHTE npenioxkenns: npeacrapend or ,, MAPUMIIEKC - 7 EOOJ{
3a o6ocobenn mo3unuu Ne 1 m Ne 2 H mpoBépKa 3a CHLOTBETCTBHETO HM ¢ NPEIBAPHTEIHO 00sBEHHTE
yCJI0BHS B CHOTBETCTBHE ¢ 4. 56, a1 2 ot IIM30IL R

KoMHCHATa YCTAaHOBH, Y€ YYaCTHHKBT € TOCOYHI BBB (opmaTa "Texnuuecko Npemoxenue”, ue
Ipejiara CieiHus JIEKApCTBEH MPOAYKT 1o o6ocobena nosuums Ne 1:

MezxRyHapo Konnaec
ATC - = Hauun Ha -3abenex | [Ipurexaren Ha pa3pelICHACTO 32 Teproecko 8o Msp
HENATEHTHO ) aKTHBHO
Kon TPUIIOKEHHE Ka yrotpeba HAUMEHOBAHHE- Ka
: HAMMEHOBaH BEILECTB
e N °
NO3AGO Valprmc napeirrepansa | Cano¢u bearapus EOOJL, Depakine 400 me
1 I acid : brarapus

B rabmunara He ca BKIIOYEHH JEKAPCTBEHHTE MPOAYKTH, KOHTO ca odepupaHH, HO KOHMTO ca
ormagnamd ot Ilo3uTHBHEA nekapcTeH cruchbk ([Ipuiokerne Ne 2) cnex o6sBsBaHETO Ha OOLIECTBEHATA
MOpBYKa.

KbM TEXHWYECKOTO CH IIpEJIOKeHHe YYACTHUKBT € TPHIMKHI HM3HCKyeMara [EKiapauus OT
TIpUTEXATEN Ha PaspelIeHHeTo 3a YIOTpeda, Ye € 3al03HAT ¢ U3UCKBAHUATA KbM JICKaPCTBCHUTE MPOAYKTH,
KAKTO M C II0COUEHHTE B IIPOLEAYPaTa KOJIMUYEETBA 34 ICKAPCTBEHHTE IIPOLYKTH.

Crnem xato pasriefa noApoOHO MNPeICTaBEHOTO OT Yy4YacTHHKA SJMAPHUMIIEKC - 7¢ EOOJ
TEXHHYECKO HPEIOKEHHE W TPEACTABCHUTE KhM HEero ZOKyMEHTH Mo obocoberna mosuums Ne 1, koMHCHsATa
YCTAHOBH, Y€ ChIIUAT OTIOBaps Ha OOSBEHHTE OT BBIIOKHUTENs YCIOBUS 32 U3NbIHEHHE HA MOPhUKATa H Ce
JOMyCKAa 0 OTBapsHE Ha [IEHOBOTO MPEJUIOKEHHE Ha MPEAIOKCHHS OT HEro JIEKapCTBEH IPOJYKT.

KOMHCHATa YCTAHOBH, Y€ YYACTHUKBT € IOCOWHI BRB (opmata "TexHuuecko npeanoxenune", e
IIpe/ara clieJHATE IEKapCTBEHHU MPOAYKTH mo 06ocobena nosuims Ne 2:
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MexayHap
ATC - HeHleI‘:I-CI,THO Hauun Ha 3abene | IIpurexaren Ha paspellICHUETO Tsproecxo Konweetso Msp
KOI [pUIOKEHHE KKa 3aynorpeba HAUMEHOBaHHE AKCTHBHO Ka
HAUMCHOBA REIECTBO
HUE _
S0 1;‘ A0 Aflibercept | mapenTepamHa Bayer AG, I'epmanus Eylea 40118(%/ :;1 i mg
VO32AE0 Sevelamer nepopajiHa Genzyme Europe B.V., Renagel 800 mg
TEBPJA Huznepnanansa
VOS;\B 0 [ Iopromide napeHTepaiHa Bayer AG, I'epmanmst Ultravist 7636?)%/11 Iill " | mg
VOS:*B 0 Topromide fiapeHTepatta Bayer AG, I'epmanus Ultravist 769;8;% ;nl T | mg
VOS?B 0 Topromide | mapeHTepanHa Bayer AG, I'epmanus Ultravist 76? (l)i(l)gr/n Iiﬂ T | mg
V089C AD Gadobutrol | mapenTepanHa Bayer AG, I'epmanus Gadovist lmmoIlI/Ir]nl 73 ml
V089C AD Gadobutrol | mapenTepanna Bayer AG, I'epmanus Gadovist lmmorlﬁll -15 ml

KbM TEXHHUECKOTO CH MPEMIOKEHHE YYACTHHKBT € NPUIIOXKHIT H3UCKyeMHTe AEKNapauud ot
NpUTEKATENUTE HA PA3PELIEHAETO 3a yNoTpeOa/ymbIHOMOIICHHTE MNPENCTABUTENM HA HPHTCKATENUTE HA
paspelieHueTo 3a ynorpe6a, 4e ca 3alO3HATH C M3UCKBAHMATA KbM JEKAPCTBEHHTE MPOAYKTH, KAKTO M C
[DOCOYEHHTE B MPOLELYPATa KOJHYIESCTBA 34 IEKAPCTBCHUTE HPOAYKTH.

Cnen Karo H3BLPIIM TMpOBEpKAa Ha TEXHHMYECKOTO NpPEJIOKEHHE HA YYaCTHHKA, KOMHCHATA
KOHCTaTHpa CAEAHOTO:

1. Tlo orHomweHne Ha nexapcTBenus nponykT Ultravist m Gadovist, y4aCTHMKBT HE € MOCOYHII
eNIeKTPOHEH aJpec 3a JOCTHII N0 KPaTKaTa XapaKTepHCTHKA Ha JICKapCTBEHHUTE NPOIYKTH.

IMpenBUA U3IOKEHOTO A0 TYK, KOMHCUATA Ipe/uiara Ha OCHOBAHUE . 107, T. 2, 6yksa ,,a“ ot 3011
YYaCTHHKBT Aa Obie OTCTpaHeH OT Y4acTHeE B MPOLE/ypaTa 3a CIeAHHTE HOMEHKIATYPH: NEKapCTBEH MPOAYKT
¢ ATC kox VOSABOS5, MeX/IyHapOJHO HENATEHTHO HaUMEHOBaHue ,Jopromide”, ¢ Gopma Ha PATOKEHHE —
napenTepanHa H jekapcreeH mpoAykT ¢ ATC kox VO8CAQ9, MexayHapoAHO HEMATEHTHO HAUMEHOBaHWE
., Gadobutrol“, ¢ dopMma Ha NpHUIIOKEHHE — MapeHTEpalHa, Thil KaTto He OTroBaps Ha MPEABAPUTENHO
06sABEHUTE YCIOBHS 32 H3MBJIHCHHUE HA NIOPBYKATA, & HMEHHO! 32 JIEKAPCTBEHUTE NPOAYKTH YYACTHHKBT HE €
[OCOYHT e/IeKTPOHEH aJpec, Ha KOHTO € JOCTBhITHA KPaTKaTa XapaKTepPUCTHKA HA CBOTBETHHSA JIEKAPCTBEH
IPOIYKT, CHINACHO MpPEABAPHUTESHO OOSBEHHTE YCJIOBHSI B NOKyMEHTAlMsATa 3a OOIIECTBEHATA MOPbUKa,
CHIBPXAIIH ce Ha cTp. 21.

2. Tlo OTHOIIEHME HA BCHUYKH OCTAHAIM JICKAPCTBEHH NpOLyKTH OT obocobena mnosuuusa Ne 2,
odeprpaHH OT yYacTHMKA, KOMHCHATA pasriiefia MOAPOOHO HANpaBCHMTE MPEUIOKEHHS W NPEACTABCHHUTE
JIOKYMEHTH ¥ YCTAHOBH, Y€ OTTOBAPAT HA OOSBEHUTE OT BB3JIOXKHTEIA YCI0BHA 32 M3NbIHEHNE Ha MOpbYKaTa
¥ y4acTHUKBT ,, MAPUMIIEKC - 7% EOQ]] € norycHat A0 0TBapsHE HA IEHOBUTE MM MPEATOKCHHUS.

9, PasrieknaHe HA TeXHHYECKOTO mpelioxenne mpeactaBeno or ,MEJEKC* OOJ 3a
060cobena mo3unus Ne 1 B OpoBepKa 32 ChHOTBETCTBHETO MY ¢ NMpEABAPUTENHO O0siBeHHTE YCIOBHS B

CLOTBETCTBHE ¢ Wil 56, a1 2 ot [ITI30I11
KOMHCHSITA YCTAHOBH, Y€ YYACTHHKBT € IOco4mI BeB (hopmara "TexHuuecko MpejUIoKeHHe", He

Tpejiara Clie/JHATE JIeKapCTBEHH NPOAYKTH:
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MexayHap
ATC- Hen(;ﬁgsmo Hauvn na 3abene | IlpurexaTen Ha pa3peNICHUETO TBproseko K(:z;:?o Msp
KOJ - MIPAIOKCHHUE K2 3a ynorpeba HAUMEHOBAHHE BEMICCTBO Ka
HHE
NO I:B 0 Isoflurane HHXaIaTOpHa baxcrep 1155 parapus EOO/L Aerrane 100 ml
BITapHs
NO 16AB 0 Isofturane HHXAJIATOPHA Baierep E warapus EOO/L, Aerrane 250 ml
BIrapHs
NO1ABO Baxcrep benrapus EOO/], Sevoflurane Baxter
8 Sevoflurane HHXAIATOPHA Borapus 100% 250 ml
N01AX1 o B. Braun Melsungen AG, PROPOFOL- 10 mg/ml - 20
0 Propofol napeHTepanHa 1% Tepmates LIPURO 1% ol mi
NO1BBO | Bupivacain Aspen Pharma Trading Limited, | . . Smg/ml- 4
1 e TapeHTepatia Vipsanes Marcaine Spinal ml mg
NO1BBO | Bupivacain ADCHTEDANHA Aspen Pharma Trading Limited, | Marcaine Spinal 5 mg/ml - 4
1 € P p Hpaanaus Heavy ml mg
NO2BEO | Paracetamo | ®pesennyc Kabu bearapus . 10 mg/ml -
1 1 MapeHTepaHa EQO]I, Beirapus Paracetamol Kabi 100 ml mg
NO3AGO Valp_r01c napeHTepaITA |  Canodu benrapus EOOJ, Depakine 400 mg
1 acid Broarapus
N04BB0 . Merz Pharmaceuticals GmbH, 0,4 mg/mi -
1 Amantadine | napeHTepalHa Tepmass PK-Merz 500 ml mg
NO6BCO | Caffeine | napenrtepansa/mep Chiesi Farmaceutici SpA, Pevon: 20 mg/ml - 1
1 citrate opanHa Uranus yona ml mg

B Tabimuara He ca BKIIOYEHM JICKApCTBCHHUTE NPOJAYKTH, KOHTO Ca otepupany, HO KOMTO ca
oTmagHama ot [losutreHES nekapcteH crucbk (IIpunoxenne Ne 2) cren o0siBsiBaHeTO Ha OOIIecTBEHATa
[IOPBUKa.

KbM TEXHMYECKOTO CH TNpPEIJIOKEHHE YYAaCTHHMKBT € IMPHJIOKHI H3HCKYEMUTE AeKiapallih OT
IIPHTEKATETMTE HA Pa3pellleHHeTo 3a ynorpeba/ yNWBJIHOMOIIEHH MPEACTABMTENHM HA MPUTEKATEINHTC Ha
paspeleHneTo 3a ynorpeba, de ca 3amO3HATH C H3UCKBAHHATA KBM JIEKADCTBEHMTE MPOMYKTH, KaKTO W C
MOCOYEHHTE B MPOLEAYPaTa KOJINYECTBA 32 JIEKapCTBEHUTE NPOIYKTH.

1. Tlo OTHOLIEHHE HA JIeKAPCTBEHHUs MPOIYKT C THPTOBCKO HAMMEHOBaHHe Marcaine Spinal Heavy, Ha
28.08.2020 r. BbB Bpbh3Ka C MpefocTaBeHaTa mo wi. 104, am. 5 or 30I0 u wn. 54, an. 13 or III30II
BB3MOXKHOCT, KOMHUCHATA H3MCKA OT Y4aCTHHKA Pa3sICHCHUE M0 3asBEHUTE JAHHH KaKTO CIIEABA:

, Cvanacro npedaapumentio o6s8eHume yciosus Ha npoyeoypama & Texnuueckomo cu RPeorod’CeHUe,
yuacmHUYUMe NOCOYEam eKAPCMBEHUMe NPOOYKMY, 34 KOUMO Y4acmeam, KAKMO U npumescamenime Ha
paspewenuemo 3a ynompeba, ¢ Yuumo npodyk'mu yuacmeam. Yuacmuuyume c1ed6a 0a NONbAHAM U Opy2ume
nonema 3adadeny b8 OPMAMaA, KaKkmo # 0a nOCOUam eleKmpoHeH aopec, Ha KOUMOo € QOCMbRHA KpamKama
XQAPAKMEPUCIUKA HA CbOMBEMHUSL IEKAPCMBEH npodyxm. Kem mexrnuueckomo npedroxcenue ciedsa oa ce
HPUNOICU KONue Ha OEKNapayus, om NPUMedCamensl Ha paspeuteHuemo 3q ynompe6a unu npoussooUmensim Ha
NeKaAPCMBeHUs. NPOOYKM, He € 3aNO3HAM C USUCKEANUAMA KoM JNEKAPCEEHume NPOOYKMY, KAKMo u ¢
nocouenume & NpOYedYpaAMa KOIWYeCmea 3a MO3U JNeKApCmEeH npoOyKIm, KAaKmMoO U 4Ye e Cb2laceH
Nexapcmeerus npodykm 0a 6v0e ogepupar om y4acmnuKa 6 npouebypania (ceoboden mexcm).

Ipu pasenesxcoane Ha Bawemo mexnuuecko npednovcerue ce YCmaHouxa CieOHUme 3aa6enu Oanny,
Kxoumo e Heobxooumo O0a Hu ObOam QONbAHUMENHO UIACHEHU!
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1. 34 OBOCOBEHA ITO3HITHA Ne 1
1.1. B Texnuuecxomo Bu npednooicenue no obocobena nosuyua Ne 1, cme ogpepupanu cirednama

HOMEHKIAMYPA U CIeOHUME JeKAPCMEEHU NPOOYKIMY, BKIIOYEHY 8 HES!

ATC -
KOJ

Mexcoynapoono
HenameHmHo
HaUMEHOBaHue

Havun na
RPUTLOJICEHUE

3aben
eoIcKa

Ilpume
orcamen
na
paspew
eHUemo

Tvpzogcko
HAUMEHOBAHUE

Konuuecmeso
AKMUBHO

pxa

8ewecmeo
3a u

ynompe
ba

1 Aspen
Pharma
Trading
Limited,
Hpnano
ust
Aspen

Pharma
napenmepan | Trading

Ha ' Limited,
[ Hpnano |
| | ud

Marcaine

NOIB Bupivacaine | napenmhepan .
Spinal

BOI a Smg/ml- 4ml

mg

NOIB
BoOI

Marcaine
Spinal Heavy

Bupivacaine Smg/ml- 4ml | mg

Buono om 20pHOmMO, 3a Ma3u HOMEHKIAmYpa, cme OQepupanu JLekapcmeer HpodyKm Ha
npumescamens Ha paspewenuemo 3a ynompeba Aspen Pharma Trading Limited, Hpaanous, ¢ mvpeoscko
naumenosanue Marcaine Spinal Heavy 5 mg/ml - 4 ml, koiimo e nanuuen ¢ Ilosumuenus 1exapcmeeH CRUCDHK,
Ipunoocenue Ne 2. Komucusma ycmanoeu, ue Jexapcmeenusm npooyKm Junceda 6 NpeocmageHama
dexnapayua om ynwinomowenus npedcmasumen Acnen Papma Adprano Jumumud — xnon Benzapus va
npumedicamens 3a paspewenue na ynompeba Aspen Pharma Trading Limited, Hpranous.

Ipedsuo zoprnomo u npedgud 06CMOAMENCHBOMO, He 08eme JIeKAPCMEd Ca 8 e0HA HOMEHKNAmypa
u ca oepupanu ¢ mexuuueckomo Bu npeonoacenue, mona 3a Bawemo pasncrenue 3a npudunama
nexapcmeenusm npodykm Marcaine Spinal Heavy 5 mg/ml - 4 ml 0a ne guzypupa ¢ npedcmasenama
OeKNapauusa om HPUMENHCAmena Ha paspewienuemo 3a ynompeoa.

IJanama nocouerna no-zope uHopmayus nu e Heobxoouma ¢ yen nposepka Ha OMHOCUMOCTMA Ha
npedcmasenama unopmayus ¢ nped8apUMenHo 0BSGeHUMe YCI08US HA EbINOHCUMENS. .

Ha 02.09.2020 r., B cpoka yka3aH OT KOMHCHATA, upe3 EJeKTpOHHATA CHCTeMa, YYaCTHHUKBT e
HPeACTABUII CJIGAHUTE NTOKYMEHTH 110 3asBEHHTE OT HEro NaHHH:

., B omeosop na Bawie uckane 3a pasacrenus 3a ogepupanume om Hac 064 NEKapCMEEeHU npooykma.
Marcaine Spinal 5 mg/ml — 4 ml v Marcaine Spinal Heavy 5 mg/ml — 4 ml npu ynacmuemo Hu ¢
2openocouenama npoyedypa, Bu ungopmupame, kaxmo creosa:

- ITpedu nodasane Ha ohepmama Hu, noxyuuxme ungopmayus. om Acnen Papma Aupnano Jlumumeo
— xaon Beazapus, kamo npedcmasumen 3a Bvazapust na npumeoscamens na paspewenuemo 3a ynompeba, ve
ca npednpuemu Oeticmeus 30 omoensHe Ha 06ama IeKAPCMEeHU NPOOYKMA HA OMOeIHYU peodoge &
Hpunoscenue Ne 2 na IToumuenus 1exapcmeen CRUCtK U CbOmeemno dseme IeKapcmea nogeye Hsma 0a ca 6
e0HA HOMEHKNAMYPA 8 EACKMPOHHAMA NAAMPOPMA.

- Kamo nomevpaicoenue na masu ungopmayus, xem ogepmama cu cme npunoxcunu Pewenue Ne
HCP-21735/ 25.06.20202. na Hayuonannus cvéem no yenu u peumbypcupane Ha 1ekapcmeeHume npooyKmu.

- B Hpunoocenue Ne 2 na IIVIC xom 02.08.20202. 0sama nexapcmeenu npoOykma Haucmuma ca
paszdenenu u credosamenno 6u mpabeano 0a ce omdenam u HA erekmponnama naamgopma. Ipurazame
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cvomeemnust (aiin - Hpunoocenue Ne 2 na IVIC ¢ axmyanusayus kom 02.08.20202., 6 xoiimo e nocoueno u
cnomenamomo no-eope Pewenue Ne HCP-21735 /25.06.20202. .

Cnex Karo HM3BLPIIM NPOBEpPKA Ha MPENOCTABEHMTE OT YYAaCTHUKA JONBIHMTE/HH MOKYMEHTH,
KOMHCHSITa CUHTA, Ye:

[To OTHOILIEHHME HA JeKapCTBEHMS MPOAYKT C THPrOBCKO HaMMeHOBanue Marcaine Spinal Heavy,
KOMUCHSTA KOHCTaTMpa, 4e ¢ aKTyaiusauusra Ha [IO3WTHBHHSA JIEKAPCTBEH CHOHCBK OT 02.08.2020 .
neKapcTBeHuTe poayKTH Marcaine Spinal u Marcaine Spinal Heavy Beve ca rpynupaiy B OTACTHH TPYIH B
[Ipunoxenue Ne 2 Ha IT03MTHBHHSA JIEKApCTBEH CHHCHK. Ilopasy HEBB3MONKHOCT CBIIOTO PAa3iC/AHE 1a Ce
npeHece W B €NEKTPOHHATA MIaTdopMa, NEKApPCTBEHHMAT NMPOAYKT C THPrOBCKO HAHMMCHOBAHHC Marcaine
Spinal Heavy ce 3annuaBa aBTOMAaTHYHO OT O0ILECTBEHATA NOPBYKA.

2. Tlo OTHOIIGHWE HA BCWYKM OCTAHAIM JIEKAPCTBEHH NPOAYKTH OT obocobGena mosumms Ne 1,
odeprpaHy OT yYacTHHMKA, KOMHCHATA pasriieia NOAPOGHO HANpPAaBEHMTE MPE/VIOKCHUS W NPEICTABCHUTE
JIOKYMEHTH H YCTaHOBH, Y€ OTrOBapsT Ha OOABCHUTE OT BB3JIOXKUTENS YCIOBHA 34 M3NBIHCHAC HA MOPbYKATa

1 yyactHuksT ,MEJIEKC* OO/ e nomycHat 10 OTBapsHE HA IICHOBUTE MM HPE/UTOKEHUL.

10. Pasriie:xkaane HA TEXHHYECKOTO Npenioxenne mnpeacraseno ot ,MEJEKC* OOJ 3a
oGocoGena mosamust Ne 2 M NpoBepKa 3a CHOTBETCTBHETO My ¢ NMPEBAPHTEIHO 00siBeHATE YCJI0OBASA B
C¢HOTBETCTBHE ¢ 4.1. 56, a71. 2 ot [ITI30I1
KoMHCHATA YCTAHOBH, Y€ YYaCTHHKBT € Tocoumt BbB (opmara "TexHudecko npemiokenne", 4e

npexiara CIeHUTE JICKapCTBCHI IMPOAYKTHU:

ATC - Meatcaty saposit Hauun na 3abenex | [Iputexaren Ha pa3pelIcHUETO TBproscko ISGIBMECERO Msp
0 HENATCHTHO AKTHBHO
KoL MPIIOKEHHE Ka. 3a yrotpeba HAUMCHOBAHHE Ka
HaMMCHOBAHHUE - BELIECTBO
RO7AA Natural Chiesi Farmaceutici SpA, 80 mg/ ml -
02 phospholipids MHTpaTpaxcaiHa Urtanus CUROSURF 1,5 ml mg
SOILAO Aflibercept [APEHTEPATHA Bayer AG, I'epmanna Eylea 40 mg/mi - mg
5 p 100 pl
VO03AE Sevelamer nepopatHa Genzyme Europe B.V., Renagel 800 meg
02 TBBpIA Hunepnasaus
YO3AE Sevelamer Tiepopanta Sandoz d.d., CnoBenus Sevelamer Sandoz 800 mg
02 TBBpPAA
V06DC ) 10%- Baxcrep Brarapust EOO/, Glucose Baxter 100 g/1- 500
01 Glucose DapeHTepanta | so0 Brarapus 10% nl ml
VO7AB Water for S B. Braun Melsungen AG, Aquaad 10 ml
00 injection hapeHTepaHa Tepmanus iniectabilia Braun
VO08AB . Bracco Imaging S.p.A., 370 mg I/ml -
04 Topamidol mapeHTepaina Viranis IOPAMIRO 50ml mg I
V08AB . Bracco Imaging S.p.A., 370 mg I/ml -
04 Topamidol apeHTepansa Ur ai Hf P IOPAMIRO 100m1 . mgl
V08AB . Bracco Imaging S.p.A., 300 mg I/ml -
04 Topamidol TapeHTepaIHa Wt agnl ﬂf P IOPAMIRO SO%n 1 mg [
V08AB . Bracco Imaging S.p.A., 300 mg I/m! -
04 Topamidol mapeHTepanHa Wt ai w% p JOPAMIRO 1o§m1 mg I
VO8AB . . . Sanochemia Pharmazeutika 370 mg I/ml -
04 Topamidol rapeHTepaAIHa | AG, ABcrpus | SCANLUX 370 50 ml mg I J
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_VngB Iopamidol TapeHTepaIHa | Sanochznéi,a :Bh:rrpn:;zeutika | SCANLUX 370 37011515 éﬁnl i | mgl
VOf (‘)AB Tomeprol rapenTepanHa Brageo %ﬁlgf SpA, IOMERON 350 mg
VO? :B Tomeprol TapeHTepanHa Bracco Eﬁgf S.pA. IOMERON 400518%1/1 lm 1- mg
V018 (‘)AB | Tomeprol NapeHTepaIHa Bracep Igﬁfgf Sp-A. . IOMERON' 40()1(1)1:)g/m11nl " | mg
V018 OAB Tomeprol TapeHTepaIHaA Bracco %ﬁ:}% S.pA- IOMERON 35(;(1]16g/mrlnl T | mg
V018 (¢B Tomeprol MapeHTepajta Brge IHn};Hgl:f SpA, IOMERON 350511(‘)1%11“ t- mg
VO;Z (‘)AB Tomeprol IapesTepatHa Bracco %ﬁlgf SpA- IOMERON 35 01 (r;:)g/mrlnl T | mg
VOg;)A X Sulphu{ TAPCHTEPATHA Bracco International B.V., Sono Vue | 8 ul/ml o
exafluoride Hupepnanans

B Tabnduara He ca BKIIOYEHH JIEKApCTBEHUTE MNPOAYKTH, KOUTO Ca o()eprpaHH, HO KOWTO ca
oTnagsany or [losuTuBHEs nekapcTeH cnucek (ITpunoxenue Ne 2) cnen oGsBsiBaHETO Ha OOLIECTBEHATA
MOPHUKA.

KbM TEXHHUECKOTO CH TPENIOKEHHe YYACTHHKHT € MPHJIOXKHI HM3UCKYCMHTE JCKiapaniu oT
IpUTEXATeTUTe Ha PA3pelIeHHeTo 32 ynorpe6a/ yIBJIHOMOIIEHNM MPENCTABUTENH Ha MPHUTEXATCIUTE Ha
paspellieHreTo 3a ynoTpeba, 4 ca 3alo3HaTH C M3MCKBAHMATA KbM JEKApPCTBEHUTE NMPOAYKTH, KaKkTO H C
TOCOYEHUTE B IPOIleTypaTa KOIMIECTBa 32 JIEKAPCTBEHNUTS POXYKTH.

1. Tlo OTHOmEHHe Ha IEKAPCTBEHHs NPOLYKT ¢ THPrOBCKO HAUMCHOBAHHE Glucose Baxter 10%,
pkmoue B HoMmeHnknarypa ¢ ATC kox V06DCO1, cpriaacHO BIHCAHOTO B PETMCTHPA, NOJIBpXKaH OT
HanuoHanHuss CHBET MO IEHH W peMMOypcHpaHe Ha JEKApCTBEHHTE MPONYKTH (HCIIPJIII) xomwucusTa
yCTaHOBH, U€ B PEACTaBEHATA AeKapauus oT [IPY u B KpaTKaTa XapaKTepHCTHKA Ha JIEKapCTBCHUS MPORYKT,
My6auKyBaHa B MyONH4HMS PETUCTBP, MOAABPKAH OT HAJL, chlusT JeKapcTBEH MPOIAYKT € BKIIOYEH B APYT
ATC xop, a umeHHO BOSBAO3.

B Ta3u Bpb3Ka ¥ HA OCHOBAHUE 9L 104, ax. 5 ot 3011 1 wi. 54, an. 13 or TITI30I1, xoMHCHATA U3HCKA

passicaeHus or MAJl u HIICPJI, xaxTo ciieiBa:
B obocobena nosuyua Ne 2 ,,Jlexapcmeenu npodyxmu om ATC zpyna R , Huxamerna cucmema 7

ATC zpyna P ,, Aumunapasumuu npooykmu, uncexmuyuou u penesenmu’”’, ATC epyna S ,, Censopmu opzanu “u

ATC zpyna V ,, Pasnu’” e gkuiouen, CREOHUAM EKAPCMBER NPOOYKM.

Andnami= . MedncoyHapoono
o HenameHmno i Hayun na Mapka /mg, tabl.,
mepaneemuuen L/ 3abenesrcka
w00 JATC-100/  naumenosanue | npunodcenue ml.

/INN/ ;
Vo6DC01 . Glucose napeHmepanIia ml 10%-500 ml

Ipu ogepupane HA JexapcmeeHuws npooykm om eOuH om ydacmuuyume & RpOYeOypama e
npednoxceH, CIeOHUsNM NeKapCMEeH npodyxm, nanuyer 8 1losumugHus 1eKapcmeen CRUCHK — Ilpunooxcenue Ne
2.
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Anamomo- | Mencoynapoono 3abenercka K-e0
mepanesmuy | HeNAMEHMHO Hauun na Tnpzoscko aKmugHo
et k00 /ATC- | naumenosanue | npunoncenue IIPY | naumenosanue |6-60
Koo/ /INN/
Baxecmep

10%-500ml | Bvacapus

Vo6DC01 Glucose napeHmepania EOOJ Glucose Baxter | 100 g/l -
| Bwneapusa | 10% | 300ml

Cwanacno npedsapumento obssenume Yciosuss Ha npoyedypama 6 Texnuuecko npeonodcenue, 6
KOemo YUacmHuyune nocousam ieKapCmeeHume npbayrcmu 3a Koumo,‘ YUQCMEam, KAKIMO U APUMelCcamenume
Ha paspeueHuemo 3a ynompe6a, ¢ YUumo npoOyKmu yuacmeam, cieoea 0a nocouam erexmpoHen aopec, Ha
KOLimo e JOCMBNHA KPAMKAMA XAPAKMEPUCMUKA Ha CbOMBEMHUSL IEKAPCMEEH NPOOYKM.

B cvomeemcmeue ¢ OadeHume Om 8vb3A0JICUMENs YKA3aHUs, YYACMHUKbM € npeocmasun TuHK KoM
Kpamxama Xapakmepucmuxa Ha 1eKapemeenus npoodykm, ny6aukyean Ha caima na Hsneanumenna azenyus
nO JIeKapCmeama Ha CIeOHUs eeKMPOHEH aopec:
httos-/fwww.bda be/be/%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B8/%D0%
BA%D1%80%D0%B0%D1%82%D0%BA%D0%BS-

04 D1%85%D0%B0%D1%80%D0%B0%D0%BA%D 1%82%D0%B35%D1%80%D0%B8%D1%81%D1%82%

D0%B8%D0%BA%D0%B8-%D0%BD%D0%B0-

9% D0%BF%D 1%80%D0%BE%D0%B4%D1%83%D0%BA%D1%82%D0%B8%D1%82%D0%B5
IIpedcmasenama om y4acmHuKa KpamKa XapakmepucmuKa e 3a C1eOHUAM 1eKapcmeen npOOyKm:
hitps://www.bda.befimages/stories/documents/bdias/2019-0 7-22-115674.pdf 3a nexapcmeen npooykm

¢ mypeoscko naumenosanue Glucose Baxter 10% solution for infusion (Tmoxosa Baxcmep 10%, undysuonen

pasmeop) ¢ ATC xoo: BOSBAO3.

Komucuama usespuiu nposepka & pecucmvpa Ha H3nvinumeiHa qeeHyus no ixexapcmeama U
YCManoBY, Ue 6 pecuchbpa HA KPAMKUMe XapaKmepucmuki ce Cbobpoka CredHama uH@OpMayus:

Kpamxa xapaxmepucmuxa Ha 1eKapcmeerus, npoOyKin. ¢ Mbp2o6CKO HAUMEHO8AHUE Glucose Baxter
10% solution for infusion (I'moxosza Baxcmep 10%, ungysuonen pasmeop) c ATC xo0: BO5SBAO3,
npucvcmeauwy 6 Ilosumusnus nexapcmeen cnucvk, [Ipunooicenue No 2,

Kamo uncmumyyuy, Koumo nooOepiicam YumupaHume Om HAC pPe2Ucmpu, Moni 3 Bawemo

cmanoguye Kax Oa 6v0am mMpemupany, YCMGHOBEHUME NO-20pe  HECLOMEEMCmEUs 6 aHAMOMO-
mepaneemuunus ko0, cvOwvpoicauy ce € IlosumueHus 1ekapcmeern CnuctK u O34, NOCOYEH 8 Kpamkama
XAPaxmepucmuKa Ha AeKapcimeenus npodyxm. *.

BnLB BpB3Ka ¢ HANPABEHOTO 3ANIMTBAHE C BX. Ne 61-00-123/31.08.2020 r. or HCHPJIII e
noJiydeHa ciaeHaTa HHpopmanus:

,, Cbeembm u36bpuL NPOBEPKA HA uHpOpMayusma ont Bawemo nucmo 3a aexapcmset HpOOYKm C
Mexcoynapoono nenamenmno naumenoeanue Glucose, éKkuoueny 6 Hpunoocenue 2 na IJIC u ycmanosy,
Kaxmo cnedsa: ,

Jexapcmeen npodykm ¢ MedcOyHapoOHO HENAMENMHO HAUMEHO8ANUE Glucose u HaumenogaHue
GLUCOSE 10% INTRAVENOUS INFUSION BIEFFE, Solution for infusion, 10%, -, Pack: 20, ¢ IIPY Baxter
d.o.o.., Slovenia e eéxwioven 6 ILIC ¢ Pewenue Ne 43 om 07.01.201 Oz. C Pewenue HCP-5187/04.12.2014 ¢
YMEbpOeHa NPOMARA HA IIPY om Baxter d.o.o.., Slovenia na Baxcmep Bwneapus EOOJ], Bvazapus u npomsina
na naumenosanue om GLUCOSE 10% INTRAVENOUS INF USION BIEFFE ua Glucose Baxter 10%.

Om damama na exirousane 6 ILJIC do nacmosuus momenm aexapemeerusim npooykm e ¢ ATC koo
V06DCOI ¢ Hpunooicenue 2 na Iosumusen iexapcmeen chucek. B HCIIPJII ne e nodagano 3assienue om
IIPY wnu ynennomouger npedcmasumen 3a npomsna na ATC xoo.

Obpvwam enumarue, 4e 6 IIJIC ce sxniousam nexapcmeenu NPOOYKMY OM208APAUSYU HA ONPEOENCHU &
HOpMamueHama ypedba YCIOSUs U Npasuna Kem Oamama Ha nooadeHomo 3as6ieHue 30 GKIOUYBAHE.
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Brnousanemo Ha Jexapcmeenume npoOyKmu Ce OCbuecmensa Ha basama Ha axmyannume OGHHU 34
JeKapcmeenus npodykm Kem 0amama na eKkuoyeanemo. Beuuxu nocredsauyu nppoMenu, kacaeuu Coomeemen
nexapcmeen npodykm ce npuemam ¢ Pewenue na Cvsema cred nooadeno sasenenue om Ipumeocamens na
paspeuteruemo 3a ynompeba i ynviHoMouwen npedcmasumen. B npaso u omeosoprocm Ha npumedsicamens
Ha paspewienue 30 ynompeba e 0a 3a36U NPoMen 8 0OCMOAMEICMBAMa, KO2aMO me Ca HANUYHY, KAKMO € 6
HACMOSWUA CAYHaT, Kaxmo u 0a npedcmaeu, 00KA3amencmed 3a. max. B mosu cmucwn, npouseodcmso no
npomana wa obemosmencmeama modice 0a ce unuyuupa om Ipumesicamens na paspeuweHuemo 3a ynompeba
upes nodasane na 3asnenenue 00 Cveema. Cred Oyenxa na OOKYMEHMAYUAMA RO RPUROHCEHOMO 3ASENEHUE CE
npuema pewienue u npomerume ce enuceam 6 IJIC. ”.

BbB BpB3Ka € HANPaBeHOTO 3amMTBaHe ¢ BX. Ne 12-01-56 or 02.09.2020 r. or HAJI e
NoJIydena cieaHaTa Huopmanusn:

., Bvé apv3ka ¢ xowcmamupanomo om Bac necvomeemcmeue ¢ ATC xoda Ha nexapcmeenus
npodykm Glucose Baxter 10 % solution for infusion meocoy Kpamxama xapaxmepucmuxa Ha npoOyKma
(KXTI), Pezucmupa na nekapcmeernume npodykmu, paspewieni 3a ynompeba na mepumopusma na Penybnuxa
Buneapus u Hpunooicenue Ne 2 om Ilosumusnus nexapcmeen cnucvk, Bu yeedomagame, ue beute useopuiena
npoeepka om cmpana Ha HAJI, koamo ycmanosu:

. cvenacro nybruxyeanama om Ceemosnama 30pasna opeanusayusi (C30) anamomo-mepanesmuuna
xumuuna (ATC) rnacuguxayus, ATC xodose, sanousauu ¢ V06 ce omnacsm 3a 1eKapcmeeny. npooyKmu 3a
nepOpanto NPUNONCEHUe.

https.//www.whoce.no/atc_ddd_index/
° GCUMKU TIEKAPCMEEHU NPOOYKMU 3G NAPEHMEPATHO NPWIOJNCEHUE, paspeweHu 3a ynompeba Ha
mepumopusma na Eponeiickomo ukoHOMU4ecKo npoCcmpancmeo, CeObplCayu Glucose 10 % ca ¢ ATC o0
BO5BA03 cvanacho ATC knacudpuxayusma, nybaukyeana na oguyuannusm urwmepnem caim na C30:

https:/fwww.whoce.no/atc_ddd_index/?code=B05BA03&showdescription=yes

° cvanacro usoadenomo om HAJI pazpewenue 3a ynompeba (II-21546/18.03.2013) na yumupanus no-
20pe nexapcmeen nPOOYKM, CLWUsM e NpeOHasHaueH 3G NAPeHmEPAnHO NPULOdCeHUe u e ¢ ATC koo
BO5BAO3.

B saxniouenue moxcem da 0606wum, ue npasunnus ATC ko0 na aexapcmeenus. npodyxm Glucose
Baxter 10 % solution for infusion e BOSBA03, xoiimo cvomeemcmea na nocouenus ¢ KXII u Pecucmuvpa Ha
JNexapcmeenume BPOOYKMy, paspeuteny 3a ynompeba na mepumopusama Ha Penybruxa bvazapus. .

Crex KaTo KOMHCHATA pasriiena noiyderure passcHenus oT MAJI u HCLIPJIII ce ycTanosy, 4e HA
TepuTopusTa Ha Peny6nuka Bbirapns HAMa PErHCTPUPAH JEKapCTBEH MPOAYKT C ThPrOBCKO HAUMCHOBAHMUE
Glucose Baxter 10% solution for infusion u ¢ ATC V06DC01, xakto 1 ue npeacrasenara o1 ,MEJEKC*
OO/ kpaTka XapakTepHCTHKa € 3a JiekapcTBeHus npoaykt Glucose Baxter 10%% solution for infusion ¢ ATC
xon: BO5BA03, xoiiTo He € mMpeZIMET Ha Bh3JaraHe Ha HacTosllaTa OOHIECTBEHA TOPbYKa.

IIpeaBua U3I0KEHOTO [0 TYK, KOMHCHATA Mpejlara Ha OCHOBAHHE L. 107, 1. 2, 6yksa ,,a“ ot 3011
YYACTHHKBT Ja 6BJe OTCTpaHEeH OT YJacTHE B IIPOLETYPaTa 3a ClIeAHATa HOMEHKATYpa: JEKapCTBECH NPOAYKT
¢ ATC kox VO6DCO1, Mex/IyHapoaHO HENATeHTHO HauMeHoBaHue , Glucose”, ¢ opMa Ha MPUIOKEHHE —
TNapeHTepaiHa, Thil KaTo He OTTOBaps Ha IIPEABAPUTENHO OOSIBEHUTE YCIOBHS 32 M3IBIHEHNE Ha NIOPBUKATA, a
HMEHHO: 32 JIEKApCTBCHHS NPOJYKT YYaCTHHKBT HE € IOCOYI eIeKTPOHEH aapec, Ha KOMTO € NOCThIIHA
KpaTKaTa XapaKTePHCTHKA HA CHOTBETHHS JIEKAPCTBSH MNPONYKT, CBIIIACHO MNPEIBAPUTE/IHO 00sABEHHUTE
YCJIOBHS B JIOKYMEHTAIIHATA 32 O0IIECTBEHATA OPBUKA, ChAbPKAIIHM CE Ha CTP. 21.

7. Tlo OTHOIICHHE HA BCHYKHM OCTAHAJM JEKAPCTBEHH NPOXYKTH OT obocobena mosuums Ne 2,
oepupaHH OT YYacTHHKA, KOMHCHATA pasriieia MOAPOGHO HANPABEHHTE MPEINONKEHHS M MPelCTABeHHTC
JOKYMEHTH H YCTAHOBH, 4e OTrOBApST Ha OOSBEHUTE OT BB3ITOXKMTEN YCIOBHS 32 U3MbJIHEHNE Ha MOPBUKATa
¥ ydactauksT ,, MEJIEKC“ OO/1 € nonycHar 0 OTBAPSHE HA LEHOBUTE UM HPEATIOKCHUL.
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1. Pasriiexiane HA TeXHHYECKHTe NpeN/ioxeHus mpeacrasedn ot ,ITPO DOAPMAITUA“
EOOJI 3a o6ocobenn mosumun Ne 1 m Ne 2 W nmpoBepka 3a ChOTBETCTBHETO HM C IPEeABAPHTEIHO
06SIBEHHATE YCJIOBUS B CHOTBETCTBHE ¢ Wl 56, a1 2 ot [III3011

KOMHCHSTA YCTAHOBM, Y€ YYaCTHHKBT € Iocoumn BbB dopmara "TexHHuecko mpensioxKeHne", 4e
TIpeJiara CieIHuTE JeKapCTBCHH TIPOLYKTH 110 000C00eHA O3ULIAS Ne 1:

MexmyHapo
ATC - Ao Haunn na 3abene | Ilpurexaren HA pa3peIICHUETO TBproscko Komraecrao Msip
KOJ FICTIATERTHO IPWIOKEHHE KA 3a yndTpeGa HAMMEHOBAHUE AKTHBHO Ka
HAUMEHOBA BEMIECTBO
HHE
NO1AX1 Propofol ——— 1% Fresenius Kabi Deutschland Propofol 1 % 10 mg/ml - |
0 P PEHTED ¢ GmbH, ['epmanus Fresenius 20 ml m
NO1AX1 Propofol ADGHTEDATHA 1% Fresenius Kabi Deutschland Propofol 1 % 10 mg/ml - |
0 P PERTED ¢ GmbH, I'epmanms Fresenius 50 ml m
NO1AX1 Propofol S —— 1% B. Braun Melsungen AG, PROPOFOL- 10 mg/ml - |
0 P POHTEP ° Tepmasus LIPURO 1% 20 ml m
NO1AX1 Propofol S — 1% B. Braun Melsungen AG, PROPOFOL- 10 mg/ml - |
0 P PCHTEP: o Fepmanns LIPURO 50 ml m
NO1BBO Ropivacaine | mapertepaia B. Braun Melsungen AG, Ropivacain HC! | 5 mg/ml - 10
9 P P P Tepmanua B.Braun ml mg |
NO2BEO Paracetamol |  mapenTepaHa B. Braun Melsungen AG, Paracetamol 10mg/ml - m
1 P P | ‘Tepmanus B.Braun 100 ml | g

B TabiMmaTa He ca BKIIOYEHH JEKAPCTBEHWTE NPOIYKTH, KOWTO ca OdepupaHH, HO KOMTO ca
oTmagHami ot IlozutuBHHs NexapcrBeH cruchk (IIpunoxenne Ne 2) cren o0sBABaHETO Ha OOLIeCTBeHATa
[OPBYKA.

KbM TEXHHYECKOTO CH NPEIJIOKEHHE YYaCTHHKBT € IPUIOKHI H3MCKyeMUTe NEKIapaliu OT
IpHTeXATeNs HA paspelleHHeTo 3a YMoTpeOa/yIbIHOMOLICHUS MPEACTABHTEN Ha TIpUTEXaTeid Ha
paspeilieHHeTo 32 YNOTpe(a, Ue Ca 3alo3HATH C M3MCKBAHMATA KbM JICKAPCTBEHMTE MPOAYKTH, KAKTO H C
MIOCOYEHHUTE B NPOLEAypaTa KONMYECTBA 32 JICKAPCTBEHUTE MPOIYKTH.

Crnen xaro pasriena MOAPOOHO MpPEACTaBEHOTO OT Y4aCTHHKA L,JIPO ®APMALIUA* EOO[
TEXHAYECKO NpeJJIOKEHIe U IPEACTaBEHNTe KbM HErO NOKYMEHTH IO obocobena nosuiws Ne 1, koMucusra
YCTAaHORH, Y€ CBHIIMST OTTOBAps Ha OOSBEHHTE OT BB3NOKUTENS yCIOBUs 33 M3IBIHCHUE HA NIOpBUIKATA U Ce
JIOTIYCKA [I0 OTBAPSHE HA LICHOBATE NPEJIONEHNAS 32 BCHUKH MPEJIOKEHH OT HEro JICKapCTBEHH NPOAYKTH.

KoMHMCHATA YCTAHOBH, Y€ YYaCTHHKBT € TOCOHYMI BbB (opmara "TeXHUYECKO HpemyokKeHue", de
npejyiara ClieIHUTE JTE€KapCTBECHH IPOLYKTH MO obocobena no3uLus Ne 2

MexmyHap
OHO Komuectso
ATC - A Hauun na 3abene | IIpurexaren Ha pa3pelieHUETO Trproscko Map
HETMIaTEHTHO aKTHBHO
Koo TPUIOKCHHE KK 3a ynorpeba HAUMEHOBAHHE Ka
HaUMEHOBA BEIECTBO

HHC

5%-500 B. Braun Melsungen AG,

0,
V07AB Glucose MapeHTepaIna ml Tepmanus Glucose Braun 5% 500 ml
%~
NOTRE0 Glucose napeHTepaiia 3%-230 B. Braun Melsungen AG, Glucose Braun 5% 250 ml
0 ml Fepmanus
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V082A B0 Tohexol TIApeHTepaTHa BL?:{:SH?%%{SEE B;:;:::;m Kopaq 3501135 rIn/inl - | mg I
VOS;‘ BO | Iohexol | napenTcpaiHa | | Bng:;nq;;poMg;E B];r:;g;m Kopagq 3001I81()g zinl " | mgl
VOS;‘B O Iohexol TapeHTepaIHa Eﬁ:::ﬂfgggg Bg:;:;:m Kopaq =08 Sn(l)gn{;ml T Imgl
V082A BO | [ohexol TapeHTepaHa BTS:‘:SH?%%ISI; B;:ﬁ‘:;m Kopaq 350 Sn(l]gnlliml " I mgl
VOSiA BO Iohexol MapeHTepaTHa BI’%::;;;%‘SJE BE:;:;I;HH Kopagq 35021(1)155 z;nl T | mgl

KbM TEXHHYECKOTO CH MpPEIOKEHHEe YYACTHMKBT € TPHIIOKUII H3UCKYEMHTE NEKiapaiu OT
PUTEKATENNTE Ha PA3pEIeHHETO 3a ymoTpeba, 4He €a 3aro3HATH C H3UCKBAHHMATA KbM JICKAPCTBEHHTE
IPOAYKTH, KaKTO U C [OCOUCHHTE B MPOLEAypaTa KONMYECTRA 32 JIEKAPCTBEHATE IPOAYKTH.

Crnes kaTo pasriefa MmoApo0HO TNpPeACTaBEHOTO OT YYaCTHHKA LJIPO GAPMALIMSA EOON
TEXHHUYECKO NPEeAIOKEHHE U MPEACTaBEHHTE KbM HEro JOKYMEHTH IO obocobeHa nosumius Ne 2, KoMUCUATA
YCTAaHOBH, Y€ CHIUAT OTrOBapsi HA OOABEHUTE OT BH3NOXUTENS YCJIOBHA 38 M3NBIHEHNE Ha NIOPBUKATA U CE
JOMyCKa JI0 OTBAPsHE Ha LIEHOBHTE MPE/IOKEHIS 38 BCHUKH MPEUIOKEHN OT HETO JIeKapCTBEHH NPOAYKTH.

12. Pasriesiane Ha TEXHHYECKOTO NpeioxeHne npeacrasedo ot ,,ThbPTOBCKA JIMT'A -
TJIOBAJIEH AITTEYEH IIEHTDBP“ AJl 32 o6ocoGena mosunusi Ne 1 H npoBepKa 3a CbOTBETCTBHETO
MYy C IpeABAPHTETHO 00SBEHHTE YCAOBHS B CHOTBETCTBHE € "I 56, aa. 2 ot IIII3011

KOMHCHSTA YCTAaHOBH, Ue YMaCTHHKBT € IOcoumMn BhB (opmara "TexHmuecko npeanokeHue”, ue
Tpejiiara ClieAHATE JICKapCTBEHU NPOXYKTH!

Mexaynap
e H 3ab TpuTexkaren HA PaspEIICHHETO Tesproscko Komguccra M3y
ATC - KO/ HENIATCHTH a4HH HA abene | [IpuTexaren HA Pa3peIlCHA Prosc o AKTHBHO p
0 TIPUTIOKEHNE KKa 3a ynorpeba HANMEHOBAHHE semectso |
HAUMEHOBA
| HUE
. Yaitkagapma . .
NOLAHO06 Reml_f sniza MapeHTepaina BHCOKOKAYECTBEHHTE Rem.lfentaml 5 mg
il Tchaikapharma
nexapersa AJl, bearapus
NOIBBO2/CO1 | ., . HiEadepin Lidocaine- 10 mg/ml-
Lidocaine | mapenTepanHa BHCOKOKAYECTBEHUTE . mg
BBO01 Tchaikapharma 10 ml
- nexapcra AJl, Bearapus
Yaiikadapma . . )
NOIBBO2/COL | 4 446caine [IapeHTEpaIHa BHCOKOKAYECTBEHHTE quocalne 20 mg/ml mg
BBO1 Tchaikapharma 10 ml
L ) nexapcrea AJl, Bearapus |

KBbM TEXHMYECKOTO CH TMpEIOKEeHHe YUACTHHKBT € IMPMIOKHI H3UCKyeMaTta Jekiapaimsi OT
TPUTEKATENS Ha Pa3peLICHAETO 3a YIOoTpela, Ye € 3aN03HAT ¢ U3HCKBAHMSTA KbM JICKAPCTBEHUTE HPO/YKTH,
KaKTO U C TIOCOYCHHUTE B IPOIEAypaTa KOIMYECTBA 32 NEKAPCTBEHUTE IPOAYKTH.

Crnen xato pasriezia ToApOOHO MPEIICTaBeHOTO OT y4aCTHHKA . TBPTOBCKA JIMI'A — T'JIOBAJIEH
AITTEYEH LEEHTHP* AJl TexHuuecko NpeioKeHne H NpeACTaBeHUTe KbM HEro JOKyMEHTH TiO obocobena
nosumus Ne 1, KOMHCHSTA YCTAaHOBH, Ue CHLIMAT OTTOBaps Ha OOfABEHMTE OT BB3NOXHICILL YCIOBHA 34
M3MhIHEHNE Ha OPHUKATA M Ce JOMyCKa JI0 OTBApsiHE Ha LEHOBHTE MPEUIOKCHIS 32 BCHIKH IPEIIONCHH OT
HETO JIEKAPCTBECHH TIPOAYKTH.
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13.

Pasriexaane HA TEXHHUECKOTO npeasioxkenue npeacraseso ot ,,ObOHUKC ®APMA®

EOOJ/ 3a oGocoGena mosunusa Ne 1 u npoBepka 32 CbOTBETCTBHETO MY C NpPEIBAPUTE/IHO oOsIBeHHTE
YCJIOBHSL B CHOTBETCTBHE ¢ Wl 56, a1, 2 ot IIII30I1
KoMmucusTa yCTAHOBH, 4€ YYAaCTHHKBT € MOcoumi BB (opMaTa "TexHuuecko mpeanoxeHue”, ue
OpeaJiara CieTHUTE JEKapCTBEHH MPORYKTH:

MexayHapoa
ATC- HO Howmma | 3aGen INpurexaren Ha KomuectBo Miipi
KO HEnaTeHTHO npaomenve | exxa paspeleHHeTo 3a TBProBcko HAMMEHOBAHHE AKTHBHO a
HaHMEHOBAHH yrotpeba BEII[ECTBO
e
NO1A AbbVie Deutschland a
lB 08 Sevoflurane | wHXamaropHa GmbH & Co. KG, Sevorane 250 ml
N T'epmanus
NO1A . Gedeon Richter Plc., 50 mg/ml -
X03 Ketamine | mapenTepaiHa Varapus CALYPSOL 10 ml mg
Fresenius Kabi
N(_)IA Propofol naperTepamHa | 1% Deutschland GmbH, Propofol 1 % Fresenius 10 mg/mi - ml
X10 T 20 ml
epMaHus
Fresenius Kabi
NOLA Propofol napentepaina | 1% Deutschland GmbH, Propofol 1 % Fresenius 10 mg/ml - ml
X10 T 50 ml
| ~ T'epmanns
NO1A o, | B.Braun Melsungen AG, § o 10 mg/ml -
X10 Propofol mapentepanna | 1% Tepyanns PROPOFOL-LIPURO 1% 20 ml mi
NO1A o, | B.Braun Melsungen AG, 10 mg/ml -
X10 Propofol nmapeHtepansa | 1% Tepnanns PROPOFOL-LIPURO 50 ml ml
Accord Healthcare
1\113001 IB Bupivacaine | napenrtepaina Limited, O6eaunero Bupivacaine Accord 3 mi ?1-4 mg
Kpasncrso
Accord Healthcare
NO1B Lidocaine | mapeHTtepaiHa Polska Sp. z.0.0., Lidocaine Accord 10 mg/ml-10 mg
B02 ml
Ionuia
Accord Healthcare
NoiB Lidocaine | mapeHTepaina Polska Sp. z.0.0,, Lidocaine Accord 20 mg/mi-10 mg
B02 ml
Tlomma |
NOiB . . B. Braun Melsungen AG, . . 5 mg/ml - 10
B09 Ropivacaine | napeHrepanHa J E— Ropivacain HCI B.Braun ml mg
- . Lo CATHEJELL WITH g
NO1B Lidocaine, Montavit GmbH., .
B52 | Chlorhexidine ypeTpansa Ascrpus LIDOCAIN ure2t;1ral gel 125 gx 0,25 I;li(:l(;c
' | . CATHEJELL WITH g
NO1B Lidocaine, Montavit GmbH., .
B52 | Chlorhexidine ypeTpanHa . Ascrpus - LIDOCAIN‘l}r;;hI‘?ﬂ gel 8,5gx 0,17 L;iizc
X ®pesennyc Kabu )
N02B Paracetamol | mapenTepanna Boarapus EOOJ], Paracetamol Kabi 10 mg/ml mg
EO01 : . 100 ml
brarapus )
NO3A | Carbamazepin | nepopaiHa G. L. Pharma GmbH, Neurotop 200 mg
Fo1 e TBBPIAA .. ABcTpHs
NO3A | Carbamazepin | nepopajiHa G. L. Pharma GmbH, Neurotop retard 600 -
FO1 ¢ TBEPAA - ABcrpus
NO3A | Carbamazepin | nepopaiHa G. L. Pharma GmbH, Neurotop retard 300 meg
Fo1 € TBBpAA Ascrpus
NO3A | Oxcarbazepin | nepopaiHa TevaB.V., Tevaleptin 600 mg
F02 e . TBBpIa Hupnepnannus ‘




NO3A | Oxcarbazepin | mnepopaiza Novartis Pharma GmbH, 60 mg/ml -

F02 e : TEYHA I'epmanus TRILEPTAL 250 ml me
NO3A s G. L. Pharma GmbH, 100 mg/ml-5

Gol Valproic acid | mapenTepania Avcrpus Convulex ml mg
NO3A . Canotu Bsirapus .

Gol Valproic acid | mapeHTepansa EOOJI, Brarapus Depakine 400 mg
NO3A L nepopanHa G. L. Pharma GmbH,

Gol Valproic acid THEpIA Ascrpus Convulex 500 mg
NO3A L HEPOpaITHA G. L. Pharma GmbH,

Gol Valproic acid TEEpIA Ascrpis Convulex 300 mg
NO3A . nepopaHa G. L. Pharma GmbH,

Go1 Valproic acid TEEpIE ABcTpia CONVULEX CHRONO 500 mg
NO3A | ¢ ioroic acid | ePOPA/Ha G. L. Phigymg GmbL, CONVULEX CHRONO 300 mg

GO1 TBBpIA . . ABcrpms
NO3A o nepopaiHa G. L. Pharma GmbH, » 50 mg/ml -

Gol Valproic acid iy Avcrpis Convulex 100 ml mg
NO3A C nepopajHa Canotu Brirapus 57,64 mg/ml

Go1 | Valproicacid | EOO]L, Brurapus DEPAKINE J150ml | ™8
NO3A . nepopanHa

X09 Lamotrigine TBEpIE Axrasuc EAJ], brnrapus EPITRIGINE 100 mg
NO3A . niepopaHa = g ;

X09 Lamotrigine TREpIA Axrasuc EAJI, birapus EPITRIGINE 50 mg
NO3A . nepopanHa : ; .

X11 Topiramate B Axtasuc EAJI, beirapus TALOPAM 50 mg
NO3A . nepopanHa -

X11 Toplramate TEEPIS, i Axtasuc EAJl, Brarapus TALOPAM 100 mg
NO3A Gabapentin nepopatHa Pfizer Europe MA EEIG, Neurontin 400 mg

X12 TBBpIAA Benrus
NO3A Gabapentin nepopanHa Pfizer Europe MA EEIG, Neurontin 300 mg

X12 TBEPIA Benrus
NO3A . IepopanHa Accord Healthcare o

X14 Levetiracetam TRBpIA S.L.U., Mcnanus Levetiracetam Accord 1000 mg
NO3A . nepopaHa -Accord Healthcare .

X14 Levetiracetam TEpIA S.L.U., Herans Levetiracetam Accord 500 mg
NO3A Levetiracetam | TePopaIma Actavis Group PTC ehf,, Noepix 1000 mg

X14 TREpPAA Hcnanpus
NO3A Levetiracetam | FEPOPAIHA Actavis Group PTC ehf,, Noepix 500 mg

X14 TBBpAA Hcnanaus

Pharmaceutical Works

NO3A . nepopanta . . 100 mg/m] -

X14 Levetiracetam et Polpharlflna S.A. (PL), Repitend 300 ml mg

. Hoama

NO3A Pregabalin TIepopaHa Actavis Group PTC ehf,, Bricka 150 -

X16 TBBPA2 Ucnanmus
NO3A Pregabalin nepopajHa i Actayis-Group PTC ehf,, Bricka 75 mg

X16 TBBPAA Wcnangun
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NO3A . TiepopaitHa Accord Healthcare . .

X16 Pregabalin i S1.U., Ucnanns Pregabalin Accord 75 mg
NO3A . TICpOpaTHa (. L. Pharma GmbH,

X138 Lacosamide fikpia Ascrpus Trelema 50 mg
NO3A . HepopaTHa G. L. Pharma GmbH,

X18 Lacosamide TP ApcTpus Trelema 100 mg
NO3A . HepopaiHa G. L. Pharma GmbH,

X18 Lacosamide TeBpna Ascrpus Trelema 150 mg
NO3A . nepopajiHa G. L. Pharma GmbH,

X18 Lacosamide EbpAa Ascrpas Trelema 200 mg
NO4A S fiepopaiHa Ausxamonn EOOJL, .

A02 Biperiden TRLDIA " Bwarapus MENDILEX 2 mg
NO04B .. nepopaiHa Actavis Group PTC ehf,,

Co4 Ropinirole R " Hcnanmms Raponer 8 mg
NO04B .. nepopanHa Actavis Group PTC ehf,,

Co4 Ropinirole TEEDIA “Wcnanzus Raponer 4 mg
NO4B .. nepopaiia Actavis Group PTC ehf., |

Co4 Ropinirole TEEpIA Vicnanmus Raponer 2 mg
NO04B . NEpopaIHa TevaB.V,, .

C05 Pramipexole TREpIA Hugepnasms Pramipexole Teva 0.7 (1.00) mg
N04B . niepopanHa TevaB.V,, .

C05 Pramipexole TEBpIA Huxepnasams Pramipexole Teva 0.18 (0.25) mg
N04B . niepopaiHa Medochemie Ltd.,

Co5 Pramipexole TEEpAA Komop MEDOPEXOL 0.7 (1.00) mg
NO4B | o ipexole | "CPOPAHR Medochemic Lid.. MEDOPEXOL 0.18(025) | mg

C05 TBBpIA Kurrsp
NO4B .- nepopaHa Medochemie Lid.,

Doi Selegiline TBEpIA Kumsp SELEGOS 5 mg
N04B . nepopanHa Medochemie Ltd., .

D02 Rasagiline TEEpIE Kumop Sagilia 1 mg
1\11;)0554 Fluphenazine | mapetrepania KRKA, d.d., Criosemms MODITEN DEPO 23 mi ™1 mg
NOSA | roloperidol | TePOPATHA Gedeon Richter Ple., | 141 GpERIDOL-RICHTER 15 mg

DO1 TBBpIA Yurapus

N o Accord Healthcare
NOSA Clozapine fiepopaiHa Polska Sp. z.0.0., Clozapine Accord 100 mg
HO02 TBBEpIA Tl
- gy - TTomna
NOSA i Accord Healthcare
Clozapine Cpopaita Polska Sp. z.0.0., Clozapine Accord 25 mg
HO02 TBBPIA
) - - Tlonma
NOSA . Eli Lilly Nederland B.V, -

HO3 Olanzapine | napenTepanHa Huepuasms Zypadhera 405 mg
NOSA . Eli Lilly Nederland B.V,

HO3 Olanzapine | mapesTepanHa Huneprasyms Zypadhera 300 mg
NOsSA Olanzapine IepopanHa Actavis Group PTC ehf, OLANZAPIN ACTAVIS 5 mg

HO03 TBBp/A Henanaus
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NO5SA

nepopaiHa

Actavis Group PTC ehf.,

HO3 Olanzapine BEpAa Wcnasams OLANZAPIN ACTAVIS 10 mg
Accord Healthcare
NO5A . i
Hos | Olanzapine “egipa;:a Polska Sp. z.0.0., OLANZAPINE ACCORD 5 mg
P. [Momma
Accord Healthcare
NOSA .
Hos | Olanzapine “i‘;‘;pa;:a Polska Sp. z.0.0., OLANZAPINE ACCORD 10 mg
P [lomua -
NO5A . mepopansa ‘TevaB.V,, .
HO3 Olanzapine TBEpIA Hisnepnarmis Olanzapine TEVA 5 mg
NOSA . mepopanHa TevaB.V., .
HO3 Olanzapine TREIA Hunepranans Olanzapine TEVA 10 mg
Accord Healthcare -
NOSA .
HO4 Quetiapine H(ﬁ:;r;a;:a Polska Sp. z.0.0., Quetiapine ACCORD 200 mg
1lomua
Accord Healthcare
NO5A Lo -
HO4 Quetiapine H?B(.)Lpa;;{a Polska Sp. z.0.0., Quetiapine ACCORD 400 mg
P Hoama
Accord Healthcare
5A - ;
I\;(I)O 4 Quetiapine nc&zpa;;a Polska Sp.z.0.0., Quetiapine ACCORD 300 mg
P [omma
Accord Healthcare
A -
1\11_?3 4 Quetiapine ne;p;)bpa;l:a Polska Sp. z.0.0., Quetiapine ACCORD 200 mg
P [Momma
NOSA . . nepopaisa Medochemie Ltd., .
LOS Amisulpride TREDIA Kuirop - Medosulpide 400 mg
NOSA . . Hepopaiiia Canodu brirapus
L05 Amisulpride TEEpIA EOOJI, Brrapus SOLIAN 400 mg
I\;?g{? Risperidone H?;)};a;:a Axrapuc EAJl, Bearapus SPERIDAN 4 mg
I‘;?gé* Risperidone “ﬁl%a;:a Axrasuc EAJI, Buarapus SPERIDAN 3 mg
I\;?gi? Risperidone ne;;;c;;;a;:xa Axrtasnc EAJl, bearapus SPERIDAN 2 mg
Iggg{? Risperidone neg;;;)a;l;a Axrasuc EAJl, Brarapus SPERIDAN 1 mg
NOSA . nepopanHa TevaB.V., .
X12 Aripiprazole TREPIA Huzepranms Aripiprazole Teva 15 mg
NOSA D niepopania TevaB.V,, N
X13 Paliperidone TEDIA Hugepnasua Paliperidone Teva 6 mg
NOSA R nepopaiHa TevaB.V., .
%13 Paliperidone TBHPIR Hugepranms Paliperidone Teva 3 mg
NO5SA S nepopanHa Gedeon Richter Plc., .
X15 Cariprazine TEEDIS Verapus Reagila 1,5 mg
NOSA . .- nepopanHa Gedeon Richter Plc., .
X15 Cariprazine TEBpIA Varapex Reagila 3 mg
NO5B . nepopanna UCB Pharma SA,
BO1 Hydroxyzine TEEpIE Bearust Atarax 25 mg
]\]I;]()G ? Paroxetine neg;;;a;:a Axrasuc EAJI, bearapus XETANOR 20 mg
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NO6A | pivoxamine | TCPOPATHA Maiinas EOOLL, FEVARIN 100 mg
B08 TBBpAA Buarapua
Accord Healthcare
NO6A Escitalopram nepopatta Polska Sp. z.0.0., Escitalopram Accord 10 mg
B10 TBBpAA :
: INomma
NO6A - . nepopaiHa ;
X11 Mirtazapine TREpIA Axrasuc EAJl, Bparapus REMIRTA 30 mg
NO6A Venlafaxine nepopatHa Actavis Group PTC ehf,, LAROXIN SR 150 mg
X16 TBBPAA Hcnanans
NOGA Venlafaxine nepopanHa Actavis Group PTC ehf., LAROXIN SR 75 mg
X16 TBBPAR Hcnauams
NO6A . TepoparHa Actavis Group PTC ¢hf., .
x21 Duloxetine TEBpIA Mcnanes Aritavi 30 mg
NO6A Duloxetine [epopaiTHa Actavis Group PTC ehf,, Aritavi 60 mg
X21 TBBPAA Hcnaupus
NO06B Caffeine NapeHTepanHa Chiesi Farmaceutici Pevona 20 mg/ml -
Co1 citrate /niepopanHa SpA, Utanns Y 1ml mg
N06B Piracetam TIiepopaJtHa Axrasuc EAJl, bparapus PYRAMEM 800 mg
X03 TBBpAQ
N06B Piracetam fiepopaHa Axrasuc EAJl, bearapus PYRAMEM 400 mg
X03 TBBpIA
NO06B . nepopaHa - .
X03 Piracetam TREpIA Axrtasuc EAJI, bearapus PYRAMEM 800 mg
NO6B | . . Gedeon Richter Plc., 5 mg/ml - 2
%18 Vinpocetine | mapeHTcpaHa Verapas CAVINTON nl mg
NO06B Vinpocetine nepopatHa Gedeon Richter Plc., CAVINTON FORTE 10 mg
X18 TBBpAA VYurapus
NO6B Vinpocetine nepopanHa Gedeon Richter Plc., CAVINTON FORTE 10 me
X18 TBBPIA Vurapus
NO6B Vinpocetine nepoparHa Geédeon Richter Ple., CAVINTON 5 me
X18 TBEPIA VYurapus
NO06D . nepopansa | ordina Accord Healthcare .
X01 Memantine TREpIA ry S.L.U., Mcnanus Memantine Accord 10 mg
NO6D Memantine nepopanua | ordina | Actavis Group PTC ¢hf., Nemdatine 10 mg
X01 TBBpIA ry Wgnangns
No6D . nepopanHa | ordina Accord Healthcare .
X01 Memantine TBEpIR ry $.L.U., Vcnanus Memantine Accord 20 mg
NO7A | Pyridostigmin | nepopanza TevaB.V,, .
AQ2 e TBHPAA Hupepnanmms Kalymin 60N 60 mg

B TabnuuaTa He ca BKIIOYCHH JEKAPCTBEHHTE IPOJYKTH, KOWTO Ca obeprpaHi, HO KOHTO ca
ornagsami or Ilosuruerus nexapcteed cruchk (TIpunoxenue Ne 2) ciiesi 0OsBABAHETO Ha obliecTBeHaTa
NOPBHYKA.

KBM TeXHHYECKOTO CH NpPEeJOKEHHe YYaCTHHKBT € MPHIONKHI JeKapalud OT NPUTEKATEIHTC Ha
paspelneHmsiTa 32 YNOTpeOa/ YMbIHOMOIICHATE NPEICTABHTENH Ha IPUTEKATEINTE HAa DaspeLICHHSTA 3a
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yrnoTpeGa, e ca 3alO3HATH C M3MCKBAHMATA KbM JEKAPCTBEHUTE MPOAYKTH, KaKTO H C MOCOUCHMTE B
poreaypara KOJM4ecTBa 32 NIEKapCTBeHUTE NPOAYKTH.

1. ITo OTHOUIEHHE HA JCKAPCTBEHHS MPOAYKT C ThProBCkO HaumeHoBauwe Ievaleptin, He ¢
npeicTaBeHa JeKiapalds Ha YIBJIHOMOIUCHHS MNPENCTABHTCI LAktaBuc“ EAJl Ha mnpHTexarteas Ha
paspetenneto 3a ynotpeba Teva B.V., Hunepnanaus. CrrnacHo NpeaBapuTEIHO OOSABEHUTE YCJIOBHS B
JOKyMEHTalusTa 33 OOIIeCTBEHATa NOPhYKa, ChABPXKAIIK C€ Ha CTP. 12 u cTp. 21, B TexHHYECKOTO CH
TPeUIOKEHNE, YIACTHHLMTE [I0COYBAT JIEKAPCTBEHHUTE TIPOIYKTH, 32 KOUTO y4ACTBAT, KAKTO U NPHTEKATEIIUTE
Ha paspelleHneTo 3a ynorpeba, ¢ YHHTO IPOJYKTH ydacTsar. KbM TEXHHYECKOTO MPE/TIOKEHHE ClIe/(Ba [a Ce
IPHMJIOXKA KOMHE Ha JeKnapalys OT MPHTeXKATEeNls HA PaspelieHneTo 3a yrotpeba MM NPOM3BOAMTENAT Ha
IeKAPCTBEHHMS POAYKT, Y€ € 3aM03HAT C H3MCKBAHMITA KBM JICKAPCTBEHHTE NIPOAYKTH, KAKTO H C IIOCOHCHUTE
B [IPOLIE/yPAaTa KOJMYECTBA 32 TO3H JIEKAPCTBEH MPOAYKT, KAKTO H Y€ € ChIIIACEH JIEKApCTBCHHUSA MPOLYKT Aa
6b/1e oepHpal OT YIaCTHHKA B POLEAYpaTa (CBODOEH TEKCT).

Ilpensua HM3NOKEHOTO, KOMMCHSATA Tpejiara Ha OCHOBaHHE YL 107, 1. 2, 6ykea ,a“ ot 30II
Y4aCTHUKBT fia Objie OTCTPAHEH OT yyacTHe B IPOUECAYpATa 32 ClleIHATa HOMCHKIIATYPA: JICKApCTBEH MPOMYKT
¢ ATC xon NO3AF02, MexayHAapoOHO HEMaTeHTHO HauMcHoBamme ,Oxcarbazepine®, ¢ Qopma Ha
TPUIIOXKEHHEe — [epOpajHa TBBPAA, Thi. KATO HE OTrOBaps Ha TIPEABAPHTCITHO O0SBEHATE YCIOBHS 34
M3IIBIHCHAE HA TOPHLYKATA, 2 MMEHHO: 3a JEKAPCTBEHHS MPOJYKT ¢ ThPrOBCKO HAaHMCHOBAHHE Tevaleptin,
YYACTHUKBT HE € TIPEICTABAII ASKJIapalyst OT YI'bIHOMOLICHHUS IpeACTaBUTE ]/ TIPUTEKATENS HA Pa3PEILCHHETO
3a ynorpeba Ha NeKapCTBEHHs TPOMYKT, U€ € 3aMl03HAT ¢ M3UCKBAHKATA KbM JICKAPCTBEHUS IIPOAYKT, KAKTO 1
C [OCOYCHHTE B MNPOLEAypaTta KOJNMYECTBA 3a TO3U JIEKAapCTBEH IIPOAYKT, KaKTo H 1€ € ChIaceH
NEKapCTBEHHAT MPOAYKT Aa ObJe odepupan OT y4acTHHKa B MPOLENYpara, CBIIACHO IPEABAPUTENHO
0GSBEHHTE YCIOBHS B JOKYMEHTALUATA 3a O0IIeCTBEHaTa NOPhYKa, ChABPKAIIH ce Ha CTP. 12 m cTp. 21.

2. Tlo OTHOIIEHWE HA NEKAPCTBEHHS IPOAYKT C THProBCKO HAHMEHOBAHHE TRILEPTAL, ue e
npefcTaBeHa JAekjapauus OT TNpPHTEXarelsd Ha paspeinenneTo 3a ymorpeba Novartis Pharma GmbH,
Tepmanus. ChracHO NPEeJBAPUTENHO OOSBEHHTE YCIOBHS B LOKYMCHTALIMATA 34 oflecTBeHATa OPBYKA,
chappKamu ce Ha c1p. 12 m cTp. 21, B TeXHHUIECKOTO CH MPEIOKCHHE, YYACTHHIATE IMOCOYBAT
JNeKapCTBEHMTE MPOAYKTH, 32 KOUTO y4acTBar, KakTO M MPHTEXATE/MTE HA PaspelICHUCTO 32 ynotpeba, ¢
YMHTO MPONYKTH yuacTBar. KbM TEXHHUECKOTO NPE/UIOKCHHE CeaBa a €& NPHIOKH KOMHE HA JCKIapatus
OT IpPUTEKATENs HA paspelleHHETO 3a YNoTpeba HIM NPOM3BOAMTENAT HA JICKApCTBEHMA TPOAYKT, €€ ©
3a7I03HAT ¢ M3HCKBAHUATA KBM JIEKAPCTBEHHUTE MPOAYKTH, KAKTO U € JIOCOYCHUTE B NPOLEAYpaTa KOJIMIECTEA
3a TO3H JIEKapCTBEH MPOAYKT, KAKTO M Y€ € ChIIIaceH JEKapCTBEHUS POAYKT Aa 6n1e oepupad OT y4aCTHHKA
B IIpoueaypara (cBODOIEH TEKCT).

TTpenBua U3TOKEHOTO JI0 TYK, KOMHUCHSTA NIPEJJlara Ha OCHOBAHHE Uil 107, 1. 2, 6yksa ,,a“ ot 3011
YYaCTHHKBT Jia Objle OTCTpaHEeH OT yuacTue B MPOLEAypaTa 3a CleHaTa HOMeHKIATYpa: JIeKapCTBEH IPOAYKT
¢ ATC xom NO3AF02, MexayHapoJIHO HENATEHTHO HaumMeHosauue ,,Oxcarbazepine”, c tdopma Ha
NPHIOXKEHHE — [epopaitHa TedHa, Thi Karo He OTroBapsi Ha MPEABAPUTEIHO 0oOsIBEHHUTE YCJOBHS 32
U3IBJIHEHHEe Ha NOPhUYKATa, 8 HMEHHO: 33 JIEKapCTBEHHS NPOJYKT C ThPrOBCKO HaMMCEHOBAHHE TRILEPTAL,
YYaCTHHKBT He e TIPEICTaBI AeKIapalus OT NPUTEXKATENs Ha PasperlIcHueTO 3a ynotpeba/mpon3BOIUTES HA
JIeKAPCTBEHHS NPOAYKT, Ue € 3aM03HAT ¢ U3UCKBAHMSITA KbM JIEKAPCTBEHHS [IPOAYKT, KAKTO H € [OCOUCHUTE B
TpOIIEAypaTa KOIMYECTBA 33 TO3M NEKAPCTBEH MPOIYKT, KAKTO M Y€ € CBIIACeH JIEKAPCTBEHMAT MPOAYKT Ia
Opae odepHpaH OT YJYACTHMKA B TPOLEIyparTa, CBIVIACHO MPEIBAPUTEIHO 00ABEHUTE YCIOBHUS B
JOKYMEHTALKITA 32 OOIIEeCTBEHATa TOPBYKA, ChABPXKALIH CC Ha CTP. 12 m ctp. 21.

3. [lo OTHOIICHHE HA BCHYKH OCTAHAIH JIEKAPCTBEHH M[POAYKTH OT obocobeHa MO3MLHMA Ne 1,
ojeprpaHH OT y4aCTHHKA, KOMHCHATA pasIiic/ia noApoGHO HANPABEHHUTE TPEAJOXKCHHUS U MPEJCTABCHUTS
JOKYMEHTH ¥ yCTAHOBH, Ue OTTOBAPAT Ha OOSBEHHTE OT BB3NOKHUTENA YCIOBAA 32 U3MBIHEHHE Ha IIOPBIKATA
¥ yuacTHukbT ,, 0bOHHUKC ®APMA® EOO/] ¢ nomycHaT 10 0TBapAHE HA LIEHOBATE UM IpeAIoKeHH s,
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14.

Pasriexnane Ha TeXHHYECKOTO NMpeanoxenue npeacraseHo ot ,PbOHUKC ®APMA*

EOO/I 3a obocoGena nosanus Ne 2 H NpoBepKa 32 CHOTBETCTBHETO MY C MPeJBAPHTENIHO 0GsBEHHTE
yCJIOBHSI B CHOTBETCTBHE ¢ Wi 56, a1 2 ot III30IL
KOMHCHATA YCTAHOBM, Y€ YYACTHHKBT € IOCOYHI BbB (popmata "TEeXHMYECKO MpEMIOKeHue", ue
mpeniara CJIeIHUTE JEKapCTBEHH TIPOMYKTH:

Mexnaynapon
ATC HO Hauun Ha [Iputexaren na TBproBeko
KomuuectBo akTHBHO
- HENATEHTHO | MPHIIOXKEH 3abenexka Pa3peLICHHETO 32 | HAMMEHOBA Msipka
KOJl | raumenoBanu He ynoTpeba HHE BOIIECTBO
e

RO3 | Salbutamol HHXAJIATO TevaB.V., Ecosal 0,1 mg/dose - 200 doses mg
ACO pHa Hunepnanmys Inhaler
2
R03 |Budesonide, |wumxanaro |Inhalation powder | Sandoz AIRBUFO | 160 mcg + 4,5 mcg/dose 60 | UD
AKO | Formoterol pHa 160 mcg/4,5 Pharmaceuticals FORSPIRO | doses
7 mcg/dose d.d., Cnosenusa
RO3 | Tiotropium MHXAIIATo Boehringer Spiolto 2,5 meg/2,5 meg UD
ALO | bromide, pHa Ingeiheim Respimat
6 Olodaterol International

GmbH, I'epmanus
RO3 | Tiotropium HMHXAIATo Boehringer Spiolto 2,5 meg/2,5 meg uD
AL(Q | bromide, pHA Ingelheim Respimat
6 Olodaterol International

GmbH, I'epmanus
RO3 | Budesonide unxanaro | Inhalation powder | AstraZeneca AB, Pulmicort | 200 micrograms/dose (100 mg
BAO pHa [Benms Turbuhaler | doses)
2
R0O3 | Ciclesonide HHXaNaTo AstraZeneca AB, Alvesco 160 mcg/dose - 60 metered | mg
BAQ pHa senus actuations (no3HpaHH
8 BIPLCKBAHHS)
RO3 | Tiotropium uuxanaro | Inhalation powder, | TevaB.V., Braltus 10 mcg delivered dose mceg/deli
BBO | bromide pHa hard capsule Hupepnanays vered
4 dose
RO3 | Montelukast | mepopans | tablet Accord Healthcare | Montelukas | 10 mg
DCO a TBBpJa Polska Sp.z.0.0., |tAccord
3 Tlommra
RO3 | Montelukast | nepopann | tablet TevaB.V,, Ephyra 10 mg
DCO a TBbpIa Hunepnanjus
3
RO3 | Roflumilast nepopaiH AstraZeneca AB, | Daxas 0.5 mg
DX0 a TRepIA 1lsenus
7
RO3 | Benralizumab | mapeHTepa AstraZeneca AB, Fasenra 30 mg
DX1 JHa Ilsenws
0 .
RO5 | Dornase alfa | maxamaro Pom brirapus PULMOZY | 1000 IU (2,5 mg)/ml - 2,5 ml | mg
CB1 pHa EOO[, Beiarapus | ME (1 dose)
3
R06 | Levocetirizine | nepopanx UCB Pharma Xyzal 5 mg/ml - 20 ml mg
AEQ a TeuHa GmbH, I'epmanus
9
RO7 |Natural HHTpaTpax Chiesi Farmaceutici | CUROSUR | 80 mg/ ml - 1,5 ml mg
AAQ | phospholipids | eanna SpA, Uramas F
2
S01B | Dexamethason | BUTpeaiHa Allergan Ozurdex 700 meg
A0l |e HUMIUTAHT Pharmaceuticals,

Hprnangua
S01C | Tobramycin, | BUTpcaiHa Novartis Pharma TOBRADE | 3 mg/l mg/g g
A01 | Dexamethason | moiyTBEp GmbH, I'epmanua | X

(5] Ha
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S01C | Tobramycin, | BuTpeanna Novartis Pharma | Tobradex |3 mg/1 mg/ml - 5 ml ml ]
A01 | Dexamethason | Teyna GmbH, I'epmanus
e |
SO1E | Brimonidine | BuTpeaina Pharma Swiss Luxfen 2 mg/ml - 5 ml ml
A0S TCUHA | Ceska Republixa
l 5.1.0., Hemka
| - peny0aka S -
SO1E | Timolol BHTpEAIHA Novartis Pharma Cusimolol | 5mg/ml - 5ml ml
DO1 TETHA GmbH, T'epmanus | 0.5%
SO1E | Dorzolamide, | BuTpeanna | Pharma Swiss OFTIDORI |20 mg/ml + 5 mg/ml-5ml | ml
D51 | Timolol TEYHA ! Ceska Republixa X
s.r.o., Yemxka
- | peirybnuka
SO1E | Dorzolamide, | BuTpeanHa | Pharma Swiss . Oftidorix 20 mg/ml+5 mg/ml-5 ml ml
D51 | Timolol Tevna - | CeskaRepublixa | PF
s.r.0., Yemka
| peryOnHKa N
SO1E | Pilocarpine, parpeatna | 20 mg/ 5 mg/ml | Santen Oy, FOTIL 20 mg/5 mg/ml - 5 ml mg
D51 | Timolol TEIHA | OuHIaHIAA
SO1E | Pilocarpine, surpeansa | 40 mg/ 5 mg/ml | Santen Oy, FOTIL 40 mg/5 mg/mi - 5 ml mg
D51 | Timolol TeYHa DuHNAHIHA FORTE
SO1E | Latanoprost | BTpeanHa Pharma Swiss Latalux 50 micrograms/ml-2.5ml ml
E01 TeuHa Ceska Republixa
s.r.0., emka
| peny6nuka
SO1E | Bimatoprost | BUTpealHa Allergan LUMIGAN | 0,1 mg/ml -3 mi ml
E03 TedHa ' | Pharmaceuticals, B
| Mpnanaus _
SOIL | Aflibercept napeHTepa " | Bayer AG, Eylea 40 mg/ml - 100 pl mg
A05 HA i Tepmanms B
V03 |Naloxone mapeHTepa Warsaw Naloxon 0,4mg/ml mg
AB1 HA Pharmaceutical WZF
5 o Works PolfaS.A.,
Tlosa :
V03 | Sevelamer niepopani Genzyme Europe Renagel 800 mg
AEO0 a TBRpAA B.V., Hugepnanmas | .
2
V07 | Glucose napenTepa | 5%-500 ml B. Braun Glucose 500 ml
AB nHa Melsungen AG, Braun 5%
["epManust B |
V07 | Water for napeHTepa B. Braun Aqua ad 10 ml
ABO | injection JIHA Melsungen AG; iniectabilia
0 | ‘ Tepmanmsa Braun

B Tabnmuara He ca BKIIOYEHH JEKapCTBEHHTE NPOAYKTH, KOUTO ca odepupaHH, HO KOHUTO ca
ornagaany oT [lo3uTHBHUS NEKapCTBEH ¢mucek ([Ipunoxerne Ne 2) cnen 0OsIBSBAHETO HA o01LecTBEHATA
MopbHHUKa.

KBM TEXHMYECKOTO CH MNPENJIOKEHHEe YYACTHHKBT € MNPUIOKHI H3UCKYEMHTC JeKnapanuu OT
ApUTEKATETHTE HA paspelleHusTa 3a yrotpe6a/ ybIHOMOUIEHHTE NPEICTABATENM HA NPHTEKATEIATE Ha
paspemlenusTa 3a ynorpeba, de ca 3arosHaTH ¢ H3MCKBAHUATA KBbM JIEKAPCTBEHHTE NMPOAYKTH, KaKTo W C
MIOCOYEHHTE B NPOIIEAypaTa KONMYIECTBA 32 NEKapCTBEHUTE IPONYKTH.

1. B pavkure Ha HanpaBeHaTa OT KOMHCHATA IIPOBEPK4, ma 28.08.2020 r. BBB BpB3Ka C
npeJoCcTaBeHaTa mo. 1. 104, an. 5 or 3011 w41 54, an. 13 o1 IIHS’OH BB3MOXKHOCT, KOMHCHSTA U3MCKa OT
YHacTHHKA ,,ObOHUKC ®APMA® EOO/] pa3sicHeHH€ 1O 3aﬂBei{HTe JAHHHA KaKTO CHEABa:

., Cb2nacho npedsapumenro obagernume ycnosus Ha npoyedypama 8 Texnuueckomo cu npednooicenue,
yuacmuuyume NOCOU6AM 1eKaApPCMeeHume NPOOYKMY, 30 KOUMO Y4acmedm, KaKmo u npumedicamenume Ha
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paspeutenuemo 3a ynompeba, ¢ Yuumo npooyKmu yuacmeam. Ydacmuuyume caedsa 0a ROWbIHAM U Opy2ume
nonema 3a0adenu 68 HopmMama, KaKmo U 0a NOCOYam eJeKmponen aopec, Ha KOUMo e OOCMbHA KPAmKama
XAPAKMEPUCUKa Ha CoOmeemuus aexkapemeer. npodykm. Kem mexnuueckomo npednosicenue cneoea 0a ce
NPURODICY KOnue Ha OeKAAPaYUsl OM RPUMENCAMENS, HA PASPEULEHUemO 3a YRompeba uny npOU3eo0Umensim Ha
JEKAPCTEeHUs. NPOOYKM, ue e 3aNO3HAM C UBUCKEAHUAMA KbM JeKapcmeenume RpOOyKMu, KAKMO U C
nocouenume 6 nNpOYeOYPAma KOIUYecmsa 3 MO3U NeKAPCMEEH MNpPOOYKm, KAKMO U ue € CbaldceH
nexapcmeerus npodykm da 6v0e oepuparn om yuacmuuKa 8 npoyedypama (ceobooer mexcm).

Ilpu pazenesxcoane na Bawemo mexnuuecko npeaﬂoolceuﬁe ce YCmanosuxa creOHume 3aa6eHy OQHHY,
KOUMO € HeobX00uUMO 0a HU ObOAm OONBAHUMENHO USACHEHU!

1. 34 OFOCOBEHA HO3HIIHA Mo 2

1.1. B Texuuueckomo Bu npednooxcenue no obocobena nosuyus Ne 2, cme ogpepupanu creonama
HOMEHKNAMYpa u CAeOHUme J1eKapCmeeHu NPOOYKMuU, 6KIIOUEHY 8 HesL!

ATC - | Mescoynapoduo Hauun  na|3aben |lpiume | Twvpzoecko Konuuecmeo Ms |
KO |nenamenmuo RPULONCEHUE | €XHCKA | HCameN | HAUMEHOBAHUE | AKMUBHO pKa
HaUMEHOBAHUE Ha 8EUECMBO

paspeut
eHUEemO

3a
ynompe
| 6a
R034 | Tiotropium bromide, | unxanamopu Boehrin | Spiolto 2,5mcg/2,5meg | UD
L06 | Olodaterol a - - ger Respimat
Ingelhei
m
Internati
onal
GmbH,
T'epman
w

RO34 | Tiotropium bromide, | unxaramopu Boehrin | Spiolto 2,5 mecg/2,5 meg UD |
L06 | Olodaterol a ger Respimat
' Ingelhei
" ‘
Internati
onal ~
GmbH,
T'epman
- |

1

Buono om 20pHomo, 30 MA3u HOMENKIAmypa, cme Ogepupanu IeKapemeeHu RNpOOyKmi Ha
NPUMEICAmens Ha paspeuieruemo 3a ynompeba Boehringer Ingelheim International GmbH, I'epmanus, ¢
mupeoscko Haumenosanue Spiolto Respimat 2,5 mcg/2,5 mcg cobomeemno 6 OKOHUAMENHA OnaKosKa Single
pack: 1 cartridge, providing 60 puffs (30 medicinal doses) u oxonuwamenna onaxosxa 1 Respimat reusable
inhaler and 1 cartridge, provzdmg 60 puffs (30 medicinal doses), xoumo ca nanuunu 6 ITosumuenus
nexapcmeen cnucwk, Ipunoocenue Ne 2. Komucusma ycmanoeu, ue 8 npeocmagenama dexnapayus om
VABIHOMOWEHUS. NPeOCmasUumen Ha NPUMENCamens 3a paspewenue Ha ynompeba Boehringer Ingelheim
International GmbH, TIepmanus, aexapcmeenume NpoOyKMuU ca NOCOYEHU CbOMEEMHO C MbP2OECKOMO
naumenosanue Spiolto Dosli/4ML1/2.5+2.5MCG+RSPREU u Spiolto Dosli/4AML1/2.5+2.5MCG+REFILL.
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Komucusma ycmanosu owe, ue 6 nocosenus om Bac unmepnem adpec, @ KOUMO ce cvbObpirca Kpamkama
XapaKmepucmuxa Ha Jexapcmeenume npOOYKMU, Colyume GuSypupam ¢ mupeOBCKOMO HAUMEHOEAHUE
Spiolto Respimat 2,5 mcg/2,5 mcg. ‘

Hpeosud zopromo, monn 3a Bawemo pasacuenue 3a RpUMUHAMA 3d KOHCIMAMUPAHUIME PA31UUA
8 MDBP206CKOMO HAUMEHOGAHUE HA NeKAPCMEECHUME RPOOyKmU 6 Hnpedcmaeenama OeKnapayus om
npumescamens HA paspemienuemo 3a ynompeda u mrop206CKOMO HAUMEHOGAHUE HA NeKapcmeenu
npodyxmu, nocouenu 6 opepmama Bu, eKniouumenno 6 npeocmagenama KpamKa XapaKmepucmuxa.

Ilanama nocouena no-zope UHGOPMayUs Hu e HeobXo0UMAa C Yel NPosepKa Ha OMHOCUMOCIMMA HA
npedcmasenama unopmayus ¢ npedsapumento 0bSEeHUME YCIOBUS HA Bb3NOHCUMENA. ™.

KoMmucusiTa YCTaHOBH, Y€ B yKa3aHHS OT Hesl CPOK, YYaCTHHKBT HE € MPEACTABHII Pa3siCHEHHS IO
3aiABEHHTE OT HETO NaHHH.

IIpenBu ropeH3NoKEHOTO, KOMUCHSTA TIpeAiara Ha OCHOBaHHE 4L 107, 1. 2, 6ykea ,,a“ or 30II
YJacTHHKBT Jia GbJIe OTCTPAHEH OT y4acTHe B IPOLEMypara 3a Clie/lHaTa HOMEHKIIATypa: JIEKApCTBEH MPOAYKT
¢ ATC xoxn RO3AL06, MexayHapOXHO HETATeHTHO HaMMEHOBaHWe .,,Tiotropium bromide, Olodaterol®, ¢
(opMa Ha IpHIOKEHHe — HHXAIATOPHA, Thil KATO HE OTroBaps Ha NPEJBAPHTENIHO OOSBCHMTE YCIOBHA 34
M3IBIHEHHE HA TOPbYKATA, a MMEHHO: 3a JIEKApCTBEHMS MPOAYKT C ThPrOBCKO HaMMCHOBAHWE Spiolto
Respimat, y4aCcTHUKBT He e IIPEACTaBMI KOTHME Ha JAeKiapauus OT NPUTEXATeNs Ha PaspelleHHeTo 3a
ymorpeba, Ue e 3am03HaT C M3UCKBAHUATA KbM JIEKAPCTBEHUS POAYKT, KAKTO M € IOCOYEHHTE B POLEypaTa
KOJMYECTBA 3 TO3H JIEKAPCTBEH MPOAYKT, KAKTO K Ue € ChITIaceH JIEKapCTBEHUST MPOAYKT Aa 6bA¢ odepupan
OT y4acTHMKA B [pOLeAypaTa, ChITACHO NPEIBAPHTENHO OOSBEHUTE YCIOBUSA B JOKyMEHTAIWMsTa 3a
061LecTBeHATa MOPBhUKA, CHABPXKAIIH ce Ha ¢Tp. 12 u cTp. 21.

2. KoMHCHSTa KOHCTAaTHpa, Ue 3a JEeKapCTBEHHTE MPOAYKTH, opepupaHd oT ydyactHuka ¢ [IPY
Novartis Pharma Gmbll, T'epmanus He e npecTaBeHa AeKiapanys, a UMEHHO:

ATC - | Mexcoyrapoono Hauun na 3aben ‘Hpume Tvpeoscko Konuvecmeo Ms
KOJH | uenamenmuno RPWIONCEHUE | €)CKA | JICamEe | HAUMEHOBAHUE | GKMUBHO pKa
HauMeHosanue Ha 8eyecmeo
paspeut
eHUuemo
3a

ynompe
ba

S01C | Tobramycin, BUTpEaHa Novartis | TOBRADEX |3 mg/1 mg/g g
A0l |Dexamethasone NONYyTBbPA2 Pharma
GmbH,
T'epman
st

S01C | Tobramycin, BHTpEaHa Novartis | Tobradex 3 mg/l mg/ml-5 |ml
A01 | Dexamethasone TEYHA Pharma ml
GmbH,
T'epman
ust

SO1E |Timolol BUTpeaHa Novartis | Cusimolol Smg/ml - Sml ml
DO1 TeYHa Pharma |0.5%
GmbH,
T'epMan

s ||

ChIUIACHO TpeIBApUTENHO OOSBEHHTE YCIOBMA B JIOKyMEHTAuMsra 3a OOIIECTBEHaTa MOPbUKa,
cpappikam| ce Ha crp. 12 wm ‘ctp. 21, 8 TexXHH4ECKOTO CH TPEAIOKEHHC, YYACTHUIHUTE [0COYBAT
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JNIEKAPCTBEHMTE MPOAYKTH, 33 KOMTO Y4acTBAT, KAaKTO W TPHTEKATCIUTE HA Pa3pelICHACTO 34 ynotpeba, ¢
YHUTO TPOAYKTH yuacTar. CHIIaCHO CBINMTE YCJIOBMS, KBM TEXHHYECKOTO NPEUIONEHHE ClielBa Aa c¢
TIPHIIOXKHM KOMHE Ha JeKTapauys OT NMPHTEKATeNs Ha Pa3spemieHHeTo 3a ynorpeba Wi MPOU3BOAMTEIAT Ha
JNIEKAPCTBEHHS TPOLYKT, Y€ € 3aM03HAT C M3UCKBAHUSATA KbM JICKAPCTBEHUTE MPOJYKTH, KAKTO i C MOCOYCHHTE
B IPOIIe/lypaTa KOJIMYECTBA 32 TO3H JICKAPCTBEH MPOIYKT, KAKTO M Ue € ChITIACEH JIEKAPCTBEHHS MPOAYKT 112
Obe odepUpaH OT YIACTHHKA B [IPOLIEYpaTa (CBOOOAEH TEKCT).

IlpenBua H3MOXKEHOTO, KOMHCHSATA MNpeAnara Ha OCHOBAaHME YIL 107, 1. 2, 6yksa ,,a“ or 30II
Y4aCTHMKBT Ja ObJ€ OTCTPAHEeH OT y4acTHe B MPOLeAypaTa 3a CIIeAHHTE HOMEHIUIATYPH: JIEKAPCTBEH NPOAYKT
¢ ATC koa S01CA01, MexIyHapoIHO HeNaTeHTHO HauMeHoBaHue ,, Tobramycin, Dexamethasone ™, ¢ thopma
Ha OPUIIOKCHWE - BHTpEalHa IOJyTBBbPIa, JICKapCTBEH NPOAYKT C ATC xom S01CAO01, MexayHapoOHO
HeNaTeHTHO HauMeHoBanue ,, Tobramycin, Dexamethasone ', ¢ popMa Ha NPUIOKEHUE - BUTPEAIHA TE€UHA U
nexapctier mpoayxt ¢ ATC koa SO1EDO1, MexnynaponHo HEMATEHTHO HAMMEHOBAHUC , Timolol”, ¢ hopMa
Ha NPWIOKEHWE - BHTPEallHa TeuHa, ThH Karo He OTrOBAapAT HAa MpEJBAPUTENHO oOsIBeHHTE YCIOBHS 3a
W3OBIHEHHe Ha INOpbUKATA, @ HMMEHHO: 34 JEKapCTBEHWTE MPOAYKTH C ThPrOBCKO HAaHMCHOBaHWE
TOBRADEX, Tobradex u Cusimolol 0.5% y4acTHWKBT HE € TpPEACTaBUJ KONKE HA JICKiApallls OT
IIpUTEXATENS HA Pa3pelLeHHETO 3a YIOTpe6a Wik IPOM3BOAHTEN HA IEKAPCTBEHUTE NPONYKTH, e © 3all03HAT
¢ M3HCKBAHHMSATA KBM JEKAPCTBEHHMTE MPOMYKTH, KAKTO M C MOCOYEHHTE B MPOLE/ypaTa KOJIMIECTBA 32 TE3H
NeKapCTBEHH TPOJYKTH, KAKTO M 9€ € ChIIIACEH JIeKapCTBEHUTE IPOAYKTH 12 OBIaT od)epHpaHy OT y4aCTHHKA
B IPOLEYpaTa, ChrIIacHO MPEBAPUTENIHO OOSBEHHTE YCIOBUS B JOKYMEHTALUATA 38 obImecTBeHaTa opbUKa,
chABPXAIIH ce Ha cTp. 12 m cTp. 21.

3. Tlo OTHONIEHWE Ha JEKAPCTBEHHs TPOMYKT ¢ ThproBcko Haumenopawwe Offidorix PF, He ¢
NpeAcTaBeHa JeKnapanus OT YIbJHOMOLICHWS MNPEACTaBATEN Ha TMpPUTSXKATeNsl Ha Ppa3pElICHMETO 32
yroTpeSa/MpuTeKarens Ha Pa3pelicHHETo 32 ynorpeda Ha NEKapCTBEHMS MPOXYKT Pharma Swiss Ceska
Republika s.r.0., Hemka peny6anka. CbriacHO NMpeABapHTENHO 004BeHUTE YCIOBHS B NOKyMEHTallMsTa 3a
oOIeCTBEHATa IIOpPHUKa, ChAbPKamy ce Ha crp. 12 u ctp. 21, B TexXHMYecKoTo CH NpPEMIOKCHHE,
YIACTHHIMTE IOCOYBAT JICKAPCTBEHHTE NPOAYKTH, 3@ KOMTO YYacTBAT, KAaKTo M MNPHUTEKATEIUTS HA
paspeieHHeTo 3a ynorpeba, ¢ YMHTO IPOAYKTH yd4acTBar. KBbM TeXHWYECKOTO MPEJJIOKCEHHE CiielBa Na ce
IPHIOKH KOMue Ha AEKNIapalus OT MPUTEeXATels Ha PaspelleHreTo 3a ynorpe0a WIH ITPOU3BOAUTENAT HA
NeKApCTBEHMS TIPOAYKT, Y€ ¢ 3am03HAT C H3UCKBAHHUATA KbM JICKAPCTBEHATE POAYKTH, KAKTO H C TOCOUEHHTE
B IIPOLIEAYPATA KOJIMYECTBA 32 TO3H JIEKAPCTBEH NPOAYKT, KAKTO M H€ € ChrNaceH JIEKapCTBCHHS NPOIYKT /a
6be odepHpaH OT y4acTHHKA B LIpolieAypaTa (CBoGOAEH TeKCT).

IMpeaBua U3IOKEHOTO, KOMHCHSATA MpeAjara Ha OCHOBaHHUC M. 107, 1. 2, Oykea ,a“ or 30II
YYaCTHUKBT Ja 6B/ OTCTPaHEH OT yJacTHe B IPOLEypara 3a Clie/(HaTa HOMEHKIATYpa: JISKApCTBEH MPOAYKT
¢ ATC xox SO1EDS1, MexAyHApOIHO HEMaTeHTHO HamMmeHoBauue ,Dorzolamide, Timolol®, c ¢dopma Ha
IIpUIOKEHHE — BWTpealHa TedHa, Thil KaTo HE OTrOBapsA Ha MpE/BAPUTEIHO o0sIBEHUTE YCTIOBHs 34
H3bJIHEHAE HA MOPBYKATa, & HMEHHO: 32 IEKAPCTBEHUS MPOJYKT € ThPrOBCKO HAUMEHOBAHHC Oftidorix PF,
Y4aCTHHKBT HE € NPEACTABUII KOMHe Ha JAEKIapalys OT YIIbJIHOMOIIEHHS [PE/CTaBUTEN HA NIPUTEKATENN Ha
paspelleRHeTo 3a ymoTpeba/mpurexaresns Ha PaspelICHHETO 3a ynotpe0a Ha JeKapcTBEHHs NPOMYKT, He €
3aII03HAT ¢ W3HCKBAHMATA KBM JICKAPCTBEHUS NPOIYKT, KAKTO H C OCOUSHHUTE B NPOLEAYpaTa KOJIMICCTBA 3a
TO3H NIEKAPCTBEH ITPOAYKT, KAKTO M 4€ € ChIUIACCH JISKAPCTBEHUAT IPOAYKT ia OBie otheprpad OT y4aCTHHKA B
TIpOLEYpaTa, ChIVIACHO TPEABAPUTEIHO OOSBEHUTE YCIOBUA B JOKYMCHTAINATA 32 oflecTBEHATA OPBUKA,
chaBpKalLy ce Ha crp. 12 u ctp. 21.

4. Tlo OTHOLICHHE Ha BCHYKM OCTAHAIH JIEKAPCTBEHM NPOXYKTH OT obocoGena mosuuus Ne 2,
o(epHpaHH OT YYAaCTHHKA, KOMHCHATA Pasriiefa MOAPOOHO HANpABEHWTS MPEJNOKCHHA U MPE/ICTABEHUTE
JOKYMEHTH H YCTaHOBH, Y€ OTTOBAPAT Ha OOSBEHHTE OT BE3NOKHUTEIIA YCIOBHS 32 H3MBJIHEHAE Ha NOphUkaTa
¥ yuacTHHKBT ,,0bOHUKC ®APMA“ EOO/I e nomycHaT 10 OTBAPAHE Ha LIGHOBUTE MM NPCAIOKCHHUA.
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B usmbaHeHHe Ha pasnopendara Ha ui. 57, al. 3 otT [TI130T1, komucusra oosBu Ha 09.09.2020 r.,
upe3 chobmenue B IIpoduma Ha KynyBada, MyOJIHMKYBaHO B €NEKTPOHHATA IPENHCKA HA obiecTReHATa
NOpPhUKa Ha  CIeJHHAT ajpec: https://www.mh.government.bg/bg/profil-na-kupuvacha/ramkovi-
sporazumeniva-copsz/ramkovo-sporazumenie-procurment-5/, 4e OTBapSHETO Ha LCHOBUTE NMPEANOXCHHS Ha
JONyCHATHTE Y4aCTHHLM e ce nposexe Ha 14.09.2020 1. oT 14:00 gyaca B crpagata Ha MHUHUCTEPCTRBO Ha
3mpaBeonasBanero, rp. Codus, mi. ,,Ceera Henensi“ No 5.

ChOOIIEHHETO 3a OTBAapSHE HA [EHOBMTE TpENIOKeHUs Oellle M3NpaTeHO B ChIUMS JACH M Ha
y4acTHHIUTE Ype3 EnexTpoHHaTa cucTeMa. -

II1. I[Ty6anyuno 3aceJaHue 32 OTBApPsiHE HA NEHOBH MPEIJIOKEHHU .

Ha 14.09.2020 r. ot 14:00 waca ce mpoBege HNyOIMYHO 34acelaHWC HA KOMHCH:, Ha3HaUeHa CHC
3anosen Ne PJ1-11-290/30.06.2020 r. (u3M. chc 3amoex Ne PJ1-11-398/19.08.2020r. u 3anosex Ne PJI-11-
474/24.09.2020r.) Ha MEHHCTHPA HA 3[PAaBEOIa3BAHETO B PEIOBHHS H CHCTaB.

Ha my6nmunaTa 4acT Ha 3aCelaHHETO Ha KOMHCHATAa HE NpPUChCTBaxa MNPSACTABHTEIH Ha
yYaCTHHIMTE, KaKTO U NPEACTABHTEH HA CPECTBATA 32 MacoBa uHopMauus.

B cboTeTeTBHE ¢ wi. 62, am. 1, T. 2 or TIII30II (ot™.), BbB Bph3ka ¢ § 137 or II3P3UJ[30II B
paMKuTe Ha MyOIMYHOTO OTBApsHE HA MOCTBITMIIMTE MPETIOKCHHS, nyOIM9IHATE AEHCTBHS HA KOMHCHSTA
MoXelle Aa OBJAT TPOCICACHH B pealHO BpeMe Ha ajapec: https://cop.mh.government.bg Kakto OT
PerHCTPHpAHH, Taka M OT HEPErMCTpHpanu moTpeburend Ha EnexTpoHHaTa CHCTEMA. TIpencenareaaT Ha
KOMECHSTA OTBOPH IICHOBUTE NPEIOKEHHUS 32 JIEKAPCTBEHUTE TIPOJYKTH, KOMTO €a JOIyCHATH 0 OTBAPIHE
upe3 EnekTpoHHATa CHCTEMA, KAaToO JEHCTBHsTA MO OTBApAHE MOXeXa Ja ObaaT HaOIIOJABAHM OT BCHUKH
NPUCECTBAIIM Ha €KpaH, upe3 MyJITHMEANHA TIPOXKEKIIHL.

IIpy oTBapsHe HA LEHOBHTE TPEMIOKEHHMS, MPEACCHATENIT Ha KOMACHATA NMOCPCACTBOM OyToHa
,JKnacupane®, 3a Besika eniHa oT odepruTe, MPUKIIOYH IPOLEypaTa Ha IbPBOHAYAIHA OLCHKA Ha oeprute, B
cpotBercTBMe ¢ wi 90, am 4 or 30Il Bewuku ydacTHHUIM B OpoLEeAypara Moxexa Aa Habmoaasar
BPEMEHHOTO CH KJAacHpaHe IO MOMEHTa. PesynTaTute OT BPEMEHHOTO KiIaCHpaHe Ha YYacTHHUMTE Cd
CIeIHuTE:
3a obocobena nozuyus Ne I:

Aparomo- Mexixysapoase MsaApka
TepPANEBTHHEH | HENATEHTHO /mg, 3ate En. mena 3a Ep. nesa 3a
kon ATC- HABMEHOBAHHE Hauwn ga tabl., nex | HeobGxopmm Yuacraanm o eBHAIA MAPKA eAMHRIA
on Kon/ /INN/ NpRAGKEnHe ml/ Ka | Gpoii Mapxa Kaacupane Ge3 JL1C mgpka ¢ UIC

1."MEJIEKC"

1 | NO1ABO6 Isoflurane HHXANaTopHa ml 2196318 | OOXK 0,463667 0,556400
1."®bOHHUKC
OAPMA" EOOJT
2.JAHCOH BI
oo
2."®APKOJI"
Al
3. "MEJEKC" 0,694200 0,833040
[010)11 0,694500 0,833400
3"CODAPMA 0,694500 0,833400
TPEMIOUHT" 0,694506 0,833407

1 | NO1ABOS Sevoflurane HMHXQJIaTopHa ml 15367685 | AJ 0,694506 0,833407
1."TBPTOBCKA
JIUT'A - TAILT"

1 | NO1AHO6 Remifentanil napeHTepanHa | mg 909762 | AL 2,870000 3,444000
1."®@bOHHUKC
GAPMA" EOOJ{
2"CODAPMA
TPEAUHT" 0,013920 0,016704

1 | NO1AXO03 Ketamine napeHTepanHa | mg 13256311 | AL 0,014158 0,016990
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NO1AX10

Propofol

napeHTepaIHa

ml

1%

21840998

1."®BLOHHKC
®APMA" EOOJ
2."®APKOJ"
All
3."5BPAYH
MEHKATT"
EOOJ
3."MEJIEKC"
0011
3."COJIOMEL"
EOOJ

3."TIPO
OAPMALIMSA"
EOOJI

0,008600
0,087580
0,087583
0,087583
0,087583
0,087583

0,010320
0,105096
0,105100
0,105100
0,105100

NO1BBO!

Bupivacaine

rapeHTepaTHa

mg

3476960

1."®bOHHUKC
GAPMA" EOOJL
2 "MEJIEKC"
(8]0

0,150000
0,163333

0,105100 |

0,180000
0,196000

NOiBB02

Lidocaine

napeHTepaTHA

mg

70512010

1."®bOHHUKC
OAPMA" EOOJ]
2. JAHCOH BI'
0on

0,006880
0,008708

0,008256
0,010450

NO01BB02/C01
BBO1

Lidocaine

napeHTepaiHa

mg

89858561

1."TbPTOBCKA
JIMTA - TALL"
AL
2."COQPAPMA
TPEHTAHT™
ALl

0,008750
0,008942

0,010500
0.010730

NO1BB0S

Ropivacaine

napeHTepanHa

mg

5555165

1."®LOHMKC
®APMA" EQOJT
2."B.BPAYH
MEJTUKAJT"
EOOT -
2."COJIOMEL"
EOOJ

2."TIPO
®APMAITHS"
EOOJ

3. "GAPKOJT"
ALl

0,091300
0,093866
0,093866
0,093866
0,093867

0,109560
0,112639
0,112639
0,112639
0,112640

NO1BB52

Lidocaine,
Chlorhexidine

ypeTpaiina
|

g .
Lidocaine

60

1."®BOHUKC
DGAPMA" EOOJL
2."COG®APMA
TPEHJIMHI™"
AR

9,108800
9,112000

10,930560
10,934400

NO2BB02

Metamizole
sodium

TNapeHTepaAIHA

mg

3496696955

1.JIAHCOH BI"
oon ..
1."CODAPMA
TPEMAUHI™
Al

0,000400
0,000400

0,000480
0,000480

NOZBEO!

Paracetamol

napeHTepanta

mg

775218284

1."®LOHHKC
DAPMA" EOO]]
2."[IPO
DAPMALIM"
EOOA
3."COJIOMEA"
EOOJZ -
3."B.BPAVH
MEJIMKAJ"
EOO/

4 "MEIEKC"
00J1

4 "®APKOJI"
Al
4"CODAPMA
TPEMJIUHT™
AQ

0,000972
0,001275
0,001276
0,001276
0,001277
0,001277
0,001277

0,001166
0,001530
0,001531
0,001531
0,001532
0,001532
0,001532

1

| NO3AAO2

Phenobarbital

napeHTepantHa

mg

|

13025182

1."COPAPMA
TPEMAWHT™
All

0,005397

0,006476
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1."ObOHHKC
' GAPMA" EOOX
HepopajHa 2."@APKOJI" 0,000347 0,000416
NO3AFO1 Carbamazepine | TBBpAA mg 238531620 | AL 0,000348 0,000418
1."CODAPMA
nepopaTHa TPEAIAHT™
NO3AF02 Oxcarbazepine | TBBpAa mg 12654200 | AL 0,000722 0,000866
| 1."®BOHHKC
GAPMA" EOOL
{ 2."MAPUMIIEK
C-7"EOO],
3."MEJIEKC"
(e]0)1} .
3."CODAPMA 0,014172 0,017006
TPEUAUHIT" 0,014855 0,017826
Al 0,014856 0,017827
3."®APKOJ" 0,014856 0,017827
NO3AGO1 Valproic acid napeHTepajiHa | mg 35216308 | AJL 0,014856 0,017827
| 1."®bOHHKC
OAPMA" EOOL
epopatHa 2."OAPKOJ" 0,000219 0,000263
NO3AGO1 Valproic acid TBB[ mg 1049699825 | Al - 0,000220 0,000264
1."®LOHUKC
GAPMA" EOOLL
2."CODAPMA
TPEMIHAHT
Al 0,000648 0,000778
nepopansa 2."OAPKOJI" 0,000655 0,000786
NO3AGO1 Valproicacid | reyna mg 8198632 | ALl 0,000655 0,000786
1."®bOHUKC
OAPMA" EOQJ
2."COOAPMA
TPEHIMHI™
A 0,002247 0,002696
nepopanHa 2 "DAPKOJ" 0,002706 0,003247
NO3AX09 Lamotrigine TBBPAA mg 5088100 | AT 0,002706 0,003247
i 1."®HLOHUKC
1 GAPMA" EOOJ
| 2. "CODAPMA
TPEAUHT"
Al 0,002503 0,003004
| nepopanua 2. "®APKOI" 0,003117 0,003740
NO03AX11 Topiramate | TBBpAA mg 550600 | A 0,003117 0,003740
nepopaiHa 1."®@bOHHKC
NO3AX12 Gabapentin TBBpAA mg 66778071 | DAPMA" EOOJ 0,000446 0,000535
1."®@hOHHUKC
OAPMA" EOQ[
2."CO®APMA
TPEUJMHI™
ALl 0,000361 0,000433
nepopanHa 2."®APKOJI" 0,000406 0,000487
N0O3AX14 L evetiracetam TBBpAA l mg 1 19291000 | AH 0,000406 0,000487
|
) nepopaiHa 1."®BbOHUKC
NO3AX14 Levetiracetam | TeuHa mg 10504000 | PAPMA" EOOJT 0,001908 0,002290
1."®LOHUKC
DAPMA" EOOJ
2."CODAPMA
| TPEMAVHI™
| ALl 0.001231 0,001477
- nepopanHa 2."®APKOJI" 0,001241 0,001489
NO3AX16 Pregabalin TBBpIA mg 13162700 | AR 0,001241 0,001489
1."®@bOHUKC
OAPMA" EOOL
| mepopasna 2."®APKOJ" 0,008833 0,010600
NO3AX18 Lacosamide TBBPIA me L 136080 | AL 0,008890 0,010668
nepopaiHa E ; 1."®@BbOHUKC
NO4AAO2 | Biperiden | TeBpOa ] mg 5164492 | PAPMA" EQOJ 0,030500 0,036600 |
] 1."CODAPMA
i ‘ TPEATAHT™
' 1 ALl 0,144583 0,173500
N04BB01 Amantadine J napedTepanHa | mg 3386920 [ L."MEJIEKC" 0,144583 0,173500

S8|Page




(010)§

NO4BC04

Ropinirole

| nepopasna

540

1."®bOHUKC
®APMA" EOOJI
2."CO®APMA
TPEWMIMHI"

| A I[

0,127500
0,177639

0,153000
0,213167

NO4BC05

Pramipexole

TBB[AA

| mepopanua
| TBBPAA -

374

| 1."®BOHUKC

| ®APMA" EOOJI
2."CODAPMA
TPEWAMHI™
ALl
2"OAPKOJT"
ANl

0,544000
0,548890
0,548890

0,652800
0,658668
0,658668

N04BDO1

Selegiline

epopansa
TBBpAA

22150

1."®bOHHKC
GAPMA" EOO[
2."@APKOJI"
All

0,045000
0,045222

N04BDO02

Rasagiline

‘ HepopaiHa
TBBpAA

120

1."©bOHHKC
®APMA" EOO[
2."®APKOJI"
[ATL

1,156167
1,272775

0,054000
0,054266

1,387400
1,527330

NOSAAOQ1

Chlorpromazine | napeHTepanta

mg

10071963

1."CO®APMA
TPEHJIMHI™
Al

0,013375

0,016050

NO5ABO02

| Fluphenazine

| mapeHTepanHa

mg

528300

1."®bOHHKC
DAPMA" EOOJZT

0,165600

0,198720

NO5ADO1

Haloperidol

| IapeHTepaNHa

2044285

1."CO®PAPMA
TPEATUHI™
Al

0,163167

0,195800

NO5ADO1

Haloperidol

nepopaiHa
TBBpIA

5387767

1."®bOHUKC
®APMA" EOOQ]],
2."COGAPMA
TPEH W
ANl

0,032267
0,033204

0,038720
0,039845

NOSAFO01

Flupentixol

nepopanta
TBBpIA

659055

1."CO®APMA
TPEMIMHI™"
AR

0,152000

0,182400

NO5AFO1

Flupentixol

NOSAFO5

Zuclopenthixol

1 napeHTepaﬂHa

nepopaiHa
TBBpSIA

274524

1."CO®APMA
TPEMJIHIHI™
All

0,115292

0,138350

1875200

1."CO®APMA
TPEAJTUHT™
AL

0,012000

0,014400

NOSAFO05

Zuclopenthixol

napeHTepaIHa

mg

2639920

1."CODAPMA
TPEAIIAHI™
AL

0,057000

0,068400

NOSAHO02

Clozapine

nepopaiHa
TBBPHA

mg

67147350

1."®BOHHUKC
®APMA" EOOJI
2."@APKOJI"
Al

0,002080
0,002286

0,002496
0,002743

NO5AHO3

Olanzapine

nepopaHa
TBB[A

mg

5742616

1."®bOHHKC
GAPMA" EQOJT
2."CODAPMA
TPEAIMHT™
Al

2 "OAPKOJI"
ALl

0,014067
0,017351
0,017351

0,016880
0,020821
0,020821

NOSAHO3

Olanzapine

napeHTepania

mg

75250

1."OBOHHKC
‘OAPMA" EOOJ

0,896049

1,075259

NO5AHO04

Quetiapine

nepopaiHa
TBBpAA

89144480

1."®bOHHKC
®APMA" EQOJ]
2."CODAPMA
TPEHMIMHT"
ANl
2."BAPKOIT"
AL

0,000723
0,001068
0,001068

0,000868
0,001282
0,001282

NOSALOS

Amisulpride

nepopanHa

mg

51504000

1."®bOHHUKC
DAPMA" EOO/,
2."®APKON"

0,001783
0,001787

0,002140
0,002144

TBBPAR
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All

1 | NOSAXO08

Risperidone

repopaHa
TBBpAA

mg

1783680

1."®HLOHUKC
DOAPMA" ECOJT
2."COPAPMA
TPEMIUHT
ANl
2."®APKOJI"
AL

0,043333
0,095208
0,095208

0,052000
0,114250
0,114250

1 | NO5AX12

Aripiprazole

nepopanHa

TBBpAA

mg

1934995

1."®BbOHUKC
GAPMA" ECOJ]
2."®APKOJI"
ALl

0,028133
0,034027

0,033760
0,040832

1 | NO5AX13

Paliperidone

nepopansa
TBBpIA

mg

93490

1."®bOHHKC
OAPMA" EOOJ
2."COPAPMA

| TPEAJIVHT™

ANl

0,466667
0,482500

0,560000
0,579000

1 | NO5AX1S

Cariprazine

nepopanta
TBBpIA

mg

14586

1."®bOHUKC
DAPMA" EOOJ

1,006548

1,207858

Diazepam

| MApeHTepAHa |

}71 NO5BAO!

1 | NO5BBO1

Hydroxyzine

| nepopanHa
| TBBpAA

|mg_

mg

6700591

1."CO®APMA
TPEMIUHI™
ALl

0,052500

0,063000 |

7162822

1."®bOHUKC
®APMA" EOOL
2 "CODAPMA
TPEAJIHHT™
AL

0,003824
0,003895

0,004589
0,004674

1 | NOS6ABOS

Paroxetine

nepopanHa
TRBPAA

2769252

1."®LOHUKC
®APMA" EOOJI
2."CODAPMA
TPEWIVHT™
Al
2."®APKOJI"
ANl

0,005133
0,007987
0,007987

0,006160
0,009584
0,009584

1 | NO6ABOS

Fluvoxamine

nepopaiHa
TBHpOA

mg

1065600

1."®LOHUKC
®APMA" EQOJT

0,003367

0,004040

1 | NO6AB10

Escitalopram

nepopaHa
| TBBpPAA

mg

3196224

1."®bOHHUKC
©®APMA" EOOJ]
2."®APKOJI"
All :

0,009250
0,015139

0,011100
0,018167

1 | N06AX11

Mirtazapine

1

nepopanHa
TBRBpAA

mg

3987320

1."®LOHHKC
OAPMA" EOOJ
2."COOAPMA

TPEAAHT"
ALl

0,006000
0,009389

0,007200
0,011267

1 | N06AX16

Venlafaxine

|

]
nepopaiHa
TEBpAA

mg

16529010

1."®bOHUKC
®APMA" EOOJ
2."CODAPMA
TPEAJIUHL™
ALl

2 "OAPKOI"
ALl

0,001484
0,002511
0,002511

0,001781
0,003013
0,003013

1 | NOSAX21

Duloxetine

nepopanHa
| TREpIA

mg

3633950

1."PbOHUKC
®APMA" EOO]|
2 "CODAPMA
TPEMIAHT™
ALl
2."@APKOT"
ALl

0,005250
0,005268
0,005268

0,006300
0,006322
0,006322

1 | NO6AX22

1 | NO6AX26

Vortioxeting

| TiepopanHa

mg

360100

1.JJAHCOH BI'
[8]0)1

0,036344

0,043613

Apomelatine TBBpAA

nepopanya
TBB[AA

mg

113836

1."COPAPMA
TPEMAHT™
ATl

0,154583

0,185500

1 | N0sBCO1

LCaffeine citrate

napeHTepantHa/
IepopatHa

mg

196980

1."ObOHHKC
DGAPMA" EOO]]
2."MEJEKC"
oon

1,806000
1,809958

2,167200
2,171950
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1."CODAPMA
TPEHIWAHT™
1 | N0O6BX03 Piracetam HapeHTepaTHa | mg 2528632961 | ALl 0,000290 0,000348
1."OBOHUKC
OAPMA" EQO/]
2."CODPAPMA
nepopaiHa TPEUUHT" 0,000100 0,000120
| 1 | NO6BX03 Piracetam TBBAA mg 471707399 | AL 0,000102 0,000122
nepopanHa 1."®bOHUKC
1 | NO6BX18 Vinpocetine TBBpAA mg 9386039 | PAPMA" EQOJ{ 0,011833 0,014200
1."®LOHUKC
OAPMA" EOO/]
2."COOAPMA
TPEUIAHI™ 0,054300 0,065160
1 | NO6BX18 Vinpocetine HapeHTepaTHa | mg 5729364 | ALl 0,055167 0,066200
1."COD®APMA
TPEAAMHT"
1 | NO6DAO4 Galantamine napeHTepaHa | mg 4789314 | Al 0,243417 0,292100
1."COPAPMA
nepopania | TPEHIAHT™
1 | NO6DA0O4 Galantamine TBBpAA mg 125958 | ALl 0,106000 0,127200
1."®bOHHUKC
OAPMA" EOO/
2."CODAPMA
TPEMAAHI™
Al 0,010554 0,012665
nepopaiHa ordin 2."®APKOJT" 0,014494 0,017393
1 | NO6DXO01 Memantine TBBPAA mg ary 235320 | AL 0,014494 0,017393
1."®@bOHHKC
DOAPMA" EOO/]
2."CO®PAPMA
nepopansa TPEHIHHI™ 0,004700 0,005640
1 [ NO7AAQ2 Pyridostigmine ‘ TBBpIA mg 1512440 | AL 0,004766 0,005719
3a obocobena nozunua Ne 2:
MexzyHapoaHo Msapra
ARaTomo- HCTIATEHTHO /mg, Ex. HeHa 3a En. nena za
TepaneBTHYCH HagpMeHoBaHHe Hauus #a tabl., 3abene | Heolbxonum YuacTHULY B eAUHULEA MADKA SAMHAIA
Of1 | xoa /ATC-kon/ JINN/ NPHIOKEHAC ml./ *Ka | Opoit Mapxu KAACHPAHE Hes JIC mapka ¢ JLIC
1."®BbOHUKC
2 | RO3ACO2 Salbutamol WHXaJIATOpHA | mg 885152 GOAPMA" EOONL 0,145000 0,174000
Inhalat
ion
powde
r 160
meg/4,
5
Budesonide, meg/d 1."®@BbOHUKC
2 | RO3AKO7 Formoterol unxanaropa | UD ose 975320 OAPMA" EOO/J] 0,325250 0,390300
1."®@bOHHUKC
Inhalat OAPMA" EQOJT
ion 2."CO®APMA
powde TPEHIMHI" 0,615000 0,738000
2 | RO3BAO2 Budesonide HHXQIATOPHA | Mg r 33093 ALl 0,624167 0,749000
1."®bOHHKC
2 | RO3BAOS Ciclesonide HHXQIATOPHA | mg 1152 OAPMA" EOOJ 2,761000 3,313200
Inhalat
ion
powde -
meg/deli | r, hard
Tiotropium vered capsul 1."®bOHHUKC
2 | RO3BB04 bromide HMEXANnaTopHa dose e 14040 OAPMA" EQO 0,125267 0,150320
1."CO®APMA
nepopanHa TPEHIAHT™ J
2 | RO3DA0O4 Theophvlline TBBPAA mg 74671090 All 0,000146 | 0,000175
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RO3DA0S

Aminophylline

napeHTepaIHa

mg

107575973

1."COPAPMA
TPEUOVHI™
All

0,008580

0,010296

RO3DCO03

Montelukast

nepopanHa
TBBpAA

mg

tablet

6000

1."®bOHHUKC

DAPMA" EOOJ |

0,016733

0,020080

RO3DX07

Roflumilast

HepopanHa
TBBpIA

mg

60

1."®bOHHKC
DAPMA" EOOLL

4,747333

5,696800

RO3DX10

Benralizumab

apeHTepaTHa

mg

180

1."®bOHHUKC
DOAPMA" EOOJL

119,584667

143,501600

RO5CB02

Bromhexine

napeHTepanHa

o
m:

3967163

1."CODAPMA
TPEMIAHI™"
Al

0,291250

0,349500 |

RO5CBI13

Dornase alfa

HHXaJlaTopHa

mg

843

1."®@bOHHKC
DAPMA" EQOOJ

11,773333

14,128000

RO6ACO3

Chloropyramine

napenTepaina

mg

7662093

1."CO®APMA
TPEHIUHI™
ALl

0,057003

0,068404

RO6AD02

Promethazine

napeHTepaiHa

11394630

1."CO®APMA
TPEUJIMHI ™"
Al

0,017472

0,020966

RO6AEQS

Levocetirizine

nepopantHa
TCHHA

690620

1."®bOHUKC
©®APMA" EOOJT
2 "CODAPMA
TPEHIMHT"
Al

0,073900
0,078167

0,088680
0,093800

RO7AA02

Natural
phospholipids

HHTpATpaxean
Ha

mg

843328

1."®LOHHKC
®APMA" EOOJT
2."COOAPMA
TPEHMITUHI™
ARl

2. "MEJIEKC"
001

3,770833
3,772500
3,772500

4,525000
4,527000
4,527000

S01BAO1

Dexamethasone

BHTPEATHA
HMILIAHT

meg

51180

1."®bOHHKC
DAPMA" EOO/]

2,369200

2,843040

SO1EA0S

Brimonidine

BHTpEaNHa
Te4Ha

mi

6650

1."®@bOHHUKC
DAPMA" EQOJ]

0,988000

1,185600

SO01EDS51

Pilocarpine,
Timolol

BUTpEATHa
TEHHA

mg

20 mg/

mg/ml

49520

1."®bOHUKC
DAPMA" EOOJL

1,552000

1,862400

SO01EDSI

Pilocarpine,
Timolol

BUTpeaIHa
Te4Ha

mg

40 mg/
5

mg/ml

143820

1."®bOHHKC
DAPMA" EOOJ

1,474000

1,768800

SO1EEO!

Latanoprost

BHTpealHa
TCYHA

ml

7458

1."®BOHHUKC
DAPMA" EOOJZT

3,040000

3,648000

SO1EE03

Bimatoprost

BUTpEATHA
TeyHa

ml

348

1."®bOHHKC
DAPMA" EOO/]

6,563333

7,876000

SO1LAOS

Aflibercept

MapeHTepaiHa

mg

10

1."®bOHUKC
DAPMA" EOOJ]
2."MAPHUMIIEK
C-7"EOOA

3. "MEEEKC"
00oJ1

293,172500
293,291666
293,291667

351,807000
351,949999
351,950000

V03AB15

Naloxone

napeHTepaItia

mg

85150

1."®BOHUKC
®APMA" EOOJ
2."CO®PAPMA
TPEHJUHT™"
Al

1,985579
2,139583

2,382695
2,567500

VO3AEQ02

Sevelamer

HepopanHa
TBB[AA

mg

1."®bOHUKC
®APMA" EOOJT
2."CO®APMA
TPEUJIMHI"
AL

2. "COJOMEZ"
EOOT,
2."MAPHMIIEK
C - 7" EOOJ
2."MEJIEKC"

1333232003 | OO

0,000854
0,000855
0,000855
0,000855
0,000855

0,001025
0,001026
0,001026
0,001026
0,001026
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2 | VO7AB

Glucose

napeHTeparHa

ml

5%-

500 ml

154610460

1."®LOHKKC
®APMA" EOOJT
2."COJNIOME]T"
E0O[
2."TIPO
OAPMAITHST"
EOOJT
2."®APKOIT"
ALl
2."B.EPAVH
MEJIUKATT"
EOOJ

0,003100
0,003183
0,003183
0,003183
0,003183

0,003720
0,003820
0,003820
0,003820
0,003820

2 | VO7ABQO

Glucose

napeHTepaiHa

ml

5%-

250 ml

3890000

1."B.BPAYH
MEJUKAT"
EOO[

1."TIPO
®APMATIHS"
EOQO]I
2."OAPKOJ"
AR
2."COJIOME]]"
EOOJ1

0,004216
0,004216
0,004217
0,004217

0,005059
0,005059
0,005060
0,005060

2 | VO7AB0O

Water for
injection

IIapCHTEpaIHa

ml

15014238

1 "®LOHNKC
©APMA" EOOJT
2."COJIOME/"
EOOH
2."APKOJT"
ANl

2."B.EPAYH
MEJIUKAJ"
EOOQ
2."MEJIEKC"
00J1

0,022500
0,022583
0,022583
0,022583
0,022583

0,027000
0,027100
0,027100
0,027100
0,027100

2 | VOBABO2

Tohexol

napeHTepaliHa

mg I

2642553000

1."TIPO
GAPMALIS"
EOOI
2:"CODAPMA

TPEUIMHI™

All

0,000703
0,000733

0,000844
0,000880

2 | VO8ABO4

Topamidol

napeHTepaIHa

mg I

1925290653

1." InarHocTHK
Hmuoxmur”
oon
1."®@APKOJI"
ANl
1."MEJIEKC"
oo

0,001209
0,001209
0,001209

0,001451
0,001451
0,001451

| 2 | VOSBABO9

Todixanol

napeHTepaiHa

498058667

1."CODAPMA
TPEMIAHT™
ALl

0,001258

0,001510

2 | VOSABIO

Iomeprol

napeHTepaHa

mg

2691378555

1." InarHocTHK
Hmupuuar”
oon
1."®APKOJI"
AR
1."MEJIEKC"
oo

0,001458
0,001458
0,001458

0,001750
0,001750
0,001750

2 | VOBCAO2

Gadoteric acid

napeHTepaiHa

mi

130150

1."CODAPMA
TPEMIUHT"
AQl

1,977458

2,372950

2 | VOBDAODS

Sulphur
hexafluoride

napeHTepaiHa

QI

3230

1." AnardoctHk
Hmumsunr”
[e[6)1} :
2."®@APKOJI"
Al

2 "MEJIEKC"
O0L

106,530000
106,533333
106,533333

127,836000
127,840000
127,840000

Cren HW3BBPIIBAHE HA TOPHHUTC nelicTBu, IpeAcenaTe/Ar Ha KOMHCHATA 3aKpH H)’GHH‘-IHaTa YacT Ha

3acemaHucTo.

IV. TIpoBexkaane Ha €JeKTPOHEH ThpT.
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Ha ocaoanue wn. 90, an. 5, BbB Bph3ka ¢ wi. 90, an. 8 ot 3011 ra 14.09.2020 r. efHOBPEMEHHO 10
BCHUKH YJaCTHHILM B IpOLeAypara Oelle u3npaTeHa NOKaHa 33 y9acTHE B €JICKTPOHCH THPT. B wmsmparenara
[OKaHa B ChOTBETCTBHE ¢ m3uckBanuaTa Ha 30I1 ce chrbpKaxa pesynrarute OT MbPBOHAYAIHO U3BLPUICHATA
OlleHKA Ha odepTuTe TOCOYEHH I[IO-TOPe W CThOKATA C KOSTO YYaCTHMUMTE Morar /2 HamajliBaT
TIPeIUIOKEHATE OT TAX LEHH, Ope/ielieHa OT Bh3NOKHTENA B IOKYMEHTAUMATA 32 y4acThe B MPOUCAypaTa, a
nMerHo 0,05%. B CHOTBETCTBHE ChC 32KOHOBHTE H3MCKBAHHS B TOKaHaTa Gelle MOCOYEHO, He ENCKTPOHHUAT
Thpr cTaptupa Ha 17.09.2020 r. B 08:00 4aca 1 NpHKIOYBA Ha 18.09.2020 r. B 17:30 vaca. EnexTpoHHuAT
TBPT CTAPTHPA M NPHKIIOYH U3LSNO €TEKTPOHHO, KaTo C HACTHIIBAHE HA J1aTaTa U 4aca, OCO4CHH B NOKaHaTa,
a umenno 18.09.2020 . B 17:30 yaca, EnekTpoHHAaTa CHCTEMa aBTOMATHYHO FeHEPHPA KPAHHOTO KIIaCHPaHe B
PE3YNITAT Ha HANDABEHUTE B PAMKUTE HA EEKTPOHHHUS THPT HaMaJICHUs Ha UEHATE OT CTPaHa HA YHACTHUIMTE
B TIpOLeAypara.

KnacipaHeTo IOCTHTHATO B Pe3y.ITaT Ha IPOBE/ICHNUS €JIKTPOHEH ThPT, € CIIEAHOTO:

Knacupane no obocobena nosuyus Ne 1:

[ Mesxaynapons | En nemasa | En uenasa |
Amnaromo- 0 HENATEeHTHO Msipka SHHNTA efnELa
O | TepanesTHMEH KOJ | HAHMCHOBAHHE HauuH Ha /mg, tabl., | 3abenenc | Heobxommm YaacTHEM | msapka Oe3 MApKa C
| T JATC-rog/ /INN/ [EPHIIGIKEHHE ml./ Ka Gpoii Msipen KNACHPAHE IEC JUIC
| 1."MEJEKC"
1| NO1ABO6 Isofiurane HHxanartopha | ml 2196318 8,071 0,463667 0,556400
1."®bOHHUKC
OAPMA" EOOJ
2. JJAHCOH BI'
(6101
2."®APKOJI"
ANl
‘ 3 "MEIEKC" 0,694200 0,833040
l : ' oo 0,694500 | 0,833400
3."CODAPMA | 0,694500 0,833400
TPEMIMHT" 0,694506 0,833407
1 | NOLABOS Sevoflurane uxanatopHa | ml 115367685 ALl 0,694506 0,833407
1."TbPI'OBCKA
JIT'A - TAIT"
1 | NO1AHO6 Remifentanil napeHTepany#a | mg 909762 All 2,870000 3.444000 |
1."®bOHHUKC
®APMA" EOOJT
2."CO®APMA
TPEHOUHT™ 0,013920 0,016704
1 | NO1AXO03 Ketamine napeHTepaiHa | mg 13256311 ALl 0,013926 0,016711
1."®bOHWKC
GAPMA" EOOJL
2 "®APKOJ"
Al
3."B.BPAYH
MEJHUKAJ"
EOO[N
3."MEJEKC"
00]] 0,008600 0,010320
3."COJIOMEJ" | 0,087580 0,105096
EOO 0,087583 0,105100
3."TIPO - 10,087583 0,105100
| OAPMAILIWA" | 0,087583 0,105100
1 | NO1AX10 Propofol . napenTepanya | mi 1% 21840998 EOOA 0,087583 0,105100
1."®bOHHKC |
OAPMA" EOOA
2. "MEJEKC" 0,150000 0,180000
1 | NO1BBO1 Bupivacaine napeHTepaiHa | mg | 3476960 (001} 0,153435 0,184122
1."®@bOHHKC
OAPMA" EOOJ
| 2JAHCOHBI | 0,006880 0,008256
1 | NO1BB02 Lidocaine nmapesTepanHa | me. 70512010 | OOA 0,007244 0,008693
1."TBPTOBCKA
JIUT'A - TAL"
AR
2."CODPAPMA
NO01BB02/C01BB0 TPEVTHHI™ 0,007870 0,009444
1]1 | Lidocaine - | mapenTepanHa | mg 89858561 | A 0,007879 0,009455
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—

NO1BB09

Ropivacaine

HapeHTepanHa

mg

5555165

1."®BOHHKC
®APMA" EOOJI
2."DAPKOJT"
All
3."BEPAVH
MEJIHKAJT"
)il
3."COJIOMEJ"
lelo)i

3."IIPO
GAPMALIS"
E0O]

0,091300
0,093820
0,093866
0,093866
0,093866

0,109560
0,112584
0,112639
0,112639
0,112639

—

NO1BB52

Lidocaine,
Chlorhexidine

ypeTpaiHa

g “
Lidocaine

60

1."®LOHHKC
®APMA" EOOJT
2."CODAPMA
TPEMIMHI™
Al

8,879405
8,882525

10,655286
10,659030

—

NO2BB02

Metamizole
sodium

napeHTepanHa

mg

3496696955

—

NO2BEO1

Paracetamol

mapeHTepanHa

mg

715218284

1. JJAHCOH BT
oon
1."CODPAPMA
TPEMIIUHI

SAL

1."®bOHUKC
OAPMA" EOO[L
2."CODAPMA
TPEUUHT™
Al
3."®APKOJT"
AR

4 "MEJIEKC"
oon
5."B.BPAVH
MEJTAKAIT"
EOOH -
6."COJIOME/]T"
oop, ‘
7.1PO
DAPMALIST"
EOCOJ

0,000400

0,000400

0,000972
0,000973
0,000989
0,000992
0,001031
0,001045
0,001049

0,000480
| 0,000480

0,001166
0,001168
0,001187
0,001190
0,001237
0,001254
0,001259

—

NO3AA02

Phenobarbital

napeHTepaTHa

13025182

1."CO®APMA
TPEMJAHI™
Al

0,005397

0,006476

—_—

NO3AFO1

Carbamazepin
e

epopaHa
TBBpIA

238531620

1."®bOHHKC
GAPMA" EOO]L

2."®APKOJI"
All

0,000347
0,000348

0,000416
0,000418

—_—

NO3AF02

Oxcarbazepine

nepopatHa
| TBBpAA

mg

12654200

1."CO®APMA
TPEHIHAHT™
ALl

0,000722

0,000866

—

NO3AGOI

Valproic acid

napeHTepaiHa

mg

35216308

| 1."®BLOHUKC
®APMA" EOOJI
2."CODAPMA
TPEAVHI

ATl
3 "®APKOJT"

ALl
4."MEJIEKC"
00K
5."MAPHUMITEK
C - 7" EOOJ

0,014172
0,014174
0,014195
0,014345
0,014855

0,017006
0,017009
0,017034
0,017214
0,017826

—_

NO3AGO!

Valproic acid

_—

NO3AGO1

Valproic acid

| TBERAA

nepopanHa

mg

1049699825

1."®APKOJT"
Al
1."ObOHUKC
®APMA" EOOJI

0,000219
0,000219

0,000263
0,000263

nepopansa
TeuHa

mg .

8198632

1."®bOHUKC
DAPMA" EOOJI
2."CO®APMA
TPEHATAHT™

All
| 3."DAPKOI"

| AT

0,000648
0,000649
0,000655

0,000778
0,000779
0,000786
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—

NO3AX09

Lamotrigine

nepopaiHa

| TBBpIA

mg

5088100

1

NO3AX11

Topiramate

nepopasnHa
TBBPIA

550600

1."®LOHUKC
©®APMA" EOO/]
2. "CODAPMA
TPEMIMAHT™
Al

3. "DAPKOT"
AQl

0,002247
0,002248
0,002289

1."®bOHHKC
GAPMA" EQOJ
2."CODAPMA
TPEUIVHI™"
ALl
3."OAPKOMI"
ALl

0,002503
0,002504
0,002675

0,002696
0,002698
0002747 _ |

0,003004
0,003005
0,003210

—_

NO3AX12

Gabapentin

TiepopanHa
TBBPIA

66778071

1."®bOHHKC
DAPMA" EOOJ]

0,000446

0,000535

—

NO3AX14

Levetiracetam

nepopanHa
TBBpAA

19291000

1."®BOHUKC
®APMA" EQOT
2."CO®APMA
TPEWIHUHI"

Al
3."QAPKOJT"
AL

0,000361
0,000362
0,000387

0,000433
0,000434
0,000464

—

NO3AX14

Levetiracetam

nepoparHa
TeqHa

10504000

| 1" GLOHUKC
®APMA" EOOJ]

0,001908

0,002290

—

NO3AX16

Pregabalin

nepopaiHa
TBBpAA

mg

13162700

1."®bOHUKC
OAPMA" EOOJI
2"CO®APMA
TPEUIAHT™
AL
3."®APKOJ"
Al .. .

0,001231
0,001232
0,001240

0,001477
0,001478
0,001488

—

NO3AX18

Lacosamide

nepopansa
TBBpAA

136080

1."®bOHUKC
OAPMA" EOOJ
2."@APKOJT"
All

0,008833
0,008886

0,010600
0,010663

—_

NO4AAQ2

Biperiden

nepopansa
TBBPIA

mg

5164492

1."®bOHHKC
DAPMA" EOONT

0,030500

0,036600

—

N04BBO01

Amantadine

apeHTepaiHa

mg

3386920

1."CODAPMA
TPEMIWHI™

Al
1."MEJIEKC"
oon

0,144583
0.144583

0,173500
0,173500

—

N04BC04

Ropinirole

nepopaiHa
TBBPIA

mi

540

1."®bOHUKC
BAPMA" EQOJT
2."CODPAPMA
TPEUJHHI™"
AR

0,127500
0,127507

0,153000
0,153008

—

N04BC05

Pramipexole

Iepopaisa
BB

mg

374

1."®BOHUKC
®APMA" EQOJL
2 "CODAPMA
TPEMIUHT™"
AL
3."®APKOJ"
AL

0,544000
0,544243
0,548890

0,652800
0,653092
0,658668

—

N04BD01

Selegiline

nepopam-la
TBRPAA

mg

22150

1."®bOHHKC
DAPMA" EOOJ
2. "®APKOJI"
ALl

0,045000
0,045222

0,054000
0,054266

-

N04BD02

Rasagiline

nepopaiHa
TBBpAA

mg

120

1."®bOHHKC
®APMA" EOOTT
2."®APKOJI"
AR

1,156167
1,260108

1,387400
1,512130

—_

NO5AAQ1

Chlorpromazin
e

nmapeHTepATHA

mg

10071963

1."CO@APMA
TPEMJIUHT™
Al

0,013375

0,016050

—

NOSABO2

Fluphenazine

napeHrepanda

mg

528300

1."®bOHHUKC
DAPMA" EOOJL

0,165600

0,198720

1 | NOSADO1

Haloperidol

napeHTepaHa

mg

2044285

1."CO®APMA
TPEMAMHT
AL

0,163167

0,195800

mg

5387767

1."®bOHHKC

0,032267

0,038720

1 | NOSADO1

Haloperidol

nepopaiHa
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TBBpAA

DAPMA" EOOJ]
2"COPAPMA
TPEMJHHI™

0,032271

0,038725

1 | NO5AFO1

Flupentixol

nepopaiHa
TBBpJA mg

659055

Al
1."CO®APMA
TPEHAUHI™
ALl

0,152000

0,182400 |

1 | NOSAFOI

Flupentixol

NapeHTEpaIHa l mg

274524

1L."CO®APMA
TPEAWHT"
ALl

0,115292

0,138350

1 | NO5SAFO05

Zuclopenthixol

nepopaiHa |
TBBpIA mz

1875200

1."COPAPMA
TPEHMTUHI™
AL

0,012000

0,014400

1 | NOSAFO05

Zuclopenthixol

NapeHTepaIHa | mg

2639920

1."CO®APMA
TPEUIUHT™
AL

0,057000

0,068400

1 | NOSAHQ2

Clozapine

nepopanHa
TBBpAA mg

67147350

- 1."®bOHHKC
- @APMA" EOOJQ

2."®APKOJI"
ANl

0,002080
0,002151

0,002496
0,002581

1 | NOSAHO3

Olanzapine

nepopansa |
TBBpIA mg

5742616

1."®bOHHUKC

- DAPMA" EOOJL

2"CODAPMA
TPEAIUHT™

Al
3."OAPKOJI"
All

0,014067
0,014071
0,014298

0,016880
0,016885
0,017158

1 | NO5AHO3

Olanzapine

[APEHTEPAIHA | Mg

75250

1."®bOHHKC
DAPMA" EOOJ

0,896049

1.075259

1 | NOSAHO4

Quetiapine

niepopanHa
TBBpIA mg

89144480

1."®ObOHHUKC
GAPMA" EOOL
2."CODAPMA
TPEM/IMHE"
Al
3."®@APKOJI"

AR

0,000723
0,000724
0,000737

0,000868
0,000869
0,000884

1 | NOSALOS

Amisulpride

nepopanHa
TBBpIa mg

51504000

| 1."®@bOHHUKC

DAPMA" EOOJ]
2."@APKOI"
ALl

0,001783
0,001787

0,002140
0,002144

.1 | NO5AX08

Risperidone

nepopanHa
TBBpAA mg,

1783680

1."®LOHHKC
®APMA" EOOJT
2 "CODAPMA
TPEMIUHL"

ALl
3."MAPKOI"
AL

0,043333
0,043353
0,043505

0,052000
0,052024
0,052206

1 | NOSAX12

Aripiprazole

TiepopaHa
TBEpAA | mg

1934995

1."®bOHHKC
©OAPMA" EOO[
2."®APKOJI"

AR

0,028133
0,028506

0,033760
0,034207

1 | NO5SAX13

Paliperidone

nepopatHa
| BBpHR mg
T 1

1 | NOSAX15

| Cariprazine

| mepopansa
TBBPAA mg

93490

1."®bOHHKC
DAPMA" EOON
2."CODAPMA
TPEMAUHT"

ALl _

0,466667
0,466833

0,560000
0,560200

| 14586

1."®bOHHKC
DAPMA" EOOJ

1,006548

1,207858

1 | NO5SBAO1

Diazepam

1 | NO5BBO1

Hydroxvzine

napeHTepaita | mg

6700591

1."CODAPMA
TPEWIAHI™"
Al

0,052500

0,063000

niepopanHa
TBBpIA mg

7162822

1."®BLOHUKC
®APMA" EQOJT
2."CO®APMA
TPEHTHUHT™
Al

0,003824
0,003826

0,004589
0,004591

1 | NO6ABOS

Paroxetine

nepopanHa
| TBBpHA mg

2769252

1."®@BbOHHKC
®APMA" EOOJT
2 "CODAPMA
TPEVUHI™

Al
3."GAPKOJI"
Al )

0,005133
0,005136
0,005300

0,006160
0,006163
0,006360
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NO6ABOS

Fluvoxamine

nepopaiHa
TRB[/IA

mg

1065600

1."®BbOHUKC
DOAPMA" EOOJT

0,003367

0,004040

NO6ABI0

Escitalopram

mepopaiHa
TBBpIA

mg

3196224

1."®bOHHKC
DGAPMA" EOOJL
2."®APKOJIT"
All

0,009250
0,009320

0,011100
0011184

NO6AX11

Mirtazapine.

repopaHa
TBBpIA

3987320

1."®bOHMKC
D®APMA" EQO/
2."CODAPMA
TPEUIUHI™
ALl

0,006000
0,006001

0,007200
0,007201

NO06AX16

Venlafaxine

nepopanHa
TBBPAA

16529010

1."®bLOHHKC
®APMA” EQOJ]
2."COD®APMA
TPEMIAHL"

All
3."®@APKOJI"
All

0,001484
0,001485
0,001530

0,001781
0,001782
0,001836

NO6AX21

Duloxetine

mepopaHa
TBB[AA

| mg

3633950

1."®bOHUKC

- @PAPMA" EOOJ

2."COPAPMA
TPEUJIMHI™

Al
3:"DAPKOJ"
ALl

0,005250
0,005252
0,005260

0,006300
0,006302
0,006312

NO6AX22

Agomelatine

nepopatHa
TBBPIAA

mg

360100

1.JAHCOH BI'
oon

0,036344

0,043613

NO6AX26

Vortioxetine

nepopantHa
TBBpAA

mi

113836

1."CO®APMA
TPEMIUHT"

0,154583

0,185500

N06BCO1

Caffeine citrate

MapeHTepaiHa
/mepopanHa

mg

196980

All
1."®LOHHUKC
®APMA" EOO]]
2 "MEJIEKC"
00[1

1,806000
1,806341

2,167200
2,167609

NO6BX03

Piracetam

HapeHTepanHa

mg

2528632961

NO6BX03

Piracetam

nepopaiHa
TBBpAA

mg

471707399

1."CODAPMA
TPEHJUHI™
ALl
1."®bOHUKC
®APMA" EQOJ
2."COPAPMA
TPEUJIAHT "
ALl

0,0002590

0,000348

0,000100
0,000101

0,000120
0,000121

NO06BX18

Vinpocetine

repopanHa
TBBpAA

mg

9386039

1."®BOHUKC
DAPMA" EOOJ

0,011833

0,014200

NO6BX18

Vinpocetine

napeHTepanHa

mg

5729364

1."®bOHUKC
®APMA" EOO[
2."CODAPMA
TPEUIHHI™
AL

0,054300
0,054318

NO6DA04

Galantamine

rapeHTepaHa

me

4789314

| 1."CODAPMA

TPEHIMHL™

| AT

| 0,243417

0065160
0,065182

0,292100

Galantamine

niepopaHa
TBB]AA

mg

125958

1."CO®APMA
TPENTAHT
ANl

0,106000

0,127200

| NO6DAO4

NO6DX01

Memantine

nepopaiHa
TBB{A2

ordinary

235320

1."®BOHHUKC
©APMA" EOO]],
2."CODAPMA
TPEATAHT™

ALl
3."DAPKOI"

0,010554
0,010556
0,011169

0,012665
0,012667
0,013403

NOTAAQ2

Pyridostizmine

TepopanHa,
TBBpOA

L me

mg

1512440

Al
1."®bOHUKC
®APMA" EOOJT
2."COD®APMA
TPERIAHL™
AJL

0,004700
0,004702

0,005640
0,005642

Knacupane no obocobena nosunus Ne 2:
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Mesxnysaponu En ueraza | Ex nenasa
Anaromo- 0 HEHATEHTHO Mspra eqnEIIA SAVHMNA
0] TCPAaHEBTHYEH | HANMEHORAHHE Haunn ma /mg, tabl., | 3abenex | Heobxoaum YaacTuunm 0 Mapka Ges MfApKa ¢
H | xon/ATC-xon/ /INN/ NpHAOKEHNES ml/ Ke Gpoi Mspiu KAACHpaHEe JC JAC
1."®@bOHUKC
2 | RO3ACO2 Salbutamol HHXANATOpHE | mg 885152 | ®APMA" EOOJ | 0,145000 0,174000
Inhalatio |
n
powder
160
meg/4,5
Budesonide, meg/dos 1."®hOHHUKC
2 | RO3AKO7’ Formoterol uaxaatopra | UD e 1975320 GAPMA" EOQJ | 0,325250 0,390300
| 1."CQ(DAPMA
TPEUIHHI™
Inhalatio AT
n [ 2."®BbOHUKC 0,614565 0,737478
2 | RO3BA02 Budesonide HBXalaTopHa | mg powder | 33093 DPAPMA" EOOJ | 0,614693 0,737632
1."®bOHUKC
2 | RO3BAO8 Ciclesonide WHXanaTopHa | mg 1152 - PAPMA" EOO[ | 2,761000 3,313200
Inhalatio
n
powder, ) )
Tiotropium mcg/delive | hard 1."®bOHHKC
2 | RO3BB04 bromide unxanatopHa | red dose capsule | 14040 DAPMA" EOO]I | 0.125267 0,150320
[ 1."CO®APMA
repopaiHa | TPEAIMHT™
2 | RO3DAO4 Theophylline | TBBpIa mg 74671090 Al 0,000146 0,000175
1."CODAPMA
TPEAAMHI™
2 | RO3DAOS Aminophylline | napentepamma | mg 107575973 | AT 0,008580 0,010296
NepopanHa - ! 1."®bOHUKC
2 | RO3DCO3 Montelukast TBBpIA mg tablet 6000 GAPMA" EOOJT | 0,016733 0,020080
nepopansa : 1."®bOHUKC
2 | RO3DX07 Roflumilast TBBpAA ing 60 GAPMA" EOOJ | 4,747333 5,696800
1."®BLOHHKC
2 | RO3DX10 Benralizumab | maperTepansa | mg 180 OAPMA" EQOJL | 119,584667 | 143,501600
1."CO®APMA
TPEAIAHT™"
2 | ROSCB02 Bromhexine napeHTepajiHa | mg 3967163 Al 0,291250 0,349500
1."®LOHHKC
2 | ROSCB13 Dornase alfa WHXAJaTOpHA | mg 843 DAPMA" EOOJT | 11,773333 14,128000
1."COOAPMA
Chloropyramin TPEMUHL™
2 | RO6ACO3 e napeHTepanHa | mg 7662093 Al 0,057003 0,068404
1."CO®APMA
TPEMIAHT™
2 | RO6AD02 Promethazine | mapenTepanHa | thg 11394630 ALl 0,017472 0,020966
1."®@bOHUKC
| DAPMA" EOOLT
| 2"CODAPMA
nepopaiHa TPEUUHT" 0,073900 0,088680
2 | ROGAEQ9 Levocetirizine | Te4Ha mg 690620 Al 0,073909 0,088691
1."®BbOHHKC
 @APMA" EOOI
2."CODAPMA
TPEHAMHT™"
| { AL 3,770833 4,525000
Natural HHTpaTpaxean 2."MEJIEKC" 3,772500 4,527000
2 | RO7TAAQ02 phospholipids | Ha mg 843328 (o]0} 3,772500 4,527000
Dexamethason | BUTpeansa oo [ 1."®bOHMKC
2 | S01BAOI e HMILIGHT ‘mcig 51180 GAPMA" EOOJ | 2,369200 2,843040
BHTpeEaNHa 1."ObOHUKC .
2 | SO1EAQ5 " | Brimonidine Teuna m! " 6650 OAPMA" EOOJL | 0,988000 1,185600
Pilocarpine, BHTpeaTHa . 20mg/ 5 1."®bOHHUKC
2 | SOIEDS1 Timolol TEe4Ha ‘mg mg/ml | 49520 Il(DAPMA" EOOQ | 1,552000 1,862400
Pilocarpine, ‘BHTpeallHa 40mg/5|. i| 1."®bOHUKC
2 | SO1EDS1 Timolol Te4yHa mg mg/ml 143820 OAPMA" EOQOJ | 1,474000 1,768800
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2 | SO1EEQ1

Latanoprost

BHTpeaNHa
Te4Ha

ml

7458

1."®bOHHKC
GAPMA" EOOJ]

3.040000

3.648000

2 | SO1EEQ3

Bimatoprost

BUTpEanHa
Te4Ha

'ml

2 | SOILAOS

Aflibercept

apeHTepatHa

mg

| 348

- 1."®bOHUKC
PAPMA" EOOJ

6,563333

7,876000

10

1."®@bOHHKC
®APMA" EOOJ
\ 2."MEJIEKC"
00
3."MAPHMIIEK
C - 7" EOOJI

278,731386
283,059943
293,291666

334,477663
339671932
351,949999

2 | VO3ABILS

Naloxone

MapeHTepanHa

mgy

85150

. 1."®bOHUKC
®APMA" EOOJ]

[ 2."CODAPMA
TPEHIVHI"

LAR

1,985579
1,985940

2,382695
2,383128

2 | VO3AEQ2

Sevelamer

HepopaiHa
TBBpAA

1333232003

L 1."MAPAMIIEK
C-7"EOO[,
1.*ObOHUKC
D®APMA" EOOJT
2."MEJIEKC"

| oon
2."CODAPMA
TPEAIUHT™

| 2,"COJIOME"
oon

0,000854
0,000854
0,000855
0,000855
0,000855

0,001025
0,001025
0,001026
0,001026
0,001026

2 | VO7AB

Glucose

napeHTepasHa

ml

5%-500
ml

154610460

1."[IPO
OAPMALIHA"
EOOJ
1."®bOHUKC
®APMA" EQOJ
2."COJIOME["
00J1
3."EEPAYH
METHAKATT"

| Eoon
4"®APKOIT"
All

0,002570
0,002570
0,002572
0,002575
0,002580

0,0603084
0,003084
0,003086
0,003090
0,003096

2 | VO7AB0OO

Glucose

napeHTepaisa

ml

5%-250
ml

3890000

1."B.BPAYH
MEJHUKAT"
EOOA

1."ITPO
OAPMAILMSA"
EOON

2 "®APKOJ"
All
2."COJIOMEZ"
oo

0,004216
0,004216
0,004217
0,004217

0,005059
0,005059
0,005060
0,005060

2 | VO7ABOO

Water for
injection

Tie

napeHTepaiia

mi

2 | VO8ABO2

Tohexol

[apeHTepatHa

7]
Eal

}

2642553000

15014238

1."®LOHHKC
®APMA" EOO/L
2."MEJEKC"
oo
3."COJIOMEJ"
oo
3."GAPKOI"

AL
3."B.BPAYH
MEJHKAJT"
EOOJ "

0,022500
0,022504
0,022583
0,022583
0,022583

0,027000
0,027005
0,027100
0,027100
0,027100

| 1."TIPO
OAPMAILTVS"
EOON
2."CODAPMA
TPEWJTUHT™
ALl

0,000703
0,000704

0,000844
0,000845

VO08ABO4

MapeHTeajiHa

mg 1

1." Inarnoctux
HUmuokHHT"
oo
1."®APKOJI"
Al
1."MEJEKC"
oo .

0,001209
0,001209
0,001209

0,001451
0,001451
0,001451

Iopamidol

‘
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i | L"CO®APMA
‘ | TPEAMHT™
2 | VOBABO9 Todixanol napentepanHa | mp I 498058667 | AJl 0,001258 0,001510

o =

| 1." Inarnoctux
| Umumxuar"

A 1 Q0
1."®APKOJI"
AL 0,001458 0,001750
1."MEIEKC" 0,001458 0,001750
2 | VOSABIO Tomeprol napeHTepalna | mg 2691378555 oon 0,001458 0,001750

1."COPAPMA
_ TPEUIVHT™
ml 130150 ALl 1977458 | 2372950

L)

VO8CA02 Gadoteric acid | mapeHTepaiHa

|
| - 1."MEJEKC"
i elo)if

| 2" TnarHOCTHK

HmMamxKHHr"

| ©loong 106,480066 | 127,776079
Sulphur | 3."®APKOI" 106,530000 | 127,836000
2 | VO8DAO5 hexafluoride napestepanna | of. 13230 | AT 106,533333 | 127,840000

V. IIpoBepka Ha NeHOBHTE NPENJIOKEHHs 32 HAJTHYIHETO HA UeHa Haj [To3UTHBHAS JeKapeTBeH
cnuchbK (IIpuioxkenne Ne 2) u 32 HanTHYHeTO Ha HeoOOHYAHHO GJAaronpHATHH odepTH, HIBLPIICHH HA
23.09.2020 r. OT XOMHCHSATA B ChCTAB:

Ilpeacenartean:

1. Bans MHUTKOBA - IbPKABEH €KCIIEPT B AUPEKHHs ,,O011eCTBeHU HOPBUKH;

Ynenose: : _

2. XpuctuHa Aryene - IIaBeH eKCTIepT B AHPEKLUA ,;OBILECTBEHH TIOPBHUKH®;

3. Mar. ®@apwm. LiBerenuna Ilonosa - ¢rapim eKCIIepT B [[MPEKIHsT ,,JJekapcTBeHa TTOJIHTHKA;

4. JI-p Ceetana Paiiuesa - IbpkaBeH excriepr B';mpeKiiﬁ;i I

5. Botbo BOTER - TNIaBeH €KCIEpT B JMPEKITHS ,,JIekapcTBeHa MONHTHKA.

Ilopaau oTcheTBHE Ha pefoBHuS wieH A-p Henu TapuHCka, HauanHUK Ha oTAen B aupexims ,JIIT,
BEB BPB3Ka C IIOJI3BAHETO Ha IUIATeH TONMIIEH OTIMYCK, ChIfaTa Oecile 3aMecTeHa OT pe3epBHHsS YIEH Mar.
dapm. [eeTenuna [Nonora, crapiy excrnepT B gupexmust ,, JIT“.

1. KomucusTa ¥3BbPUIA NPOBEPKA 33 HANWYMETO HA LEHOBM MPEVIOKEHHS, KOMTO Ja HaJABHIIABAT
ueHara B IlosuTuBHES NekapcTBeH cmichk ([Ipunoxkenue No 2) U yCTAaHOBH, Y€ HAMA LIEHOBH MPEITIOXEHHS]
Han pedepentHara croitnoct Ha I1JIC, akryaned kem 02.09.2020 1.

2. Ha ocroBanme ui. 72, an. 1, BB Bpb3Ka ¢ wi. 72, an. 6 ot 30Il, cinen npuxitovyBaHe Ha
eIeKTPOHHHMS ThPI KOMUCHSITA U3BBPILH MPOBEPKa 32 HAJIMYMETO HA LEHOBO IIPEAIOKEHHE C oBeYe OT 20 Ha
CTO MO-0JIArONMPHATHO OT CPeAHATa CTOHHOCT Ha LIEHOBUTE NPEAIOKEHHS HA OCTAHAINTE YUACTHUIH 32 BCEKH
€JIMH OT JIEKAPCTBEHUTE IIPONYKTH, BKIIIOUEHH B CAMOCTOSATENHA HOMEHK/IATYpa. B pesynrar Ha U3BBpIleHATa
IIPOBEPKA CE YCTAHOBH, Y€ UMA IICHOBO NPeJIOKEHHE, KOETO € ¢ IoBede or 20 Ha CTO Mo-61aromnpusTHO OT
cpeqHAaTa CTOMHOCT Ha LEHOBHUTE NPEIJIOKEHNUS HA OCTAHAIUTE YYaCTHHULH, & IMCHHO:

IO OGOCOBEHA HO3UITASA Ne 1

MexayHapo
(LT IIHO 5 Havuun na ke 3abe | Heobxomu L T
O lixeparestue HENAaTeHTHO | IPHAGKEHH /mg, JIeKK | M Gpo# Odepra Y49acTHHK SaaEet
| I |axox/ATC- el 4 | r tabl., a MiipKH Mspka be3
' xoa/ ve /INN/ ml./ Jac
2 "®LOHUKC
- TIapEeHTePa | DAPMA"

| 1 |N01AX10 | Propofol Ha P lml 1% 21840998 ‘Ne 0545 EOOA 0,008600

B CHOTBETCTBUE ChC 3aKOHOBHTE H3MCKBAHHS, OT MOCOYEHHA MO-rope yuacTHHK, Ha 23.09.2020 r. ¢
HHCMO, 3npaTeHo upes EnekTponHara cucteMa, Gellle H3UCKaHO Ja NpeAcTaBi 000CHOBKA Ha IpejJiaraHara
OT HEro IIeHA 34 JIEKAPCTBEHHA POLYKT, YHATO HeHa € ¢ nosede oT 20 Ha ¢TO Mo-01aronpusTHO OT CpeaHaTa




CTOMHOCT HAa HEHOBHTE MPEAIOKEHHMATA HA OCTAHANATE YYaCTHHIH, KAaTO HA YYAaCTHHKA L @bOHHKC
DAPMA“ EOQ/I, Getlie 1afgeHO CAETHOTO YKA3aHHE:

., Obocroskama we 6v0e oyeHena no OMHOUEHUE Ha HEelIHAma NeAHOMA U 0DeKMUBHOCH OMHOCHO
€OHO WU HAKOIKO OM CAEOHUMEe 0bcmosmencmsa:

1. uxonomuueckume ocobenocmu Ha NPOU3BOOCMBEHUS NPOYEC, HA NPeOOCMABsHUME YCIY2U U HA

CIMPOUMENHUS MEMOO0;

2. usbpanume mMeXHUMeCKU PeuieHUss Wil HAWUYUEMO HA USKTIOYUMENHO ONazONnpUsmHuy yCiosusi 3a

YHACMHUKG 30 NPeOOCMABSHEMO HQA . NPOOYKMUMe . Unu YCIY2ume Ui 30 USNBIHEHUEMO Ha

CIMPOUMEeCcmaomo;

3. opueunaIHOCM HA NPEONONCEHOMO OM YHACMHUKA PEUEHUE NO OMHOUEHUE HA CIPOUMELCMEOMO,

docmagkume unu ycrysume; .

4. cnazeanemo na 3advaxcenuama no i 115 om 3011,

5. 6BIMOIICHOCTIMA YHACTIHUKDIM Od ROLY4YU ObPIHCABHA ROMOW.

Obocnoskama credéa 0a mpedcmagume 6 5- OHeger CPOK OmM NOAYYAGAHE HA MO8A UCKAHe, Ype3
Enexmponnama cucmema. Ha ocnosanue un. 107, m. 3 om 3011 npu nenpedcmassine 8 CpOK HQ NUCMEHAMA
0BOCHOBKA UM NpU Henpuemanemo U, we OvOeme npedioXcen 3G Omcmpanssaine om NO-HAMAMBUHO
yuacmue 8 npoyedypama. .

B nocodyeHns 0T KOMHCHATA cpok Ha 24.09.2020 r. ¢ mucmo BX. Ne 26-00-2681/24.09.2020 . e
HOCTHLIMAA clIeTHATa 060CHOBKA 0T y4acTHuka , ’bOHUKC ®APMA“ EOO/:

B omzosop ma Bawe uckawe omHOCHO HQUUHA HQ OBPASYSAHE HA YEHOBOMO NPEONOMNCEHUE 3Q
yuacmue 8 20peyumupanama npoyedypa 3a 6b31a2ane Ha obuecmeena NOpLYKa no Obocobena nosuyus Ne 1
30 CAEOHAMA HOMEHKIAMYPHA eOUHUYA:

‘ Ne wa O ATC INN .- Jlek. popma MApKa

3abesieRKa ‘

|

‘ 1 NO1AX10 Propofol | mapentepanna | ml 1% ‘

Bu yeedomasame, ue npu GOPMUPAHEMO HA YEHOBOMO NPEONONCERUE HA 20PeNOCOYCHIUS NEKAPCMBEH
npodykm e donycrama mexuuuecka zpewixa u , PbOHHKC Papma* EOQOI e moxce 0a nomewvpou
NPedNodICEHAMa Yena. = :

Ha 3akpuTo 3acefiaHne, NPOBEACHO B ChIIMA I€H OT KOMHCHSTA B FOPELMTHPAHHS ChCTAB, CIEA KaTo
Ce 3aMo3Ha ¢ TaKa NpeACTaBeHaTa 0BOCHOBKA, YCTAHOBH, Y€ IPE/ICTABEHATA NO-HUCKA LieHa He & GopMHpaHa
OT y9aCTHHK, 4 ChLIaTa € Pe3yNTaT Ha TeXHHYECKa TPELlka IPH NOMBIBAHE HA LISHOBOTO NPEAIOKEHHE.

TIpenBra yCTaHOBEHOTO I0-TOpe KOMHCHsTAa Ipejiara Ha ocHoBanne ui 107, 1. 3 or 30l
YYaCTHHKBT 1a Obe OTCTPaHeH OT y4acTHE B IpOLeypaTa 3a Clie/HATa HOMEHKIIATYPa: JEKapCTBEH NPOYKT
¢ ATC xon NO1AX10, M&XIYHApOIHO HENMATEHTHO HAMMEHOBAHHE ,, Propofol”, ¢ hopma Ha NPHIIOKEHHUE —
napeHTepaiHa, Thil KaTo IpeAnoXKeHaTa OT Hero MO-HHCKA HEHA He ¢ dopmupana Ha 6aza HAKOE OT
O0GeKTHBHUTE 06CTOATEICTRATA MocodeHHy B wiL. 72, a. 2 ot 301l a chllata ce Ib/DKH HA TEXHUYECKA [PeLiKa
JOMyCHATa OT y4aCTHHKA.

V1. KiacupaHe Ha yYacTHHUHTe, u3BbpmeHo Ha 28.09.2020 r. oT KOMHCHATA B PelOBHHSA i
ChLCTAB:

KomucusaTa npy chobpassBaHe Ha YCIOBHMETO 33 M3IBIHHTENM [O PaMKOBO CIOpasyMeHHe fa ce
ONpeeNsT YJACTHHLKTE, TMPEeINOXKHIY Hal-HUCKA LiCHA M BCHYKM JPYIH YHaCTHHLM, NMPEATIOKHUIM ICHA,
K0sT0 € 0 10% mo-BHCOKa OT Hali-HHCKaTa IPeoKeHa eHa, HO He ¢ moseye oT 10 N3IBIHATENH, Npe/Iara
Ha BB3IOKHATENS fa GBIAT ONpeAeIeHN 32 H3IBIHUTENH O PAMKOBH CIIOPa3yMEeHUs yIaCTHULMTE, MOCOUCHN

[O-AOIIY: v
o obocobena nozuyua Ne 1.
‘ MexayHapo | En nene | Ba uesa | Vsusissrenn no |
AHATOMO- JHO - Mspxa | 3a 3a PaMKOBO
TEPAHEBTHY | HENMATEHTHO | ; /mg, : equBvHa | EHHALE | cnopasymenue
o €H Kol HAUMECHOBAH Havuwma na tabl, | 3aben | Heobxoxum VuactHunu B | Mapxa Ges | mApkac
i1 | /ATC-rord ne ANN/ TNPHIIOHKEHHE ml/ exxa | Opofimsapku | xkuacHpase JAC JAC
‘ 1L"MEJEKC" 1."MEIEKC"
1 ‘NOIABOG Isoflurane wHxanatopHa | ml S 12196318 [e]0)i 0,463667 | 0,556400 | OOJL
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1."®bOHUKC 1."®BbOHUKC
OAPMA" EQOL GAPMA" EOO
2 JIAHCOH BI' 2. JJAHCOH BI'
oon 0/0))
2."®APKOT" 2."OAPKOJT"
AR Al
3."MEJEKC" 0,694200 | 0,833040 | 3."MEJEKC"
oon ) 0,694500 | 0,833400 | OO
3"CODAPMA | 0,694500 |0,833400 |3."COPAPMA
TPEIIUHT" 0,694506 | 0,833407 | TPEAIUHT"
1 | NO1ABO8 | Sevoflurane | mexanatopHa | ml | 15367685 Al 0,694506 | 0,833407 —
1"TBPTOBCKA 1."TBPT'OBCKA
. JIATA - TALT" JIUT'A - CALT"
1 | NOIAHO6 | Remifentanil | mapentepanna |mg | | 909762 Al 2,870000 | 3,444000 | AJT
| L"®BbOHHKC 1."®bOHUKC
DAPMA" EOOJT DAPMA" EOOJL
! 2."CODAPMA 2."CODPAPMA
TPEUIUHT™ 0,013920 | 0,016704 | TPEUAUHT"
1 | NO1AX03 | Ketamine TapenTepanHa | mg | 13256311 Al . ... 10013926 |0,016711 | ANl
1."®APKOJI"
AL
2."B.BPAYH
MEJTAKAJT"
EOON )
2."MEZIEKC"
(e]0)]1
! 2."COJIOME/[" |0,087580 |0,105096
' EOOQ 0,087583 | 0,105100
2."TIPO 0,087583 | 0,105100
OAPMALIUA" 0,087583 | 0,105100 1."®APKOJI"
1| NO1AX10 | Propofol naperTepaiaa | ml 1% 21840998 EOOJ 0,087583 |0,105100 | AQ
1."®bOHUKC 1."®BLOHUKC
®APMA" EOOJ] ®APMA" EOOJ]
2."MEJEKC" 0,150000 | 0,180000 |2."MEJEKC"
1 | NO1BBO1 Bupivacaine | napenTepansa | mg 3476960 oo 0,153435 |0,184122 | OOO
1."®bOHHUKC 1."®@bOHHUKC
DOAPMA" EOO/J OAPMA" EOOL
| 2JAHCOHBI' | 0,006880 | 0,008256 |2 JAHCOHEI
1| NO1IBB02 | Lidocaine napeHTepaliHa | mg 70512010 oon 0,007244 | 0,008693 | OOX
| 1."TBPIOBCKA 1."TBPTOBCKA
JITA -TAIT" JIUT'A - TAILT"
Al | AR
2."COOAPMA ] 2."COPAPMA
NO01BB02/ TPEHAJIAHT™ 0,007870 | 0,009444 | TPEMIUHT"
1 | CO1BBO! Lidocaine fapeHTepHe | mg 89858561 AL ¢ 0,007879 | 0,009455 | AL
| 1."®bOHUKC | 1."®bOHUKC
®APMA" EOO/1 ®APMA" EOOJT
2. "DAPKOJI" 2."D®APKOI"
AL Al
3."B.EPAYH 3."B.EPAYH
MEJHUKAJT" MEJOUKAI"
EOO EOOA
3."COJIOMEL" |0,091300 |0,109560 |3."COJIOMEX"
o0 0,093820 |0,112584 | 00
3."TIPO 0,093866 |0,112639 | 3."IIPO
DAPMAILTMS" 0,093866 | 0,112639 | ®APMAIIUA"
1 | NOIBB0O9 | Ropivacaine | mapeHTepaysHa | mg 5555165 EOQO/1 . 0,093866 | 0,112639 | EOOQ
| '1."®bOHHKC 1."®@bOHHUKC
DAPMA" EQO/L OAPMA" EOOQ
Lidocaine, g | 2."CO®APMA 2."COOAPMA
Chlorhexidin Lidocain TPEHIAHT" 8,879405 | 10,655286 | TPEMIWHI"
1 | NO1BB52 e ypETpajiHa e 60 Al 8,882525 10,659030 | AIL
‘lﬂAHCOHBF 1.JJAHCOH BT
[0]0)] oot
| ."CODAPMA | 1."COPAPMA
Metamizole TPEUAHT™" 0,000400 | 0,000480 | TPEMOWHI™"
1 | NO2BB02 | sodium NapeHTepanna | mg 13496696955 | ALl 0,000400 | 0,000480 | AL
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[ 1."PbOHUKC 1."®LOHUKC
| DAPMA" EOO[ ®APMA" EOOJ]
2"COGAPMA 2 "CODAPMA
TPEMAMHL™ TPEHJIHHIT™
AR AR
3."®APKOJI" 3."®APKON"
ALl ARl
4 "MEJEKC" 4 "MEJEKC"
00f, ooJT
5."B.BPAVH 5."5.EPAYH
MEIUKAI 0,000972 | 0,001166 | MEJAMKAJT"
EOON 0,000973 | 0,001168 | EQOJ,
6."COJIOMEZ" |0,000989 |0,001187 |6."COJIOMEN"
001 0,000992 | 0,001190 | QO[T
7."[TPO 0,001031 |0,001237 | 7."TIPO
. DOAPMALIAA" | 0,001045 | 0,001254 | GAPMALIMA"
NO2BEO1 Paracetamol | maperTepanHa | mg | 775218284 | EOOJL 0,001049 | 0,001259 | EOOJ
' 1."CODAPMA 1."CO@APMA
Phenobarbita TPEAUHT™ . TPEHIIMHI "
NO3AAQ2 |1 napeHTepanHa | mg 13025182 Al 0,005397 | 0,006476 | AQ
1.*®@bOHHKC 1."®BLOHUKC
DAPMA" EOOJT GAPMA" EQOJT,
Carbamazepi | nepopanHa ) 2."®APKOI" 0,000347 | 0,000416 | 2."®APKOJ"
NO3AF01 | ne TRBpIA mg | 238531620 | AL 0,000348 | 0,000418 | AJT
1."CODAPMA 1."COD®APMA
Oxcarbazepi | mepopanua TPEHTUHT™ TPEUIMHT™
NO3AF02 | ne TBLPIA mg 12654200  |A 0000722 | 0.000866 | Al
1."®bOHUKC 1."ObOHHKC
®APMA" EOO]] GAPMA" EQOJT
2'"CODAPMA 2."CO®PAPMA
TPEVJIAHT™ TPEMIUHT™"
ALL ALl
! 3."DAPKON" 3."®APKOJ"
ALl 0,014172 | 0,017006 | AL
4"MEJIEKC" 0,014174 | 0,017009 | 4."MEJEKC"
oof 0,014195 |0,017034 | OO
Valproic 5"MAPHMIIEK | 0,014345 |0,017214 | S."MAPHUMIIEK
NO3AGO1 | acid napenTepaiHa | mg 35216308 C- 7" EOO[ 0,014855 |0,017826 | C-7"EOOL
1."®APKOI" 1."@APKOJT"
| Al ALl
Valproic mepopanna | | 1."®bOHHUKC | 0,000219 |0,000263 | 1."®BOHUKC
NO3AGO1 | acid TBBpAA mg 1049699825 | ®APMA" EQQJT | 0,000219 | 0,000263 | ®APMA" EQOJT
1."®BOHUKC 1."®bOHHUKC
GAPMA" EOOJI DAPMA" EOOJT
2"COGAPMA 2."CODAPMA
TPEMIAHT" TPEMTAHT™
Al 0,000648 | 0,000778 | AL
Valproic nepopansa | 3."DAPKOJI" 0,000649 | 0,000779 | 3."®APKOJI"
N03AGO1 | acid TeuHa mg 8198632 AR v 0,000655 | 0,000786 | AL
1."®bOHMKC 1."®LOHUKC
| ©APMA" EOO]I ®APMA" EOOJ
| 2"CODAPMA 2."CODAPMA
TPEAAUHL™ TPEATWHT™"
Al 0,002247 | 0,002696 | AL
nepoparHa 3."®APKOJ" 0,002248 | 0,002698 | 3."MAPKOI"
NO3AX09 | Lamotrigine | TeBpna mg 5088100 |Al , 0,002289 | 0,002747 | ALl
1."®BOHUKC 1."®bOHUKC
®APMA" EOOJI DAPMA" EOOJT
2."CODAPMA 2."CODPAPMA
| TPEMIVHT™ TPEUIUHT™
ALl 0,002503 | 0,003004 | AT
nepopansa | 3."®@APKOJ" 0,002504 | 0,003005 | 3."®APKOII"
NO3AX11 | Topiramate | T8Bpaa mg | 550600 1AL 0,002675 | 0,003210 | AQl
TiepopaiHa 1."®bOHHUKC | 1."®bOHHKC
N03AX12 | Gabapentin | Tenpma mg | 66778071 ®APMA" EQOJI | 0,000446 | 0,000535 | ®APMA" EOOJ
1."®BbOHUKC 1."®bOHUKC
DAPMA" EOOJL ©OAPMA" EOOJT
| 2."CODAPMA 2."CODPAPMA
| TPEMIMHI™ TPEWIUHT™"
| ARl 0,000361 |0,000433 | AL
Levetiraceta | mepopansa | 3" BAPKOIT" 0,000362 | 0,000434 | 3."®APKOI"
NO3AX14 | m TBBPER mg | | 19291000 | AQ 0,000387 | 0,000464 | All
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|
Levetiraceta | mepopaina 1."ObOHHUKC 1."®bOHHUKC
NO3AX14 | m Te4Ha mg 10504000 DAPMA" EQO/ | 0,001908 | 0,002290 | ®APMA" EOOJ]
1."®bOHHKC 1."®bOHHKC
GAFMA" EOOL GAPMA" EOOJ
2."COPAPMA 2."CODAPMA
TPEHIHHT™ TPEMJIMHT™
ALl 0,001231 |0,001477 | AL
TiepopaiiHa 3."QAPKOJ" 0,001232 | 0,001478 | 3."®APKOI"
NO3AX16 | Pregabalin TBBpIA mg 13162700 | AQl 0,001240 | 0,001488 | ALl
1."®LOHHUKC 1."®bOHHKC
| PAPMA" EOO[ GAPMA" EOOQ
nepopaiHa 2."®APKOJI" 0,008833 | 0,010600 | 2."®APKOI"
NO3AX18 | Lacosamide | tempma mg 136080 Al 0,008886 | 0,010663 | AL
niepopaiHa 1."®bOHHUKC 1."®bOHHUKC
NO4AAQ2 | Biperiden TBBpAA mg 5164492 DAPMA" EOOJ | 0,030500 | 0,036600 | ®APMA" EQOJI
1L."CODAPMA 1."COOAPMA
TPEAIMHT™ TPEHHUHT™
ALl Al
1."MEJEKC" 0,144583 |0,173500 | 1."MEJEKC"
NO4BBO! | Amantadine | mapentepanna | mg 3386920 ool 0,144583 | 0,173500 | O0OA
1."®bOHHKC 1."®bOHHUKC
DAPMA" EOOL DAPMA" EOOJ
2"COOAPMA 2."CODAPMA
nepopanHa TPENJTAHT™ 0,127500 | 0,153000 | TPEMOMHI™
NO4BC04 | Ropinirole | Tebpaa mg 540 Al 0,127507 | 0,153008 | AJ
1."®bOHHKC 1."®bOHHUKC
| PAPMA" EOON DAPMA" EOO
| 2."CODAPMA 2."CODAPMA
TPEAJHT™ TPEAIUHT"
Al 0,544000 | 0,652800 | AX
TiepopaHa 3."®APKOJI" 0,544243 | 0,653092 | 3."®APKOJ"
NO4BCO5 | Pramipexole | tBbpaa mg 374 0,548890 | 0,658668 | A
1."®bOHHKC 1."ObOHHUKC
PAPMA® EOOL ] BAPMA" EQO/I
nepopaiHa 2"OAPKOI™ 0,045000 | 0,054000 |2."®APKOQJI"
N04BDO1 Selegiline TBBpA2 mg 22150 | AJT . - - 1 0,045222 [ 0,054266 | ALl
1."®bOHHUKC 1."®bOHHKC
OAPMA" EOO/ OAPMA" EOOQT
nepopanHa 2."®@APKOJ" 1,156167 |1,387400 | 2."®APKOI"
NO4BD(2 | Rasagiline TBBAA mg 120 ALl 1,260108 | 1,512130 | AX
1."COPAPMA 1."CO®APMA
Chlorpromaz “| TPEWTUHT TPEVTAHT™"
NOSAAQ1 | ine TapeHTepajHa | mg 10071963 ALl 0,013375 | 0,016050 | AT
Fluphenazin 1."ObOHHUKC 1."®bOHHKC
NO5ABO2 |e [apeHTepaiHa | mg 528300 D®APMA" EQON | 0,165600 | 0,198720 | ®APMA" EQOJT
1."CODAPMA 1."CODAPMA
TPEHAIUHT" TPEAJTUHT™"
NOSADO1 | Haloperidol | mapentepanna | mg 2044285 Al 0,163167 | 0,195800 | AQ
1."®bOHHUKC 1."®BbOHHUKC
DAPMA" EOO/] DAPMA" EOOL
2."COQPAPMA 2."CODAPMA
niepopansa TPEWIMHT™" 0,032267 |0,038720 | TPEMIHUHT™
NO5ADO1 | Haloperidol | tenpaa mg 5387767 Al T 10,032271 | 0,038725 | A
1."CO®APMA 1."COPAPMA
1epopaIHa | TPEHWHT TPEAIVHT
NOSAFO1 | Flupentixol | Tebpaa- mg | 659055 ALl 0,152000 |0,182400 | A
1."CODAPMA 1."CODAPMA
TPEHIMAHI ™ TPEHIUHI™
NOSAF01 Flupentixol | napenTepanna | mg 274524 Al 0,115292 |0,138350 | Al
1."CODAPMA 1."CODAPMA
Zuclopenthi | nepopanna TPEAVHT™ TPEAIUHT"
NOSAF05 | xol TBBPIA mg 1875200 Al 0,012000 | 0,014400 | AJL
1."COPAPMA 1."CODAPMA
Zuclopenthi TPEUJIUHT TPEAIMAHT™
NO5AF05 | xol TapeHTepAIHd | mg 2639920 Al 0,057000 | 0,068400 | AL
1."®bOHUKC 1."®bOHHKC
| DAPMA" EOOJT GAPMA" EOOZ
TIepopanHa 2."®APKOJI" 0,002080 | 0,002496 |2 "®OAPKOII"
NO5AHO2 | Clozapine TBBDIA mg 67147350 AL 0,002151 | 0,002581 | AX
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‘ | 1,"®&BOHUKC 1."®BbOHUKC
| HAPMA" EOOJT GAPMA" EOO[]
| 2."CODAPMA 2."COOAPMA
I TPEHIUHT™ TPEAIHUHT
Al 0,014067 | 0,016880 |AL
nepopaiHa ‘ 3."®APKOJT" 0,014071 |0,016885 | 3."®APKOJ"
NO5AHO3 | Olanzapine TBB[A mg | 5742616 All 0,014298 | 0,017158 | Al
‘ 1."®bOHHKC 1."®BOHUKC
NOSAHO3 | Olanzapine | mapenTepanna | mg | 75250. | ®APMA" EOOL | 0,896049 | 1,075259 | DPAPMA" ECOJ
1."®bOHUKC 1."®bOHUKC
| OAPMA" EOO/J] DAPMA" EOO/JT
2."CODAPMA 2."CO®APMA
TPEMIMHI™ TPEH/IVHT ™"
AJl 0,000723 | 0,000868 | ALl
NIepopaIHa 3."®APKOJT" 0,000724 | 0,00086%9 | 3."®@APKOJI"
NO5SAHO4 | Quetiapine: | TBBpA2 mg 89144480 ALl 0,000737 | 0,000884 | AJT
1."®OLOHHUKC 1."®bOHUKC
OAPMA" EOO[J DAPMA" EOO/]
mepopansa 2"®APKOJI" . |0,001783 |0,002140 |2."®APKOJ"
NOSALOS | Amisulpride | rBspaa | mg 51504000 Al 0,001787 |0,002144 | A
1."®BLOHUKC 1."®bOHHKC
DOAPMA" EOOJ DAPMA" EQOJ]
2."CODAPMA 2"COOAPMA
TPEMIWAHT " TPEAIIAHL
AJl 0,043333 | 0,052000 | Al
niepopanHa 3. "®APKOJI" 0,043353 | 0,052024 | 3."®APKOJ"
NOSAXO8 | Risperidone | TBBpIa mg 1783680 | ALl N 0,043505 | 0,052206 | AL
1."®bOHUKC 1."®bOHHUKC
DOAPMA" EOOJL GAPMA" EQOJ]
nepopaiHa 2."®APKOI" 0,028133 |0,033760 | 2."DAPKOI"
NOSAX12 | Aripiprazole | tebpaa mg 1934995 Al - 0,028506 | 0,034207 | AQ
1."®BbOHUKC 1."®bOHHKC
DAPMA" EOOI DAPMA" EOOJ
2"CODAPMA . 2"CODAPMA
TepopanHa . | TPEMAMHT" 0,466667 | 0,560000 | TPEHIIUHT™"
NOSAX13 | Paliperidone | TBBpIa mg | 93490 1Al 0,466833 | 0,560200 | AT
epopaiHa 1."®bOHHKC 1."®bOHUKC
NOSAX15 | Cariprazine | TBbpAa - mg 14586 !.CDAPMA" EOOJ | 1,006548 1,207858 | ®APMA" EOOJ
| L"CO®APMA 1."COOAPMA
| TPEMIMHI™ TPEAJIAHL™
NO5BAO! | Diazepam napeHTepaiHa | g 6700591 | AJL .1 0,052500 | 0,063000 | A
o | L"OLOHUKC 1."®LOHUKC
| DAPMA" EOOJ DAPMA" EOOJ
| 2."COPAPMA 2"CODAPMA
MepopaiHa TPEMIUHT 0,003824 | 0,004589 | TPEMAUHI™
NO5BB01 | Hydroxvzine | TBppma mg | 7162822 Al 0,003826 | 0,004591 | Al
1."ObOHUKC 1."®bOHUKC
DAPMA" EOOJ DAPMA" EOO/J]
2."COPAPMA 2."COOAPMA
TPEMIAHI™ TPEAJHUHT™
ALl 0,005133 | 0,006160 | AT
repopanHa 3."®APKOJI" 0,005136 | 0,006163 | 3."®APKOJI"
NO6ABO5 | Paroxetine TBBpJA mg 2769252 A 0,005300 | 0,006360 | AJl
riepopanHa 1."®bOHHKC 1."®bOHHKC
NO6AB08 | Fluvoxamine | Tespaa mg 1065600 | PAPMA" EOOJ | 0,003367 | 0,004040 | ®PAPMA" EOOJI
| 1."®BOHUKC 1."®bOHHUKC
DOAPMA" EQOJ] GAPMA" EQOOJ]
epopaHa 2."®APKOJ" 0,009250 |0,011100 | 2."®APKOJ"
NO6AB10 | Escitalopram | T8bpaa mi | 3196224 Al | 0,009320 |0,011184 | AQ
| 1."®bOHUKC 1."®BbOHUKC
| DAPMA" EOOJ GAPMA" EOO[
2."CODAPMA 2."COOAPMA
riepopanHa K TPEAUHT" 0,006000 | 0,007200 | TPEHIUHT"
NO6AX11 | Mirtazapine | teBpaa mg 3987320 Al 0,006001 | 0,007201 | A
1."®bOHHUKC 1."®LOHUKC
DQAPMA" EOOJ DAPMA" EOO/]
2."CODAPMA 2."CODAPMA
TPEHIMHT™ TPEMIUHT"
Al 0,001484 |0,001781 | Al
) nepopansa 3. "OAPKOJI" 0,001485 |0,001782 | 3."MAPKOJI"
N06AX16 | Vénlafaxine | tBbpaa ‘mu 16529010 AJl 0,001530 | 0,001836 | ANl
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1."®@BOHHUKC 1."®bOHUKC
DAPMA" EOQJI DPAPMA" EQOJ
2."CO®APMA 2."CODAPMA
TPEAOMHT™ | TPEAIMHI™
ALl 0,005250 | 0,006300 | AQ
Hepopantia 3."®@APKOJ" 0,005252 | 0,006302 | 3."®APKOJI"
1 | NO6AX21 | Duloxetine | TBbpOa mg | 3633950 AN 0,005260 | 0,006312 | AX
TiepopaiHa B 1. JAHCOH B’ 1.JAHCOH bI'
1 | NO6AX22 | Agomelatine | TBBpIA mg 360100 [e]0)1} 0,036344 | 0,043613 | OOX
1."CODAPMA 1."COPAPMA
nepopaiHa TPEAMHT™ TPEAIUHI™
1 | NO6AX26 | Vortioxetine | TBbpaa mg 113836 All 0,154583 | 0,185500 | Al
1."ObOHUKC 1."®@bOHUKC
DAPMA" EOO[ DAPMA" EOOJ
Caffeine napeHTepaiHa/ 2."MEOEKC" 1,806000 | 2,167200 | 2."MEHIEKC"
1 | NO6BCO1 | citrate nepopanHa mg 196980 oo 1,806341 |2,167609 | OOX
I.""COOAPMA 1."CO®APMA
TPEHIAHT™ TPEMIUHIL™
1 | NO6BX03 | Piracetam nmapeHTepanHa | mg 2528632961 | Al 0,000290 | 0,000348 | AZ
1."®bOHHKC 1."®bOHUKC
OAPMA" EOOJI DAPMA" EOOJ
2."CODAPMA - 2."CODAPMA
repopanHa TPEAOMHT™ . | 0,000100 |0,000120 | TPEADHAHI"
1 | NO6BX03 | Piracetam TBBpAA mg 471707399 | A/l - 0,000101 | 0,000121 | AQ
nepopanna 1."®bOHHKC 1."®bOHMKC
1 | NO6BX18 | Vinpocetine | TBupaa mg 9386039 ®APMA" EOOJT | 0,011833 | 0,014200 | ®APMA" EOOJ
1."®ObOHHUKC 1."ObOHHKC
GAPMA" EOO/| DAPMA" EOOJ]
2."CODPAPMA 2."COPAPMA
TPEHIAHL™ 0,054300 | 0,065160 | TPEMIAHT™
1 | NO6BX18 | Vinpocetine | napenrepaina | mg 5729364 Al 0,054318 | 0,065182 | AL
| 1."CODAPMA 1."COPAPMA
TPEALMAT" TPEHJIMHT"
1 | NO6DAO4 | Galantamine | napeHTepansa | mg 14789314 AU 0,243417 | 0,292100 | AQ
ﬂ 1 .“CQ(DAPMA 1_.“C9CI)APMA
nepopansa | TPEMAVHI™" TPEUAWHT™
1 | NO6DAO4 | Galantamine | TRBpIa mg | 125958 Al 0,106000 | 0,127200 | AL
’ I 1."®bOHUKC 1."®LOHHUKC
L DAPMA" EOOJ] DAPMA" EOOJ
I 2."COPAPMA 2."COQPAPMA
TPEUMJTMHT™ TPEUUHT™
| AL 0,010554 | 0,012665 | AL
Tiepopansa ordina | 3."@APKOJI" 0,010556 | 0,012667 | 3."®APKOJI"
1 [ NO6DX0! | Memantine | TRBpIa mg v 235320 ALl 0,011169 |0,013403 | AQ
1."®@bOHHUKC 1."®bOHUKC
OAPMA" EOOJ GAPMA" EOOI
2."CODPAPMA 2."CODPAPMA
Pyridostigmi | nepopanua TPEMAJIAHT" 0,004700 | 0,005640 | TPEHIMHT"
1 | NO7AAQ2 | ne TBBpAA mig 1512440 ALl 0,004702 | 0,005642 | AL
1o obocobena nozunus Ne 2:
MesxayHapo | En uena | Ep uena | Msnoaswrenu no
AnaTomo- IHe Mspxa 3a 3a PaMKoBO
TEPRUEsTHY | HENATCHTHO fmg, CAMBMHA | eNMHHNA | CHOPazyMEHHe
O €H X011 HAHMEHOBaH Haunn 5a tabl., | 3aben | Heobxoaum Vuacrauun # | mapxaGes | mspxac
H | /ATC-xeoxr/ ue /INN/ HNPUAOKEHHE ml/ exka | pol Mapxu KACHPAHS JUIC JUIC
1."®bOHHUKC 1."®bOHHUKC
2 | RO3AC02 | Salbutamol | muxanaropua | mg 885152 DAPMA" EOO/JT | 0,145000° | 0,174000 | ®APMA" EOOJ]
Inhala
tion
powde
. r 160
: mcg/4 |
S i
Budesonide, . meg/d | 1."®bOHUKC 1."®bOHUKC
2 | RO3AKO07 | Formoterol uHxanaropga | UD 0S€ 975320 ‘OAPMA" EQOJL | 0,325250 | 0,390300 | PAPMA" EOOX
1."CODAPMA 1."CODAPMA
Inhala TPEWJTAHT" TPEUIUHT™"
" tion ALl ' Al
powde 2."@bOHHUKC 0,614565 |0,737478 | 2."®@bOHUKC
2 | RO3BAQ2 | Budesonide | maxamatopHa | mg r 33093 DAPMA"EQO/T | 0,614693 | 0,737632 | ®PAPMA" EOOJ]
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! 1."®bOHHUKC 1."®@bOHHKC
RO3BAO8 | Ciclesonide | uHxanatopHa | mg 11152 DAPMA" EOOZ | 2,761000 | 3,313200 | ®PAPMA" ECOJL
Inhala ‘
| tion |
powde |
meg/deli |, hard
Tiotropium vered capsul 1."®BbOHHKC 1."®bOHHKC
RO3BB04 | bromide HExanatopHa | dose ¢ 14040 DAPMA" EOOJ | 0,125267 | 0,150320 | ®APMA" EOO/J]
1."CO®APMA 1."CO®APMA
Theophyllin | nepopatsa TPEMIUHT™" TPEMUHIL™
RO3DA04 |e TBBP/A mp 74671090 Al - 0,000146 | 0,000175 | A
1."CODPAPMA 1."CODAPMA
Aminophylli TPEMJIAHI™ TPEHIUHT™
RO3DA0O5 | ne IMapeHTepasiHa | mg 107575973 | Al 0,008580 |0,010296 | Al
nepopanHa 1."OLOHHKC " 1."®bOHUKC
RO3DCO3 | Montelukast | tebpza mg tablet | 6000 DAPMA" EOOX | 0,016733 | 0,020080 | ®APMA" EOOJ
riepoparHa [ 1."®bOHHKC 1."®bOHHUKC
RO3DX07 | Roflumilast | tebpaa mg 60 DOAPMA" EOOH | 4,747333 | 5,696800 | ®APMA" EQO/I |
Benralizuma 1."®bOHHKC 119,58466 | 143,50160 | 1."®BLOHUKC
RO3DX10 |[b mapeHTepaiHa | mg 180 | PAPMA" EOOJNT | 7 0 DAPMA" EOOJT
- 1."COPAPMA 1."CODAPMA
. TPEMJIUHL" . TPEAIAHT™"
RO5CB02 | Bromhexine | mapenTtepanHa | mg 3967163 A 0,291250 | 0,349500 | AJ
1."®bOHKC 1."GBOHUKC
RO5CB13 | Dornase alfa | wHxanatopHa | mg 843 | DAPMA" EOOJI | 11,773333 | 14,128000 | PAPMA" EQOJI
1."CODAPMA 1."CODAPMA
Chloropyra | TPEMIUHT" TPEMIAHT™
RO6AC0O3 | mine MapeHTEPAIHA | mg 7662093 All 0,057003 | 0.068404 | Al
1."CODAPMA 1."CODAPMA
Promethazin TPEHAAHT™ TPEMWMHT™"
RO6AD02 | e napeHTepanya | mg 11394630 Al 0,017472 | 0,020966 | Al
| 1,"®bOHHKC 1."®bOHHKC
®APMA" EOOA ®APMA" EOOJ]
2."CODAPMA 2."CODPAPMA
Levocetirizi | nepopanua : TPEHAIUAHT™ 0,073900 | 0,088680 | TPEHAIMHI™
RO6AEQ9 | ne TeYHa mg 690620 Al o 0,073909 | 0,088691 | AR
1L"®LOHHKC 1."®bOHHKC
®APMA" EOOJ DAPMA" EOO
2"CODAPMA 2."COPAPMA
TPEAIHAHT" TPEHAUHI™
Natural ALl 3,770833 | 4,525000 | AL
phospholipid | naTpaTtpaxean 2."MEJEKC" 3,772500 | 4,527000 | 2."MEJEKC"
RO7AAQ2 |s Ha mg | 843328 004 3,772500 | 4,527000 | OO
Dexamethas | BuTpeanHa 1."®bOHHUKC 1."®bOHHUKC
SO01BAQ1 | one | mMonanT meg 51180 DAPMA" EOO] | 2,369200 | 2,843040 | ®APMA" EOOJT
BHTpEANHA ' 1."®bOHUKC 1."®bOHHKC
SO1EA05 | Brimonidine | Teuna ml 6650 DAPMA" EOOJ | 0,988000 | 1,185600 | ®APMA" EOOJ
20
Pilocarpine, | BHTpeayHa mg/ 5 1."@bOHHKC 1."®bOHHKC
SOIED51 | Timolol | Tewna mg mg/ml | 49520 DAPMA" EOOJ | 1,552000 | 1,862400 | ®PAPMA" EOOX
40
Pilocarpine, | BuTpeanHa mg/5 1."®hOHHUKC 1."®bOHHUKC
SOIEDS1 | Timolol Te4HA mg mg/ml | 143820 OAPMA" EOOJ | 1474000 | 1,768800 | ®APMA" EOOJ
BHTpEaTHA "1."®bOHHUKC 1."®bOHUKC
SO01EEO1L Latanoprost | TeuHa ml 7458 DAPMA" EOO/ | 3,040000 | 3,648000 | PAPMA" EOOX
BHTpeasHa 1."®bOHUKC 1."®LOHUKC
SO1EEQG3 Bimatoprost | Te4Ha ml - 348 GAPMA" EQOJI | 6,563333 | 7,876000 | ®PAPMA" EQOJ
1."®bOHHKC 278,73138 | 334,47766 | 1."@bOHHUKC
DAPMA" EOO]N | 6 3 DAPMA" EOOJ]
2."MEJIEKC" 283,05994 | 339,67193 | 2."MEIEKC"
[el0)1] 3 2 oon
3"MAPHUMIIEK | 293,29166 | 351,94999 | 3."MAPHUMIIEK
SO1LAQ5 Aflibercept | mapentepanHa | mg | 10 C-7"EOOI 6 9 C-7"EOOQ
1."ObOHHKC 1."®bOHHKC
DAPMA" EOONT DAPMA" EOOJ
2."CODAPMA 2."CODPAPMA
- . TPEAIAHT™ 1,985579 | 2,382695 | TPEM/IMHT™"
VO3AB15 | Naloxone napeHTepatHa | mg 185150 AT 1,985940 |2,7383128 | Al
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|
| 1"MAPUMIIEK

1."MAPHUMIIEK
C-7"EOQO[ C-7"EOO
1."®BbOHUKC 1."®bOHHUKC
OAPMA" EOO GAPMA" EOOJ1
2."MEJIEKC" 2."MEJEKC"
oon oon
2."COOAPMA | 0,000854 |0,001025 |2."CODAPMA
TPEMIWHI 0,000854 | 0,001025 | TPEAOUHT™"
All 0,000855 |0,001026 |A~I
nepopasiHa -2."COJIOMEZ" | 0,000855 |0,001026 |2."COJIOMEL"
VO3AEQ2 | Sevelamer TBBpIA mg | 1333232003 | OO 0,000855 |0,001026 | QO
1."TIPO 1."TTPO
. OAPMALIHUA" DAPMAILMST"
EOOJ EOOJ
1."®bOHHKC 1."®bOHUKC
OAPMA" EOOJT GAPMA" EOOJ
2."COJIOMEL" 2."COJIOMEL"
j ‘oo 0ox
| 3."B.bPAYH 0,002570 | 0,003084 |3."BBPAYH
MEJIUKAIT" 0,002570 | 0,003084 | MEJWUKAJI"
5%- EOOLN .- 0,002572 | 0,003086 | EOOX
500 4."®@APKOJI" 0,002575 | 0,003090 | 4."®APKOJ"
VO7AB Glucose mapenTepanda | ml mi 154610460 | Al 0,002580 | 0,003096 | AL
1."B. BPAYH 1."B BPAYH
MEJTUKAIT" MEJUKATT"
EOO/[, EOOQO[,
1."TIPO 1."TIPO
OAPMALIMS" DOAPMAIIUA"
EOO[ EOO[
2."@APKOJI" 0,004216 | 0,005059 |2."®APKOJ"
5% Al 0,004216 | 0,005059 | ALl
250 2.'COJIOMEL" |0,004217 |0,005060 [2."COJIOMEN"
VO07AB00 | Glucose napentepania | ml ml 3890000 oon 0,004217 [ 0,005060 [ O00O1
1."®BbOHHKC 1."®bOHUKC
GAPMA" EOOJ] OAPMA" EOOJ
2."MEJIEKC" - 2"MEJEKC"
oon - 00
3."COJIOME[Z" 3."COJIOME/L"
ooa o oon
3."®APKOJI" 0,022500 | 0,027000 | 3."®APKOJI"
Al 0,022504 |0,027005 | Al
3"5.BPAVH: 0,022583 |0,027100 |3."B.EPAYH
Water for MEIHUKAI" 0,022583 |0,027100 | MEJMKAJI"
VO7ABO00 | injection napentepanda | ml 115014238 EOOJ ) 0,022583 |0,027100 | EOOQ
1."TIPO 1."TIPO
OAPMAITUA" OAPMALAST"
EOQOI, - ) EOOJ
2."COPAPMA 2 "COPAPMA
TPEHAIVIHT™ 0,000703 | 0,000844 | TPEHIUHT™"
VO8ABO2 | Iohexol napeHTepata | mg 2642553000 | AL 0,000704 [0,000845 | AKX
| 1."JluarnocTuk 1."JuarHocTHK
Wmumxuar” Mmumxanr”
oon (e]0)1
1."®APKOII" 1."®APKOJI"
Al 0,001209 |0,001451 | A4
| | 1."MEJIEKC" 0,001209 | 0,001451 | L."MEJEKC"
V08ABO4 | Iopamidol napeHTepaiHa | mg ] | 1925290653 | OO[, 0,001209 | 0,001451 | OOQ
1."COOAPMA 1."CO®DAPMA
TPEHIVHI™ TPEAIUHT™"
VOSAB09 | lodixanol mapeHTepanda | mgl b - 498058667 | A 0,001258 | 0,001510 | Al
1." inarnoctuk 1." MuarnocTuk
Wimpnoxanr” HAmymxunr”
00 s]0)i|
1."®APKOT" 1 "®APKOII"
Al 0,001458 | 0,001750 | AL
1."MEJEKC" 0,001458 | 0,001750 | 1."MEIEKC"
VO8ABI0Q | Jomeprol napeHTepaHa | mg 2691378555 | OO 0,001458 10,001750 | OO
1."CO®APMA 1."COOAPMA
Gadoteric TPEMIHHI™ TPEUIUHT™
VO8CA02 | acid napedrepaHa | ml 130150 AL ) 1,977458 |2,372950 | A
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f D1 "MEJEKC® | L 1."MEJEKC"
‘ ! oon ! 196,48006 | 127,77607 | OO
; ; 7 "IIHAarHOCTHK | 9 2."JluarHocTyk
; : Amumxuar"” +306,53000 | 127,83600 | UMumkuuar"
i ! (s70)if 0 0 001
Sulphur | l 3."®APKOT* 106,53333 | 127,84000 | 3."®@APKOJI"
2 | VOSDAOS5 | hexafluoride | mapentepaina Iorz. I 13230 | Al 3 0 ALl

VII. Ilo oTHOmIeHHe Ha CJIEAHHTE JIEKAPCTBEHH .. HPOAYKTH, KOMHCHNAT2 HOpeNIara Ha
BB3JIOXKHUTEJIs, 06UIeCTBEHATA IOPbYKA Aa (ble npekpaTeHa, HPH HPaBHATE OCHOBAHMS NOCOYEHH IO-
A0JIy:

ATC [ INN
oIl (AmaToMo- (Mexkaynapoano Hawunn na

Ne TepameBTHYCH HeOaTeHTHO NpHIOKEHHe
Kon) HAWMEHOBAHNE)

HpRBHO OCHOBaHHE

Konnyecrso/meodxoxnm
3a mpeKpaTABane

6poii mapkn 3abenexka
JIEKAPCTBEHH NPOAYKTH

Ha ocHoBanue “1.

110,an. 1, 1.2 oT

3011, Tsit kato

| 1. NO3AF02 Oxcarbazepine nepopanya 792000 ) BCHuKH oepTr HE
Ry OTroBapAT HA

| IpeABapUTENHO

00ABEHUTE YCIIOBHA.

Ha ocHoBaHHe 1.
110,am 1, 1. 1 ot
3011, Tbii KaTo HAMA
1. NO4BAO2 Carbidopa, Levodopa fiepopanka 405000 TOJA/ICHE HATO S{HA
TBLpAA

otepta 3a
NIEKAPCTBEHHS
| MPOTYKT.
| Ha ocxoBanue un.
| ! ! ) 110,an. 1, T. 1 or
i 3011, Tsii kaTo HAMa
NOA/ICHa HHTO €/(Ha
otepTa 32
NICKapCTREHHS
POIYKT.

!
l nepopanta -
TBEpAa

i

185000

i
it

1. N0O4BAO2 Levodopa, Carbidopa

! Con Ha ocuosanue .
T 110,an. 1, 1. L or
3011, Toii kaTo HAMa
1. NO5SAE03 Sertindole niepopata 14980 oJaxeHa HUTO €Ha
TRBPAA otepTa 32
JIEKApCTBEHUS
HPOAYKT.
| Ha ocnoBanue 4.
| 110,am. 1, 1. 1 o1
i 3011, Toit kaTo HAMA
1. NOSAX12 Aripiprazole napeHTepansa 8850 : nojaZieHa HUTO eJHa
otepTa 32
JIEKApCTBEHHS
NPOSYKT.

Ha ocHoBanue un.
110,an. 1, 1. 1 o1
30T1, Tsit karo HAMa
49075 nofaneHa HUTO eHa
otepra 3a
JIEKapPCTBEHHS

| TPONYKT.

nepoparHa

1. NOSAX12 Aripiprazole
TcuHa

| Ha ocHoBaHue .
110,an. 1, 1. 2 ot
3011, Tsit kato
1. NOSAX13 Paliperidone TIapEeHTEPANHA 62155 BCHUKH 0GEepTH HE

. OTrOBapsT Ha
[IPEABAPHTEITHO
00ABEHHTE YCIIOBHS.
Ha ocHoBanue 1.
- ! 110,an. 1, 1. 1 ot
3011, vsit xaro HaMa
1. NO5CDO8 Midazolam 11apeHTEPATHA 6184906 noAazeHa HUTO enHa
ofepTa 32
NEeKapCTBEHUA
NPOIYVKT.

80| Page



Ha ocHoBaHmHeE 4.
110,an. 1, 7. 1 o1
3011, Teii KaTo HAMA
4462500 nojianeHa HUTo eJHa
odepra 3a
JIEKapCTBEHHS
NPOAYKT.

HepopaiHa
TBEpAA

NO6ABO6 Sertraline

Ha ocxoBanue 1.
110,an. 1, 1. l oT
30I1, Toii kaTo HAMA
17329900 NoJafeHa HUTO ERHA
odepTa 3a
JIEKapCTBCHHA
MPOAYKT.

nepopanHa
TBEpIa

NO6AX05 Trazodone

Ha ocHoBaHue 4i1.
110,an. 1, 1.1 o1
30I1, T KaTo HSIMA
96840 NOJAa/IEHa HUTO eIHA
odepra 3a
JICKApCTBEHHUS
TPOIYKT.

nepopaiHa

NO6AX18 Reboxetine
TBBPIA

Ha ocnoBanwe 4.
110,an. 1, 1. 1 o1
3011, Tsi1 kaTo HAMA
13256000 noAaneHa HATO eaHa
ofepra 32
JIEKapCTBCHHS
TPOAYKT.

epopaina
TeyHa

NO06BX03 Piracetam

Ha ocHOBaHHE 4iI.
110,an. 1, 1. 1 o1
NO6DAO2 D - nepopanHa 30I1, Tbii KaTo HIMA
onepezil TBBpAA 76600 nojiaieHa HUTO eAHA

otepTa 3a
JIeKapCTBEHUA
TPOAYKT.

Ha ocnoBagsue ul1.
110,an. 1, 1. 1 or
3011, Twii kaTo HAMA
NO6DAO3 Rivastigmine TiepopanHa 1680 nozafeHa HUTO eHa
TBEpIE otepra 3a
NeKAPCTBEHHS
NPOIYKT.

Ha ocHoBanue wiI.
110,an. 1, 1. l oT
30I1, Teit KaTO HAMA
2647045 [oJaAeHa HUTO €HA
ogepTa 3a
JIEKAPCTBEHHA
MPOAYKT.

N04BAO2 Levodopa, nepopanHa
Benserazide TBEpAA

Ha ocHoBarue 4.
110,an. 1, 1. 1 o1
3011, Twit kaTo HAMA
RO3ACI8 Indacaterol HHXAJIaTOpHA 60 nofajeHa HHTO eAHa
obepra 3a
NIeKapCTBEHUA
POAYKT.

Ha ocHoBaHHE 1.
110,an. 1, 1. 1 o1
30I1, Toii kaTo HIMa
RO3AKO06 Salmeterol, HHXaJIaTOpHA 300 50 mcg/500 nozajeHa HHTO e1Ha
Fluticasone mcg/dose oepra 3a
JIEKapCTBEHUS
TPOMYKT.

Ha ocroBanue 4.
110,an. 1, 1. 1 oT
3011, Tsit KaTo HAMA
RO3AK06 Salmeterol, HHXaJ1aTOpHA 300 50 meg/250 nojaneHa HATO eaHa
Fluticasone mcg/dose odepra 32
NeKapCTBEHHS
OpPOAYKT.
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RO3AKO07

Budesonide,
Formoterol

HHXANaTOpPHA

3000

Inhalation powder
320 mcg/9
meg/dose

Ha ocHoBaHue 4.
110,an. 1, 1. 2 0T
30I1, Tsit kato
BCHYKHU 0(epTH He
OTroBapAT Ha
NPEABAPUTENHO
00ABEHHTE VCIOBHA.

RO3AKO08

beclometasone,
formoterol

HHXajlaTopHa

250

Ha ocroBanmue wu.
110,an. 1, . 1 oT
30I1, Tsit kaTo HAMA
noaafeHa HHTO enHa
otepra 3a
JIEKAPCTBCHHS
HPOIYKT.

RO3ALOS5

Aclidinum bromide,
Formoterol

WHXANATOpHA

1500

RO3AL06

Tiotropium bromide,
Olodaterol

HHXallaTopHa

2100

Ha ocHoBanue w1
110,am. 1, 1. 1 oT
3011, Thit KaTo HIAMA
nogajgeHa HUTO eJHa
otepTa 32
JIEKAPCTBEHHUA

_ IPOJIYKT.

Ha ocuoranue 4.
110,an. 1, 1. 2 0T
3011, T kaTo
BCHYKE OepTH HE
OTroBapaT Ha
[PEABAPUTEIHO
00sBEHUTE YCIOBHSL.

RO3BAOS

Fluticasone

HHXANaTopHA

10298

Ha ocHoBaHue 1I1.
110,an. 1, 1. 1 oT
30I1, Tt KaTo HAMA
MOAaIeHA HUTO eHA
odepra za
JIeKapCTBEHHS
TPOZYKT.

RO3BB04

Tiotropium bromide

HHX2JIaTOpHa

1145

Inhalation
solution

Ha ocHoBaHNE Wi
110,an. 1, 7. L oT
30I1, Tl kaTo HAMa
MOJAACHA HHTO elHA
otbepra 3a
JIEKApPCTBEHHA
HPOAYKT.

RO5CB02

Bromhexine

epopaiHa
TBBpAA

9402421

Ha ocroBanue 4.
110,amn. 1, 1.2 o1
30I1, Tsit kaTo
BCHUKH OepTH HE
OTrOBapsT Ha
MpeIBapHTEHO
00ABEHHTE YCIOBHS.

ROSCBO02

Bromhexine

nepopanHa
Te4YHA

2614162

Ha ocHoBaHue 1.
110, an. 1, T. 1 o1
30I1, it kaTo HAMA
MoAaAeHa HUTO SHA
ogepra 3a
JEKapCTBEHHS
MPORYKT.

S01CAO1

Tobramycin,
Dexamethasone

BHTpEAIHA
Te4Ha

86299

Ha ocHoBanHe w1
110,an. 1, . 2 oT
30I1, Tsit kato
BCHYKH 0(pepTH HE
OTrOBapAT Ha
NPEABAPHTEITHO
00ABEHHTE YCIOBHSL.

SO01CAO01

Tobramycin,
Dexamethasone

BUTpeatHa
noNyTBLEPAA

27692

Ha ocHoBaHHe 1L
110,amn. 1, 1. 2 0T
30I1, Tsit kato
Beuaky odepTa HE
OTrOBapAT Ha
[PEABAPHUTETTHO
00ABEHHTE VCIOBHS.

SO1EC04

Brinzolamide

BUTpEATHA

20160

Ha ocrOBaHHE I
110,an. 1, 1. l oT
30T, Twit kaTo HAMA
MOAS/AEHA HUTO enHa

TEYHa
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otepra 3a
JIeKapCTBEHHA
NPOIYKT.

Ha ocHoBanwe .
110, am 1, 1. 1 oT
30I1, Twit kaTo HAMA

SO1EC54 Brinzolamide, BHTpeaTHA 800 noAaAeHa HUTO eAHa
Brimonidine TEYHA ofepTa 3a
NIEKapCTBEHMUs
NPOAYKT.

Ha ocHOBaHue 4.
110,an. I,1.2 ot
3011, Tsit xaro

SO01EDO1 Timolol BHTpeasHa 13634 BCHYKH oepTH He
TeYHa OTroBapsT Ha
TpeABapUTENHO

00ABEHHTE YCIOBHIL.

Ha ocuoBanue 1.
110,an. 1, 1. 1 o1
30I1, Tnii kaTo HAMA

SO1EDS1 Bimatoprost, Timolol BHTpeanHa 332 MoJa/ieHa HHTO eAHa
TEYHA odepra 3a
JIeKaPCTBEHHA
MpOIVKT.
Ha ocHoanue un.

110,an. 1, . 1 ot
3011, Twii kaTo HAMa
SO1EDS51 Brinzolamide, BHTpEaiHa 9655 TIO/@,/ICHa HUTO &/(HA
Timolol TeYHa othepra 3a
JIeKapCTBEHUs
TIPOAYKT.

Ha ocuoBanue .
110,am 1, 1. 20T
3011, Teit kato
SO1EDS51 Dorzolamide, Timolol BHTpEATHA 6290 BCHYKH otepTH He
Te4HA OTTOBAPAT HA
[IPEABAPHUTEIHO
00ABEHHTE YCIIOBHA.

Ha ocHOBaHue 1.
110,an. 1, 1. 1 ot
3011, Thii kaTo HAMA

SO1EDS! Latanoprost, Timolol BHTPEATHA 1925 noJaneHa HUTO eIHA
TeuHa odepra 3a
JIeKapCTBEHHUA
MPOAYKT.
Ha ocHoBanme un.

110,an. 1, 1. 1 o1
30I1, Teit kaTO HAMA

SO1EDS1 Tafluprost, timolol BHTPEAIHA 600 MoJaJeHa HATO eIHA
TeYHa odepTa 3a
JIEKApPCTBEHHS
TIPOAYKT.
Ha ocHoBauue 4.

110,an. I, . 1 or
3011, Tsii kaTo HAMA

SO1EDS1 Travoprost, Timolol BHTpeanHa 1015 Mofia/IcHa HUTO eHA
TEUHA ofepra 3a
JIeKapCTBEHHA
MPOAYKT.
Ha ocroBanue 1.

110,an. 1, 1. l ot
3011, T kaTo HAMA

SO1EEO4 Travoprost BHTpeanHa 1997 MOZIAICHa HUTO eAHa
TeMHA odeprta 3a
JICKAPCTBEHHA
HPOAYKT.

Ha ocuosanmne un.
110,am 1, . 1 oT
30I1, Te¥ KaTo HAMa

VO03AE03 Lanthanum carbonate mepopaHa 2808000 noAaaeHa HUTO €IHA
TBEpAA odepra 3a
TIEKAPCTBEHHSA
MOPOIYKT.
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V06DCO1

Glucose

HapeHTepania

156321065

10%-500 ml

Ha ocroBaHue 1.
110,an. 1, 1. 2 o1
3011, Thii KaTo
BCHYKH otepTH He
OTTOBapAT Ha
Tpe/IBAPHTENHO
0BsABEHHTE YCIORHA.

V06DCO1

Glucose

apeHTepatHa

8751250

10%-250 ml

Ha ocroBanue .
110,an. 1, T. 1 oT
3011, Teit kaTO HAMA
NMoJaAeHa HUTO €HA
odepra 3a
JIEKAPCTBEHHS
TpPOAYKT.

V06DCO1

Glucose

VO8ABOS

Topromide

mapeHTEpanHa

14210500

napeHTepantHa

2860318070

5%-250 ml

Ha ocHoBaHue wi.
110,an. 1,1. 1 o7
3011, Thii KaTo HAMA,
NOAACHA HHTO CTHA
obepra 3a
NeKapCTBEHUA
TPOAYKT.

Ha ocHOBaHue .
110,an. 1, 1. 2 0T
3011, 1ii kKaTo
BCHUKY 0depTH He
OTrOBApAT HA
[IpeABAPHTESTHO
00SIBEHHTE Y CIOBHS.

VO8CAO03

Gadodiamide

mapeHTepania

10954340

| Ha ocHoBanue un.

110,an. 1, 1. 1 ot
3011, Tl KaTO HAMA
NoJafcHa HUTO eHa
otbepra 3a.
TieKapCTBEHNA
HIPOAVKT.

VO8CAQ9

Gadobutrol

HapeHTepaTHa

30379

Ha ocnosanue 1.
110,an. 1, 1. 2 o1
3011, Toit kaTo
BCHYKH 0epTH He
OTrOBapAT Ha
[peIBAPHTETHO
00sIBEHKTE YCIIOBHS.

VO9EBO1

Technetium (99mTc)
macrosalb

TIapeHTEpaiHa

180

Ha ocHoBanue 1.
110,an. 1, 1. 1 oT
30I1, Teii kaTo HAMA
ofafeHa HUTO eHa
otepra 3a
NEKAPCTBCHHUS
HPOAYVKT.

VO9FX01

Technetium (99mTc)
pertechnetate

PafMOHYKIEH/S
H reHeparop

600

12,5 GBq

Ha ocHoBanue wiL.
110,an. 1, 1. 1 oT
30I1, Toit kaTo HAMA
nofazeHa HUTO enHa
otepTa 3a
JIEKAPCTBEHUS
NPOJIYKT.

V10BX01

Strontium (89 Sr)
chloride

nmapeHTepaita

1500

Ha ocroBanue ui.
110, a1 1, 1. 1l ot
3011, Toif kaTo HAMA
nojiaficHA HUTO EAHA
odepra 3a
JIEKAPCTBEHUS
OOAYKT.

V10XA01

Sodium iodide [1311]

nepopasiHa
TBBpOA

40700

3700 MBq

Ha ocHoBasme 4.
110,an. 1, 1. L o1
3011, Tbif KaTo HAMA
TOAZcHa HUTO eHa
odepraza
JleKapcTBEHMA
NPOIYKT.
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Ha ocHoBaHpe 1.
110,an. 1, 1. 1ot
3011, Toii kaTo HAMA

2. V10XA01/V09 | Sodium iodide [1311] | napentepanna N 40700 3,7GBq - fofiaieHa HUTO eAHA
FX03 0,46/13.4 meg otepTa 3a
iodide/ GBq JIEKAPCTBEHH
APOIYKT.

HacrosimusT npotoko:n ce chetaBu ¥ nognuca Ha 30.09.2020 r.

Ilpeaceraten: . N
Bans MUTKOBA - IBpIKABEH €KCIICPT B AUPEKLHs ,,O0MecTBEHH NOPBUKHU e

Ynenose: cot : et
XpuctuHa Aryerne - IiaBeH eKCIIepT B JUpeKLus ,,O0IecTBeHr NOphYKU™: ... T
- ru
J-p Henu TapuHcKa - HayallHUK OTHEN, AUPeKLus ,,JIekapcTBeHa MoauThKa®: ...
v H "
= .

J-p Ceetnana PaifueBa - nbpxaBeH eKCriepT B AUPeKLHA ,,JIeKapcTBeHa MOMMTHKA™: . o, TP

! 7
Botro BoTeB - raBeH excnepT B AUPEKUHS , JIekapcTBeHa NONUTHKA™: PP ALV AU /

.

Mar. ®@apm. Opius HezieB - abpkaBeH eKCIEPT B IMPEKIys ,,JIeKapCTBEHA MOMUTHKA™: .7, ... .50,
(pesepeen unen, MpUCvCMEAan Ha 3AKPUMOMO 3acedanue Ha Komucusma Ha 17. 08/2%20 2., Ha
macmomo na pedosnus unen 0-p Ceemnana Paiiveea, Ovpicasen excnepm 6 oupexyus ,,JIII"
omcbemeawa nopadu NOR36AHEMO HA NNAMEH 200UUEH OMNYCK) i A

Mar. ®apm. I{Betenuna INorioBa - CTApIIK eKCIEPT B AMPEKLWs ,,JIeKapcTBeHa IIOIUTHKA: |
(pesepeen unew, NpUCHLCMEAn Ha 3aKpumomo 3acedanue Ha xomucusma Ha 23.09.202
MmAcmomo Ha pedoenus uner 0-p Henu Tapuncka, nasannux omoen, oupexyus ,,JII1 ", omcvemea
nopaou No36aHemo Ha NAGMeH 200UeH OMNYCK)

Dounucvence wnopopuctqud Hoe
oeobocpue forapeueir [(ECI1006/6%G
b5l Gpiseo ¢ . 8% or 300
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