INIPOTOKO.I
Ne3

Huec, 18.01.2019r., ot 12,00 yaca B 3acenarennara 3ama ma JI16 - Kepmxanu ce cberos
3acellaHue Ha KOMHCHATA, HasHaueHa cbe 3arosen Ne884 ot 21.11.2018r. ua Jlupexropa Ha JI1F -
Kbpmxanu 3a pasriexane ¥ OLEHKA Ha NOCTBIMINTE ODEpTH W KllaCHpaHe Ha YYaCTHHIIHUTE B
OTKPHTa IPOLENYPA 32 BB3/IaTaHE Ha O0IIeCTBEHa MOphUKa ¢ mpeaMet: "JlocTaBka Ha JEKapCTBEHH
nponyxtn 3a Hyxaute Ha JIIb - Kepmxanu", otkpura ¢ Pemenuwe Ne796 or 15.10.2018r. na
Hupekropa na JI1b - Kepmkanu u ny6nukysaso obssierne B POTT ¢ Ne873031 Ha 18.10.2018r.

Ha ocnoBanue I'maBa mera, pasaen VIII or ITII30I1 u B u3nbiHenue Ha 3amoeex Ne884 ot
21.11.2018r. na qupexropa Ha 1B - Kbpmkans, TOMOIIHAST OpraH Ha BBL3JIOKHUTENS B CIETHUS
ChCTaB!

Ilpedcedoamen: mar. dapm. Jlunsua JIaMOBa — YIIpaBHTeN Ha anTeKa;
U unenoge: 1. n-p Pozanus Panrenosa — navamaux [11 MO:;
2. n-p Tonopka Cranynuna — jexap;
3. Ban Po6oB — IMIIIOMEpaH MarkcThp 110 Ipaso;
4. Cuexana Kaparso3oBa - {uIIOMMpan MarkcTsp II0 MKOHOMHKA, 3allOYHA
paboTaTa CH Ha OTKPHUTO Iy6IHYHO 3aceaHue.

I. Ha ocnoBanme uin.57, an.3 or MIT30I1, komucusTa HAacpo4M HACTOSIIOTO 3acedaHue 3a
OTBAPSHE HAa LEHOBUTE NPEMNOXKEHHUS Ha JONYCHATHTE JO TO3H €Tall Ha IpPOLEAYpaTa YYacTHHIM
KaTo natara, MACTOTO U Yaca Ha OTBapsHE Ha LEHOBUTE NIPE/UIOXKEHHUS € CHOOLIEHO Upe3 MyOIHKaIUs
B Npoduia Ha Kynysaya Ha 14.01.2019r.

Ha my6iuusoto 3acenanme He NpPHCECTBAXa YYacTHUIM B TPOLEAypaTA HIIH TEXHH
YI'BJIHOMOINCHH NPEJICTABUTENH, KAKTO H [IPEACTABUTENH Ha CPEACTBATA 32 MACOBO OCBEIOMSIBANE.

HpCIII/I OTBapsAHETO C€ TMPOBEpH MHEJOCTTA W ChCTOAHHCTO HA IUIHKOBETE C Haamuc
,,HpennaraHH II€HOBH HapaMGTpI/I“ U HAJIMYHETO Ha NNOATIUCUTE BBPXY TAX.

II. Tlpu oTBapsHeTo Ha IUIMKOBETE C HAamNMC ,IlpejyaraHd LEHOBH napameTpu“ Ha
NOIYCHATUTE YYACTHHIM, KOMHCHATA KOHCTATHPA CICAHUTE IIPEIOKEHUS:

"CO®PAPMA TPEHJIUHI" AJL, rp.Codust mo:

Hnuxvm no OIT Nel Xpanocmunamenna cucmema u memabonussm CBOBPIHCA CeOHUME
OOKyMeHmu:

o [Tonvanen Obpasey Ne 6 — IJenoso npednooicenue.
* IIpunooicenue Ne2 Kvm yeH080Mo npeOnodicerUe — Ha XapMuen U eNeKmpoHeH HOCUMEIL.
KaTo CHUIMTE OTFOBAPAT HA H3UCKBAHHUSTA Ha BB3IOXKUTEINS IO ChIbPKAHKE ¥ 110 GopMa.

IIpenoxkenara neHa 3a ONAKkOBKAa Ha JIEKAPCTBEHMTE MPOAYKTH IO HOMCHKIIATYpH He
NpeBHIIABA IPEU3YHCIICHATa CTOMHOCT 3a ONIaKOBKa, Ha 0a3a pedepeHTHATa CTOHHOCT IOCOYEHATA B
KonmoHa ,,M“ — , Cmoiinocm ua onaxosxa, usuucnena ma 6asa pegepenmuna cmoiinocm* B
[Tpunoxenne No2 ot ITo3uTHBHES JIeKapCTBEH couchK KbM 02.01.2019r.

Komucusara Hanmpasu IpoBepKa 3a YHCIOBU IPELIKH M HE YCTAHOBM TakuBa, C Orjien Ha
FOPEU3IIOKECHOTO KOMHUCHSATA YCTAHOBH, Y€ LEHOBOTO NpPEUIOKCHHUE Ha YYaCTHHKA € ChOOpPa3eHo C
H3MICKBaHMATA Ha BB3JIOXKUTENA U 3aKOHA U CJIE[Ba Ja Ce IIPHEME 3a BAIMIHO.

KomucusTa Hanpasu npoBepka 3a YHCIOBH TDENIKM M HE YCTaHOBH TakuBa. C Oriien Ha
TOPEH3IIOXKEHOTO KOMHUCHATA YCTAHOBH, Y€ IIEHOBOTO MPEIJIOKEHHE Ha YYaCTHHKA € ChOOPas3eHo C
M3UCKBaHHMATA Ha BB3JIOKUTEIIA M 32KOHA U CJIE/IBA Ja CE MPUEME 3a BAIUIHO.

Hnuxvm no OI1 Ne2 Kpve u Kpveomeopru opzanu cv0wpasca clednume 0oOKyMeHmu:
ITonvanen Obpasey Ne 6 — LJenoso npednooicenue.
* [Ipunoowcenue Ne2 kom yeno60mo npediodicenue — Ha Xapmuer u eneKmpoHer HOCUMeIl.



KaTo CHIIMTE OTrOBApAT Ha H3UCKBAHMATA HA BB3IOKUTENA IO ChBPIKAHKE U 110 GopMa.
Komucusita koHcTaTMpa, dwe JeKapcTBEHHAT mpoaykT 64 BOSXA03 HATPUYM
XJIOPATYM amn. 90mr/10Mn x 50 e uskimouen ot Ipunoxenne Ne2 ITJIC:

Kommucusita npeanara yqacTHHKBT Ja GbIe OTCTpaHeH MO HOMEHKIATYpa 64 Ha OCHOBaHWE
w1.107, 1.2, 6yksa a) ot 30I1 — npeacrasun e odepra, KOATO He OTroBapsi Ha MpPeIBapUTEIHO
OOSBEHUTE YCIIOBUS Ha IIOPHYUKATA.

IlpennoxeHata mueHAa 3a ONAKOBKA Ha JIEKADCTBEHHTE IPOAYKTH 10 OCTAHAHTE
HOMEHKJIATYpH B 060co6eHaTa MO3MIMs He IIPEBHIIABA [PEH3HNCIIEHaTa CTORHOCT 38 ONAaKOBKa, Ha
0asa peepeHTHATA CTOMHOCT [OCOYEHATa B KONOHA ,,M* — | CMoiiHocm Ha onakoska, usuuciena na
6asa pegpepenmna cmoiinocm* B Ilpmnoxenue Ne2 or  ITo3WTHBHHS JIEKapCTBEH CINHCHK KEM
02.01.2019r.

Komucusta HanpaBi mpoBepka 3a YHMCIOBH TPEIIKH H HE YCTAHOBHM TakuBa. C orjiex Ha
TOPEU3IOKCHOTO KOMHUCHATA YCTAHOBH, Y€ LIEHOBOTO NpPEMNONKEHHE Ha YYACTHHKA € ChOOpPaseHo ¢
M3UCKBaHHUATA Ha BB3JIOKUTENSA M 3aKOHA U CIe/BA JIa Ce IIPHEME 32 BATHIHO.

Hnuxvm no OI1 Ne3 Cvpoeuno cvoosa cucmema cvovpica cnednume OOKyMeHmu:
* [lonwanen Obpasey Ne 6 — Ienogo npednoicenue.
* [Ipunodicenue No2 koM yeno8omo npednodicenue — Ha XapmueH u e/IeKMPOHEH HOCUmeI.
KaTO CBIIUTE OTrOBAPAT HA H3UCKBAHUSTA HA BB3IOXKHUTENS 110 ChABPIKAHKUE H 110 hopMa.

Ilpemioxkenara 1eHa 3a ONAaKOBKA HA JIEKAPCTBEHHTE IIPONYKTH IO HOMEHKJIaTypH He
NpeBHUILIABA NIPEH3YUCIICHAaTa CTORHOCT 3a ONaKOBKa, Ha 6a3a pedepeHTHATA CTOMHOCT [TOCOYEHATA B
Konona ,,M" — , Cmoiinocm Ha onakosxa, usuuciena na 6asa pegepenmua cmoiiHocm” B
[Tpunoxenue Ne2 ot Ilo3utuBHUA NekapcTBeH cUCHK KbM 02.01,.2019r.

Komucusta HanpaBu mpoBepka 3a UHCIOBH TPENIKM M HE YCTAHOBM TakkBa. C orjien Ha
TOPEUINIOKEHOTO KOMHUCHUATA YCTAHOBH, Y€ LEHOBOTO NPEVIOKEHHE HA YYACTHUKA € ChOOPA3CHO C
U3UCKBAHUATA Ha BB3JIOXKUTENS ¥ 3aKOHA U CJIEZBA Ja Ce IIPHEME 33 BaIUIHO.

KoMucusra Hanpasu mpoBepka 3a YHCIIOBM TPENIKH M HE yCTAHOBH TakuBa. C Orvlex Ha
TOPCH3NIOXKEHOTO KOMHUCHATA YCTAHOBH, Y€ [IEHOBOTO MPEIONKEHHE Ha YYaCTHHKA € ChOOpaseHo ¢
M3UCKBAHUATA HA BB3JIOXKHUTENS M 3aKOHA U CIIE/IBA 11 CE IPUEME 33 BAIHIHO.

Hnurxvm no OI1 Ne5 Kopmurocmepouou 3a cucmemno npunosicerue CbOBPIHCA ClleOHUmE

OOKyMeHmu:

¢ [Tonvanen Obpazey Ne 6 — [Jenoso npednooicenue.

* IIpunooicerue Ne2 koM yenogomo npednosicenue — Ha Xapmuen U e1eKmpoHen HoCumell.
KaTO CHIIUTE OTTOBAPAT HA H3UCKBAHUSTA Ha BB3JIOXKHUTENA IO ChABPKAHKE U 1O hopMa.

IIpennoxenara nena 3a ONMakOBKa HA JIEKAPCTBEHHTE IIPOXYKTH IIO HOMEHKJIATypH HE
NpeBHINaBa NPEH3YUCIICHATA CTOMHOCT 3a ONaKoBKa, Ha 6a3a peepeHTHATA CTOMHOCT MOCOYEHATa B
xonona ,M"“ — , Cmotinocm Ha onaxoexa, usuuciena na 6asa pegpepenmna cmotinocm B
[Tpunoxenne Ne2 ot ITo3uTHBHUS IEKapCTBeH cUchK KbM 02.01.2019r.

KoMucusra nanpasm mpoBepka 3a YHCIIOBH TpENIKM M HE yCTAHOBA TakuBa. C oriex Ha
TOPEHU3IOKEHOTO KOMHUCHATA YCTAHOBH, Y€ LIGHOBOTO NPEMIONKEHHE HA yYaCTHUKA € ChoBpaseHo ¢
H3WCKBAHMATA Ha BH3JIOXKHTENA U 3aKOHA M CIIe](Ba Ja CE IIPHUEME 3a BAJIH/THO.

Komucusita Hanpasu mpoBepka 3a YHMCIOBH TPENIKH M He YCTAHOBH TakuBa. C orvien Ha
TOPEH3JIOKEHOTO KOMHCHATA YCTAHOBH, Y€ LEHOBOTO NPEMIONKEHHE HA YYaCTHHKA € ChoGpas’eHo ¢
M3MCKBAHHUATA Ha BB3NOXKHUTENA M 3aKOHA U CJIE/IBa Ja Ce IPHEME 3a BATUIHO.

Ilnuxvm no OIT Ne6 Anmuundhexuyuonnu npodykmu 3a cucmemmno RPUNIONCEHUE CHOBPICA
CedHume 0OKyMeHmu:
¢ lonwanen Obpasey Ne 6 — Lenoeo npednosicenue.
* IIpunosicenue Ne2 xom yeno6omo npednosicenue — Ha Xapmuen U eleKmpoHen HOCUmen.
KaTo CHLIMTE OTTOBAPAT Ha H3UCKBAHUATA HA BB3TIOXKHUTEIS [0 ChABPIKAHHE H IO GOpMa.



IIpennoxenata neHa 3a ONAKOBKa Ha JIEKAPCTBEHHUTE IPOAYKTH IO HOMEHKJATypu He
NpEBHUINaBa IIPEU3YHCICHATa CTONHOCT 34 ONaKoBKa, Ha 6a3a pedepeHTHATa CTOMHOCT 10COYEeHaTa B
KonoHa ,M“ — | Cmotinocm na onaxoéka, u3zuuciena Ha 6a3a pegepenmua cmotinocm” B
Hpunoxenune Ne2 o1 ITosuTHBHHUS JekapcTBeH cuchk kbM 02.01.2019r.

Komucusara Hanpasy npoBepka 3a YHCIOBH IPEUIKH M HE yCTaHOBM TakuBa, C oryieq Ha
TOPEH3NIOXKCHOTO KOMHUCHATA YCTAHOBH, Y€ [IEHOBOTO NPEUIOKEHHE Ha YYacTHHKA € Cho6pa3eHo ¢
U3UCKBaHHATA Ha BB3JIOKUTEJIS ¥ 3aKOHA U CIIEIBA Ja Ce IPUEME 3a BAIUIHO.

Komucusra Hanpasu mpoBepka 3a YHCIOBA TPENIKH M HE YCTAHOBM TakuBa. C oryen Ha
TOPeH3II0KCHOTO KOMHCHATA YCTAHOBH, Y€ LEHOBOTO NPEUIOKEHHE Ha YYaCTHHKA € ChOOpPaseHo ¢
U3UCKBAaHMATA Ha BB3JIOXKUTEIA U 3aKOHA M CIIe[Ba Jla Ce IIPUEME 3a BATHIHO.

Hnurxvm no OIT Ne7 Myckynno - ckenemna cucmema cvOvpaca ciednume OOKymenmu:
o [lonwnnen Obpasey Ne 6 — Lenoeo npednosicenue,
* [Ipunoowcenue No2 kom yeno8omo npednogicenue — Ha Xapmuer u e/leKMPOHEH HOCUMEL.
KaTo ChIIMTE OTrOBAPAT Ha H3UCKBAHUATA HA BB3IOKUTENIA 10 ChABPIKAHKE U 110 opMma.

IIpennoxenara uena 3a OMAKOBKAa Ha JEKAPCTBEHHTE MPOAYKTH II0 HOMEHKIATYDH HE
IIPEBHUINABA IIPEU3YUCIICHATA CTOMHOCT 3a ONaKOBKa, Ha 6a3a pedepeHTHATA CTOHHOCT ITOCOYEHATA B
Konona ,,M" — , Cmotinocm ua onakosxa, usuuciena na 6asa pegepenmna cmoimocm B
Ipunoxenne Ne2 ot Ilo3utuBHUSA TeKapeTBeH cUCHK KbM 02.01.2019r.

Komucusra Hampasy npoBepKa 3a YHCIOBA IPENIKM M HE YCTAHOBH TakuBa. C ornex Ha
TOPEU3IIONEHOTO KOMHCHATA YCTAHOBH, Y€ [EHOBOTO IIPEUIONKEHHE HAa YYaCTHHKA € ChOOpa3’eHo
U3HCKBaHUATA Ha BB3JIOKUTENA U 3aKOHA M CIIe[[Ba Ja Ce IIPHEME 3a BAJIHMIHO.

Komucnsita HanpaBu HpoBepKa 3a YHCIIOBU IPENIKM M HE yCTaHOBH TakuBa. C Ornen Ha
FOPEU3IIOKEHOTO KOMHCHSATA YCTAaHOBH, Y€ HEHOBOTO MPEJIOXKEHHE Ha YYaCTHHKA € ChOOPas3eHo ¢
U3HCKBaHUATA Ha BB3JIOXKUTEIIA U 3aKOHA U CJIeJBA Ja Ce IPHEME 33 BATTMIHO.

Inuxvm no OI1 Ne8 Ilenmpanna nepgna cucmema cvOvpaica cnednume QOKyMeHmu:
Ionvanen Obpaszey Ne 6 — LJenogo npednooicenue.
* [Ipunodicenue Ne2 koM 4yeH060mMO NpedNodicerUe — HA XaPMUer U efeKMPOHeH HOCUMel.
Kato ChINMTE OTIOBApAT HA M3UCKBAHUSATA HA BB3JIOKHUTENS [0 ChAbPXKAHKE U 110 GopMa.
Komucusta KOHCTaTHpa, e NEKapCTBEHWTE NPOLYKTH IO CIETHHTE HOMEHKIATYPH B
obocobenara nosumms ksM 02.01.2019r. ca uskmovenn ot [pmmoxenue Ne2 [TJIC:

286 NOSAF01 IEAHKCHUT 16. x 100;
304 NOSALOS TTAKCHUITPUJT 16. 400 mr x 30;
329 NO6AB10 OPOIIPEKC 16. 10Mr x 30;

e 330 NO6AB10 ECIIUIIPAM ¢dpunm 16 20Mr x 30.

Komucusra npeanara yqacTHHKBT fa GbJe OTCTpaHEH [0 HOMEHKnaTypu 286, 304, 329 u 330
Ha ocHoBawue wi.107, 1.2, Gyxsa a) or 30Il — mpencraBmn e odepra, KOATO HE OTroBaps Ha
IPEBAPUTENHO OOSIBEHUTE YCIOBHUS Ha MOPHYKATA.

Ilpennokenara neHa 3a OIIAKOBKAa HAa JIEKADCTBEHHTE NPOAYKTH 10 OCTAHAIHTE
HOMEHKJIaTypH B 060co0eHaTa MO3MIMs HE NPEBHIIABA IPEU3YUCIEHATa CTORHOCT 32 ONIaKOBKa, HA
fasa peepenTHaTa CTOMHOCT OCOYEHATA B KOJIOHA ,,M " — | CmotiHocm Ha onaKoexa, usHuciend na
baza pegepenmna cmoinocm” B Ilpunoxenne Ne2 ot ITIO3UTHBHHA 7EKAapCTBEH CIHCHK KBM
02.01.20109r.

Komucusara Hanpasy npoBepKa 3a YHUCIOBH IPENIKH M HE YCTaHOBH TakuBa. C oryed Ha
TOPCHU3JIONEHOTO KOMHUCHATA YCTAHOBH, Y€ IEHOBOTO NIPEUIOJKEHHE Ha YYacTHHKA € ChoBpa3eHo ¢
U3MCKBaHUATA Ha BB3JIOXKUTENA U 3aKOHA M CIIEBa Ja Ce IIPUEME 33 BATIHIHO.

Inuxkem no OI1 Ne9 Omxpavueauiu u nosnuasawiu OUULaHEMoO NeKaAPCMEEHU RPOOYKIU
CbOBPIHICa CIeOHUME OOKYMEHMIUL:

e [Tonvanen Obpasey Ne 6 — Llenoso npednoicenue.



* [Ipunoorcenue Ne2 koM yeH080mo npediodiceH e — HA XAPMUEH U eNeKIMPOHEH HOCUME.
KaTO CHIIMTE OTTOBAPST HA H3UCKBAHUATA HA BB3JIOXKHTEIS 110 ChABPKAHUE U 110 hopMa.

Ilpennoxkenara neHa 3a ONAaKOBKA Ha JIEKAPCTBEHWTE NPOAYKTH IO HOMEHKJIATypH He
NPCBHUINIABA NNPEU3YUCIICHATa CTONHOCT 32 ONIaKOBKa, Ha 6a3a pedepeHTHaTa CTOMHOCT MOocoYeHara B
KonoHa M“ — | Cmotinocm na onaxoexa, uszuucinena Ha 6a3a pegepenmua cmotinocm” B
[Ipunoxenue No2 ot ITosuTuBHHES JiekapcTBeH cruchk kbM 02.01.2019r.

Komucunsra Hanpasu npoBepka 3a YHCIOBH IPEIIKM M HE YCTAHOBH TakuBa. C ornen Ha
TOPEU3JIOKEHOTO KOMUCHATa YCTAaHOBH, Ye IIEHOBOTO IIPEUIONEHHE HA YYaCTHHKA € ChOOpa3eHo ¢
M3UCKBaHHATA Ha BH3JIOXKHUTENS H 3aKOHA U CJIE/IBA [a Ce IIPHEME 32 BAITHIHO.

Komucnsra Hanpasu npoBepka 3a YHCIOBH I'DEIIKM M HE YCTAHOBH TakuBa. C Ornej] Ha
TOPEH3NOKEHOTO KOMHCHATA YCTAHOBH, Y€ LIEHOBOTO MPEUIOKEHHE HA YYaCTHHKA € ChOOPA3eHO C
M3MCKBAHUATA Ha BB3JIOXKUTEII ¥ 3aKOHA U CIIEBA Ja Ce IIPUEME 33 BATTHAHO.

ITnuxvm no OIT Nel0 Anmuxucmamurnosu npenapamu u cen3opnu Op2anu CvOBPICA

cneOHume 0OKyMeHmiu:

e [Tonvanen Obpazey Ne 6 — [Jenoso npednooicenue.

* IIpunooiceriue Ne2 xvm yenosomo npednodicenue — Ha XapmueH U eneKmpoHeH HOCUmell.
KaTo CHIIUTE OTTOBAPAT HA H3UCKBAHUATA Ha BB3JIOKUTENS [0 ChABPKAHKE ¥ 110 (opMa.

Ipennoxenara LeHa 3a ONMAaKOBKA Ha JIEKAPCTBEHHTE MNPOMYKTH IO HOMEHKIATYPH HE
NIPEBHIIABA IPEU3YUCIICHATAa CTOMHOCT 32 OIIAKOBKa, Ha 06a3a pedepeHTHaTa CTOMHOCT II0COYEHATa B
KonmoHa ,,M"“ — , Cmotinocm na onakoska, usuuciena na 6asa pegepenmua cmoiiHocm™ B
[Ipunoxenne Ne2 ot [To3utuBHUS NexapcTBeH cnuehK K6M 02.01.2019r.

Komucnara HanpaBu npoBepka 3a YHCIOBH IPEINKH ¥ HE yCTaHOBH TakuBa. C oriex Ha
TOPEU3JIOKEHOTO KOMUCHATA YCTAHOBH, Y€ LIEHOBOTO NPE/UIOKEHHE Ha YUaCTHWKA € ChoOpaseHo ¢
M3HCKBaHUATA Ha BB3JIOXKHUTEIA U 3aKOHA U CIIEJBa Ja Ce TIPHEME 3a BATMIHO.

Komucusara manpasu npoBepKa 3a YHCIIOBM TPEIIKH M HE yCTaHOBH Takusa. C oriem Ha
TOPEHU3JIOKEHOTO KOMHCHATA YCTAHOBH, Y€ IICHOBOTO NPEIOKEHHE HA YYacTHHKA € ChoOpaseHo C
M3MCKBaHHATA Ha BB3JOXKHUTEIISA U 3aKOHA U CJIE[BA Ja Ce IIPHEME 3a BATIMIHO.

"MEJO®APMA" EOOJ
IInuxem no OII Nel Xpanocmunamenna cucmema u Memabonusom coOvpica cleOHume
0OKyMeHmu:
o [Jonvanen Obpasey Ne 6 — L]enoso npednooicenue.
* [Ipunooicenue Ne2 kom yeno80mo npeonosicenue — Ha Xapmuen u efeKmpoHeH HOCUMeI.
KaTO CHILUTE OTrOBapAT HAa H3UCKBAHUATA HA BB3JIOXKUTENA 110 ChABPKAHUE U 10 Gopma.
IIpemioxenata UeHa 3a ONAaKOBKA Ha JIGKAPCTBEHHTE MNPOAYKTH MO HOMEHKIATYpH He
NIPEBHUINAaBa IPEU3YMC/ICHaTa CTOMHOCT 3a OIIaKOBKa, Ha 0a3a pedepeHTHATa CTOMHOCT ITOCOYEeHaTa B
komona ,M“ — |, Cmoiinocm na onaxoeéxa, uszyuciena Ha 6asa pegepenmna cmotinocm” B
Ipunoxenne Ne2 ot ITo3uTUBHUS NeKapcTBEH CIHCHK KM 02.01.2019r.
Komucuara Hanpasu npoBepka 3a HHCIOBH T'PEIIKM W HE YCTaHOBHM TakuBa. C orjex Ha
FOPEHU3JI0XEHOTO KOMHCHSTA YCTAHOBH, Y€ LEHOBOTO NPEUIOKEHHE Ha YYACTHUKA € CHOOPAa3eHo ¢
M3UCKBAHUATA Ha BB3JIOKUTENS ¥ 3aKOHA U CIIeABA Ja Ce IPHEME 3a BAIUIHO.

ITnuxvm no OI1 Ne3 Cvpoeuro cv00s8a cucmema coOvpica cleOHume 0OKyMeHmU:
o [lonvanen Obpasey Ne 6 — [[enoso npednooicenue.
* [Ipunooicerue Ne2 koM yeH060mo npednosicenue — Ha Xapmuen U eNeKmpoHeH HOCUME.
KaTo CBIUTE OTTOBAPAT HA U3UCKBAHHATA HAa BB3JIOKUTENS 10 ChABPIKAHUE U IO GopMa.
Hpennoxenara neHa 3a ONAKkOBKAa Ha JIGKAPCTBEHHTE NPOAYKTH 10 HOMEHKIATYDH He
[IPEBHUILIaBA IPEU3YUCIICHATa CTOMHOCT 3a OIIaKOBKa, Ha 6a3a pedepeHTHATa CTOMHOCT II0COYEeHAaTa B
xonoHa ,,M"“ — ,Cmoiinocm na onaxogka, usyuciena Ha 6aza pegepenmua cmotinocm" B
IIpunoxenne Ne2 ot Ilo3utuBHuS JekapcTBeH cuuchK K6M 02.01.2019r.



Komucusra HalpaB{d TIpOBEPKa 3a YUCJIOBH TPCIIKH M HE YCTAaHOBH TakHBa. C ornex Ha
TOPCHU3IOXEHOTO KOMHUCHATA YCTAaHOBH, Y€ IICHOBOTO IIPEAJIOKCHHE HA yYaCTHHKA € CT:06paBCHO Cc
H3UCKBAHHUATA Ha BB3JIOKUATEI U 3aKOHA U CJIE/IBA ia CC IIPHEME 3a BAIIMIHO.

IInuxem no OI Neb Anmuunexyuonnu RPOOYKMuU 3a CUCIEMHO RPUNOHCEHUE CbOBPIHCA
cieoHume 0OKyMeHmu:
e [lonvanen Obpasey Ne 6 — IJenogo npednooicerue.
o [Ipunooicenue No2 KoM 1eH080MO NPeONONCeHUEe — HA XAPMUEH U eNeKMPOHEH HOCUME.
KaTo CHUIMTE OTrOBAPAT Ha H3MCKBAHHUATA HA BB3JIOKHUTENS 110 ChIBPXKAHHUE U 110 hopMma.
Ilpennoxenara LeHa 3a ONAKOBKA Ha JIEKapCTBEHHTE NPOAYKTH MO HOMEHKIATYPH HE
IpeBUIllaBa NPEH3YUCICHATa CTOMHOCT 3a OIIaKOBKa, Ha 0a3a pedepeHTHaTa CTOMHOCT II0COYEHATa B
xomona ,M" — , Cmotinocm na onakoexa, usuuciena na 6asa pegepenwmna cmoiinocm* B
Ipunoxenne Ne2 ot ITo3utHBHUSA NexapcTBeH CMCHK KM 02.01.2019r.
Komucusra nampaBu NpoBepKa 3a YMCIOBH TPEIIKM W HE ycTaHoBM TakuBa. C orjen Ha
FOPEH3JI0KEHOTO KOMHCHATA YCTAHOBH, Y€ LIEHOBOTO NPEIIOKEHHE Ha YHACTHHMKA € ChoOpaseHo C
M3UCKBAHUATA Ha BB3JIOKUTENA H 3aKOHA U CJIE/BA Ja CE MIpUeMe 3a BAIUIHO.

IInuxem no OII Ne7 MycKynno - cKellemHa cucmema codvpiica cieOnume 0oKyMeHmu:
e [lonwnnen Obpasey Ne 6 — [Jenogo npednooicenue.
* [Ipunosicenue No2 koM yeH080mMO Npednodicerue — Ha XapmueH u eNeKmpoHeH HOCUMEL.
KaTo CHIUIUTE OTrOBAPAT HA H3UCKBAHHUATA Ha BBH3JIOKHUTEINS 110 ChIbPIKAHUE U IO hopMma.
[Ipennoxenara LeHa 3a ONAKOBKA Ha JIEKApPCTBEHHTE MNPONYKTH MO HOMEHKIATYPH HE
IIpeBUIIaBa IPEH3YKMCIEHATa CTOMHOCT 3a OIaKoBKa, Ha 6a3a pedepeHTHaTa CTOMHOCT I10COYEHAaTa B
xonona ,,M" — , Cmounocm Ha onakoexa, usyuciena Ha 6a3a pegepenmua cmotinocm™ B
ITpunoxenne Ne2 ot Ilo3utuBHUS NekapcTBeH cuchbK KbM 02.01.2019r.
Komucusara Hanpasy IpoBepKa 3a YHCIOBH TPELIKH W HE YCTaHOBHM Takuba. C orjiex Ha
TOpEU3JI0KEHOTO KOMUCHSATA YCTAHOBY, Y€ LIEHOBOTO IIPEAJIOKEHNE Ha YYacTHHKA € ChoOpa3eHo ¢
U3HMCKBAHUATA Ha BB3JIOKUTENA U 3aKOHA U CIIe/IBa Ja Ce IIPUEME 3a BAIMIHO.

ITnuxem no OI1 Ne8 Llenmpanna nepena cucmema cvOspica cieOnume 0OKyMeHmu:
e [lonvanen Obpazey Ne 6 — IJenoeo npednooicenue.
® IIpunooicerue Ne2 xom yeno6omo npeodiodicerue — HA XAPMUEH U eleKMPOHER HOCUmenn.
KaTo CBILKTE OTTOBApAT Ha H3UCKBAHMATA HAa BB3JIOXKHUTEIA 10 ChIbPXKAHNE U 110 hopMa.
Ilpennoxenara meHa 3a ONAKOBKA Ha JIEKAPCTBEHHTE MPOAYKTH IO HOMEHKIATYDH He
NpeBUIlaBa NPEH3YUCIICHATa CTOMHOCT 3a OIIaKOBKa, Ha 06a3a pedepeHTHATa CTOMHOCT ITOCOYEHATa B
konona ,,M“ — , Cmoiinocm ma onaxoexa, uswuciena Ha 6a3a pegepenmua cmoiinocm B
Hpunoxenue Ne2 ot Tlo3utuBHUS siekapcTBed cruchk kpM 02.01.2019r.
Komucusta HanpaBu HpoBepKa 3a YHCIOBH TPELIKM M HE ycTaHOBHM TakuBa. C orjex Ha
TOPEU3JIOKEHOTO KOMHUCHATA YCTAaHOBH, Y€ LIEHOBOTO NPEUIONEHHEe Ha YYAaCTHHKA € ChoOpa3eHo ¢
M3UCKBAHMATA HA BB3JIOXKUTENS U 3aKOHA U CJIEBA Ja Ce MPUEME 3a BATUIHO.

"OAPKOJ" AL
IInuxem no OII Nel Xpanocmunamenna cucmema u Memaboausvm coObpiuca CleOHUmeE
O0OKyMeHmu:
e [lonvanen Obpasey Ne 6 — [Jenoso npednooicenue.
® IIpunooicenue Ne2 koM yenogomo npednodicenue — Ha XapMueH U enekmpoHer HOCUMEN.
KaTo CBIHUTE OTrOBapsT Ha M3UCKBAHUATA HAa BB3JIOXKHUTEINS 10 ChIABPIKAHKE U 110 (hopMa.
IIpepnoxkenara neHa 3a ONAaKkoBKa Ha JIGKAPCTBEHHTE IIPOAYKTH 10 HOMEHKJIATYPH He
IIPEBHIIABA IIPEHU3YHMCIEHATa CTOMHOCT 3a ONaKoBKa, Ha 0a3a pedepeHTHATA CTOHHOCT IIOCOYEHaTa B
konona ,M“ — ,,Cmoiinocm Ha onaxoeka, uzuuciena Ha 6asza pepepenmua cmoiinocm B
[Ipunoxenue Ne2 ot Tlo3utuBHMA nekapcTBed cruchk KeM 02.01.2019r.




Komucusta HalpaBy HOpOBEPKa 3a WHCJIIOBH TPEIIKH M HE YyCTAHOBHM TaKHBa. C orjicl] Ha
TOPCHU3JIOKEHOTO KOMHUCHATA YCTAHOBH, Y€ LIEHOBOTO IIPCIJIONKCHUEC Ha YYIaCTHHKE € CLOGpaSCHO (v
M3HUCKBAHUATA HA BB3JIOKUTENA U 3aKOHA K CJIeABa Ja ce IIPpUEME 3a BAJIMOHO.

ITnuxvm no OI1 Ne2 Kpve u KpveomeopHu opzanu cvOvpica ciednume OOKyMeHmu:
o [lonwvanen Obpasey Ne 6 — Llenoeo npednosicenue.
* IIpunooicernue Ne2 xvm yenosomo npednodicenue — Ha Xapmuer u eneKmponeH Hocumen.
Karo ChIIMTE OTTOBAPST HA H3UCKBAHUATA HA BB3NOXKUTEN [0 ChAbPXKAHME U 110 dopMa.
e [lo nomenknarypa 48 BOSBBO1 Natrium Chlorid Braun 0,9% Solution for infusion
0,9% - 1000 ml X 10 e odepupana nena ot 15,62 nB. 3a ONAKOBKA, a B IIpunoxenue
Ne2 or Ilo3uTHBHHMSA JIEKApPCTBEH CIHCHK € B KOJNOHA ,,M* OCOYeHA [[eHa OT 2,40 nB.
3a OIIaKOBKa.,

Komucusra mpeara yYacTHHKBT Ja OBI€ OTCTpaHEH IO HOMEeHK/IaTypa 48 Ha OCHOBaHue
wi.107, 1.2, Gyxsa a) or 30Il — npencrasun ¢ odepra, KOSITO He OTroBapsi Ha NPEJBAPUTEITHO
OOSBEHUTE YCIIOBHUs HA OPHYKATA.

Ilpeanoxenata ueHa 3a ONakOBKAa Ha JIEKAPCTBEHHTE NPOAYKTH [0 OCTAHAJIHTE
HOMEHKJIaTypH B 060cobeHaTa Mo3uIKs He NPEBHINaBa IPEU3YACIIeHaTa CTORHOCT 38 ONIAKOBKA, Ha
0a3a pedepeHTHATA CTOMHOCT HOCOYEHATA B KOJNOHA ,,M* — ,»CTOMHOCT Ha OIMaKOBKa, U3UHC/ICHA HA

Gaza pedepentHa croitnoct™ B Ilpunoxenne Ne2 or I[lo3uTuBHHS JIEKAPCTBEH CIMHCBK KbM
02.01.2019r.

Komucusra HanpaBH IPOBEPKa 3a YHCJIOBH TPEINKH U HE YCTaHOBH TaKHBA. C ornen na
TOPCHU3JIOKEHOTO KOMMCHSATA YCTAHOBH, Y€ IIEHOBOTO NIPEIUIOKECHUE Ha YYACTHHKA € C’506pa3CHO C
H3NCKBaHWATA HA BB3JIOKUTEIA U 3aKOHA U CJIeJBa J1a ce IIpuEMCE 3a BaJIMJHO..

ITnuxem no OI1 Ne3 Cvpdeuno cvoosa cucmema cvdvpaca cnednume OOKymMeHmu:
¢ [Tonvanen Obpaszey Ne 6 — [Jenoso npednooicenue.
* IIpunooicenue Ne2 KoM yeH080MO NPeONOIICEHUE — HA XAPMUEH U ENEKMPOHEH HOCUMEN,
KaTo CHUIATE OTTOBAPAT Ha H3UCKBAHUATA HA BB3NOKUTENA [0 ChABPIKAHNE U 110 GopMma.
IlpeqnioxkeHata meHa 3a OMAaKOBKAa Ha JIEKAPCTBEHHTE NPOAYKTH IO HOMEHKIATYDH He
NPCBHINABA IPCU3YHCIICHATa CTOMHOCT 34 OIaKOBKa, Ha 0a3a pedepeHTHAaTa CTORHOCT IIOCOYeHAaTa B
KonoHa ,,M“ — , Cmodnocm ua onaxoexa, usuuciena Ha 6asa peghepenmua cmoiinocm™ B
IIpunoxenne Ne2 ot IlosuTuBHES NeKkapcTBeH crHChK Kb6M 02.01.2019r.
Komucusta HanpaByu mpoBepka 3a YMCIIOBH TPEIIKH M He yCTaHOBM Takusa. C oren Ha
TOPEH3JIOKEHOTO KOMHCHATA YCTAHOBH, Y€ IIEHOBOTO IIPEJJIONKEHHE Ha YYaCTHUKA € ChoOpaseHo ¢
U3HCKBaHUSTA Ha BB3JIOKUTEIIS U 3aKOHA U CJIEJBa Ja Ce IIPHEME 3a BATHIHO.

Inuxvem no OI1 Ned [lepmamonozuunu npodykmu cvoupaica crednume OoKyMeHmu:
o [Tonvanen Obpazey Ne 6 — IJenoso npednooicenue.
* [Ipunodicenue Ne2 koM yeH0BOMO NPedNodiCenUe — HA XAPMUEH U eleKIMPOHEH HOCUME,
KaTo CBHLIMTE OTrOBapsT Ha H3UCKBAHMATA HA BB3JIOKUTENS 10 ChAbPIKAHKE U 1O GopMa.
Ilpennoxenara nena 3a onakoBKa HAa JI€KAPCTBEHHTE NPOAYKTH MO HOMEHKIATYPH He
MpEeBHUIlaBa MPEeH34nCieHaTa CTOMHOCT 3a OIaKOBKa, Ha Ga3a pedepeHTHAaTa CTOMHOCT ITOCOYEHATA B
Konona ,,M" — , Cmoiinocm Ha onaxosxa, usuuciena na 6asa pegepenmua cmotiHocm* B
[Ipunoxenue Ne2 or ITosutuBHUS JlekapcTBeH cuchbk KbM 02.01.2019r.
Komncusta HanpaBy IpoBepKka 3a YHCIOBM IpelKH M HE YCTaHOBH TakuBa, C orjiel Ha
TOPEH3JIOKECHOTO KOMHCHATA YCTaHOBH, Y€ IIEHOBOTO IIPEJIOKEHHE Ha YYaCTHHKA € CHOOPA3eHO C
M3MCKBaHHATA HA BB3JIOXKHTEIS U 3aKOHA ¥ CJIeJBa 1A ce IIPHEME 3a BAHIHO.

Inuxvm no OIT Ne6 AnmuundheKyuoHHU RPOOYKMU 30 CUCIMEMHO NPUNIONHCEHUE CBOBPHCA
ClleOHume 0OKyMeHmu:
o [Tonvanen Obpasey Ne 6 — Lenoso npednooicenue.



* [Ipunoorcenue No2 KoM yeHOB0MO NPeONOdICEHUE — HA XAPMUEH U eleKMpPOHeH HOCUMmEI.

KaTO CBIUATE OTTOBAPAT Ha H3UCKBAHUATA HA BB3JIOXKHTEILS 110 ChABPIKAHHUE U 110 (hopMa.

Ipepnoxenara LeHa 3a ONIAKOBKA HA JIEKAPCTBEHHTE NPOAYKTH II0 HOMEHKJIATypH HE
TIPeBAIIABA NIPEH3YMCIICHATa CTOWHOCT 3a ONakoBKa, Ha 6a3a pedepeHTHATAa CTOMHOCT MOCOYeHaTa B
komoHa ,M“ — | Cmotinocm na onaxosxa, uszuuciena na 6a3q pethepenmna cmoiinocm* B
Hpunosxenue Ne2 ot ITosutHBHuS nexapcTBeH cmuchk kuM 02.01.2019r.

Komucusta HanpaBu npoBepka 3a YHCIOBH TPENIKM M He ycraHoBu TakuBa. C orien Ha
TOPEU3IOKCHOTO KOMUCHATA yCTAHOBH, Y€ LEHOBOTO NMPEIOKEHHE Ha YYAaCTHHKA € ChOOPaseHo ¢
M3HCKBAHUATA HA BB3JIONKUTENS M 3aKOHA M CJIE/(BA JIa Ce IIPHEME 3a BATHIHO.

IThuxem no OI1 Xe8 Llenmpanna nepena cucmema cvdvpasca ciednume OOKyMeHmu:

* [lonvanen Obpaszey Ne 6 — [Jenoso npednosicenue.

® IIpunodicerue Ne2 xvm yenoomo npednodicenue — Ha xapmuen u eleKMPOHEH HOCUmell,
KaTo CBIIMTE OTTOBAPAT HA H3UCKBAHUATA HA BH3JIOXKHUTEN 10 ChAbPIKAHKE H 1O hopMa.

Komncusita xoHcrathpa, 4e IeKapcTBEHHTE TNPOAYKTH IO CIETHHATE HOMEHKJIaTypH B
obocobenara mosunus ksM 02.01.2019r. ca uskmouenn ot [punoxenne Ne2 TIIC:

* 304 NOSALOS PAXIPRID FILM TABL. 400 MG X 30;
e 319 NO5SBB01 NEUROLAX 25MG X 50;
* 330 NO06AB10 Escipram Film coated tablet 20 mg X 30
Komucusra npennara y4acTHUKbBT Aa 6bI€ OTCTpaHEH IO HoMmeHkaTypu 304, 319 u 330 na
ocHosanue 4n.107, 1.2, 6yxsa a) or 30Il — mpencraBun e odepra, KOATO He OTroBapsi Ha
NPEABAPUTENHO OOABEHUTE YCIOBHS Ha MOPHUKATA.
KomucusTa xoncTatupa, ye:
e Tlo Homenknarypa 291 NOSAHO02 Xenopalan Tablet 25 mg X 50 e oepupana 1ieHa OT
5,00 nB. 3a omakoBka, a B [Tpunoxenue No2 ot I[lo3uTHBHMS JIEKapCTBEH CIIUCHK B
KoJoHa ,,M* € nocodena neHa ot 3,43 1B, 33 OIIAKOBKA;
* Ilo Homenknarypa 313 NOSAX12 Aricogan Tablet 15 mg X 28 e odepupana uena ot
45,00 1B. 3a omakoBka, a B [Ipunoxenne No2 or [1o3uTHBHUS JIEKapCTBEH CIIHCHK B
KoJIoHa ,,M“ € mocoueHa neHa ot 17,29 7B. 33 OIAKOBKa;

Komucnsra mpemmara yqacTHHKBT fa GbAe OTCTpaHEH IO HOMeHKIaTypu 291 u 313 ma
ocHosanne 4n.107, 1.2, 6yxsa a) or 30Il — mnpencraBun e odepra, KOSTO He OTroBapsi Ha
NPEABAPUTENHO OOABEHUTE YCIIOBHS Ha MOPBYKATA.

IlpenmokeHaTa LeHa 3a ONakOBKA Ha JIEKAPCTBEHHTE NPOAYKTH 1O OCTAHATHTE
HOMEHKJIaTypH B 060coGeHaTa O3KIMS He IIPEBHIIIABA IPEH3UUCIEHATA CTOMHOCT 33 OMAKOBKA, HA
0asa pedepeHTHATA CTOMHOCT IOCOYEHATa B KOJIOHA , M* — ,»CTOMHOCT Ha OMAaKoBKAa, U3YMCIICHA Ha

6asza pedepentHa croitHocT B Ilpmnoxenue Ne2 or IlosuTHBHHA JIEKapCTBEH CIUCHK KBM
02.01.2019r. '

Komucnsra HallpaBU IIPOBEPKa 3a YHCJIOBU IpeIKi U HE YCTAaHOBH TaKHBa. C orjica Ha
TOPCH3JIOKEHOTO KOMHUCHSATA YCTAHOBH, YE LIEHOBOTO IIPCATIOKCHUEC Ha YHaCTHHKA € C’BO6pa3€HO C
H3MCKBaHUATA Ha BBH3JIOKUTEIS M 3aKOHA H CJIefiBa /12 Ce IIpUEME 3a BaJIUJHO..

OHLOHUKC ®APMA" EQOJ
IInuxkem no OIT Nel Xpanocmunamenna cucmema u memabonuzom CcvOBpIHCa CledHUme
OOKYMeHmu:
* [lonwanen Obpasey Ne 6 — Lenogo npednoicenue.
¢ IIpunoorcenue No2 kvm yeHo80mo npednosicerue — Ha xapmuen u e/leKMpPOHeHn HoCUmell.
KaTo ChUINTE OTTOBAPAT HA H3UCKBAHUSATA HA BH3IOXKHUTENS [0 ChAbPIKAHKUE H 110 hopMa.
[Ipennoxenara meHa 3a ONaKkOBKa Ha JIEKAPCTBCHHTE NPOMYKTH IO HOMEHKJIATypH He
TIpeBHIIaBa NPEU3YHMCIICHATa CTOMHOCT 3a ONaKoBKa, Ha 0a3a peepeHTHATA CTOHOCT [TOCOYEHATA B




konona ,,M“ — ,Cmoiinocm Ha onaxoeka, usvuciena na 6aza pegepenmma cmoiinocm B
I1punosxxenne Ne2 ot Ilo3utuBHHMS ekapcTBeH cnuchk kKxM 02.01.2019r.

Komncunsara nanpaBu nposepka 3a YHCIOBH IPEUIKM W HE YCTaHOBM TakuBa. C ornen Ha
TOPEHU3JI0KEHOTO KOMHCHSTA YCTAHOBH, Y€ HEHOBOTO NMpEUIOXKEHHE Ha YUYACTHHKA € ChOOPA3eHo ¢
M3NCKBaHMATA Ha BB3JI0KHUTEIA U 3aKOHA U CIIE[BA Aa CE IIPHEME 33 BATIMHO.

Inuxvm no OI1 Xe2 Kpve u Kpb60omeopHu opzanu cv0vpaica ciednume 0OKyMeHmu:
o [Tonvanen Obpasey Ne 6 — LJenoso npednooicenue.
* [Ipunodicenue Ne2 koM 4yeHOB0MO NpednodicenUe — HA XAPMUEH U eleKMPOHEH HOCUMEI.
KaTo CHIIMTE OTrOBapST HA H3UCKBAHHUSTA Ha BB3JIOKUTEN 10 ChIbPKAHUE ¥ 110 GopMa.
Ilpennoxkenata neHa 3a ONAKOBKA Ha JIEKAPCTBEHWTE NPOAYKTH 110 HOMEHKIATYpH He
[PEBUIIABA NIPEU3YHCICHATAa CTOMHOCT 32 OIAKOBKA, Ha 0a3a pedepeHTHAaTa CTOMHOCT OCOYEHATA B
KonoHa ,M“ — | Cmounocm Ha onakoska, usuuciena Ha 6a3a pegepenmna cmovinocm B
ITpunoxenne Ne2 ot IlozutuBHES NekapcTBeH cucehbk kbM 02.01.2019r.
Komucusara HanpaBu mposepka 3a YHCIOBH TIPENIKH M He yCTaHOBM TakuBa. C oryen Ha
FOPEH3JIOKEHOTO KOMMCHUSATA YCTAHOBH, Y€ IIEHOBOTO IPE/UIOKEHHE Ha YYACTHHKA € ChOOPa3eHo C
H3HCKBaHUSATA Ha BB3JIOKUTEIIA U 3aKOHA U CIIEBa Ja CE IIPHEME 33 BATHMIHO.

Inuxvm no OI1 Ne3 Cvpodeuno cvoosa cucmema coowbprica credHume dOKyMeHmMU:
o [lonwnnen Obpasey Ne 6 — IJenoso npednooicenue.
* [Ipunodicenue N2 koM 4yeHOBOMO NPedNodICEH e — HA XAPMUEH U eleKMPOHEH HOCUME.
KaTo CHIIMNTE OTTOBAapAT HA H3UCKBAHUATA HA BH3JIOKHUTEI 0 ChABPIKAHUE U 10 GopMa.
Ilpennoxenara uena 3a onakoBka Ha JIEKAPCTBEHWTE NPOAYKTH [O HOMEHKIATYPH He
NpEeBUINABA NPEU3YHCIICHATA CTOMHOCT 3a OIIaKOBKa, Ha 0a3a pedepeHTHAaTa CTOMHOCT MOCOYEHATA B
konona ,M“ — , Cmoiinocm na onaxoska, usuwuciena wa 6asa pegepenmna cmotiHocm* B
ITpunoxenne Ne2 ot INosutuBHuS NekapcTBeH cnuchbk kb6M 02.01.2019r.
KomucusTa Hanpasu IpoBepKa 3a YHMCIIOBH TPENIKH H HE YCTaHOBM TakuBa. C oOrjien Ha
TOPEU3NI0KEHOTO KOMUCHATA YCTAHOBH, Y€ IIEHOBOTO NPEUIOKEHHE Ha YYACTHHKA € ChOOPa3eHo C
U3MCKBaHHATA Ha BB3JIOXKUTEIIA U 3aKOHA U CIIEJBa Ja Ce IIPHEME 3a BATHIHO.

ITnuxem no OI Ne5 Kopmukocmepoudu 3a cucmemno npunoscenue cv0wpaica ciedHume
OOKyMeHmu:
o [Tonvanen Obpazey Ne 6 — [Jenoso npednooicenue.
* [Ipunodicenue Ne2 koM yeHOBOMO NPedNoJNCEH e — HA XAPMUEH U eleKIMPOHEH HOCUMEN.
KaTo CHIINTE OTTOBApAT Ha H3UCKBAHUATA Ha BB3JIOXKUTENS 10 ChIBPKAHKE U 110 GopMa.
IIpennoxenara LeHa 3a ONAKOBKA Ha JIEKAPCTBEHHTE NPOAYKTH IO HOMEHKIATYPH He
NpeBUIlaBa NPEH3YUCIICHAaTa CTOMHOCT 3a OIIaKOBKa, Ha 0a3a pedepeHTHATa CTOMHOCT IOCOYEHATA B
xonoHa ,,M" — , Cmotinocm wna onaxogka, usvuciena na 6asa pegepenmua cmotinocm B
IIpunoxenne Ne2 ot Ilo3utuBHUS NekapcTBeH cnuchK K6M 02.01.2019r.
KomrcusaTa Hanpasu IpoBepKa 3a YMCIOBM IDEIIKH M HE YCTAHOBM Takupa. C orien Ha
TOPCU3JIOKEHOTO KOMHCHSATA YCTaHOBH, Y€ LIEHOBOTO MPEAJIOKEHHE Ha YYaCTHHKA € ChOOGPaseHo ¢
M3HMCKBAaHUsTA Ha BB3JI0KHUTENS U 3aKOHA U CIIEIBA Ja ce IIPHEME 3a BATHIHO.

ITnuxvm no OII Neb AnmuunexyuoHnu RPOOYKMU 30 CUCMEMHO NPULOICEHE CHOBPIHCA
ClleOHUme OOKYMeHmMU:
¢ [lonwvnnen Obpazey Ne 6 — Llenoso npednooicenue.
* [Ipunooicenue Ne2 kvm yeno8omo npednoicenue — Ha Xapmuen u efeKmpoHeH HOCUMEIL.
Karo CHIIMTE OTrOBapsAT HA U3UCKBAHMATA HA BH3JIOKUTES [I0 ChIBPKAHKE U 1O GopMma.
IIpennoxenara nena 3a OmaKOBKAa Ha JIEKAPCTBEHHTE MHPOIYKTH MO HOMEHKIATYDH HE
NpEBHIaBa MPEU3UUCICHATa CTOMHOCT 3a OIIaKOBKa, Ha 0a3a pedepeHTHATa CTOMHOCT ITOCOYEHATa B
konoHa ,,M" — ,Cmoiinocm na onaxogxa, usuuciena na 6aza pegepenmua cmotinocm B
ITpunoxenune Ne2 ot INo3utuBHHUS ekapcTBed cuchK K6M 02.01.2019r.,



Komucusra HallpaBH MNPOBEPKa 3a YUCIOBH I'PCHIKH U HE YCTaHOBH TaKHBa. C orjiea Ha
TFOPCH3JIOKEHOTO KOMHUCHATA YCTAHOBH, Y€ ILIEHOBOTO OPCIUIOKECHUE HA YYacTHHKA € C’I)O6pa3€HO C
H3HACKBaHUATA HA BB3JIOXKUTEISA U 3aKOHA M CJICABA 1A CE IIpuEME 3a BaJIMHO.

ITnuxom no OI1 Ne7 Myckynno - ckenemna cucmema cvOvpaica ciednume O0OKymMeHmu:
o [Tonvinen Obpazey Ne 6 — LJenoso npednooicenue.
* [Ipunodicenue Ne2 koM 4en080mo npednodicenue — Ha Xapmuer 1 e1eKmpoHeH HOCUMEl.,
KaTo CHIIMTE OTTOBAPAT Ha H3UCKBAHUSATA Ha BB3JOXKHTEIS [0 ChIbPXKAHKE U 110 GopMa.
IIpennoxkenara neHa 3a ONAkOBKa Ha JIEKAPCTBEHHTE MPOAYKTH II0 HOMEHKJIATYpH He
NPEBHINABA NPEU3YUCIICHATA CTORHOCT 3a ONaKoBKa, Ha 6a3a peepeHTHATA CTOHHOCT MTOCOYEHATA B
Komona ,,M" -, Cmounocm Ha onaxoexa, usuuciena Ha 6aza pegepewmua cmoiinocm” B
[Tpunoxenne Ne2 ot ITo3utuBHuA NekapcTBeH cruchbk kbM 02.01.2019r.
Komucusra Hanpasn mpoBepka 3a YHCIOBM TPEIKH M HE YCTAaHOBH TakuBa. C oriel Ha
TOPEHU3JIOKEHOTO KOMHUCHATA YCTAHOBH, Y€ LIEHOBOTO NPEMIONKEHHE HA YYaCTHHKA € ChoOPaseHo ¢
W3MCKBAHHATA HA BB3JIOXKUTEN H 3aKOHA U CJIE/IBA Ja Ce IIPHEME 3a BATHIHO.

ITnuxem no OI1 Ne8 Llenmpanna nepena cucmema cvovpica crednume O0OKymMenmu:

Ilonvanen Obpasey Ne 6 — LJenoso npednooicenue.

¢ IIpunodicenue No2 kvm yenogomo npednodicenue — Ha Xapmuen u eleKmMpPOHeH HocUmell.

KaTo CBHIUMTE OTTOBAPSAT Ha H3UCKBAHHATA HA BB3IOKUTENS [0 ChIBPIKAHKE U 110 GopMa.

Komucunsara koHCTaTHpa, 4Ye JIEKapCTBEHWTE NPOAYKTH IO HOMeHKJIaTypa 329 NO6ABI10
OPOIIPEKC 16. 10Mr x 30 B 060co6enata mosummst kM 02.01.2019r. e m3KToueHa oT ITpunoxxenne
Ne2 TIIC:

Komucusara npennara y4acTHUKBT fa Gbe OTCTpPaHEH MO HOMeHKIaTypa 329 Ha OCHOBaHHE
un.107, 1.2, Oyksa a) ot 30Il — mpexncraBun e odepra, KOSTO He OTroBapsi Ha NpPeIBapUTEIHO
OOSBEHHUTE YCIIOBUS Ha IIOPHYUKATA.

Ilpeqnokenata mewa 3a oHakoBKa Ha JIEKADCTBEHHMTE NPOAYKTH IO OCTAHAIHTE
HOMEHKJIaTypH B 060co0eHaTa o3I He NPEeBUIIABA IIPEH3YNCIEHATa CTONHOCT 3a ONAKOBKa, Ha
6a3a pedepeHTHATa CTOMHOCT OCOYEHATA B KOJIOHA ,,M“ — |, CotiHOCm HA ONaK0SKA, U3UCIeHd Ha
6asa pegpepenmna cmotinocm* B Tlpunoxenue No2 ot ITo3uTHBHHS JIEKapCTBEH CITHCBK KBM
02.01.2019r.

Komucusta nanpasu mpoBepka 3a YHMCIOBH TpelIKHM H He YCTaHOBHM Takuba. C orvex Ha
TOPEU3IOKEHOTO KOMHUCUATA YCTAHOBH, Y€ LICHOBOTO IPEIONKEHHE HA YYaCTHHKA € ChoOpas’eHo ¢
U3MCKBAHHUATA Ha BB3JIOXKHUTEIA U 3aKOHA U CJIEIBa Jla Ce IIPHEME 3a BATUIHO.

IInukem no OII Ne9 Omxpausawu u noenuasawgu duwarnemo JIEKapcmeenu npooykmu
CvOBpIICca cleOHume OOKyMeHmu:
* [lonwvanen Obpasey Ne 6 — IJenoeo npednoicenue.
* [Ipunooicenue Ne2 KoM yyeHO80MO nPeOROdICEHUE — HA XAPMUEH U €1eKMPOHEH HOCUMmEIL.
KaTO CBIMUTE OTTOBAPAT HA M3UCKBAHUSTA HA BB3JIOXKHTEILS 110 ChABPXKAHAE U 110 GopMa.
Ilpennoxkenata nena 3a ONAaKOBKAa Ha JIEKAPCTBEHHTE MPOAYKTH IIO HOMEHKJIATypH He
MIpEBHIIaBa NPEU3YHCIICHATA CTOMHOCT 3a ONAaKOBKa, Ha 6a3a pe(epeHTHATa CTOMHOCT MOCOYEHATa B
koymoHa ,,M*“ — | Cmotinocm una onaxosxa, usuuciena na 6a3q peepenmna cmoiinocm“ B
IIpunoxenne Ne2 ot ITosuTuBHMS NekapcTBeH cruchK KbM 02.01.2019r.
Komucusita Hanpapy mpoBepka 3a YHCIIOBM I'PENIKH ¥ HE YCTAHOBH TakuBa. C OIIeX Ha
TOPEU3NOKCHOTO KOMUCHATA YyCTAaHOBH, Y€ LEHOBOTO NPEIOKEHHE HA YYACTHHKA € ChOOPAa3eHO ¢
M3HCKBAHUATA Ha BB3JIOXKUTENS M 3aKOHA M CIIE/(Ba JIa Ce IIPHEME 3a BATTHIHO.

IInukem no OIT Nol0 Anmuxucmamumnosu npenapamu u CeH30pHU OpP2aHU CbOBPICA
cneoHume 0OKymenmu:

* [lonvanen Obpasey Ne 6 — IJenoso npednooicenue.
e [Ipunooicerue No2 kvm yenogomo NpeonodiceHUe — Ha xapmuen u eIeKMPOHeH HoCcumenl.



KaTO CBUIMTE OTrOBApST HA H3UCKBAHUATA HA BB3JIOKUTENS [0 ChABpPKaHKUE U 110 GopMa.

Ilpennoxenara neHa 3a ONAKOBKA Ha JIEKAPCTBEHUTE IIPOJYKTH [0 HOMEHKJIATYPH He
IIpEBHIIABA NIPEU3YHCIICHATa CTOMHOCT 3a OIIaKOBKa, Ha 0a3za pedepeHTHAaTa CTOMHOCT IOCOYEHAaTa B
KonoHa ,,M" — , Cmoinocm na onaxkoeka, usuyuciena Ha 6aza pegepenmua cmotinocm B
Ipunoxenne Ne2 ot [o3utuBHuS NekapcTBeH cruchK k6M 02.01.2019r.

KomucusaTra HampaBy NpOBEpKa 3a YKMCIOBH IPEIIKM M HE yCTaHOBH TakuBa. C oriiex Ha
FOpPEU3JI0KEHOTO KOMHUCHATA YCTAHOBH, Y€ HEHOBOTO IIPEUIOKEHHUE Ha yJaCTHMKA € ChoOpaseHo ¢
M3HCKBaHMATA Ha BB3JI0XKHUTEIIS U 3aKOHA U CIIEBa Ja Ce IIPHEME 3a BAJTMIHO.

HI. . KomucusTa, npeMHHa KbM aHAJH3 HA HATHYHETO HA TIPEANOCTABKHTE 32 PHIAraHe
Ha W1 72, an.1 or 30OI1.

Ilpu u3BbpIIEHaTa CHIIOCTaBKa Ha odepUpaHuTe LEHH 32 €IUHNLA MApKa O HOMEHKJIATYpH B
nmocodenn moapobno B Ilpunoxernme Nol, koiTO e HepasimenHa 4YacT OT HACTOSLIMS HPOTOKON
KOMMCHATA KOHCTAaTHpa, 4€ € Hauule xumoresara Ha wi 72, am. 1 or 30Il u usucka nompobua
MICMEHHA OOOCHOBKa 32 (JOPMHPAHETO Ha IPEUIOKEHATA [EHA 10 HOMEHKJIATYDH OT CIIECIHUTE
YYaCTHHIH:

"CO®APMA TPEUJUHI" AJl, rp.Codusi;
"®APKOJI" ALl

"®apkoa' AJl

Y4YacTHUKBT € MpeACTaBH CBOSTa IIMCMEHHAa OGOCHOBKa B jaenoBoacTBoto Ha J(IIB —
Kepmxamu ¢ Bx.Ne460 ot 13.03.2019r., xoMucusita KOHCTaTHpa, 4e OGOCHOBKATA € HOZaJeHa B
IIOCOYCHHUST B IIUCMOTO CPOK M MIPEMHHA KbM HEHHOTO 0OCHXKIaHe U aHAIU3NpaHE.

B cBosTa O0OOCHOBKA YYaCTHHKBT 3asBsiBa, Y€ MPEIIOKEHHTE LEHH 3a ITOCOUECHHTE
HOMEHKJIATYypH Ca ChOOpaseHM ¢ U3KIIOYHTENHO OJAronpHsTHHTE YCIOBHSA MPEACTABEHM My OT
TIPUTEKATETHUTE HA paspelieHHneTo 3a yoTpeda Ha ChbOTBETHUTE JIEKAPCTBEHU MPOAYKTH. 3a4BsBa, Ue
€ XBIrOrofMLICH M3NBIHUTEN HAa JOTOBOPH Cied mpoBencHH mporenypu no 30I1 u peanusupanu
npofax0H 3a MUHAI IEPHON, KOETO IO TIPAaBH THProBEll Ha eAPO C JIEKAPCTBEHH TIPOYKTH JABAIL MY
1paBOTO Jia A0TOBaps C NPOU3BOAMTENIMTE M TEXHH NPEICTAaBUTENH B CTpaHaTa mo-0/aronpusTHU
TBPIOBCKH YCJIOBHSL.

YUYaCTHUKBT € HAaNPaBHUJI TOBA M3J0KEHHE KAaTO IOTBHPIXKICHHE H IO 0OBBP3aN C XUIIOTE3UTE Ha
wi. 72, an. 2, 1. 2 ot 301, koero e npeanocraBkaTa aa 6bae IPHETO 33 OGEKTHBHO OGCTOSITEICTBO.
Komucusata 0o6Chan ¥ aHAIM3Mpa M3IOXKEHOTO, CJel KAaTO MNpOBEPH NEKIAPUPAHUTE IAHHH B
npencrasenus eEEJIOII B Peructepa Ha AreHnusTa 3a 06UIeCTBEHHTE NOPHYKH M M3DbIHUTEIHATA
areHIMs 10 JIEKapCTBaTa KbM MUHHCTEPCTBOTO Ha 3[4paBEONA3BAaHETO KAaTO CUMTA, Y€ IIOCOYCHUTE
II0-rope OOCTOATENCTBA MMAT XapaKTep Ha TaKMBa, 0GOCHOBABAIM KOHKPETHO IIPEJIOKEHATA OT
y4JacTHHKa 1ieHa 110 Homenknatypa 136 COS8CAO1 Amlodipine.

Ilen Ha oOOCHOBKAaTa € YYacTHHKBT MOAPOGHO Ha 0BOCHOBE HANPABEHOTO OT HEro
NpeAIOKEHHe. B TO3M CMUCBHI 3a 0OEKTUBHM KOMUCHATA CUMTA OHe3H (PAKTHUECKH OOCTOSTENCTBRA,
KOHTO IIOKa3BaT Kak TOYHO ce 00pasyBa NpeUIoKeHaTa MO-HUCKa IIeHa ¥ KOUTO UMAT XapakTepa Ja
IOBJIMAAT NPSIKO HA GOpMHpaHETO #. B TO3M CMMCBI KOMHCHSATA IPUEMa TOPHHTE 0OCTOATENCTBRA 32
OOEKTHBHH, U TO CBHIIUTE MOraT [Ja Ce OTHECAT W KbM IIOCOYEHMTE B wi. 72, ar. 2, T. 2 ot 30I1
00CTOSATENCTBA, KAKBOTO BCBHIIHOCT € (aKyATaTHBHOTO YCIOBHE €THO OOCTOSTENCTBO na OBIe
pueTo 3a 060CHOBABAIIO HAIIPABEHO OT YYaCTHHKA [IPeI0KEHHE,

Y4acTHUKBT B CBOATAa OOOCHOBKa 3asBsiBa, Y€ He MOATBBPXKAABA OdepHpaHaTa ICHA II0
HoMeHKJaTypa Ne338 N06AX16 Venlafaxine, mopaan npoMeHeHH THProOBCKH YCIOBHS.

KomucusTa pemnm na npennoxu 3a orcrpaHssade y4acTHHKBT "®apkoa" AJl mo
HoMmenkatypa Ne338 Ha ocHoBaume 41.72, an.3 ot 3OI1.

"Codapma Tpeitaunr" AJl
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YYacTHUKBT € TPENCTaBHI CBOATA IHCMEHHA OGOCHOBKA B JENOBOACTBOTO Ha JIIIB —
Kepmxanu ¢ Bx.Ne467 ot 15.03.2019r., koMHCHATa KOHCTATHpa, Ye OGOCHOBKATA € MONAaeHa B
TIOCOYCHHUAT B IIMCMOTO CPOK M NIPEMUHA KbM HEHHOTO 0OCHXKIaHE i aHAU3UpaHE.

Y4acTHHKBT 3amouyBa CBOSATAa ODOCHOBKA C TOBA, Y€ IO HOMeHKNIAaTypu Ne39 mnenata e
opMupana B CHOTBETCTBHE C HAUMOHANHHTE PEryIaTHBHH MeXaHu3MH, cbriiacHo Hapenbara 3a
ycnoBuATa, IpaBWIaTa W pela 3a PEryNHMpaHe W PETMCTpHpaHE Ha LEHUTE Ha JIEKAPCTBEHHTE
nponykTy, npruera ¢ IIMC Ne97 or 19.04.2013r. Ilpennoxenara nesa 3a JIIB - Kepmxanu ca
opMupaHH CJel KaTo ca B3ETH IMOJ BIUSHHE H THPTOBCKHTE YCJIOBHSA II0 CKIIFOYEHHUTE JOrOBOPU
MEXIy TIPOU3BOJAUTENH U jocTaBuuiiy U ,,Codapma Tpeitouar AJL.

3asBsiBa, Y€ € IBITOrOUIICH H3IBIHHTEN Ha JOTOBOPH CIIEL mpoBeAeHH mpoueaypu mo 3011 u
peanu3upaHy INpoAaxOM 3a MMHAI IIEPHOA, KOETO My JaBa OCHOBAaHHE 3a JIOTOBapsiHE C
TPOU3BOJUTEIHTE U/UIIH TEXHH TIPECTABUTEIH 3a MO-GAaTONPHATHY YCIOBHS B TIO3MIHUATA MY Karo
ThProBell Ha efpo.

Y4aCTHUKBT € HapaBUJI TOBA H3JI0XKEHHE KATO OTBBIKACHHE U 'O 00BBp3aJI ¢ XUITOTE3NUTE HA
. 72, an. 2, 1. 2 ot 3011, koero e mpeamocraBkara qa One MIPUETO 32 0OEKTUBHO OOCTOATENCTRO.
Komucusara 06chau ¥ aHAIH3Mpa H3NOXKEHOTO, CJeN KaTo IPOBEPH ACKJIApHpaHUTE JaHHH B
npencrasenns eEEJIOIT B Peructepa Ha AreHuusita 3a 061eCTBEHUTE TOPHUKY W V3IbIHUTEHATA
arcHIMs 10 JIeKapcTBaTa KbM MUHHCTEPCTBOTO Ha 3JpaBEONIa3BaHETO, KATO CUHTA, Ye IIOCOYEHHTE
To-rope OBCTOSITENCTBA UMAT XapakTep Ha TakuBa, 0OOCHOBABAINM KOHKPETHO IIPEIUIOKEHUTE OT
YYaCTHHKA II€Ha [10 HOMeHKJIaTypa Ne39,

Ien ma obocHOBKaTa € YYacTHHKBT INOAPOOHO 1a OBGOCHOBE HaIpaBeHOTO OT HEro
IIPE/VIOKEHHE. B TO3H CMUCEHI 3a OOEKTHBHH KOMHCHSTA CYATA OHE3M (AKTHUECKU OGCTOATENCTBA,
KOWTO IOKa3BaT KaK TOYHO ce 00pa3yBa IPEJUIOXKEHaTa MO-HHUCKA LIeHa ¥ KOUTO UMAT XapakTepa Ja
MOBIMAAT NPSKO Ha HOpPMUPAHETO H. B TO3M CMHCEH] KOMUCHATA TIpHEMa FOPHUTE O6CTOATENCTRA 3a
OOEKTHBHH, U TO CBHUIATE MOTAT Ja CE€ OTHECAT M KbM IIOCOYEHHTE B Wi, 72, an. 2, T. 2 ot 30II
0OCTOATENCTBA, KAKBOTO BCHIIHOCT € (HaKyJITATHBHOTO YCIOBHE €IHO OBCTOSTENCTBO na 6bie
IIPHETO 3a 0DOCHOBABAIIO HAITPABEHO OT YYAaCTHHKA IIPEUIOKECHHUE.

IIl. B PE3yaTaT Ha CpaBHABAHETO Ha LIEHOBUTE OPEIIOKECHU KOMUCHUATA KOHCTATHpa, Y€ II0
CJICAHHUTE HOMCHKIATYPH:

MesxaynapogHo
AHaToMo- HENaTeHTHO
TEPANEBTHYEH | HAUMEHOBAHHE
Ne ko /ATC-xon/ | /INN/ Thproseko HanMeHoBaHuUe YuacTHHK
WHJWUITAM TABJI 2.5MT" X 30 "®rounke Papma" EOOJ
93 CO3BALl Indapamide HHJHITAM T16. 2.5Mr x 30 Codapma Tpeitamnr AJ[
CTTMPOHOJIAKTOH JIP. 25MI" X 30 AK "®ponukc Papma” EOO
101 CO3DAO! Spironolactone | CITMPOHOJIAKTOH T16. 25Mr x 30 Codapma Tpeiianur AJI
PROPRANOLOL TAB. 40 MG. X 50 DAPKOJT ALY
116 CO7AAQ5 Propranolol HTPOTTPAHOJIOJT 16. 40Mr x 50 - [ynnuua Codapma Tpelinunr AJ]
BLOKBIS § mg tablets x 30 DAPKOJI AL
BJIOKBHC Tabn Smr x 30 Codapma Tpelauur AJ[
127 C07AB07 Bisoprolol BJIOKBHMC TABJL 5MTI” X 30 "®ronnke Gapma" EOOJ
TPAMAJIOJ kanc. 50mr x 30 - Crana Codpapma Tpeiianur ATl
222 N02AX02 Tramadol TPAMAJIOJT KAIIC. 50MT X 30 STADA "®ronuke Papma” EOOL
OJIAH3AINMH AKTABHC TABJIL. 10MI” X 30 "®rounke Papma” EOOJ
294 NOSAHO03 Olanzapine OJIAH3ATIMH AKTABHC ¢unm Tabn 10Mr x 30 Cotgapma Tperauur ALl
OJIAH3AITHH AKTABUC TABJL SMI" X 30 "®ronnxc Dapma" EOOJ]
295 NOSAHO03 Olanzapine OJIAH3AITHH AKTABHC tuim Tabn Sur x 30 Codapma Tpehinmur AJ]
SPERIDAN FILM COATED TABL. 3 MG X 30 DAPKOJI ALl
309 NO5AX08 Risperidone CIEPHJAH 16.3 mMr x 30 Codapma Tpetiauur AJL
ATAPAKC TABJL 25MTI" X 25 "®sonnkc Papma” EOON
319 NO5BBOI Hydroxyzine ATAPAKC 16. 25Mr x 25 Codapma Tpeitnuur AJL
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APUTABH 60mr CY 18 kanc x 28 Codpapma Tpeiianur ALl

341 NO6AX21 Duloxetine APHTABH 60MI" CYTK X 28 BC "®pounkc Papma” EOOJL
Tobramycin, TOBPAJIEKC karku 3a oun 5Mi - Codapma Tpeiiaunr AL

386 SO01CAO01 Dexamethasone TOEPAJIEKC KOJIUP SMJT "®uonnke dapma" EOO]]

LCHUTE Ce Mpeanarar B ABeTe (TpUTe) 0QEePTH U B3¢ pellieHHEe Ha OCHOBAaHHE WI.58, an.3 oT
ITII30I1 no ropecnoMeHaTHTe HOMEHKJIATYPH A2 IIpOBexe MyGIMdeH XKpebuit 3a ompenensHe Ha
M3ITBJIHUTEN MEXY KIIACHPAHHTE Ha BPBO MACTO O(EPTH.

3aceaHMeTo Ha KOMHCHSATA 32 IPOBEXIAHE Ha MyGIIMIHUS KpeGuil Ha OCHOBAHYE q1.58, an.3
ot IIIT30IT e macpoueno 3a 22.03.2019r. ot 12,00 uaca, B 3acenaTenHaTa 3aj1a Ha AIIb - Kepmkanu.

CboOLIeHHETO 3a MPOBEXKIAHE HA TyOIHYHHS XKPeOHii ¢ nyOnuKyBaHO Ha calfTa Ha J1e4ebHOTO
3aBeneHue B [Ipoduna na kymyBaya KM CHOTBETHATA HIPOLIEYPa.

V. uec, 22.03.2019r., ot 12,00 waca B 3acemaTenHaTa 3aia Ha JIIb - Kepmxanu ce cpeTos
3aCellaHie Ha KOMUCHATA, HasHaveHa cbe 3anosen Ne884 ot 21.11.2018r. na upexropa Ha JIIB -
Kbpmxanu 3a pasrnexnade M OLEHKAa Ha MNOCTHIMIMTE O(EpTH H KJacupaHe Ha YYaCTHHIIUTE B
OTKpHTa MPOLUEAYpa 32 Bh3JaraHe Ha oOIIeCTBEHa NOPBUKaA ¢ mpeameT: "J[ocTaBKa Ha NeKapCTBEHH
npoayxta 3a Hyxnute Ha JIIIb - Kepmxanu", orkpurta ¢ Pemenue Ne796 or 15.10.2018r. Ha
Hupexropa na JIT1b - Kbpmxany u my6maxysaso o6ssnerne B POIT ¢ Ne873031 Ha 18.10.2018r.

Ha ocnosanue I'nasa nera, pasgen VIII ot II30I1 i B usnsnnenne Ha 3amosen Ne884 oT
21.11.2018r. ma Jupekropa na JI15 - Kepmkamy, MOMOIIHUST Oprad Ha BB3JIOXKUTENS B CIEIHUSA
ChCTaB:

Ilpeocedamen: mar. dapm. JInnsana JluMOBa — yIpaBHTEN Ha alTeKa;
u 4aeHnoee: 1. n-p Posanus Panrenosa — nauanuuk 11 MO;
2. n-p Tonopka Cranyauna — jexap;
3. ViBan Po60B — mumioMupas MarucThp 1o npaso;
4. Crexana Kaparbo3oBa - AUIIOMHpPaH MarucTsp 110 HKOHOMHKA, 3all0YHa
paboTaTa CH Ha OTKPHUTO NYOIHYHO 3aceaHue.

Ha ocnoBanme un. 58, an. 3, or IITI30I1, xomucusra Hacpo4M HAacTOSIIOTO 3acenaHue 3a
IPOBEXIaHE Ha ITyONIHYIHHS XKpeOui Kato JaTaTa, MICTOTO U Yaca 3a IPOBEXIAHETO MY € ChOGIIEHO
4pe3 mybnuxanus B npoduia Ha kymysada Ha 19.03.2019r.

Ha nybnuunoto 3acemadme He NpUCHCTBAXa YYACTHUIM B IpolenypaTta HIH TEXHM
YI'BIIHOMOIICHY NPEICTABUTENH, KaKTO M [IPEACTABUTEIN Ha CPEACTBATA 32 MACOBO OCBEIOMSBAHE.

Ilpencenarenst Ha xomucuaATa OGSBM HOMEHKNATYPHTE HA JIEKAPCTBEHHUTE NPOAYKTH H
YJacCTHHLIUTE, 32 KOWTO ILE CE [IPOBe/IE TyOIIHUeH Kpebuu.

MMenaTa Ha y4acTHHIHTE IO BCSKa HOMEHKIATypa 0sXa [OCTABEHH B MATbK HETIpo3paveH
TLTHK, KOUTO Oellie HamMCaH o KOHKPETHATA HOMEHKIIATYpa.

Iybmmauusr sxpebuit 3amouHa 1o BB3XOISI pesl HA ONpENCNICHUTE HOMEHKJIATypH, Karo
IPENCCHaTeIAT HAa KOMHUCHSATA OTBApsAlIE CHOTBETHHS IUIMK, H3TELNIAILNE JIUCTYETO C KMMETO Ha
YYaCTHHKA M I'0 00sBsBAIIE Npe] YWICHOBETE HA KOMUCHSTA.

Pesynrature ca oTpasenw B clenHaTa Tabuna;

Mexnynaponso
AHaTOMO- HEeNaTeHTHO
TepaneBTHYEH HAHMEHOBRHHE PESy.ﬂTﬂT
Ne koa /ATC-kon/ | /INN/ THproeeko HaWMEHOBAHHE YuacTHuk
"®ponnke Gapma” "®BOHKKC
HHAWUIIAM TABJI 2.5MI" X 30 EOOJ Dapma"
93 CO3BAII Indapamide | MHJIWTIAM 16. 2.5mr x 30 Copapma Tpeitunr Afj | EOOA
"®vonnke Gapma” "MpoHUKC
CITMPOHOJIAKTOH JIP. 25MT X 30 AK EOOH ®apma”
101 CO3DAO1 Spironolactone | CITMPOHOJIAKTOH 16. 25mr x 30 Cogapma Tpetiauur AJl EOCOA
116 | CO7AAO5 Propranolol PROPRANOLOL TAB. 40 MG. X 50 GAPKOJ AT PAPKOI
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TTPOINPAHOJIOJ 16. 40Mr x 50 - lynxuna Codapma Tpeiiauur ALl Al
BLOKBIS 5 mg tablets x 30 DAPKOJI Al Codapma
Tpe#ianur
BJIOKEHC taba 5mr x 30 Cotapma Tpeiimuur AJl | AT
"®ronukc Gapma"
127 C07AB07 Bisoprolo} BJIOKEHC TABJIL. SMI" X 30 EOOJ
TPAMAJIOJN kanc. SOMr x 30 - Crana Codapma Tpeimunr Afl | Cobapma
W W Tpeitpuur
®ronnke Gapma A
222 N02AX02 Tramadol TPAMAJIOJI KATIC. 50MI” X 30 STADA EOQ[ A
"Mronukc Gapma” Codapma
OJIAH3AITHH AKTABUC TABJI. 10MT X 30 EOOQ Tpeauur
294 NOSAHO3 Olanzapine OJIAH3AITMH AKTABUC ¢unm Tabn 10mr x 30 Codapma Tpeliauar AJ] A
"®ponnkc dapma” Cocdapma
OJIAHZAINMH AKTABHC TABJL. 5MTI X 30 EOOJ Tpetiauur
295 NOSAHO03 Olanzapine OJIAH3AITHH AKTABUC ¢mnm tabn Smr x 30 Codapma Tpeitaunr AL Al
SPERIDAN FILM COATED TABL. 3 MG X 30 DAPKOJT AJl fﬁ*’m”
309 NO5AX08 Risperidone CIIEPHJIAH 16.3 Mrx 30 Codapma Tpeitonur AJ]
"®vonuke Gapma” "MpoHuKC
ATAPAKC TABJL. 25MT X 25 EO0J (hapma"
319 NOSBBO! Hydroxyzine | ATAPAKC 16. 25mr x 25 Cotpapma Tpeitmur Afl | EOOH
APHUTABH 60mr CV 18 xanc x 28 Codapma Tpetiaunr AJL] $0(bvapma
"dronukc Gapma" Apeuzmﬂr
341 NO6AX21 Duloxetine APUTABH 60MI" CYTK X 28 BC EOOL A
TOBPAIEKC kankv 3a oum 5Smi - Cothapma Tpeianur AJ] ?oth“apma
Tobramycin, "Mbonukc Gapma" Apemer
386 S01CA01 Dexamethasone | TOEPAJIEKC KOJIMP 5MJT EOOL A

VI. KomucusTa mpeMuHa KbM KJIACHPaHe Ha yYaCTHHIIHTE 110 HOMEHKJIaTypH B o0ocobeHuTe
NO3ULHMK 10 Kputepu# ,Hall-umcka 1ena”, koeto € mHoApo6HO OMHMCAHO B IIpunoxenue No2,
Hepas/ejIHa YacT OT HACTOSIIMS IIPOTOKOIL.

VIL Ilo cneqHUTE HOMEHKIIATYPH:

AHaToMO-
TepaneBTHYEH KO MexayHapoaHo HENATEHTHO
Ne /ATC-xon/ waumenoBanue /INN/
3 A02BCOt Omeprazole
16 AO03FAO0I Metoclopramide
19 AO04AA01 Ondansetron
26 AlTHA04 Riboflavin
27 BO3BAO1 Cyanocobalamin
42 B0O5BBOI Sodium chloride
45 B05BBO] Sodium chloride
53 BO5BCO1 Mannitol
54 BO5SBCO1 Mannitol
58 B0O5CX01 Glucose
61 BO5XAQ1 Potassium chloride
65 V06DCO1 Glucose
69 V06DCO1 Glucose, sodium chloride
70 V07AB00 Glucose
73 CO1AAOQS Digoxin
76 CO01BAO1 Quinidine
79 COIBB01,NOIBB02 Lidocaine
100 CO03DA0I Spironolactone
105 C04ADO03 Pentoxifylline
106 C04ADO03 Pentoxifylline
107 C04ADO3 Pentoxifylline
109 C04ADO03 Pentoxifylline
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113
120
121

122
125
128
129
130
132
133
134
138
139
140
141
142
143
145
150
155
156
157
158
160
161
162
164
176
177
180

181
191

194
195
197

215
217
219
223
224
225
226
227
230
238
239
252
255
260
262
263
264
265
266
267
269

C04AX21
CO07AB02
CO07ABO2

C07ABO2
CO07ABO3
CO07ABO7
C07ABO7
CO07ABO7
C07ABI12
C07BBI12
C07BBI13
C08CAQ5
CO8DAO!
CO8DAOI
C08DAOI
CO8DAOI
CO8DAOI1
CO08DBO1
CO09AA02
CO09AA04
C09BA02
C09BA02
C09BAO2
CO09CAO!
CO09DAOI
CO09DAOI
D08AGO02
JOICRO2

JO1DB04

J01DDO1

JO1DDO1
JO1FA09

JOIFA10
JOIGBO3
JO1GBO3

NOIAX10
NO2AAOL
NO2AB02
NO2AX02
NO2AXS52
NO2AXS2
NOTAHOI
NOTAHOI
NO2BEOI

NO3AF02
NO3AF02
NO3AX12
NO3AXI12
NO3AX16
NO3AXI16
NO3AX16
NO3AXI18
NO3AX18
NO3AXI8
NO3AX18
NO4BAO2

Naftidrofuryl
Metoprolol
Metoprolol

Metoprolol

Atenolol

Bisoprolol

Bisoprolol

Bisoprolol

Nebivolol

Nebivolol, hydrochlorothiazide
Nebivolol, hydrochlorothiazide
Nifedipine

Verapamil

Verapamil

Verapamil

Verapamil

Verapamil

Diltiazem

Enalapril

Perindopril

Enalapril, Hydrochlorothiazide
Enalapril, Hydrochlorothiazide
Enalapril, Hydrochlorothiazide
Losartan

Losartan, Hydrochlorithiazide
Losartan, Hydrochlorithiazide
Povidone- iodine
Amoxicilline, clavulanic acid
Cefazolin

Cefotaxime

Cefotaxime
Clarithromycin

Azithromycin
Gentamicin

Gentamicin

Propofol

Morphine

Pethidine

Tramadol

Tramadol, Paracetamol
Tramadol, Paracetamol
Fentanyl

Fentanyl

Paracetamol
Oxcarbazepine
Oxcarbazepine
Gabapentin
Gabapentin
Pregabalin

Pregabalin

Pregabalin
Lacosamide
Lacosamide
Lacosamide
Lacosamide
Carbidopa, Levodopa
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270 NO4BAQ2 Levodopa, Carbidopa

278 NOSAAOI Chlorpromazine
279 NOSAAOQI Chlorpromazine
296 NOSAHO3 Olanzapine
297 NO5SAH04 Quetiapine
298 NO5SAHO04 Quetiapine
31 NO5AX08 Risperidone
312 NO5AXI12 Aripiprazole
316 NOSAX13 Paliperidone
321 NO6ABOS Paroxetine
323 NO6ABO06 Sertraline
325 NO6ABOS Sertraline
328 NO6AB10 Escitalopram
332 NO6AXO05 Trazodone
333 NO6AX05 Trazodone
335 NO6AX16 Venlafaxine
336 NO6AX16 Venlafaxine
339 NO6AX17 Milnacipran
345 NO6AX21 Duloxetine
350 NO06BX03 Piracetam
351 NO06BX03 Piracetam
352 NO6BX03 Piracetam
353 NO06BX03 Piracetam
357 N06BX03 Piracetam
358 N0O6BX03 Piracetam
361 N06BX03 Piracetam
362 NO6BX03 Piracetam
363 NO6BX18 Vinpocetine
365 N0O6BX18 Vinpocetine
366 NO06BX18 Vinpocetine
367 N0O6BX18 Vinpocetine
369 NO6DA02 Donepezil
370 NO6DA02 Donepezit
371 NO6DA02 Donepezil
374 NO6DA04 Galantamine
376 N06DX01 Memantine

HE € NoJaJcHa HUTO efHa odepTa 3a ydacTHe i KOMHCHUSTA Ipedjiara o ChIIUTE J1a Oble
IpeKpaTeHa npoueaypara Ha ocHoBanue wi. 110, ain.1, 1.1 ot 30I1.

VIII. [lo cnenuuTe HOMEHKIATYPH:

AHaTOMO-TEpaneBTHYECH KO/ MexIyHapoAHO HEMATEHTHO

Ne /ATC-xon/ HaumeHoBanue /INN/

S A02BCO03 Lansoprazole
12 A03ADO2 Drotaverine
23 A10BA02 Metformin
29 Al2AA03 Calcium gluconate
38 V06DCOI Glucose
40 B0SBBOI1 Sodium chloride
44 B0O5BBOI1 Sodium chloride
47 B0O5BBO1 Sodium chloride
50 BO5SBBO1 Electrolytes
56 V06DCO1 Glucose
64 BOSXA03 Sodium chioride
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66 V06DCO1 Glucose, sodium chloride

68 C05BB56 Glucose, sodium chloride

71 VO07AB00 Water for injection
118 CO7AB02 Metoprolol
147 C09AA02 Enalapril
148 CO09AA02 Enalapril
149 CO09AAQ2 Enalapril
154 CO09AA04 Perindopril
163 DO8AG02 Povidone- iodine
166 HO02AB04 Methylprednisolone
169 HO02AB04 Methylprednisolone
174 JOICRO02 Amoxicilline, clavulanic acid
179 JOIDCO02 Cefuroxime
189 JOIFAQ9 Clarithromycin
190 JOIFAQ9 ~ Clarithromycin
193 JOIFA10 Azithromycin
208 MO1ABOS Diclofenac
209 MOIABOS Diclofenac
286 NO5SAF0! Flupentixol
291 NO5AHO2 Clozapine
330 NO6AB10 Escitalopram
381 RO5CBO02 Bromhexine

TOfanenuTe O(PepTH ca HEMOAXOMAIH (HE OTTOBAPS HA TEXHHUCCKUTE cneunUKaMy ¥ Ha
M3UCKBAHMATA 3@ M3NBIHEHHE HA MopbukaTa §2, T.25 or JlonsIHuTETHHTE pasmopendu na 3011) u

KOMHCHSITA TIpeaIara 1o Cpluute fa Obae mpekpaTeHa [poueaypara Ha ocHoBaHue wr.110, an.1, 1.2
ot 3011

C toBa Ha 25.03.2019r., HasHaYeHATA OT BH3IOKHTELS KOMMCHS OPUKITIIOYH CBOSTa paboTa mo
PasIieXnane, OLEHKa M KIACHPaHE Ha NOCTBIMIHTE obepTH B OTKPHTa IIpOLEAYpa C IMPEAMET:
"JlocTaBKa Ha JIeKapCTBERH IPOTYKTH 34 nyxnure Ha JITTb - Kepoxanu".

KOMUCHUA:
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