[TPOTOKO.I

Ha 07.06.2019 r. or 11:00 4aca ce npoBede NyOJIMYHO 3aCEIAHHC HA KOMHCHS
nasHayena cbe 3amoeg Ne PJI-11-216/07.06.2019 r. na MHHHCTBpa Ha 31paBeola3BaHETO,
ChC 3a7ayaTa Jia H3BBPLUIM oA00p Ha yYACTHHIIMTE, pasriiela, OLEHH W KIacHpa MoJaleHHTe
odepTu Mo odMIeCTBEHa IIOpBYKa C IpeaMeT: ,/Jocmaska Ha AeKapcmeeHil RPOOYKmu 3a
2019 2., omnyckanu no peoa na Hapeooa Ne 34 om 25.11.2005 2. 3a peda 3a 3anaauiane om
OBPHCAGHUA BIOONCEM HA NeHeHIemO Ha Tba2apcKume 2paxcoanil 3a 3a00AA6aHUA, U3GBH
06xeama Ha 3A0BANCUMETHOMO 30PAGHO OCUZYPA8AHE, 34 JledeHue Ha RAWUeHmU ¢
HCHUXHYHI U NOBCOCHHECKU DPA3Cmpolicmeq, Ovaxcauyi ce Ha ynompeda Ha onuoudu,
CUHOPOM HA 3A8UCUMOCH, NO HpeKpameHa 06ocodena nozuuus Ne 22 ¢ MexcOyHapooHo
nHenamenumuo Haumenoeanue ,METHADONE® QOO0uecTBeHaTa NOpbYKa € OTKpPHTa C
Pemenune No PJI-11-186/22.05.2019 r. Ha BB3:10KUTES.

I. CheTaB HA KOMHCHATA:

IMpexcenaren:

a-p Henn TapuHcka — HauyatHHK Ha oTAen ..JIeKapCTBeHH NpPOJAYKTH™, AHPEKIIHS
JIekapcTBeHa NOJUTHKA™.

Yaeunose:

mar. ¢apm. Tans [eprunosa — ri1aBeH ekcrnepT B OTAeN ,.JIekapcTBEeHH MPOTYKTH™,
aupekius JlekaperseHa noJIuTHKA ™,

Panuna KanuroBa — rnasen excrnept B JupeKius ,,O0UIECTBEHH MOPBUKH ™,

[1lenait EMuHOBa — ri1aBeH IOPHCKOHCYNT B AHpeKuus ,,O0LIECTBEHH TOPBYKH ™,

Januena Yupuiicka — rIaBeH eKcrnepT B oTiel ,.bromker”, mupexuus ,brojoker u
dunancu".

PezepBen npeaceaare.n:

Bans MutkoBa — abprKaBeH ekcnepT B JHpeknns ,,O0ecTBeHH TOPBUKH ™

Pe3zepBHH 4/1€HOBE:

mar. (apm. [{sete;ua [Tonosa — cTapiuy eKCrepT B 0TAe ,.JIeKapeTBeH  IPOIYKTH™,
JUpeKLus ,,JlekapcTBeHa MOIUTHKA ™,

Bunana Keuiesa — riaBed exkcnept B Aupekins ,,O0ecTBeHH MOPhYKH ™,

Credxa Xnebaposa — CTAPLUH FOPHCKOHCYIT B AHPEKIUs ..OOIIECTBEHH MOPBYKH ™,

Ha OTKpHTOTO 3acelaHHe B3eXa Y4acTHE BCHYKH DEJIOBHH YWICHOBE HAa KOMHCHATA.
[Tpens HAYAIOTO HA 3acelaHHeTO Ha ocHoBanue 4. 48, ai1. 6 or [IpaBuiHuKa 3a NpuiaraHe
Ha 3akoHa 3a obmectBenuTe nopeuky (III130I1), mpeacejarensar Ha KOMHCHITA MOTy4H OT
CTyXHUTET B JEJOBOJACTBOTO [OCTBIIIHTE MPEITOKEHHS 328 y4acTHe B OOLIECTBEHATa
MOPBYKA, 38 KOETO C€ ChCTABH H I10,IMIHCA JBYCTPAHEH MMPOTOKO.L.

[Tpeny HAYAIOTO Ha 3aCeIaHHETO H CJ1e] M0.1yYaBaHe Ha CHHCBKA C YYaCTHHLMTE B
00IIeCTBEHATA IOPBYKA, MpeaceaaTe ST U BCHYKH MPUCHLCTBALIM YICHOBE HAa KOMHCHATA
mojnucaxa gexaapayud mo €. 103, a1 2 ot 3akoHa 3a odmecTeHuTe nopbukk (30IT) i 4L
51. ax. 13 or IIIT30IL. Ilpeau oTBapsiHe HA OMAKOBKUTE, ChABPIKALIH NMPEITOKEHUATA HA
YYACTHHIMTE, KOMHCHATA CE 3aMo3Ha ¢ YTBbPIEHATa OT BB3JIOKUTENA JOKYMEHTAlUHS 3a
y4acTHE B [POIeypaTa 3a Bb3;1araHe Ha 00OUIEeCTBEHATA TOPbUKA.



I1. CiuuchK HA DPEAI0KeHHATa HA yYaCTHHIHUTE B IIPOLEypaTa 32 Bh3/1araHe Ha
obulecTBeHa MOpPBYKA, 10 pela HA TAXHOTO M0JaBaHe B [JEJ0BOACTBOTO HA
MuBHHCTEPCTBOTO Ha 3pPABe0Na3BaHeTo:

Koncrarupano Ge, 4e B ONpeJeeHHs CPOK Ca IMOCTBIIHIH 3 (Tpu) NpeisIoKEHHs,
KaKTO Clie/Ba:

1. Ilpemmoxenue ¢ BX. No 26-01-129/06.06.2019 r., momazero B 15:07 waca oT
L,COD®APMA TPEHAMHI“ AL

2. Hpemnoxenne ¢ BX. N 26-01-130/06.06.2019 r., nojazeHo B 15:11 waca ot
,2PAPMHET“ EAJL;

3. llpemsioxenue ¢ BX. No 26-01-131/06.06.2019 r., mojageno B 15:40 waca oT
,ObOHUKC ®APMA“ EOOJ.

[lofa eHuTe [IPEII0KEHHS ¢a [IPEICTABEHH B 3alledaTaHy, HaaMuCaHH, Helpo3padii
ONAKOBKH ¢ HEHApYIIEHA HAI0CT. [Ipe/UIoKeH s, TOCTBIATH CJIe]l KpaHHUS CPOK HAMA.

I11. OrBapsiHe HA PerHCTPUPAHHTE B J€JOBOJACTBOTO 3a€4aTaHH, HeNpo3patiHi
OMAKOBKH, ChAbP/KAIMM IPEII0KEHHATA HA YYACTHHIHTE B NpoLeypaTa.

Ha ocuopanue 41 54, a1. 2 ot INIII30I1, npu my6adyHuTe NSHCTBHA HA KOMHCHATA.
IPHCHCTBAXA CIEIHHTE MPEICTABUTE HA y4aCTHHIMTE!

1. Tamuua CTOSHOBA — YII'LIHOMOLIEH IpeacTaBuTe Ha ,,C O®APMA TPEUJIUHI™

Al

2

. Cuexana QUIHNOBA — YIIBIHOMOILECH IIPEICTABHTET Ha JOAPMHET™ EA/L;
Sopuuiia PoMoBa — yIIBJIHOMOIUCH MpPEACTABHTEN Ha ~PbOHUKC DAPMA™

(O8]

EOOL;
4. Vinust B1aroeBCKy — yIBIHOMOLIEH MPeJICTaBuTe ] Ha , ANIKATONT™ EOO/.

Ha nyGIM4HOTO 3acejaHHe Ha KOMMCHSTA HE NPUCHCTBAXA NPEACTABMTENH Ha
Cpe/CTBATa 32 MacoBO OCBEIOMSBAHE.

Crea MAeHTHOHKAIMS HA TPUCHCTBAIIMTE MPEACTABHTENH, KOMHCHATA OTBOPH IO
pera Ha TAXHOTO TOCTBIBAHE MPEITOKEHHUATa HA YHACTHULHTE, CLAbPXKAIIM CC B
JarleyaTaHuTe, HENPO3PAYHH OMAKOBKH, OMOBECTH TAXHOTO CBHIBPKAHHE U M3BLPUIM
NpOBepKa 3a HATHYHETO HA OTIC/ICH/HH sameuartan/u [HK/oe ¢ Haamuc Jlpensaranu
[IEHOBH IapaMeTpH™.

B m3mbiHenuwe Ha pasnopexburte Ha Wi 54, ar 4 W at. 5 0T [I130I1, Tpuma ot
YIeHOBETE HA KOMHCHATA H IO €IMH IIPeACTaBMTE] HA IPYTHTE YYAaCTHHIH. MOJNHCaxa
ChABPAKALINTE CE B [PE/UIOKEHHATA HA YYACTHULUTE, TEXHUHECKH MPELI0KCHHA, KaKTo H
OTeTHHTE 3areyaTany IIMKoBe ¢ Hamue L JIpeaiarani ICHOBH MapaMeTpH™.

C1e1 W3BBPUIBAHE HA FOPHUTE 1eHCTBHSA NPUKTIOH MyO.IHYHATA 4acT OT 3aCEAAHHETO
Ha KOMHCHATA.

TIpercenaTesT Ha KOMMCHATA OOSBH, dUe BCHUKA JOKYMEHTH  CBBP3aHH g
OGLIECTBEHATA [I0PbYKA, BKIOUUTEIHO M NPEJICTABEHUTE MPEITOKEHHA 32 yHacThe, LIE ¢C
chbXpaHsABaT B crpajarta Ha MEHHCTEPCTBO Ha 31paBeoNa3BaHeTo. Il .Ceera Heyes™ Ne 5.8
noMeneHue ,,Maka 3aj1a CyTepeH™.

[IpejceaaTesT Ha KOMHCHATA H3TOTBA IPadHK 32 padoTaTa Ha KOMHCHATA. CBITTACHO
msdckeaHeTo Ha €. 51, ax. 4. 1. 1, npeiokenne sropo o1 [IIT30IL



IV. Pasraexaane Ha JOKyMeHTH 1o 4. 39, an. 2 or ITIBOII 3a choTBeTCTBHE ¢
H3HCKBAHHATA KbM JHYHOTO CHCTOSIHHE H KPUTEPHHTE 32 moadop.

B u3nennenne Ha w1 54, an. 7 ot ITII30I1, koMucHs, Ha3Ha4YeHa chbe 3amosen No PII-
11-216/07.06.2019 r. Ha BB3NONKHTEIA NPOABKH CBOATA paboTa B 3aKPUTH 3acelaHM,
nposefieHH B nieproja ot 07.06.2019 r. no 11.06.2019 r., B pe1oBHUS it CBHCTAB!

Hpenceaaren:

a-p Hemn Tapuncka — Hawataux Ha oTaern .JleKapcTBeHH NPOIYKTH™, DHpeKIHA
,,JleKkapcTBeHa MOIUTHKA™,

Y.reHoBe:

mar. (apm. Tans ['eprunoBa — riiaBeH ekcrept B oTHel ,JlekapcTBEHH MPOIYKTH™,
JUpeKLHud ,.JIekapcTBeHa MoJIUTHKA™;

Panuua Kamunora — rinasen excrept B aupekius ,,Q0mecTBeHH NOPBYKH™;

[lenait EMunoBa — riiapeH FOPHCKOHCYT B AUpeKLHs , OOUIECTBEHH MTOPbUKH™;

Hanuena Yupuiicka — rimasen excrepr B oraen .bBoomker”, mupekuns ,Bromrer u
tbunaHcH™.

KoMmucusaTa W3BBPIIM MPOBEPKA 34 CHOTBETCTBHE C HM3UCKBAHMATA KBM JIHUHOTO
CBCTOSHHE M KpHTEPHHTE 3a M0J00p, MOCTABEHH OT BB3I0kKHTEIS W I[OCOYCHH B
OOABICHUETO U JIOKYMEHTAIHATa Ha 00IIECTBEHATA [IOPLYKA H YCTAHOBH CJIEJHOTO:

1. Pasraexaane NoKyMeHTHTe npeacrasenu ot ,,COOPAPMA TPEHIUHI“ Al
32 ChOTBETCTBHE C H3IUCKBAHHATA KbM JJHYHOTO ChCTOAHHE H KPHTEPHUTE 32 110a00P.

[Tpemioxenuero uHa ,,CODAPMA TPEPUII/IHI‘“ AJl. cvabpka onuc Ha
[IPE/ICTABEHUTE NOKYMCHTH, 34sBIEHHE 3a YYacTHE - OPUIHHA1, ChIBPIKAIINO CIHCHK HA
BCHYKH 3a7b/DKCHH JIHLEA 10 cMHCBIa Ha 4l 54, an. 2 " a1 3 or 30I1, nesaBHcHMO OT
HAaUMEHOBAHHETO HA OpraHMTe, B KOWTO YYacTBaT HIH UTEKHOCTHTE, KOHTO 3aeMaT H
eEEJIOIT - ontuyen Hocuten (CD) - 1 6p., kakTo M odepta, chibpkama | (exun) Opoii
TEeXHHYECKO NpeUiokenue U 1 (eauH) Opolt LEeHOBO MpeITOKEHHE.,

Otnocuo noxymentute Ha .CODAPMA TPEMIMHI™ AJl, KoMHCHATA YCTAHOBH
CAEIHOTO:

Crobpa3Ho HampaBeHaTa CrpaBKa 4pes3 caiiTa Ha ThProBCKHs PEFHCTBP 38 aKTYaHOTO
ceerosinie Ha ,.COOAPMA TPEFII[HHF“ AJl. KOMHCHATa YCTaHOBH, Y€ JPYIKECTBOTO C€
YIpPaB/IgBa H PECTaBIgBa OT CICTHUTE JIHIA, & HMEHHO!

- Jumutep leoprues JIMMHTPOR — H3IIBIHUTENICH AHPEKTOP:

- Orusu Mpanos Jlones — npexcenare:n na ChBeTa HA AHPEKTOPHTE,

- Auren Hopaanos Hopaasos — wien ua CoBera Ha JUPEKTOPHTE.

Cnen Taka HampaBeHHTE KOHCTATALIMM, KOMHCHSTA YCTAHOBH, Y€ MpeICTABEHHUAT B
npeiokeHneTo Ha ywactHuka ..CODAPMA TPEUIWMHI™ AJl. 1 opoit eEENOII,
CBHOTBETCTBA Ha W3HCKBaHHATA Ha 41 67, a1. 1 or 30I1, w1 54, a1. 2 u an. 3 ot 30I1. BLB
Bpb3ka ¢ wI. 40, axr. 1, 1. 4 ot [II130[1, BBB BpB3Ka ¢ w1, 241, ax. 1, wr. 242, ax. 1 1 yn. 244,
air. 1 or Twprosekusa 3akon. Ilpercrasenust eEEJIOIT e B enextponeH Bui, wudpoBo
MOANMUCAaH M MPHIIOKEH Ha onTH4eH HocHrte:l (CD) xbM makera JOKYMEHTH 3a y4acTHE B
npoueaypata. @opMaTsT, B KOHTO € NMpeI0cTaBeH JOKYMEHTHT HE [103B0.11Ba peaKTHpaHe Ha
HETOBOTO ChIbpKaHME, MpedcTaBeH ¢ B PDF dbopMaT U CHLUIMAT € HAIIeKHO MoalucaH oT
BCHYKH FOPELHTHPAHHU JTHIIA.



Br3 ochoBa Ha nexnapupanute B eEEJIOIl o6CTOSTEICTBA M MPHIOKEHHTE
JOKYMEHTH, KOMHCHSTA KOHCTATHPA, Y€ YYAaCTHUKLT OTrOBAaps HA H3MCKBAHUATA 34 JIMYHO
CbCTOAHHE M HA KPUTEPHHTE 3a M0A0Op M CBHLIUAT € OOIYCHAT A0 eTal pasrjeixaaHe Ha
TEXHHYECKO IPEeIONKEHHE.

2. Pasraexaane JokyMeHTHTe npeacrasedn ot ,DPAPMHETY EAJ 3a
CHLOTBETCTBHE C H3HCKBAHHSATA KbM JHYHOTO ChCTOSHHE H KPHTEPHHTE 32 10160p.

[Ipennoxennero na PAPMHET® EAJl, cbabpka ONHC Ha IIpeICTABEHHTE
JOOKYMEHTH. 3asBJICHHE 3a Y4aCTHE - OPHIHHAI, CHIBP/KAINO CIHCHK HA BCHYKH 3aTb/KEHH
JMIA 10 CMHCBIA HAa WI. 54, ain. 2 u ain. 3 or 30I1, He3aBUCHMO OT HAMMEHOBAHMETO HA
OpraHuTe, B KOUTO Y4YacTBAT HIM UTBXKHOCTHTe, KOHTO 3aemar u eEEJIOIl - ontmuen
nocuren (CD) - 1 6p., kakTo u odepra, chabpixamia 1 (equn) 6poil TEXHHYECKO MPELIOKEHHE
u 1 (eqnn) Opoit LIEHOBO Npe/ I TOKEHHE,

OtHOcHO goxymeHTHTe Ha ,, DAPMHET" EA/I. KoMHMCHSATA YCTAHOBH CICIHOTO:

Cpobpa3Ho HampaBeHaTa ClpaBKa Ype3 caiita Ha ThProBCKMs PerHCTHD 33 aKTYaTHOTO
ceerostHue Ha ,, @APMHET™ EAJL, komHcHATa ycTaHOBH, Ye JAPYIKECTBOTO CE YNpaBisBa H
IPEJCTAB.IABA OT CIACIHHTE JIMIE, @ HMEHHO!

- Becka Mapeika — H3IBJIHHTEIEH JUPEKTOP;

- CeeTana Mapemka — wieH Ha 60pJa Ha [HPEKTOPUTE;

- BeceauH boxxoB — uien Ha 60paa HA AHPEKTOPUTE.

Ciex Taka HampaBeHMTE KOHCTATALHH, KOMMCHATA YCTAHOBH, Y€ MpPEICTABCHHST B
nperiokeHneTo Ha ydactHuka ,,QAPMHET™ EAJ], 1 opo#i eEEJIOIl, choTBeTcTBa Ha
u3KckBanusta Ha w1 67, an. 1 or 30I1 u w1 54, a1 2 w an. 3 or 30I1. IIpeacraBeHust
eEEJIOIT e B enexTponen BHI, LHGPOBO MOINACAH H NMPHIOKEH Ha onTUdeH HocuTesn (CD)
KbM I1aKeTa JOKYMCHTH 3a ydacTue B npoueaypara. QopmarsT, B KOMTO e mperocraBeH
JOKYMEHTBT HE I103BOJISIBA peJAaKTHpaHe Ha HEroBOTO ChAbpkKaHHE, mpeactasen ¢ B PDF
(bOpMAT ¥ CHUIMAT € HALIEXKHO MOIMHCAH OT BCHYKH FOPELIHTHPAHHU THIA.

Bp3 ocnosa na aexnapupanute B eEEJIOIT o0cToATEICTBA M MPHIOKEHHTE
AOKYMCHTH, KOMHCHSATA KOHCTATHPA, Ye YYAaCTHHKLT OTTOBAPS HA M3MCKBAHHATA 3a [HYHO
CBCTOSIHHE M HA KPHTEPHHTE 3a M0J00p W CHIIMAT € JOMYCHAT [0 €Tal pasriekijaHe Ha
TEeXHHUYECKO [IPEIIIOKEHHE,

3. Pasraesxaane goxkymenTute npeacrasenu or ,,bOHHUKC ®APMA“ EOO/L
3a CbOTBETCTBHE ¢ H3UCKBAHHATA KbM JHYHOTO ChCTOSHHE U KPHTEPHHTE 33 no6op.

[pextoxennero Ha .OBOHMKC ©OAPMA™ EOOJ, cbibpka omuc Ha
MPEICTABEHUTE MOKYMEHTH, 3afBJI€HME 33 y4acTHE - OpPHTHHAT, ChIBPIKAUIO CIHCBK Ha
BCHYKM 3aIbLKCHH JHIA M0 CMHUCBHIAa HAa 91 54, a1 2 u a1 3 ot 30Il, HezaBHCHUMO OT
HAaHMMEHOBAHHETO HA OPraHMTE, B KOHTO YYaCTBAT HJIH LTBXKHOCTHTE, KOMTO 3aeMaT H
eEEJIOIL - ontuuen mocuren (CD) - 1 Op., kakto u odepra. chrbpikama 1 (e1un) Gpoit
TEXHHYECKO NpPeIToKeHHe U 1 (e1HMH) Opolt LIEHOBO MpeTT0KEHHE.

Otnocuo 1okymenTute Ha DOBOHUKC ®APMA™ EOOJI. KOoMHCHATA yCTaHOBH
CJIIEJHOTO:

Cro0pa3HO HampaBeHaTa CIIPaBKa Ype3 caiita Ha ThproBCKUS PETMCTBP 32 aKTYATHOTO
cecroside Ha , DBOHHMKC GAPMA™ EOO/. KoMHCHATA YCTAHOBH, Y€ JPY/KECTBOTO CE

YIpaBIdBa ¥ IIpeJCTaB.IABRA OT CIICIHHTE JTHIIA. & HMEHHO!



- Becenun Besmuxos Kynes — ynpasuten;

- FOnmman Artanacos Hexenues — ynpasures;

- Papoctun 'eoprue JJuMuTpOB — yIpaBUTeI;
- Huxonait bunes Kones — ynpaguren.

Cren Taka HanpaBeHMTE KOHCTATALMM, KOMHCHATA YCTAHOBH, Y€ [IPEACTARCHHST B
IpelokeHHeTo  Ha ydactHuka ,DBOHHUKC OAPMA® EOOJ, 1 6poit eEEJOIL,
CBOTBETCTBA Ha M3UCKBaHHUATA HA Wi 67, an. 1 oT 3011, w1 54, an. 2 w an. 3 ot 30IL BBE
BpB3Ka ¢ wi. 40, an. 1, T. 3, npeoxenue sropo ot 1113011, BbB Bpb3ka ¢ ui. 147, an. 1 ot
Tvprosckus 3axon. Ilpencrapenusr eEEJIOIT e B €ICKTPOHEH BHI, UUGPOBO MOANUCAH H
MpUIOKEH Ha onTHYeH HocHTen (CD) kbM makeTa JOKYMEHTH 3a Y4acTHE B IpoLedyparTa.
DopMaThT, B KOHTO ¢ NMpeJoCcTaBeH JOKYMEHTHT He M03BOJIABA peJaKTHpaHe Ha HEroBOTO
ChABDAAHKE, NpejcTaBeH ¢ B PDF dopMmar u chbumar e Ha IemHo Hoanmucan OT BCHUKH
FOPELMTHPAHH JIHIA.

Bb3 ocHosa na gexiapupanute B eEEJIOIl obcrosTencrsa u [PUIIOKEHHTE
AOKYMEHTH, KOMHCHATA KOHCTATHpA, Y€ YY4CTHHUKBT OTIOBApS HAa H3MCKBAHUATA 34 JTHYHO
CLCTOSIHME M Ha KPUTEPUHTE 32 MOAOOp M ChINMAT € JONYCHAT 0 eTal pasriexiaHe Ha
TEXHHYECKO MPE/ITI0KEHHUE.

V. Pasriiexkaane Ha TeXHHYECKHTE NPEIJIOKEHHS] HA YYACTHHLHATE, BEAHO ©
NPENI0OREHHATA 324 M3NBJIHEHHE HA MOPLYKATA H BCHYKH HIHCKYeMH KBM THX
AOKYMEHTH.

Ha nposeaenoro na 12.06.2019 r. 3akputo 3acenaHne Ha KOMHCHATA B penoBHHUS i
ChCTaB, Oellle M3BbPLICHA [IPOBEPKA HA MPEUTOKCHHATA 38 W3ITbIHEHHE HA YYaCTHHIHTE U
CBOTBETCTBHETO MM C IPEIBAPHTETHO OOSBEHHTE yCIIOBHS:

1. Yaactaukst ,, COOAPMA TPEHIUHI“ AL,
ITIpeanoikeHue HA yYacTHHKA:
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NOTBCO2

METHADONE

Methadone
Svpharma

Oral selaton

10 mg ml - 100 m]

114 042 000

Fil2

Ha ocHoBauue uwi. 56. a1 2

ot III30IL,

KOMHCHATA TIPOBEPH TECXHHYECKOTO

NPCATIOKEHUE HA JOMNYCHATHA YYaCTHHK M KOHCTATHpA. 4e HAMpPAaBeHOTO INPeIT0MkEeHHe
HaI'BJIHO CHOTBETCTBA HA NPEIBAPUTEIHO OOSBEHUTE YC.IOBHS HA BB3I0KHTETS.
Komucusrta nonycka yuactuuka ,CO®APMA TPEMJIHHI AJl 10 OTBapsiHE HAa

EHOBOTO IIPEAJIOKEHHE.




2. Yuactuuket ,,APMHET* EAJL.

Hpennomeuﬂe HAa YyYaCcTHHKA:

3ado.ansane ATC koa Mexayuapoano Teproscko Jdexapersena Koawuuectso na KOHYATEIHA Koawuectso MKB w04
HENATEHTHO HANMEIDBAHKE fopya AKTHBHOTO MAKOBKA a0
HIIMEHOBAHIE BEUIECTBO
[Tewxismn o
AOBEACHUECKI 5 ;
a3cTpoiicTaa, METADON
'Lpbmapmu ce |1;| ALKALOID [Tepopaana
oTDeta Hi NOTBCO2 METHADONE Oral solution, [;: P i ‘ 10 mg'ml 1 daakon 114042 900 B2
y NC P
ynorp 10 mg m! - 100 ml 2L
QMHOILIL, CHHAPOM =
Pack 1
HA JABICIHMOCT

Ha ocHoBamme un. 56, a1 2

oT [MI30Il, xoMmucHSTA [POBEPH TEXHHUYECKOTO

[PEIONEHHE Ha [IONYCHATHA YYACTHHK M KOHCTATHPA, Y€ HAIPABEHOTO INpPEUI0KCHHE
HAITBJIHO CHOTBCTCTBA HA MIPEABAPUTENIHO O0SBCHHUTE YCIOBHA Ha BB3IOKUTENS.

Komucuara jgonycka yuactauxa ,,APMHET* EAJl 1o oreapsiHe Ha LIEHOBOTO
MpeUToKEeHHE,

3. YuactauksT ,,bOHUKC ®APMA“ EOO/I,
IIpenioikenne Ha yyacTHHKA:

3aGo.asBane ATC xoa Mexayuapoano Teproscko Jlexnpersena Ko.mnvecrso 1a Oronuarena Ko.wreetno MKB ko1
HENATEHTHO HAMENOBAHNE dopua AKTHBHOTO ONAKOBKA a0
IHAMEHOBAHNE BCILECTBO
[leiisimn i
bt oy METADON
aicTpoiicTaa,
i ha”u" e ALKALOID
Ab.KAUL e H . s i r
4 L NOTBCNO2 METHADONE Oral solution, Oral solution 10 mg ml - 100 ml 1 114242 000 Fl12
vnorpeda Ha
S 0o 10 mg ml - 100 ml
11, CHICIPOM
c P Pack 1
Ha 1aBICHMOCT

Ha ocnoeanme w1 56, am. 2 or [II30I1, koMmucusta [IPOBEPH TEXHHYECKOTO
MPE/ITOKEHHE Ha JOMYCHATHS YYAaCTHHK M KOHCTaTHpA, Y€ HAMPABEHOTO MpPEITOKEHHE
HAITBIHO CHOTBETCTBA HA NIPEIBAPHTETHO O0ABEHHTE YCIOBHUS HA BH3TOKHTEIS.

Komucusara momycka yyactunka ,,bOHHKC ®APMA“ EOO/ 10 otrapsHe Ha

LIEHOBOTO ITPe;I0KEHHE.

C u3BbpIIBAHE HA TIOPHUTE JeHCTBHS padOTATA HA KOMHCHSTA MNPHKTOYH  Ha
12.06.2019 r.

B m3nbanenve Ha pasnopenbara Ha wi. 57, at. 3 ot [UT30I1, koMHCHATA. 4pe3 CBOS
npesceaTe 00sBH Cbe chodmeHHe B [Ipoduia Ha KymyBaua, ue OTBapsSHETO Ha LEHOBHTE
MPEITOMCHHS HA JOMYCHATHTE YYACTHHIM WIE ce npoBede Ha 17.06.2019 r. (monee:HuK) oT
14:00 yaca B crpajara Ha MHHHCTEPCTBO Ha 31paBeONa3BaHeTo. rp. Codus, m1. ..Ceera
Henens™ Ne 5.

CboOINCHHETO 3a OTRApsHE HA LEHOBHTE INpEILTIOKEHHS Oelle ny0.IMKYBAaHO Ha
12.06.2019 r. B pazaen .llpodu1 Ha KynyBaya™ Ha OQHIIHATHHS CAIT Ha MunucTepcTBOTO HA
31paBeOna3BaHeTO Ha CJACIHHSAT a1pec:

http:.f:"www.mh.Qovemmcm.b;z.fb,cszr()ﬁl-na—kupm'achzl-"pmtscduri-po—zonﬂpmtscduri—




po-reda-na-zop/dostavka-na-lekarstveni-produkti-za-2019-po-prekra/

VI. Ily6:1u4H0 3ace1anne 3a 0TBApsiHE HA HEHOBH NP eLT0MKEHH

Ha 17.06.2019 r. (nonenennuk) ot 14:00 yaca ce MPOBEAe OTKPUTO 3aceiaHHe Ha
KOMHCHS HasHavyeHa cBc 3amosenq Ne PJI-11-216/07.06.2019 r. na MHHHCTBpPA Ha
3apaseonassaneTo. Komucusra e HasHaueHa J1a H3BBPIIH 10100p HA YYACTHUIIMTE, pa3riesa,
OUCHH ¥ KJachpa MOIaeHUTE O(epTH 10 OOLIEeCTBEHA II0PBUKA C NpeaMeT: ,,Jocmaska Ha
Aexapcmeenu npodykmu 3a 2019 2., omnyckanu no peda na Hapeoda Ne 34 om 25.11.2005
2. 30 peoa 3a 3ANNAUAHE OM ObPHCASHUA OI00CEM HA Ne4eHUemo Ha 0bazapcKume
ZPANHCOAHU 30 30001A6AHUA, U3ELH OOXBAMA HA 3AOBANCUMETHOMO 30PAGHO ocuzypasane,
3a 1eqerue Ha RAWHEHMU C NCUXHYHIL Il HOBCOCHYECKI PA3CMPOICEA, ObANCAI{U Ce HA
YHOMpeda Ha OnUOUOU, CUHOPOM HA 3AGUCUMOCH, RO HPeKpamena 060cobena nosunyus N
22 ¢ mencOyHapooHo nenamenmno Haumenosanue ,, METHADONE®.

CbeTaB Ha KOMHMCHATA, YYaCTBAT Ha YO IMUHOTO 3aceJanue;

[Ipeacenaren:

a-p Hemn Tapuucka — HayatHuk Ha ot/ern .JleKapcTBeHM NPOAYKTH™, IHPEKLUS
~JIexapcTBeHa IOIHTHKA™.

Yaenone:

Credxa Xnebaposa — CTapIn IOPUCKOHCYIIT B AHPeKIHS ,,OOIECTBEHH TOPHUKK™

Panuua Kannnosa — rnapen excrept B aupexims ,,O01eCcTBEHH TOPBUKH™;

Ulenait EMutoBa — rnaBen IOPHCKOHCYINT B IMPEKIHUS ,.OBIIECTBEHH TOPHUKH™;

Hanuesa Yupuiicka — rnaBeH eKcnepT B oTAen ,.Blomker™, Tupekuus ,Bromker u
bunarncu™.

[lopanu monspane Ha ITaTeH roJMLIEH OTIYCK, PEOBHHAT WICH HA KOMHCHSTA Mar.
dapm. Tans I'eprunoBa — riaBex excnepr B oTael ,.JIeKapeTBeHH NPOIYKTH, JUPEKIHS
~JIekapcTBeHA TMOIMTHKA™, Oelle 3aMeHeH C pe3epBHHA YleH Ha KOMHCHATA Credxa
XniebapoBa — CTapliM [OPHCKOHCYAT B jupekuus ..OBmecTBenu nopsuku™. Cien
3ar03HaBaHe CbC CMUCEBKA ¢ yYacTHHLUHTE B ofmecTBeHaTa nopruka. Ctedra X:iebaposa
noanuca nexnaapanus no wi. 103, an. 2 ot 3akoHa 3a oduwecrsenute nopbuxy (30I1) 1 u. 51,
ait. 13 ot [IpaBuinuka 3a mpusarate Ha 3akona 3a odmectsenute nopbuku (ITT13017).

Ha nmy6GnuynaTa yacT Ha 3ace aHleTo HAa KOMHCHSATA, HA OCHOBAHHE W1, 57, a1. 3, BbB
BpB3Ka ¢ €1 54, a1 1 ot [MII30I1, npuckcTBaxa CileIHHTE NPEICTABUTENM HA YUACTHHIUTE:

. Cserocnasa TepinanoBa-MuXaiiioBa - yIBIHOMOWIEH NpeICTAaBHTE] Ha
~OAPMHET" EAT;

o

. 'amnua CrosHoBa — ynbanoMomteH npeicrasutel Ha .CODAPMA TPEWJUHI™

ALl
3opuuua PoyoBa — ymbiHomoumen mnpeictaButea Ha ,ObOHUKC OAPMA®

[

EQO/I;
4. Mnust briaroeBcky — ymeaHoMoleH npeactasutel Ha . AJIKAJIOUT EOO/L

Ha 3aceganuero He [IpHUCBCTRAXa MNPEACTAaBHTCIIH Ha CpeaCcTBara 3a MacoBO
OCBCIOMSBAHE.



3acenanueTo Oelle OTKPHTO OT MpeaCeIaTeaT Ha KOMHCHSTA H 6elie oBgBeHO, ue
BCHYKH YJaCTHHLH Ca JOIYCHATH JI0 OTBAPsSHE HA [[EHOBUTE UM IIPEIT0KEHHS.
KomHCHSTa [IPUCTBIM KbM OTBApAHE HA IUIMKOBETe ¢ Haanuc ,.JIpeitarasd neHosu
IapaMeTpH”, B KOUTO C€ ChIBPKAT LIEHOBHTE [PEIIOKEHHS HA JOMYCHATHTE YUACTHHIIH, 110

peia Ha T[OCTBIBAHETO HA ocl)ep'rme B IOEJIOBOJICTBOTO Ha MI/IHHCTE‘.pCTBO Ha
3paBCoOIla3BaHETO!
HpeﬂnaraﬁuTe OT YHaCTHHIUHTE LIEHH Ca CJIeJIHHUTE:
1. ,CO®APMA TPEUAUHI“ A:
Jlexapereen Yieha 84
INN BPONYKT 110 En, nena 6es JIC | En, nena ¢ A7C 3a P Iena sa Ofma croiinocr
oo ThPTOBCKO 38 mg mg 1C onawoBka ¢ 1IC ¢ JIC no
HAUMEHORAHUE i
336 766,03
METHADONE _ . /Tpucra
%()PliAéNIf\ o 0,002461 8. 0,002953 8. 2.46 2.95 TPHICCET H eeT
NOTBCO2 ) ‘I : ey eBa M wya | /Hyna aesa oyl /a8a 1eBa u /184 epa K XU
: - solubion HY.1a JIBE HCTHPH HY14 JBE JICBET NET HETHPHICCET H JICBCTICCET M MeT CEJCMCTOTHH
10 mg,/ml - 100 ml x UIeCT €1HO CT./ PH cr./ weeT ¢t/ cr./ LIECTICCET H
1 1ECT J1¢Ba H TpH
cT./
2., DAPMHET“ EAJ:
T
Jlexapcreen Tlena 3a :
INN TIPOAYKT NO En. uera 6e3 IIC | En. uena ¢ JIC 32 o Iena 3a O0b1ua croiHocT
; TbPI0BCKO 1a mg mg ﬁﬂc onakopka ¢ JAC ¢ JIC no
HAHMEHOBAHUE
METADON 0.002200 aB. 0.002640 ns. 301 070,88
ALKALOID, Flyxa nesa vy, | Flyaa aesa nonyoa, 2120 2.64 Tp”cm_“ €11a
NO7BC02 Oral solution, HY14, ABE, [IRC, y:1a, 1B, LeCT, Jpa .mnq H H‘B‘a Aealt xm”‘“} "
0 me/ml - 100 ml pris—" i, i JBaeceT WECTICCET U ceIeM1eCeT JIcRa
l mg yAd, Hy: 1CTHpHL 11 CTOTHHKH YCTHPH CTOTHHKH H OCCMICCCT H
Pack: | CTOTHHKH CTOTHHKH T e
3., bOHHKC ®APMA“ EOO/:
Texapcreen Tena sa :
INN NPUAYKT 0O Egn. uena Ge3 IC | Ex. uena ¢ JAC 3a ST Ilens 3a Ofwa croiocT
h TBPrOBCKO 32 mg mg AIC onakenka ¢ JIC ¢ AAC 1o
HAAMEHOBAHHE :
31749293
METADON e
e 0.002319 e, 0.002783 218, 232 278 cee adece
- - . sre o i x . . o e XM
NOTBCO2 Brsl solution. mm :il.;o “y,-@ u).‘,la u.q.’lo‘ [li-}:la ,Illdl :I.Lsd “B= c:wca\;'[("B'ar“p HETHDHETOTHI
10 mg.r’ml 2100 ml Hy1a ;lvi: ,plvi CHO l[)."lﬂilBL CL1IEM T‘pléi:.);ﬁ;ill"l;llfl c U:i{ C:;;;;KIH JCBETICCET W
Pl J1eBeT oceM TpH 182 CTeBa M
ACBCTICCET H

TPH CTOTHHKH

Komucusta konctatupa, 4e yuacTHuksT ..OBOHUKC GAPMA™ EOOI e
otepupat eAHMHUYHA LeHa 3a mg B pasvep Ha 0,002319 (uyna usi0 HyIa Hyja jJBe TpH
eano aeset) sieBa Ge3 JIJIC u eaunuyua Lena 3a mg B pasmep Ha 0,002783 (ny:i1a wsio
Hyna Hyna ase cedeM oceM TpH) Jeea ¢ JIJIC. Obmara croitnoct 3a 114 042 000 mg e B




pasmep Ha 317 492,93 (TpucTa u ceneMHaeceT XHIAIM YeTHPHCTOTHH [IeBETHECET H 1BA
JleBa U IEBETACCET M TPH CTOTHHKH) nesa ¢ BxumoueH JIJIC. Cren nanpasena IIpOBEpKaA Ha
obmara CTOHHOCT IIOCOYEHA B IIEHOBOTO IIPEIOMKEHHE, KOMHCHSTA YCTAHOBH
HECLOTBETCTBHE MEXIY NPEATOXKCHUTE eHHMYHA M o0ia 1eHa. [Ipeasun ycioBHeTo na
BB3JIOKHUTCIA M NIPEABUA JIEKIAPHPAHOTO OT YYACTHHKA, Y€ IIPH HECHOTBETCTBHE MEXKIY
IPEUTOKEHUTE eIMHUYHA M 001Ia LIeHa, BAMKIHA L€ ObIe eIMHHYHATA [[eHA Ha odeprara.

Criex w3BbpIIBaHE HA TOPHHTE MCHCTBHS MPEACEJATENST HA KOMHCHATA 3aKpH
3aceJaHHEeTO.

VIIL. 11poBepKa Ha CLOTBETCTBHETO HA LEHOBHTE MPELTOKEHHS ¢ H3IHCKBAHUSTA
HA BB3.I0KHTEIH HA 3aKPHTOTO 3aceaHHe HA KOMHCHATA, poBedeno Ha 17.06.2019 r. B
CHCTAB:

IIpeacenare.:

A-p Henn Tapuncka — mayaiHHMK Ha oTael ~JIeKapCTBeHH MpOIYKTH™, MHpPEKLIUS
»JlexapcTBeHa moaHTHKA™.

Ynenose:

Credxa Xnebaposa — crapuid IOpHCKOHCYIT B TupeKims ,,OB1ecTreHH IIOPBYKH™;

Panmnua Kannnosa — riasen excuepr B mupexius ,,O61ecTBeHH IIOPBYKH™;

[llenait EMuHOBa — rnasex FOPHCKOHCYIT B AHpEKUHA ,,O0LIEeCTBEHH TOPBYKH";

Hanuena Yupuiicka — riared eKcrepT B oTAeH ,Bropket”, mmpekuus ,Bromxer u
bunancH™,

M3BLPIIH NPOBEPKA HA CLOTBETCTBUETO HA LIEHOBUTE IPEUIOKEHHS HA JONYCHATHTE
YHaCTHHIIM € H3HCKBaHHATA Ha BB3I0kHUTeIsA. C oriieq 0OCTOATEICTROTO, Ue 0OABEHHS OT
BB3I0KHTEIL PECYPC € MAKCHMAIHHMAT (HHAHCOB PECYPC. C KOHTO BB3JIOIKHUTEIAT
pasnojara, KOMHCHSATA M3BBPUIM [IPOBEPKA 3d HAIHYHUETO HA [EHOBH IIPETIOKEHHS,
Ha/JBHIIABAIIM NPEJETHATa CTOMHOCT 110 MPOLEIypaTa U KOHCTATHPA, Y€ BCHUKH yYaCTHHIHN
ca [ojamH LEHOBU NPEAT0KEHHUS B ChOTBETCTBHE C IPEIBAPHTETHO O0SBEHUTE YCIOBHS.

KomucuaTa Hanpasy npoBepka u cbriaacHo wi. 72, a1, 1 ot 3011 3a nanuumero na 20
% 10 OMArONPUATHO MPEATOKEHHE M KOHCTATHpA, 4Ye HAMA LEHOBO [peII0XKeHHe Ha
YHACTHHK, KOETO Ja € c rnoseye oT 20 Ha CTO MO-0:1aroNpHsITHO OT CPEJHATa CTOHHOCT Ha
NPE/IOKEHHSATA HA OCTAHATUTE YYACTHULIH.

VIIL. Kaacupane Ha y4acTHHUMTe Ha 3aKPHTOTO 3aceJaHHe IpOBEJEHO HAa
17.06.2019 r., oT KOMHCHATA B CHCTAB:

IIpeaceaaren:

a-p Henu Tapureka — HadatHuk Ha orzen .JleKapcTBeHM NpOIyKTH™, AMpEKIUS
.JlekapcTBeHa MmoaMTHKA™,

Ynenose:

Credxa Xnedaposa — CTaplld FOPHCKOHCYIT B AUPeKUKs ,,OBLIECTREHH TOPBbYKH",

Panuua Katunosa — riasen ekcriept B auperius ..O0ECTBEHH TOPBYKH';

lenait EMUHOBA — rnaBeH FOPHCKOHCYNT B Aupekius .. OflecTBeH: HOPBYUKK";

Hanueia Yupuiicka — rnaBen ekcrnepT B otaen .Broomker”, aupekums ,Bromker
(uHaHCH™.

Criet H3BBPIIBAHE HA TOPHHTE IeHCTBHS, KOMHUCHSTA H3BBPIUIHN KIACALHS, BB3 OCHOBA
Ha KPHTEPUs .. Hak-HHUCKA LIEHA", KATO CPABHH LICHOBHTE MPELTOKEHHS.



B pesynrat Ha paGoTara cu 10 pasriexiaHe, OUeHABAHE M KlacHpaHe Ha
NOCTBIMIATE MPENIOKCHNA 32 YYacTHe B IPOLEYpPa 3a Bb3jlarase Ha O0LIECTBEHA MOPhUKa
¢ npenMet: ,,/ocmaska na nekapcmeenu npodykmu 3a 2019 2., OMRYCKAHU HO pedd Ha
Hapeooa Ne 34 om 25.11.2005 2. 3a peda 3a 3annawane om ObpHCASHUA DI0ONCEm Ha
JledeHUeno Ha  ObA2apcKume  paxcoaHu 3G 3a000A6AHUA, U3GBH oDXeama Ha
3A0BANHCUMENHOMO 30PABHO OCHZYPAGAHE, 30 JedeHUe HA RAUUeHMU ¢ HCUXUYHU U
n0Be0eHYeCKI pa3cmpoiicmea, Ovadcawu ce Ha YHOMPeda HA ORuouON, CUHOpOM Ha
3asucumocm, o npexkpamena obocovena nozuyua Ne 22 ¢ MeHcOyHAPOOHO HERAMEHMHO
Haumenosanue ,IETHADONE“, xomucugra

IIPEJJIAT A:
[. Knacupase:
ATC xo Tesproscko Eannuyna Eannnyua N Ko
& HAHMEHOBAHHE ueHa ez JJIC uena ¢ JAC SR TECHpERE
NO7BC02 METADON
ALKALOID, .
Oral solution, 0,002200 nig. 0.002640 ns. ”(DA;;A;ET [-B0 MsCTO
10 mg/ml - 100 ml
Pack: 1
NO07BC02 METADON
ALKALOQOID
Oralfsolu?ion’ 0,002319 1B 0,002783 ne »PHOHHKC 1I-po macTo
: S PRI b APMA® EOOJ po
10 mg/ml - 100 ml
Pack: 1
NO7BC02 METHADONE
SOPHAR
?o?tlt?:rj\ e 0,002461 8 0,002953 1B #CODAPMA [I-To MacTo
v 2 JB. . a A
’ e ' T TPEUIUHI™ A
10 mg/ml - 100 ml x PEHZAN A
l

Cilesl W3BBPIIEHOTO KIacHpaHe, KOMHCHATA MpEUIara Ha Bb3I0KHTES 14 OIpeIe.
3a H3MBIHUTEN Ha 0DLIECTBEHATA TOPbYKA KJIACHPAHHA Ha ThPBO MACTO YUACTHHK.

Paborara ma womucuara npuxaroud na 18.06.2019 r. ¢ moanHMcBaHeTo Ha
HACTOSIIHA NPOTOKO.I

Komucusra:

IIpencenaren:

o-p Hean TapHHg/Khé — Ha4aIHHK Ha OTjel ..JleKapCcTBeHM NpPOIYKTH™, IUPEKIIHA
.JlekapcTBeHa moauTHKA™

Unenoge:

mar. ¢apm. Tans [eprunosa — rmaBen excuept B o111 ..JIeKapcTBeHH MpOIyKTH™,
Aupexnus ..JlekapcTseHa moMTHKA™ (y4acTBasia Ha My6.IMYHOTO M HA 3aKPUTOTO 3ace1aHne.

IE

nposegeno Ha 07.06.2019 r.) o
Patnua Kamnosa — riasen excriepr B aupekius ,.O0ImecTBeH: MOpbUky™ '
[llenait EMHHOBA — 21aBeH IOPHCKOHCYAT B Aupekius .,OBIeCcTBeHH N0pbyl
Hannesa Hupuiicka — rmaped ekcuepT B otaert . Bromker™, aupekuus .BETxer u

[l

¢duHaHCH™ .
Credxa XnebGapoBa — cTapu IOPHCKOHCYIIT B aupekius , O0LIeCTBEHH TOPBYKH™,

(pezepBEH YICH y4YacTBal Ha II}'6JPI‘!HOTO H Ha 3&KpHTOTO 3aceJaHHe MNpOBEICHO Ha
17.06.2019 1)
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