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MPOTOKOIJI

OT paboTaTta Ha KOMUCUKA, Ha3HayeHa cbc 3anoBef Ne AP - 01232 / 24.08.2021 r. Ha
n3NbIHUTENHNS aupekTtop Ha CBANTME "npod. WMeaH Kwupos™ EA/L npod. a-p TaTtaHa
UepBeHAKOBa, 3a MpoBeX/JaHe Ha npoueypa no BbTpeweH KOHKYPEHTeH M360p C npeamer:
JlekapcTBeHM NpPoAYKTM OT AHaToMo-TepaneBTUdHa rpyna D "'[OepmaTonornyHu
cpeacTBa'’, aHartomo-TepaneBTuyHa rpyna G '"TlMKO4YHO-NoO/I0OBa cuUcCTeMa W MOJI0BU
XOpMOHM", aHaToMoO-TeparneBTUYHa rpyna H " XopMOHa/iHM npenapatyn 3a CUCTEMHO
NPUI0XKEHWEe, C U3KKOYEHME Ha MOSI0BM XOPMOHU N MHCY/IMHU' N aHaTOMO-TepaneBTUYHA
rpyna J "AHTUNH(EKLNO3HN CPeAcTBa 3a CUCTEMHO MPuioXKeHue", cbrnacHo PO 11-102
oT 25.02.2021r., 06siBeHa ¢ nokaHa m3x. Ne 286 / 09.08.2021r. upe3 EnekTpoHHaTa cuctema 3a
3aKyrnyBaHe Ha N1eKapCTBeHU NPOAYKTU 3a HYXAWUTe Ha nedyebHWUTe 3aBefeHus B Peny6nnka

Bbvnrapus,

CbCcTas Ha KomucmaTa:
Mpencepaten:
Cwuliika Konea - IKOHOMUYECKN ANPEKTOP

UneHoBe:
1. AHHa ManeukoBa - 06LECTBEHN MOPBUKU
2. MwuneHa VipmaHoBa - HayanHWK AnTteka


mailto:sbalipb@abv.bg

PesynTaTwn oT paboTaTa Ha KomMucuaTa:

Ha 24.08.2021 r. B 13.00 yaca, B8 CBAJZIUIMBE "npot. MiBaH Kupos" EA/, kKomucusaTa
OTBOPW MpPeAnoXXeHnATa, nony4veHn B oTroBop Ha MNokaHa Ne 286 / 09.08.2021r. oTnpaBeHa OT
N3MBAHUTENIHUA OUPEKTOP Ha /1Ie4ebHOTO 3aBefeHue. YneHoBeTe Ha KoMMUcuATa nognmcaxa
feKnapaumm 3a nurnca Ha obctoatenctea no una. 103, an. 2 ot 3akoHa 3a 00LEeCTBEHUTE MOPBYKN
(300).

B onpegeneHuns cpok, B ENeKTpoHHaTa ccTeMa ca NOCTbWAN O(epTU, KaKTo crejsa:

OdepTta No 019525 13-08-2021 11:32 u. - "®APKOJT" ALl

Odwepta Ne 019357 11-08-2021 16:13 u. - "b.BPAYH MEANKAJ/T" EOO/
Odepta Ne 019304 10-08-2021 10:43 u. - "CO/IOME/L" EOO/,

OdepTa Ne 019303 10-08-2021 10:42 u. - "CODAPMA TPENANHIT AL,
Ocepta Ne 019298 10-08-2021 10:29 u. - "MPO PAPMALINA" EOOL

Komucusata npucTeny KbM pasrnexpgaHe Ha CbAbpXKaHWeTo Ha oepTuTe M KOHCTatupa
cnefHoTO:

Odeprara Ha "TTIPO PAPMALNA" EOO/ cbAbpa BCUYKM MU3UCKYEMU LOKYMEHTU W
NH(OopMaLNs 1 KOMUCKATA JOMYCHA YYaCTHUKA 40 NO-HATaTbLIHO yyacTue.

Odeprara Ha "CODAPMA TPEWAVNHI™ AJl CbabpyKa BCUUKU U3NCKYEMW [OKYMEHTU U
NH(opMauns 1 KoMucuaTa 4onycHa y4yacTHUKa 40 No-HATaTbLIHO yyacTue.

Odeprara Ha ,,COJIOMEL" EOO/[ cbabpa BCUYKA WU3UCKYEMU [OKYMEHTM W
MH(OopMaLUMa U KOMUCUATA AOMYCHA yYacTHUKA 40 NO-HaTaTbLLIHO y4YacTue.

Oqeptata Ha "B.BPAYH MEOVNKAN" EOO/ cbAbpXa BCUUYKM N3UCKYEMUN LOKYMEHTU
NH(popmauua Il KomucmaTa 4ONyCcHa yYaCcTHMKA [0 MO-HATATbLUHO yyacTue.

Odpeprara Ha "®PAPKOJT" ALl cbAbpyKa BCUYKN U3NCKYEMWN LOKYMEHTU N MHOPMaLMA U
KomMUcKHATa JONYCHa y4acTHUKa A0 NO-HaTaTbLLIHO yyacTue.

B cvoTBeTCTBME C NpeaBapuTeniHo 06sBeHMs rpadmk, Ha 25.08.2021r. B 13.00 yaca
LEHOBUTe MNPeAsioXeHUa Ha [OoMyCcHATUTe Y4yaCTHMUWM CcTaHaxa [AOCTbMHU B ENekTpoHHaTa
cuctema. KomucumaTa npucTbuy KbM TAXHOTO OTBapsiHE M KOHCTaTUpa CNeaHoTO:

LleHoBO npeanoxeHue Ha "MNMPO ®APMALNA™ EOOA:

MpegnaraHn LEHOBM NapamMeTpu

B HauvH Ha npunoxeHuneO 336ene0 MadA Ctatyc O Ep.ueHB Egl
D08AG02 Povidone-iodine AepManHa nonyTebpAaa g BanmgeH 0,050333 0,060400
DOBAG02 Povidone-iodine JepmanHa TeyHa ml Banugen 0,010691 0,012829"



LleHoBO npegnoxeHue Ha "CODPAPMA TPENANHI™ AL;

MpegnaraHy LEHOBU MapaMeTpu

L 1 HauumH Ha npunoxxeB 3abene ICratyc B Epn.ueHB EpueH

HO02AB04 Methy prednisolone napeHTepasiHa 1578 mg mg BanmpeHn 0,137727 0,165272
HO2AB04 Methyl prednisolone napeHTepanHa 40 mg mg BanmpgeH 0,077083 0,092500
HO02AB04 Methylprednisolone napeHTepanHa 6,31 mg mg BanmpgeH 0,268753 0,322504
HO2AB04 Methylprednisolone nepopanHa TBbpAa mg BanmpgeHn 0,017584 0,021101,

LleHoBo npegnoxeHue Ha ,,COJTIOME/L" EOO/;

[pegnaraHn LEHOBW napameTpu

TC S3 INN m L ieB 3a6eneB Msapka B Cratyc B Epf.ueHB Ep.ueH!
DO8BAG02 Povidone- iodine JepMasniHa nonytebpaa g BanmpgeH 0,050333 0,060400
DO8AG02 Povidone-iodine JepManHa TeyHa ml BanmpeHn 0,010691 0,012829,

LleHoBo npegnoxeHune Ha "b.6PAYH MEOVKA/T" EOO/L:

MpeanaraHn LEHOBU NapameTpu

Ban T M B- -
DO8BAGO2 Povidone-iodine pgepmasHa nonytebpaa g BanmgeH 0,050333 0,060400
DOBAGO2 Povidone-iodine pgepmasnHa TeyHa ml BanugeH 0,010692 0,012830,

LleHoBO npegnoxeHune Ha "®APKOM" AL:

[pennaraHn LEHOBW napameTpu

B HauumH Ha npunoxkeHne B 3a6eB Msapka B Cratyc | Eg.uen!
DOBAGO2 Povidone- iodine  gepmManHa nonytebpaa BannpeH 0,050330 0,060396
DOBAGO2 Povidone-iodine  gepmanHa TeyHa ml BanmgeH 0,010690 0,012828,



KnacmpaHeTo Ha y4acTHULMTe Gelle W3BbPLLIEHO aBTOMATUUYHO B ENeKTpOHHaTa CMCTeMa,
Mo Bb3XOAAL, pefd, KaTo Ha MbPBO MSCTO Gelle KnacupaH y4yacTHMKA, NPeasioXun Hali-Hucka
LieHa KaKTo cnefpa:

PethepeHTHa

AHaToMO- Mapka 8 M Ef ueHa 3a
MexyHapoaHo £ cToiHocT 3a 1 Heobxop Ef ueHa 3a
TepaneBTuy HauunH Ha /mg y M eanHNLa
HenaTeHTHO ! MKB 6p. mapka um 6poit YyacTHuum efnHuLa
eH kog /ATCm npunoxe Hue tabl., . mapka 6e3
HanmeHoBaHue /INN/ IQ CbrNacHo MAPKKN mapka ¢ 4AC
koa/ ml./ anc
nnc
1."®APKON" AL 0,010690 0,012828
epmasiHa 2."MPO ®APMALMA" EOO 0,010691 ,01282
DOBAGO2  Povidone- iodine AepmanH mi cbrn. PY 0012830 18000 ! A 0.012829
TeyHa 2."CO/IOMEA" 004 0,010691 0,012829
3."b.EPAYH MEAVKAN" EOO/A 0,010692 0,012830
1."®APKON" AL 0,050330 0,060396 !
D08AGO2  Povidone- iodine Aspmaita g cbrn. PY  0,078100 10000 2."MPO GAPMALNS" EOOA 0,050333 0,060400
nonyTebpaa 2."COJIOMEA" 00f 0,050333- 0,060400
2."6.EPAYH MEOVKAN" EOO/A 0,050333 0,060400

H02AB04 Methylprednisolone  napeHTepanHa mg 15,78 mg cbra. PY 0,165273 34716 1."CO®PAPMA TPENLUHI" AL 0,137727 0,165272
H02AB04  Methylprednisolone  napeHTepanHa mg 40 mg cbrn. PY 0,092500 56000 1 "CO®PAPMA TPENAUHI" AL 0,077083 0,092500
H02AB04 Methylprednisolone  napeHTepanHa mg 6,31 mg curn. PY 0,322504 3786 1."CO®APMA TPENAUHI" AL 0,268753 0,322504

HO02AB04 Methylprednisolone repopania mg curn. PY 0,021101 800 1."CO®PAPMA TPENAVHT AL 0,017584 0,021101
TBbpAA

Ha 25.08.2021r. B 13.27 yaca, KOMUCUATa M3NpaTM MOKaHa 3a €NeKTPOHEeH Tbpr [0
yyacTHuumuTe. lNMokaHata e aBTOMaTM4HO reHepupaH [AOKYMEHT B e/leKTpoHHara CUCTeMa U
CbAbpXa pesynrara OT MbpBOHayasHaTa OLEHKA Ha BCAKa Oo(epTa, peda 3a CBbp3BaHe KbM
M3MON3BAHOTO e/IEKTPOHHO 060pyABaHe, fJaTa M 4ac 3a Hayaslo Ha eNeKTPOHHMA Tbpr (He mno-
paHo OT [Ba paboTHW OHM OT M3npaliaHe Ha NoKaHaTa 3a enekTpoHeH Tbpr) - 30.08.2021 r.,
13:00 yaca, cTbnkara 3a HaggasaHe - 0,05 % (paBHa Ha onpefeneHata OT MUHMUCTbpa Ha
3[paBeonasBaHeTo), KakTo M HauMHa Ha NPUKIKYBaHe Ha eNleKTPOHHMUA Tbpr (He No-KpaTbK OT
3paboTHu aHK) Ha 02.09.2021 r., 13:05 u.

Ha cnepgpauy etan, Komucusita ce cbOpa M MPOAb/KKU cBOsiTa pa6oTa, KaTto pasrneja
NoNy4YeHUTe pe3ynTaTu, Cnef NPoBeaeHNst eNeKTPOHEH Tbpr.

lNpeaBna HanMyMeTo Ha nosedye OT [Be LEHOBU MPeAsioXXeHUs 3a HAKOWU OT MPOAYyKTUTe,
BK/IKOUYEHWN B efIeKTPOHHMA Tbpr, KoMucuaTa n3BbpLUM NPOBEPKA 33 Ha/iMyue Ha NpeasoXKeHue,
KOeTo e ¢ noseye OT 20 Ha CTO MO-6naronpuATHO OT cpefHaTa CTOMHOCT Ha OCTaHauTe
yyacTHUUK, npunaraikn yn. 72 3001, MMpu npoBepKaTa He 651Xa KOHCTaTMPaHW MpeasioxeHus!
3a KOUTO e Hannue xunotesata Ha Yn.72 ot 30I1.

Komucusta M3BBLPWM NPOBEPKA 3a Ha/MuMe Ha odepupaHa LeHa, Mo-BMCOKA OT
perucTpupaHuTe LeHu B Mpunoxedne Ne 2 Ha MO3UTUBHUS NEKAPCTBEH CMMCHK M KOHCTaTMpa
nncaTta Ha TakuBa.



AHaToMO-
TepaneBTUYeH
Kop /ATC-
Kkoa/

D08AG02

D08AGO02

HO02AB04

HO02AB04

HO02AB04

HO02AB04

KnacupaHeTo Ha y4yaCcTHULUNTE ce U3BBLPLUM aBTOMaTU4HO, B ENeKTpoHHaTa cMcTeMa, Bb3
OCHOBa Ha NMOCTUTHaTUTE HOBWU, MO-HUCKW LEHWN, B PE3Y/ITAaT Ha NPOBEAEHNA ENEKTPOHEH TbPr,
KaKTO cnepjBa.

MexgyHapogHo
HenaremrrHo
HanMmeHoBaHue
/INN/

Povidone- iodine

Povidone- iodine

Methylpred nisolone
Methylpred nisolone
Methylprednisolone

Methylprednisolone

Mspka
HaunH Ha /mg,
npunoXxexHune tabl.,,
ml./
epmarnHa
aep mi
TeyHa
flepmasiHa
nonyTebpaa
napeHTepanHa mg
napeHTepanHa mg
napeHTepasnHa mg
nepopasnHa
pop: mg
TBbPAA

15,78 mg

40 mg

6,31 mg

MKB

cwrn.
PY

CbI/.
PY

Cbrn.

PY

Cbrn.

PY

Cbrn.

PY
Cbrn.
PY

PedepeHTHa

CTOWHOCT 3a
1 6p. mapka
CbrnacHo

nnc

0,012830

0,078100

0,165273
0,092500
0,322504

0,021101

Heob6xogum
6poli
MSPKU

18000

10000

34716
56000
3786

800

YyactHuum

1"CONIOME[" 004,
2."®APKON" Al
3."MPO
®APMALMNSA"
E0O[,
4."B.BPAYH
MELVKAN" EOOJ,
L"®APKON” ALl

2."COJIOMEL" 004

3."B.6PAYH
MEJUKAN" EOOJ,
3 "TPO
®APMALINS"
EOOL
1"CO®APMA
TPENMAVNHI AL
1."CO®APMA
TPENANHI ALl
1."CO®PAPMA
TPEMANHI™ AL
1."CO®APMA
TPENMAVNHI™ AL

Ef ueHa
3a
efnHuLa
MspKa

6e3 440C

0,010226
0,010230
0,010691
0,010692

0,044951
0,046277
0,050333
0,050333
0,137727
0,077083

0,268753

0,017584

Ef ueH
3a
eAnHnLa
mMsApKa ¢
aanc

0,012271
0,012277
0,012829
0,012830

0,053941
0,055532
0,060400
0,060400
0,165272
0,0925 (0

0,322504

0,021101

CwurnacHo NocrtaHosneHne Ne 146 ot 09.06.2015r. 3a cb3gaBaHe Ha LEHTpasHUA opraH 3a
MOKYMKW B CeKTop ,34paBeonasBaHe®, cfief npoBexjaHe Ha npouegypara no BbTpeLleH
KOHKYpPeHTeH u36op, cnefBa Aa ce npeanpuemar AencTBMA NO MNpekpaTsiBaHe Ha TeKyliuTe
[loroBopn 3a OOLWIECTBEHM MOPBUKM 3a A0CTaBKa Ha /IeKapCTBEHW MPOAYKTW, BAM3ALLN B
CK/IIOYEHNTE PaMKOBM CNopasyMeHusi, B C/lyvail Ye MOCTUrHATUTE B pe3ynTaT Ha npoueaypata
MO BbTPELUEH KOHKYPEHTEH M360p LEHM ca MO-HWUCKU WM PaBHU Ha Te3n Mo AencTBalluTe
[lOroBoOpMu.

KomucuaTa nsebpLIv NpoBepKa 1 YCTaHOBW CNeAHOTO:

AHaromo-
TepaneBTUYEH
Kog/ATC-
Kopn/

DO08AG02

D08AGO02
H02AB04
HO02AB04
HO02AB04

HO02AB04

MexpayHapogHo
HenaTCHTHO
HauMeHOBaHue
JINN/

Povidone - iodine

Povidone - iodine
Methylprednisolone
Methylprednisolone
Methylprednisolone

Methylprednisolone

Mspka
HaunH Ha Img,
npunoxexHune tabl..
ml./
flepMasiHa Te4yHa ml
fepManHa nonyTebpaa
napeHTepasnHa mg 15,78 mg
napeHTepanHa mg 40 mg
napeHTepasnHa mg 631 mg
nepopasnHa TBbpaa mg

MKB

Cbrn.

Cbrn.

Cbrn.

Cbrn.

Cbrn.

Cbrn.

PY

PY

PY

PY

PY

PY

PeepeHTHa
CTOWHOCT 3a
16p. mapka
CbrnacHo
nnc

0,012830

0,078100
0,165273
0,092500
0,322504

0,021101

Heobxogum
6poii
MAPKU

18000

10000
34716
56000

3786

800

MocTurHara
cneg
eNeKTPOHEeH
rbpr ef uUeHa
3a egnHuLa
Msapka 6e3

0,010226
0,044951
0,137727
0,077083
0,268753

0,017584

0,0263

0,0629333

0,137724196}
0,0770825

0,26862123

0,05875



Ha ocHoBaHuMe pa3nopenbute Ha MoctaHoBneHne Ne 146 ot 09.06.2015r. 3a cb3faBaHe Ha
LeHTpa/lHMA opraH 3a TMOKYMNKW B CeKTop ,34pasBeonasBaHe®, KomucuaTta npegnara Ha
Bb3noxurens:

1. [a ck/ium Jorosopu 3a fOCTaBKa Ha:
« DO08AGO02 Povidone- iodine pgepmanHa Te4yHa
» DO8AGO02 Povidone- iodine pgepmanHa nonyTebpaa
« HO02AB04 Methylprednisolone nepopasHa TBbpAa mg

llocTurHata e Mo-HUCKa UgeHa cnef NpoBeAeHUA eNeKTPOHEH Tbpr, CPaBHEHMe C LeHaTa no
AGVICTB&LLI,I/ITQ KbM MOMEHTa A40rosopu B Ie4eBHOTO 3aBefeHne.

2. [a cknoun 1orosop 3a [0CTaBKa Ha:
» HO02AB04 Methylprednisolone napeHTepanHa mg 40 mg

MocTurHata e paBHa LeHa cnef MpoBefeHWs eNeKTPOHEeH Tbpr, CPaBHEHWE C LeHaTa Mo
AeiicTBaLMs KbM MOMEHTA J0roBOpP B 1eYeOGHOTO 3aBefIEHUE.

3. [a npekpatu npouesypara 3a CfefHUTe NIeKapCTBEHN MPOAYKTU:
« HO02AB04 Methylprednisolone napeHTepasHa mg 15,78 mg
« HO02AB04 Methylprednisolone napeHTepanHa mg 6,31 mg

MocTurHata e No-BUCOKA LieHa Cnef MpoBefeHWs eNeKTPOHEeH Tbpr, CpaBHeHMe C LieHaTa Mo
AeiicTBallMTe KbM MOMEHTA [JOrOBOPU B /Ie4e6HOTO 3aBe/eHNE.

C nogrnncBaHETO Ha HacToAWMA MNPOTOKON, pa60TaTa Ha KOMUCKATa MNPUKIKYN H
...................... £Q1.Q2\.......2021 T.

MNMpencepaten:
Cunitka Konesa -

MHpopmaums,
3anvyeHa Ha OCHoBaHWe
UneHoBe: Yn.37 ot 30M

_ BbB Bpb3ka
1 AHHa ManeukoBa ¢ Und, 1 o

PernamenTt
EC 2016/679



