TTPOTOKOIJI
Ne 2/12.04.2021r.

ot paorara Ha KOMHCHS], Ha3HaueHa CBC Banoseq Ne 56/24.03.2021r. na YTpaBUTEJAT Ha
.MBAJI-Boresrpan” EOOJI, 3a mpoBexjaHe Ha MpoLEypa 3a BHTPELICH KOHKypeHTeH u300p,
upe3 EnexTpoHHaTa CHMCTeMa 32 3aKyNyBaHe Ha JICKApCTBEHH MPOLYKTH 3a HYXIUTE Ha
neueGuuTe 3aBeneHuss B Penybnuka Bbirapus, BbB BpB3Ka C IOKaHa € HM3XOJAM Ne
540/24.03.2021r., ¢ npeamer: ,/JIexapcmeenu npodykmu om anamoMo-mepaneemuyHa zpyna
C- cvpoeuno cvoosa cucmema” no Pamkoso cnopasymenue M PIT-11-54 om 28.01.20212..
[poueypata e o0siBeHa Ha npoduia Ha Kynysaya Ha Be3noxurens.
ITxec, 12.04.2021r. B 09.30 yaca, koMHCHS B CBCTAB:

[Ipencenareln:
Bopsna Y3yHoBa —Mar.apMaLesT

UneHose:
Cranucnasa [Terposcka —T1oM. GapManeBT
ans. ['anuna ['emesa

BbB Bpb3Ka C HANpPaBeHW KOHCTATALMH M B3ETHTE PEIICHHA OTPascHH B Ilpotokon Ne 1 ot
07.04.2021r., KOMUCHATA IPUCTEIIH KBM!:

L OTBaEﬂHe Ha NpeNIaraHuTe IEHOBH napamMerpH o1 V4ACTHHIIHTE.

1. IlenoBoTo mpemioxkenne Ha ,Copapma Tpeiiaaar“A/l e :

_ Petbepeﬂ" .
i Ma e THA :
- ‘Anatomo- | o : | pra_ CTOHHOCT i Enuena | Enxuena
06. | TepameBT | MexayHapoaH - /mg, | 3a0 3al6p. | Heolxo ! 3a 3a
- m03 | MYEH KO | O HEMATEHTHO | e tabl. | ene :  MApKa OuM | eIMHMIA | €JIHHHIA
Hun | /ATC- HAHMEHOBaHHE Haqxn Ha 5 3 MK | cbriach Opoit MsApKa MSpKa ¢
aNe | won/ : INN/ NpHJIoKEHHE ml/ | ka b o ILIC MApPKH Ges JJIC | JAC
0,008708 0,010450
2 | CO1CAQ4 Dopamine napeHTepanHa mg 0,010450 40000
2 | CO1CA24 Epinephrine napeHTepanHa mg 1,210000 100 1,008333 1,210000
nepopanHa 0,006216 0,007459
2 | CO9CAOB Candesartan TBbPAA mg 0,008415 5000




L[E:HOBOTO IpeJIOXKCHHE Ha Y4YacTHHKa € IIOIIBJIHCHO KOPEKTHO W OTroBaps Ha

TMPEABAPUTETHUTE U3HCKBAHHWATA.

y4acTuhe B IIPOBEKIAHE Ha €JIEKTPOHCH ThPI.

[Tpeneun ropsoro KoMucHATa €1MHOLY ILHO

P E I A:

a nomnyche ,,Codpapma Tpeiinmur“AJl 10 M3BLpLIBAHE HA BPEMEHHO KIACHpaHE U

2. Ienororo npepioxenne Ha ,,@pounkce papma“EOO0/ e :

'Petbepeh'r

o . M _ Ha .
AHaTOMO- pKa. | croitnocr | Heo6x | Enuena En nena
06. | Tepanest | MexayHapoaH /mg, | 3al0p. | onuMm 3a . 3a
1Mo3 | HMUEH KOA' | O HENATEHTHO i tabl. [ 3a0en | | MApKa fpoH | exuHMua | eNHHMIA
ouH | /ATC- | naumenosanue Hauun na 5 e MK | cohroiacHo | MApPK | Mspka | mspKac
aNe Ko/ NN/ NPHJIOKEHHE m/| xa | B IC u 6e3 JJC JIC
2 | CO1CAQ7 Dobutamine napeHTepa’iHa mg 0,035080 5000 0,029080 0,034896
2 | CO1DAD2 Glyceryl trinitrate napeHTepanHa mg 0,269800 10000 0,222600 0,267120
Isosorbide nepopasnHa 0,003417 0,004100
2 | CO1DAO8 dinitrate TBbPAA mg 0,005433 1000
Perindopril, nepopanHa 5 mg/5 0,090667 0,108800
2 | CO9BBD4 Amlodipine TBbpAa tabl mg 0,123840 600
nepopanHa
2 | CO09CAD1 Losartan TBbPAA mg 0,001911 8000 0,001580 0,001896
nepopanHa 0,006213 0,007456
2 | CO9CAQB Candesartan TBbPAA mg 0,008415 5000
Olmesartan
medoxomil, 20
Hydrochlorothiazi | nepopanHa mg/12, 0,137333 0,164800
2 | C0o9DA0S de TBbpAA tabl 5mg 0,284500 50

I_ICHOBOTO NpeyIoKEeHHe Ha YdaCTHHKa ¢© IONIBJIHEHO KOPEKTHO

MpeIBAPHUTECITHUTE H3NCKBAHHUATA.

Y4acTHE B IIPpOBEXKAaHE Ha €JICKTPOHCH THPT.

[Ipeasun ropuoto KoMucusaTa € JHHOTYIHO

P E III K:

W OTroBaps Ha

Ha monyche ,,@pouukc papma“EOOJL 10 M3BBpIIBAHE HA BPEMEHHO KiacHpaHe W




3. IlenoBoTO MpenioKeHHe HA »Papkon“All :

PedepenT j
: : Ms HA
| AHaTomo- | pKa - cTolfHOCT En nena En uena
06. | TepanesT | MexaysaponH /mg, | 3al6p. | Heobxo 3a 3a
103 | HYeH KOA | O HeNATEHTHO Vi | tabl. | 3aGen | M MspKa OHM | efdHMNA | eJHHHLIA
HIH /ATC- | nammeHoBamme | Hauun Ha . ex | K | ceraacHo 6poii MsIpKa MApKa ¢
o1 Ne Kop/ /INN/ NpHIOKEeHNE ml/ KA b ILIC MSIpKH 6e3 J1IC pioi(e
Isosorbide nepopanHa
2 | CO1DA08 dinitrate TBLPAA mg 0,005433 1000 0,003424 0,004109
Perindopril, nepopanHa 5mg/5
2 | C09BBD4 Amlodipine TBBLpAA tabl mg 0,123840 600 0,090848 0,109018
nepopanHa
2 | CO9CAQ6 Candesartan TBbPAA mg 0,008415 5000 0,006225 0,007470
Olmesartan
medoxomil, 20
Hydrochlorothiazi | nepopanta mg/12,
2 | C09DA08 de T8bPAA tabl 5mg 0,284500 50 0,137607 0,165128

[[eHOBOTO TpEJIOKEHHE Ha Yy9acTHHKA

MpeaBapUTEIHUTC HU3HNCKBAHHUATA.

¢ TIOMBJIHEHO KOPEKTHO H oTrosapa Ha

Tpeasua ropHoro KomucusTa €IMHOAYIITHO

Ila nomnycHe ,@apkon“AJl fo u3BBpLIBAHE HA

MNpoBEKAaHEC HA €JICKTpOHEH ThPT.

4 ., Menexc“OO]I yuacTBa 32 :

PE III K1:

BpEMEHHO KJlachupaHe H y4acTHE B

Pedepenr Enx uena
Ms _ HA 3a
. AHATOMO- : e pka | 3a cToltHOCT | emmHHI
06, | Tepanesr | Mexxynapoax /mg, | 6e 3alop. | Heobxo a En nena 3a
M03 | HMYEH KOA | O HeNmATEHTHO : tabl. | ne MsApKa AHUM MsApKa eHHHLA
MM IATC- HAMMEHOBAHHE Haunn na 5 e CBIIaCHO opoit oes MApKa ¢
aNe Ko/ _ /INN/ npunoxkenne | ml/ | xa | MKB ILJIC mapkn | JAC JUIC
CBIIL
2 | CO1CAD4 Dopamine napeHTepanHa mg PY 0,010450 40000 0,008708 | 0,010450 J

]_LGHOBOTO peJ0XKEeHHE Ha ydJacTHHKa € MOITLJIHEHO KOPEKTHO H

HpeJlBaprITeJ'[HHTe HU3UCKBAHHUATA.

oTroBaps Ha



[peneun roproto KomucuATa e AMHO oY LLIHO
PEII H:

Ha nonycue ,,Menexc*“O0/l no u3BbplIBaHE Ha BPEMEHHO KJlacHpaHe W y4JacTHe B
MPOBE}kKAaHEe Ha eNEKTPOHEH ThPT.

II.M3ebpIIBaHe HA BPEMEHHO KJIACHPAHE HA YYACTHHIIHTE.

Komucusara H3BBPIIH 10 €JIeKPOHEH NbT BPEMEHHO KJIAaCHPaHE HA YUACTHHIIHTE €
OTYHTAHE HA LIEHHTE, NIOCTHIHATH IPH OTBAPHAHETO HA IEHOBHTE NPELJI0KEHHA.

[Mpunoxenne No 1-tabnuna Ne 1 pe3ynaratu oT BpeMEHHO KIIaCHPaHE,

Ciel Karo NPHKIIOYM ¢ MbPBOHAYalHATa OLEHKA Ha O0QepTUTe KOMMCHATA MPUCTHIN
KBM H3MpalllaHe dpe3 €JIeKTPOHHATA CHCTEMa Ha IOKAHW JI0 BCHYKHM YYacTHHIM 32 y4acTHE B
€NeKPOHHMSA THPT.

EJIeKTpOHHHMAT THPr TNO3BONABA OdepTHTE Ja ObJAT KJIACHpaHW Ype3 eNeKTpoHaTa
CHCTEMa 4pe3 MeToja 3a aBTOMAaTM4HO OLEHsBaHe Ha TNpeJCTaBeHHTe B OQ)epTHTA HOBH, IO-
HHCKH LICHH.

[TokaHHTE ca aBTOMATHYHO FeHepUPaHU JOKYMEHTH B €JIEKTPOHATA CHCTEMa W ChABpIKaT
uHdopMaLs 3a pe3yNTaThT OT IIbpPBOHAYANHATA OLEHKA Ha BCsKa OepTa, pell 3a CBbp3BaHE
KBbM eJIEKTPOHHOTO 000pyIBaHe, JaTa M yac 3a Hauaslo Ha eJIEKPOHHMAT ThPI, CThIIKA 32 MpOMsAHA
Ha I[eHaTa Ha eTan eJeKTPOHEH Thpr.

Komucusra cbo0paszu, pasnopendarna Ha wi.90 an.8 or 30IIl mocoun nara ¥ 4ac Ha
eNeKTPOHHS THPT ¢ Hayamo 12.04.2021r. 12:00 u. u kpaii 22.04.2021r. 12:004.

KomucusaTa MocovH B OKAHATA CThIIKA 3a MpomsiHa Ha 1eHaTa oT 0.05%.

C ToBa KOMHCHATA TPHKIIOUYHM cBosta padora Ha 12.04.2021 r. B 09:50 waca u 3akpu
3aceaHueTo.

HacToAmMAT TMPOTOKOJ €€ W3rOTBH B €IWH €K3eMIUIAp M 0O MOAmHCaH OT BCHYKH
YJIEHOBE HA KOMHCHSATA:

Hepas/ienHa 9acT OT HaCTOSI/UA MPOTOKOJI Ca:

[Tpunoxenue Ne 1 Tabnuua /Nel\pesysraTu OT BpeMEHHO KTacHpaHe;

IIpencenaren: .
/]
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