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Yl MEHTPAJIEH OPKAI~3!
CEKTOP "3PABEOTIAAITE
Nara: .. uto.dd... 2020 T

JTOKJAJ IO 41103, AJL 3
OT 3AKOHA 3A OBIIECTBEHUTE NOPBYKHA

VYBAXKAEMH roCIIOANH MHHUCTDP,
HacTosImsT JOKJIAK C& H3roTBH 0T KOMHCHI, nasragena cbe 3amopen Ne PII-1 1-294/01.07.2020
r. (43M. CBC 3anoBeN Ne PI[-11-415/26.08.2020 r., 3amosen Ne PJI-1 1-491/02.10.2020 r. 1 3anosen Ne
PO-1 1-527/22.10.2020 r.) Ha MHHHCTHpA HA 3/[paBeOIa3sBaHeTo /ia H3BBPIIH moabop Ha YYaCTHUIHTE,
pasriie/ia, OLEHY K KJacHpa mojaeHATe o(epTH H 1a IPOBEAE EICKTPOHCH THPI [IPHA CIIA3BAHETO HA pefia
npeaBUACH B WL 89-91 oT 3011 1o OTKpHTA POLEAYPa 32 BB3IATAHC fa 0OImecTBEHA MOPHUKA C IPEAMET:
,,JIexapcmeenu npooykmu om anamomo-mepanesmuyna zpyna C ,,Copoeuno-cboosa cucmema .
O6mecTBEHATa TTOPHUKA € OTKpUTa C Pemenue Ne PII-1 1-250 ot 12.06.2020 roa. Ha ocHoBanue § 137,
an. 1 (m3m. [1B, 6p. 102 o1 2019r., B cmna ot 01.01.2020 r.) 0T TTpexoxHuTe A 3AKIIOTATENHH pasHopeniou
kLM 3aKOHa 33 H3MEHEHHE H JONBTHEHHC Ha 3aKOHA 32 OOIIECTBEHATE NOPHUKH JIO 1 smyapu 2021 1.
I{eHTpanHEUAT OpraH 3a HOKYIKH B CEKTOp ,3apapeona3Bage’ H LlenTpanHAaT Opraf 3a MOKYIKH 32
oGIIMAHTE IPOBEXK/IAT IPOTEAYPH 32 BH3NArane Ha o6IIeCTBEHH IOPHUKY ¥ 33 CKIIOYBAHE Ha paMKOBH
CIIOpa3yMeHHs Ipe3 H3NOI3BaHUTE OT Tax WiaTOpMH, ¢ H3KIIOICHUC HA M30palaHeTo Ha PeIeHuATa
moun 22,ar 1,7.18T.20T 30T1 1 o6sBICHUATA IO WL 35 H WI. 36,am. 1, .31 T. 60T 30I1, xoeto ce
w3BHpIIBA Ypes miardopMara no il 39a, an. 1 ot 30Il, cBrIacHo rpaduka no § 131, ai. 1 (mapm4aH 32
xpatkoct §137 or I133A13010). MUHHCTEPHT Ha 3paBeoNa3BancTo B Ka4ecTBOTO My Ha LleHTpaneH
OpraH 3a IIOKYIIKH B CEKTOP ,3/paseonaspare’, CIICIBA 1@ HpHiIara EnexTposHaTa Iiar¢opma, CIuTaHo
or 01.04.2020 r., B CBOTBETCTBHE C T. 2, 6yksa a) or [loCTaHOBICHHC Ne 332 or 13.12.2019 r. Ha
Mummcrepcka cbBeT (00H. B JIB, 6p. 99/2019 r.). B cporBeTcTeHe ¢ § 12 0T 3aKoH 32 MEpKATE U
JNeHCTBHATA IO BPEME Ha H3BBHPEIHOTO HoNOKeHMe, 00SBEHO ¢ PSIIECHAC Ha HaponsoTo ChOpanue OT 13
maprt 2020 r., HacToAmaTa obImecTBeHa HOPBUIKa CC obsBsBa MpH COa3BaHe HA PeZa 33 Bb3NIarafe,
meficTBal o 1 HOEMBPH 2019 roa.
CbeTaB HA KOMHCHATA:
Ipencexaren:
1. Illenait EMuHOBA — TTIABEH IOPUCKOHCYIIT B mapexs ,,OI1;
YjieHOBE:
2. KorcTagTuHOC SIH¥C — TbPKABEH SKCIIEpT B yapexums ,,O0I1
3. Mar. dapm. Tans I'epraaosa — IIaBCH excnept B otaen ,,JIII;
4. Mar. dapm. Opmur Heniep — ABPKABEH excrepT B oTAen ,,JII1;
5. Mar. ¢apm. LiseTemina TlomoBa — CTapIiIH eKCIepT B OTACH ST
Pe3epBer NMpeCCAaATEN:
1. Pymsna Crappesa — ABPXKABEH eKcIepT B JHpEKUH ,,OIT*.
PezepBHE Y/ieHOBE:
2. Crexa Xnebaposa — CTapIin JOPACKOHCYRT B [APEKIH ,,OIT™;
3. n-p Hemm TapusCKa — HAYATHUK H2 OTNE HJHT:
4, p-p Cpetnana PaiiueBa — SBPKABEH KCHEPT B OTACT 18 s
5. BoThO BOTER — IJIaBEH EKCNEPT B OTACA LWL ,
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III. YuacTHHOM B nIponeaypara.

B ompenenenus cpok 3a 1mojaBaHe Ha odepTH ca MocThIIUMM 16 (mmecTHameceT) mpeiokeHus or 12
(nBaHazeceT) y9acTHHUKA, KAKTO Cle/Ba!

1. TIpemnoxenue ¢ Ne 0484/19.06.2020 r. noganero ot ,, MEJJO®APMA* EOO/] 3a o6ocobena
no3urus Ne 1;

2. Ipepnoxenne ¢ Ne 0533/29.06.2020 r. nogazneno ot ,, JAHCOH BI'** OO/ 3a o6ocobera
mo3unus Ne 1;

3. Mpemnoxenne ¢ Ne 0539/29.06.2020 r. noxanero or ,,b.BPAVH MEJIUKAJT* EOOJ 3a
06ocobena mozmmus Ne 1;

4, TIpemnoxenne ¢ Ne 0547/29.06.2020 r. momageno or ,,MAPUMIIEKC-7¢ EOQ]] 3a
000co0ena o3 Ne 1;

5. Ilpennoxenue ¢ Ne 0549/30.06.2020 r. noxaneHo ot ,, PAPKOJI* AJl 3a 060ocobeHa no3umus
Ne 1,

6. ITpemmoxenne ¢ Ne 0550/30.06.2020 r. nogazneso ot ,,@APKOJI* AJl 32 060cobena nosunus
Ne 2;

7. Tipemnoxenue ¢ Ne 0551/30.06.2020 r. mopaneno or ,,COPAPMA TPEMIUHI Al 3a
060co0enn mosunmn Ne 1 u Ne 2;

8. Ilpemnoxenne ¢ Ne 0553/30.06.2020 r. nomaneso or ,,COJIOMEJ[* EOO/] 3a ob6ocobena
nosunms Ne 1;

9. INMpeanoxenue ¢ Ne 0556/30.06.2020 r. momanero ot ,,MJHBMOTEX* OO] 3a o6ocobena
no3umus Ne 1;

10. ITpemnoxenne ¢ Ne 0557/30.06.2020 r. nomaneso ot ,MHBMOTEX*“ OOJI 3a o6ocobena
nozuug Ne 2;

11. Ilpennoxenue ¢ Ne 0558/30.06.2020 r. momaneno or ,,MEJIEKC* OO/l 3a o6ocobena
mosmmmg No 1;

12. IIpemmoxenne ¢ Ne 0560/30.06.2020 r. momaneno ot ,,MEJIEKC* OO/I 3a oGocoGena
mo3uiusa Ne 2;

13. TIpemnoxenne ¢ No 0523/30.06.2020 r. momaneno ot ,JIPO ®APMAIIVA“ EOO/] 3a
00ocoGena nosunms Ne 1;

14. INpennoxenne ¢ Ne 0566/30.06.2020 r. nogazeHo ot ,,TBPTOBCKA JIMT'A-TALL* AJl 3a
o6ocobena mozumms Ne 1;

15. IIpennoxenue ¢ Ne 0564/30.06.2020 r. nogazero ot ,,@bOHUKC ®APMA® EOO/ 3a
00ocobena mo3unmg Ne 1;

16. IIpemmoxenune ¢ Ne 0565/30.06.2020 r. moxafgeHo ot ,, @®bOHUKC ®APMA® EOO/I 3a
obocobena mo3umms Ne 2,

Bcuuky IpeajioxeHns ca mojaneHn B Enekrpornara cucrema. I1peanoxeHus, NoCTNUIN ClIex
KpaliHHs CPOK HiAMa.

II1. KnacupaHe Ha YYacTHHIOHTE B NpOIeIypaTa M INPELI0KeHHA 32 H3NbIHHTENH IO
PaMKOBOTO CIOpa3yMeHHe.

Kommucusra npy choOpas3sBaHe Ha YCIOBHETO 3a U3IIBIHHUTSIIA [0 PAMKOBO CIIOPa3yMEHHE /1 Ce
ONpeNeNaT YYACTHUKBT IIPEUIOKHN Hal-HHCKA LieHa M BCHYKH APYTH YYACTHHIM, NPESIOKUIN [CHa,
Kosto € 1o 10 % TMo-BHCOKa OT Hal-HMCKara IpeI0OKeHa IIeHa, HO He ¢ IoBeYe OT 10 H3mbIHHUTENH,
npeAnara Ha BB3NOXKHUTEAS Ja OBAaT ONpe;ECHU 32 M3NBIHATENH IO DaMKOBHM CIOPa3yMCHHS
YYACTHHIINTE IIOCOYCHH II0-TO0IY:




o o6ocobena nozuuua No 1:

OIl | ATC-kon INN Hagnn va | Mapka 3alene | YuacTHHuM H Exmena | Exunenasa | YuacrHuud n
npu;aoken | /mg, KK KAacCHpaHe 3a eqHHHIA KJaacupane
e tabl., eJMHHLIA | MSpPKac
ml./ MApKa aac
Ge3 JAC
1 CO01AA05 Digoxin napeHTepant | mg 1."CODAPMA 1,746667 | 2,096000 1."CODAPMA
Ha TPEHMUHI™ AJT TPEAJIHI™" AJT
1 C01AA08 Metildigoxin | mepopanHa | mg 1."ObOHUKC 0,516667 | 0,620000 1."®bOHHKC
TBBpIA OAPMA" EOOZ GAPMA" EOQ/]
1 C01BC04 Flecainide nepopamHa | mg 1."TEPTOBCKA | 0,004147 | 0,004976 1."TbPI'OBCKA
TBBPAA JIUT'A - TAIT" JIUTA -TAL" AL
All
1 C01BDO01 Amiodarone napeHTepan | mg 1."®bOHHKC 0,003878 | 0,004654 1."®bLOHHUKC
Ha ®APMA" EOO]] | 0,003880 | 0,004656 OAPMA" EOOL{
2."CODAPMA 0,003950 | 0,004740 2."CODAPMA
TPEAIUHT™" AT | 0,004000 | 0,004800 TPEAIMHI™ AT
3."MEJIEKC" 3."MEJEKC" 001
001 4 "MAPHUMIIEKC
4."MAPUMIIEK -7"EOO
C-7"EOO[
1 C01BD01 Amiodarone nepopatHa | mg 1."®@BbOHUKC 0,000703 | 0,000844 1."®bOHUKC
TBBP/AA OAPMA" EOOJZ | 0,000711 | 0,000853 DAPMA" EOOJT
2."MAPHMITEK | 2."MAPUMITEKC
C - 7" EOO/ 'l - 7" EOOJ
1 C02AC01 Clonidine nepopajiHa | mg 1."CODAPMA 0,200000 | 0,240000 1."CODAPMA
TBBPAA TPEMIMHI™ ALl ‘ TPEMHHI™ ALl
1 C02AC01 Clonidine napeHTepanl | mg 1."CODAPMA 5,291926 [ 6,350311 1."CO®APMA
Ha TPEUIUHT™ AQ l TPEUIVHI™ AJT
1 CO02AC05 Moxonidine nepopaiHa | mg 1."®bOHUKC 0,341667 | 0,410000 1."®bOHUKC
TBBpPAA DAPMA" EOOJ{ 0,341765 | 0,410118 DAPMA" EOOJ1
2."CODAPMA 0,372839 | 0,447407 2."CODAPMA
TPEVHHI™ ALl | TPEHMHT™ ALl
3."®APKOJI" ALl | 3."®APKOT" ALl
1 C02AC06 Rilmenidine nepopatHa | mg 1."®BOHUKC 0,087000 | 0,104400 1."®BOHUKC
TBEPAA GAPMA" EOOJT | 0,087037 | 0,104444 DAPMA" EOOJ
2."CODAPMA 0,095046 | 0,114055 2."COPAPMA
TPEUJIUHI™ AL TPEMJIMHI™" AJl
3."®APKOJI" A 3"OAPKOI" A
1 C02CA01 Prazosin nepopaiHa | mg 1."CODPAPMA 0,022000 | 0,026400 1."CO®APMA
TEBPIA TPEMUHT™ AL TPEUVHI™ AL
1 CO3AA03 Hydrochlorot | nepopamsa | mg 1."®bOHHUKC 0,004080 | 0,004896 1."®bOHUKC
hiazide TBBEPAA GAPMA" EOOJT | 0,004460 | 0,005352 OAPMA" EOOJ
2."OAPKOII" ALl 2."OAPKOT" AJ]
1 C03BAl1 Indapamide nepopanHa | tabl 1."®bOHUKC 0,077000 | 0,092400 1."®LOHUKC
TBBPAA DAPMA" EOOJ 0,077025 | 0,092430 DAPMA" EOOJ
2 "COGAPMA 0,081666 | 0,097999 2."CODAPMA
TPEUIUHT" AJL TPEUUHI™" AL
3."OAPKCI" AL 3."®APKOI" AL}
1 C03CA01 Furosemide gapeHTepan | mg 1."®bOHUKC 0,013950 | 0,016740 1."®bOHUKC
Ha GAPMA" EOOJ | 0,013951 | 0,016741 DAPMA" EOOJ
2"TBPTOBCKA | 0,013954 | 0,016745 2."TBPTOBCKA
JIACA - TAIY" 0,013955 | 0,016746 JIATA - TALT" AT
ANl 0,013955 | 0,016746 3.JAHCOH BI'
[ 3.JALICOH bI oon
| 6oa 4."CODAPMA
| 4."CODAPMA TPEUJUHI™ ALl
| TPEAJUHI™ AJ{ 4."MEJEKC" O0/[
4."MEJEKC"
| 00n
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C03CA01 Furosemide mepopanHa | mg 1."CODAPMA 0,000979 | 0,001175 1."CO®APMA
TEBpIA TPENJIUHT™ AJl | 0,000979 | 0,001175 TPEAIHUHAT™ AL
1."®LOHUKC 0,000990 | 0,001188 1."®bOHHKC
GAPMA" EOO[ OAPMA" EOOJ]
2."®APKOJ" AZl 2."®APKOJT" AT
C03CA04 Torasemide mapeHTepan | mg 1."®LOHHKC 0,082000 | 0,098400 1."®bOHHUKC
Ha DAPMA" EOOJ1 | 0,082006 | 0,098407 DAPMA" EOO[
2."CODAPMA 2."CODAPMA
TPEMJMHI™" AZT TPEMUHI™ AJT
C03DAO1 Spironolacton | mepopatHa | mg 1."®bOHHUKC 0,002733 | 0,003280 1."®bOHHKC
e TBBpAA GAPMA" EOOJ[ | 0,002900 | 0,003480 GAPMA" EOO[J
2.*®APKOII" ANl 2."dAPKOII" AL
CO03DA04 Eplerenone nepopania | mg 1."®APKOI" Al | 0,012789 | 0,015347 1."®APKOI" Al
TBEpAA 1."CODAPMA 0,012789 | 0,015347 1."CODAPMA
TPERJMHI™" Al TPEMIHMHI™ AL
CO3EAO1 Triamterene, nepopaiHa | tabl 1."®bOHHKC 0,053000 | 0,063600 1."®bOHUKC
Hydrochlorot | Tempna GAPMA" EOO/] 0,053666 | 0,064399 OAPMA" EOOLL
hiazide 2."OAPKOI" ALl 2."®APKOJI" AR
C04ADO3 Pentoxifylline | nepopansa | mg 1."®bOHUKC 0,000240 | 0,000288 1."®bOHUKC
TBBpIa OAPMA" EQO/] GAPMA" EOOLT
CO4AE02 Nicergoline nepopajHa | mg 1."®bOHHKC 0,014160 | 0,016992 1."®bOHHUKC
TBEpIA ®APMA" EOOJZT | 0,014165 | 0,016998 OAPMA" EOOJT
2."CO®APMA 0,015064 | 0,018077 2."CODPAPMA
TPEMIWHT™ ALT TPEUIAHL™ AJ[
3."OAPKOJI" ALY 3."®APKOI" ALl
C04AX21 Naftidrofuryl | nmepopansa | mg 1."®bOHUKC 0,001780 | 0,002136 1."®bOHUKC
TBBpAA OAPMA" EOO/J1 DAPMA" EOO/|
CO7AA05 Propranolol nepopanHa | mg 1."®bOHUKC 0,001850 | 0,002220 1."®bOHHKC
TBBpAA ®APMA" EOOJ[ | 0,001875 | 0,002250 DAPMA" EOOJ
2."OAPKOI" ALl 2."®APKOI" AJ]
CO7ABO2 Metoprolol mepopanHa | mg 1."®BLOHHUKC 0,001017 | 0,001220 1."®BOHUKC
TBEpAA GAPMA" EOOX | 0,001052 | 0,001262 DAPMA" EOOJ
2."OAPKON" AL 2."®APKOII" AQ]
CO07AB02 Metoprolol napeHTepal | mg 1."®LOHHUKC 0,678400 | 0,814080 1."®bOHUKC
HA ®APMA" EOOJZ, | 0,678539 | 0,814247 GAPMA" EOOJ
2."COOAPMA 0,678539 | 0,814247 2."CODAPMA
TPEMJIUHI™ AJ{ TPEUIMHT™ AJl
2."MEJIEKC" 2."MEJIEKC" O0[]
oon
C07ABO7 Bisoprolol mepopatHa | mg 1."®BLOHHKC 0,005333 | 0,006400 1."®bOHUKC
TBBpPIA ©APMA" EOOJ] | 0,005777 | 0,006932 GAPMA" EOOJ]
2."®APKOI" AJ] 2"OAPKOJI" ATl
C07ABI12 Nebivolol mepopamHa | mg 1."®bOHUKC 0,019467 | 0,023360 1."®bOHHKC
TBBpHAA OAPMA" EOOJ] | 0,019472 | 0,023366 DAPMA" EOO/J]
2."COOAPMA 0,021030 | 0,025236 2."CODAPMA
TPEUMHT™" AJL TPERJIUHI™ ATl
3."OAPKONT" AL 3."OAPKOII" Al
|
C07AG02 Carvedilol nepopajHa | mg 1. Mepodapma 0,003955 | 0,004746 1.Menodapma
TBEpIA EOOX EOO
C07BB07 Bisoprolol, nepopaiHa | tabl 10 1."®BOHKKC 0,083333 | 0,100000 1."®LOHUKC
Hydrochlorot | TBBpRa mg/6,2 | PAPMA" EOOJ GAPMA" EOOJ,
hiazide Smg
C07BB07 Bisoprolol, nepopamua | tabl 5 1."®BOHUKC 0,050667 | 0,060800 1."®bOHHKC
Hydrochlorot | TBBpma mg/6,2 | ®APMA" EOOJ GAPMA" EOOJ
hiazide Smg
C07BB12 Nebivolol, nepopanua | tabl 1."ObOHUKC 0,176000 | 0,211200 1."®bOHHUKC
hydrochloroth | TBBpza OAPMA" EOOJ | 0,187641 | 0,225169 DAPMA" EOOJ
iazide 2."OAPKOJI" ATl 2."OAPKOI" Al
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CO08CA01 Amlodipine nepopanHa | mg 1."®bOHHKC 0,003533 | 0,004240 1."®bOHUKC
TBBPIA DAPMA" EOOJ | 0,003535 | 0,004242 OAPMA" EOOJ
2."COOAPMA 0,003778 | 0,004534 2."COOAPMA
TPEMIMHT™ AJ{ TPEMIMHI™ ALl
3."®APKOII" ALl 3"®APKOI" AL
CO8CA02 Felodipine nepopanmsa | mg 1."®@APKOJI" ALl | 0,010611 | 0,012733 1."®APKOII" ALl
TRBpAA 2."CODPAPMA 0,010612 | 0,012734 2."CODAPMA
TPEUJIAHT™ AJT TPEMMHI™ AJT
CO08CA0S Nifedipine nepopamHa | mg 1."®bOHHUKC 0,002000 | 0,002400 1."®bOHHUKC
TBEPAA DAPMA" EOO]], OAPMA" EOOJ
C08CA06 Nimodipine HapeHTepan | mg 1."dbOHHKC 0,967000 | 1,160400 1."®LOHUKC
Ha DAPMA" EOOJ1 | 0967348 | 1,160818 DAPMA" EOOJ
2."COOPAPMA 0,967348 | 1,160818 2."CODAPMA
TPEMJIUHT" ALl | 1,026666 | 1,231999 TPEHIMHT™ ALl
2."MEJIEKC" 2."MEJIEKC" 001
ooq - 3."MAPHUMITEKC
3."MAPHUMITEK -7"EOOJ
C-7"EOOL
CO08CA06 Nimodipine nepopaiHa | mg 1."®bOHHUKC 0,007300 | 0,008760 1."®BbOHHUKC
TBBpPZAA GAPMA" EOOZ | 0,007303 | 0,008764 GAPMA" EOOJT
2."COPAPMA 0,007311 | 0,008773 2."CODPAPMA
TPEMIIUHIT™" ALl | 0,007594 | 0,009113 TPEAJIMHI™ Al
3."MEJIEKC" 3."MEJEKC" 00[
(e]0)11 4."MAPUMIIEKC
4."MAPUMIIEK -7"EOOQ
C-7"EOO[
CO8CA13 Lercanidipine | nepopaiia | mg 1."®bOHUKC 0,006667 | 0,008000 1."®BbOHUKC
TBBpIA GAPMA" EOOL | 0,006670 | 0,008004 DAPMA" EOOJ
2."CODAPMA 0,007197 | 0,008636 2."COOAPMA
TPEWJIMHI™ A]] TPENJIMHI™ ALl
3."OAPKOI" AL 3."PAPKOII" A/l
C08DAO1 Verapamil mapeHrepan | mg 1."CODAPMA 0,140667 | 0,168800 1."CODAPMA
Ha TPEAIAHI™ AJ] TPERUHI™ Al
C08DAO1 Verapamil TMEpopaHA | mig 1."®@APKOJI" AZl | 0,000742 | 0,000890 1."®APKOJI" Al
TBEpAA
C08DB01 Diltiazem TEpopasHa | mg 1."CO®APMA 0,000611 | 0,000733 L"CODAPMA |
TBBpAA TPEMIUHT™" AJ] TPEMIMHI™ AJT
CO9AA02 Enalapril nepopamHa | mg 1.Mu6uotex OOJT | 0,002618 | 0,003142 1.Mu6uotex OO/
TRBPAA 2."COPAPMA 0,002620 | 0,003144 2."CODAPMA
TPEWAIMHI™ Al | 0,002855 | 0,003426 TPEUIVHI™ AJl
3."APKOM" Al | 0,004467 | 0,005360 3."OAPKOII" ALl
4."®bOHUKC
DAPMA" EOOJT
C09AA03 Lisinopril nepopanHa | mg 1."®BOHHUKC 0,006800 | 0,008160 1."®bOHHUKC
TBEPAA DAPMA" EOOJ| | 0,006802 | 0,008162 OAPMA" EOQJ
2"COOAPMA 0,007402 | 0,008882 2."CODAPMA
TPEUJAHT™ ALl TPEMJIAHI™ AJ[
3."®APKOI" Al 3."OAPKON" AL
CO9AAQS Ramipril mepopaiHa | mg 1."OBOHUKC - 0,006800 | 0,008160 1."®bOHUKC
TBBpHA OAPMA" EOOJ] | 0,006804 | 0,008165 DAPMA" EOOJ
2."CO®APMA 0,007399 | 0,008879 2."CODAPMA
TPEAUHT AJT | 0,007470 | 0,008964 TPEMIMHI™ AJ
3."®APKOI" Al 3."OAPKOJI" ALT
4 Megohapma 4 Menodapma
EOO/J, EOON
C09AA1LS Zofenopril nepopanHa | mg 1."ObOHHKC 0,029333 | 0,035200 1."®bOHUKC
TBBPAA OAPMA" EOOJ DAPMA" EOO[
C09BAO2 Enalapril, nepopanua | tabl 20 1."®bOHUKC 0,155333 | 0,186400 1."®bOHHUKC
Hydrochlorot | TBEpHa mg/12, | PAPMA" EOOJ 0,164560 | 0,197472 DAPMA" EOOJ
hiazide 5mg 2."OAPKOJI" A} 2."MAPKOJI" AL
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1 C09BAO3 Lisinopril, nepopanrHa | tabl 20 1."®@bOHHKC 0,086667 | 0,104000 1."®@bOHHKC
Hydrochlorot | TeBpIOa mg/12, | ®APMA" EOOJ] | 0,094506 | 0,113407 GAPMA" EOO/L
hiazide 5mg 2."®APKOII" AL 2 "®APKOII" A
1 C09BAO3 Lisinopril, nepopatHa | tabl 10 1."ObOHMKC | 0,070000 | 0,084000 1."®bOHUKC
Hydrochlorot | TBBpaa mg/12, | ®APMA" EOQJT | 0,076094 | 0,091313 PAPMA" EOOJ
hiazide 5mg 2."®APKOIT" AJTT 2."O®APKOI" ALl
1 C09BA04 Perindopril, nepopanHa | tabl 5 - | 1."dbOHUKC 0,104333 | 0,125200 1."®bOHUKC
Indapamide TBBEpAA mg/1,2 | DAPMA" EQOJT 0,113683 | 0,136420 DAPMA" EOOJ]
5 mg 2."OAPKOJ" AL 2."D®APKOJI" A
1 CO9BA09 Fosinopril, nepopaiHa | tabl 1."®bOHHKC - 0,295357 | 0,354428 1."®bOHUKC
Hydrochlorot | TBBpAA OAPMA" EOOJT DAPMA" EOOJT
hiazide
Io obocobena nozuuun Ne 2:
OIl | ATC-xon INN Haunn Ha Msapxka 3abesre | YuacTHMOH H Ennenaza | Enuesa | YuacTHumu u
npunoked | /mg, KA KnacHpane eTHHHLA 3a KJacupane
He tabl., MApxa 06e3 €AHHHNA
ml./ Aac MApKA ¢
aac
2 COICA04 Dopamine MapeHTepanl | mg 1 ."CQ(DAPMA 0,008708 0,010450 | 1."CODAPMA
Ha TPEUJIUHI™ ALl | 0,008708 0,010450 | TPEAAMHI™" AL
1."MEJIEKC" 1L."MEJEKC" OOJ1
oon i
2 CO01CA07 Dobutamine mapeHTepan | mg 1."®LOHUKC 0,029080 0,034896 | 1."®LOHHUKC
Ha GAPMA" EOOJ GAPMA" EOOJ]
2 CO01CA24 Epinephrine napenTepal | mg 1 "COQ@APMA 1,008333 1,210000 | 1."CODAPMA
Ha TPEIIUAHT AJ{ TPEAIMHT™" ALl
2 CO01DAO2 Glyceryl napeHTepan | mg 1."ObOHUKC 0,222600 0,267120 | 1."®bOHHKC
trinitrate Ha DAPMA" EOOJ] GAPMA" EOOLL
2 C01DAOS Pentaerithrityl | nepopana | mg 1."®LOHHKC 0,004740 0,005688 | 1."®BLOHHMKC
TEBPIA DAPMA" EOQJ{ | 0,004762 0,005714 | ®APMA" EOO[
2."OAPKOJ" Al 2."®APKOII" Al
2 C01DA0S Isosorbide nepopaiHa | mg 1."®bOHHKC 0,003417 0,004100 | 1."®@BbOHHUKC
dinitrate TBBPAA DAPMA" EOOJZT | 0,003721 0,004465 | ®APMA" EOO[
2."®APKOJI" AXl 2."OAPKOI" A
2 CO1IDAOS Isosorbide nepopanHa | mg 1."®bOHHKC 0,028640 0,034368 | 1."®BbOHUKC
dinitrate TedyHa DAPMA" EOOJT DAPMA" EOOL
2 C01DX12 Molsidomine | nepopanna | mg | 1."ObOHHKC 0,032667 0,039200 | 1."®LOHUKC
TBBpPAA GAPMA" EOOLT DAPMA" EOOJ{
2 CO1EBI15 Trimetazidine | mepopanHa | mg | 1."OBOHHUKC 0,001362 0,001634 | 1."®LOHHUKC
| TBbpIA | ®APMA" EOOJT | 0,001485 0,001782 | ®APMA" EOO[
2."OAPKOJ" ATl | 0,003209 0,003851 | 2."®APKOI" Al
3."C9(DAPMA
TPEMJWHI™ AT
2 CO1EB17 Ivabradine nepopaiHa | mg 1.Mubrotex OO | 0,030119 0,036143 | 1.HAna6uoTex OO[
TBBPAA 2."CODAPMA 0,030129 0,036155 | 2."CODPAPMA
TPEMJHUHI™ Al | 0,032835 0,039402 | TPEMJIUHI™ AJT
3."DAPKOTI" Al | 0,033667 | 0,040400 | 3."PAPKOI" AJ{
4."®bOHUKC
®APMA" EOOJT
2 C09BB04 Perindopril, nepopamHa | tabl 5mg/5 | 1."®bOHUKC 0,090667 0,108800 | 1."®BLOHUKC
Amlodipine TBEpAA mg ®APMA" EOOJT | 0,098855 0,118626 | ®APMA" EOOJ
2" OAPKOIT" AL 2."®APKOI" ALl
2 CO9BB04 Perindopril, mepopanHa | tabl 10 1."®ObOHUKC 0,146667 0,176000 | 1."®BOHUKC
Amlodipine TBBPAA mg/3 DAPMA" EOOJ] | 0,160097 0,192116 | ®APMA" EOOJ
mg 2."OAPKOJT" ALl 2."OAPKOI" Al
2 C09BB07 Rarnipril, nepopanna | tabi S5mg/5 | L'"®APKOJI" Al | 0,065275 0,078330 | 1."®APKOJ" ALl
Amlodipine TBLPAA mg
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C09BB07 Ramipril, nepopanHa | tabl 10 1."®bOHHKC 0,130000 0,156000 | 1."®bOHHKC
Amlodipine TBBpAA mg/10 | ®APMA" EOOI | 0,130550 0,156660 | ®APMA" EOO]]
mg 2."OAPKOII" AR 2."®APKOJI" Al
C09BB07 Ramipril, nepopaina | tabl 10 1."®bOHUKC 0,111000 0,133200 | 1."®BbOHHKC
Amlodipine TBEPIA mg/S GAPMA" EOO] | 0,111658 0,133990 | ®APMA" EOOJ
mg 2."APKOI" AL 2."OAPKOJI" ALl
C09CAO01 Losartan nepopanHa | mg 1."®BOHUKC 0,001580 0,001896 | 1."®LOHHKC
TBBpAA DAPMA" EOOJ GAPMA" EOO/L
C09CA02 Eprosartan nepoparHa | mg 1."®bOHHKC 0,001125 0,001350 | 1."®HLOHHUKC
TBBpIA OAPMA" EOOJT GAPMA" EOOL
CO09CA03 Valsartan nepopatHa | mg 1."®APKOJ" ALl | 0,001101 0,001321 | 1."®APKOJI" A/{
TBBpAA 1."CODPAPMA 0,001101 0,001321 | 1."CO®APMA
TPEUJIUHI™ AJ TPEAIUHI™ AL
C09CA04 Irbesartan nepopamHa | mg 1."dbOHHKC 0,000467 0,000560 | 1."®BOHHUKC
TBEpAA GAPMA" EOOZL | 0,000468 0,000562 | ®APMA" EOO[]
2."CO®APMA 0,000509 0,000611 | 2."CODPAPMA
TPEUJIUHI™ ALl TPEUJIUHI™ AT
3."OAPKOI" ALl 3."@APKOJI" ANl
CO09CA06 Candesartan nepoparHa | mg 1."®dLOHUKC 0,006213 0,007456 | 1."®BOHUKC
TBEPAA DAPMA" EOOJZT | 0,006216 0,007459 | ®APMA" EOO/J]
2."CODAPMA 0,006761 0,008113 | 2."CO®APMA
TPEUIWHI™ ALY TPEAOUHIT™ ALl
3."@APKOI" AL 3."®APKOJI" A/
C09CA07 Telmisartan mepopanHa | mg 1."®bOHHKC 0,002733 0,003280 | 1."®bOHHKC
TBBPJA OAPMA" EOOJT | 0,002734 0,003281 | ®APMA" EOOJT
2."CODAPMA 0,002768 0,003322 | 2."CO®APMA
TPEHJHHI™ AL TPEMIUHI™ ATl
3."®APKOJ" A/l 3."OAPKOJI" Al
C09DAO1 Losartan, nepopamia | tabl 100 1."®LOHHKC 0,217000 0,260400 | 1."®BLOHUKC
Hvdrochlorith | TBBpaa mg/12, | ®APMA" EOOJ DAPMA" EOOJT
iazide 5 mg
C09DA01 Losartan, - nepopansa | tabl 50 1."®bOHUKC 0,138214 0,165857 | 1."®BOHHUKC
Hydrochlorith | TREpAa mg/12, | ®PAPMA" EOOJ | 0,138367 0,166040 | ®APMA" EOO]J]
iazide 5 mg 2."OAPKOII" ALl 2."®APKOJI" AXL
C09DAO1 Losartan, nepopajHa | tabl 100 1."®bOHUKC 0,200357 0,240428 | 1."®BOHHUKC
Hydrochlorith | TBBpIa mg/25 OAPMA" EOOJ] OAPMA" EOOJ
iazide mg
CO09DA03 Valsartan, nepopanHa | tabl 160 1."®bOHUKC 0,136071 0,163285 | 1."®bOHHUKC
Hydrochlorot | TBBpZA mg/25 | ®APMA"EOOJ | 0,148320 0,177984 | ®APMA" EOO]J]
hiazide mg 2."®APKOJ" Al 2."®APKOJI" ALl
C09DA03 Valsartan, nepopanHa | tabl 160 1."®bOHUKC 0,226667 0,272000 | 1."®BOHUKC
Hydrochlorot | TBEpaa mg/12, | ®PAPMA" EOOJ1 | 0,230000 0,276000 | ®APMA" EOOJ]
hiazide 5mg 2."®APKOI" Al 2.'OAPKOII" AJT
C09DA03 Valsartan, mepopansa | tabl 320 1 1."®bOHHUKC 0,333929 0,400715 | 1."®BOHHUKC
Hydrochlorot | TBBpAa mg/12, | ®APMA" EOOQ]] | 0,363770 0,436524 | ®APMA" EOOJ]
hiazide 5mg 2."®APKOJI" Al 2."®APKOJI" ALl
|
C09DA03 Valsartan, nepopanHa | tabl | 320 1."®bOHUKC - 0,331333 0,397600 | 1."®BOHUKC
Hydrochlorot | TBBpAa mg/25 | ®APMA"EOO]J | 0361649 0,433979 | ®APMA" EOOJ]
hiazide mg | 2."®@APKONI" Al 2."®APKOJI" ALl
C09DA04 Irbesartan and | mepopanna | tabl 150 1."GAPKOI" AL | 0,173750 0,208500 | 1."®APKOJI" ANl
diuretics TBbpAA mg/12,
Smg
C09DA04 Irbesartan and | mepopansa | tabl 300 1."®APKOJI" ALl | 0,230000 0,276000 | 1."®APKOJ" Al
diuretics TBBpA2 mg/12,
Smg
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C09DA06 Candesartan, nepopansa | tabl 8 1."®BOHHUKC 0,110667 0,132800 | 1."®bOHHUKC
Hydrochlortia | ‘reppna mg/12, | ®APMA" EOOJ | 0,114850 0,137820 | ®APMA" EOO/|
zide 5 mg 2."®APKOI" ANY 2 "OAPKOJT" ALl

C09DA06 Candesartan, | nepopamma | tabl 16 1."®APKOI" ALl | 0,170950 0,205140 | 1."®APKOII" Al
Hydrochlortia | TBBEpaa mg/12,
zide | 5mg

C09DA06 Candesartan, | mepopansa | tabl 32 1."OAPKOI" ANl | 0,283150 0,339780 | 1."®APKOJI" AL
Hydrochlortia | TBBpaa mg/12,
zide 5 mg

C09DA07 Telmisartan, nepopanHa | tabl 80 1."®bOHHKC 0,092857 0,111428 | 1."®BOHUKC
Hydrochlorot | TBBpIa mg/12, | ®APMA" EOOJl | 0,100662 0,120794 | ®APMA" EOOJ]
hiazide 5 mg 2."®APKOJI" ALl | 0,102166 0,122599 | 2."®APKOJ" AZl

3.Mubuorex OO

CO09DAO7 Telmisartan, nepopanna | tabl 80 1."®bOHUKC 0,100000 0,120000 | 1."®LOHHKC
Hydrochlorot | TBBpIa mg/25 DAPMA" EQO] | 0,109048 0,130858 | ®APMA" EOO/]
hiazide mg 2."®APKOJI" ALl | 0,130744 0,156893 | 2."®APKOI" All

3.Hubuotex OO

CO9DA08 Olmesartan nepopansHa | tabl 20 1."®bOHHUKC 0,137333 0,164800 | 1."®bOHHKC
medoxomil, TBEpIA mg/12, | ®APMA" EOOJ1 | 0,149949 0,179939 | ®APMA" EOOJ
Hydrochlorot 5mg 2."OAPKOJI" ALl 2."®APKOJI" Al
hiazide

C09DA08 Olmesartan nepopanHa | tabl 40 1."®bOHHKC 0,146667 0,176000 | 1."®bOHHKC
medoxomil, TBEpAA mg/12, | ®APMA" EOOJi | 0,159900 0,191880 | ®APMA" EQQ/J]
Hydrochlorot 5mg 2."®APKOJT" A/} 2."®APKOI" AT
hiazide |

C09DB01 Amlodipine, nepopaina | tabl 10 1."®APKOJI" ALl | 0213900 | 0,256680 | 1."DAPKOJ" ALl
Valsartan TBEpIA mg/160

mg

C09DBO01 Amlodipine, nepopanua | tabl 5 1."®APKOJI" A]] | 0,195008 0,234010 | 1."®APKOJI" Al
Valsartan TBEPIA mg/160

mg

C09DB02 Olmesartan nepopansa | tabl 20 1."®bOHHKC 0,174000 0,208800 | 1."®bLOHHKC
medoxomil TBBpAA mg/5 OAPMA" EOOJ] | 0,190059 0,228071 | ®APMA" EOOJ]
and mg 2."®APKOII" ALl 2. "OAPKON" A/l
amlodipine

C09DB02 Olmesartan nepopanHa | tabl 40 1."®LOHHKC 0,228667 0,274400 | 1."®bOHUKC
medoxomil TBEPIA mg/5 OAPMA" EOOJT | 0,249894 0,299873 | ®APMA" EOO[
and ‘ mg 2."®APKOJI" Al 2."®APKOJ" Al
amlodipine

CI10AA01 Simvastatin HepopanHa | mg 1."®LOHHKC 0,002321 0,002785 | 1."®bLOHHKC

TBBpIA GAPMA" EOOZT | 0,002322 0,002786 | ®APMA" EOO[
2."CODAPMA 0,002531 0,003037 | 2."CODAPMA
TPEMIUHT AJLL TPEAIUHI™ AJT
3."OAPKOJI" ALl 3."®APKOI" ALl

CI10AA05 Atorvastatin mepopanHa | mg | 1."dBLOHHKC 0,002700 0,003240 | 1."®bOHHKC

TBBp/A GAPMA" EOOJT | 0,002701 0,003241 | DAPMA" EOOJ{
2."CODPAPMA 0,002916 | 0,003499 | 2."CODPAPMA
| TPEMAUHI™ AJT TPEMIIMHI™ AT
| 3."®APKOI" ALl 3."®APKOJI" ALl
CI10AAQ7 Rosuvastatin nepopanHa | mg 1."®bOHHKC 0,008700 0,010440 | 1."®bOHHKC
TEBPJA DAPMA" EOOJZ | 0,012222 0,014666 | GAPMA" EOOJI
| 2."®APKOI" AT | 0,012222 0,014666
2."COOAPMA
! TPEHIIAHT™ AJL
|
CI10ABOS Fenofibrate nepopansa | tabl/caps | 1."CODAPMA - 0,240655 0,288786 | 1."CO®APMA
TBRPAA TPEAJIAHT™ ALl | 0,242225 0,290670 | TPEHIVHI™" Al
2."OAPKOI" AR 2. "OAPKOJI" ALl
CI10ABOS Ciprofibrate nepopanHa | mg 1."®@bOHUKC - 0,001933 0,002320 | 1."®bOHUKC
TBBPIA DAPMA" EOOJ ®APMA" EOOJ
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Ilo oTHOImEHHE Ha CIEIHUATE JICKapCTBCHHU TIPOAYKTH, KOMHUCHUATA Mip€aiiara Ha BB3JIOXHUTCIL,

O61H€CTBeHaTa IIOpBUKa fa 6’]:,[[6 OpeKpaTeHa, IpH MPaBHATE OCHOBAHUS ITIOCOYCHH ITO-OIIY:

IIpaBHO OCHOBaHUeE 32 NPEKPATABAHE
ATC INN Dopma ua Mapxa -| 3abenexka He(f.ﬁxo’mm
NPHIIOKEHHE Opoii Mapku
Ha ocHoranme ui. 110, an. 1, 1. 1 ot
nepopaiHa 3011, Tsi kaTto HAMa noaaaeHn odepTu
C01AAO5 | Digoxin TBBpAA mg 169686 | 3@ Tasi HOMCHIJIATYpa
Ha ocuoBanue un. 110, an. 1, 1. 1 ot
nepopaHa 30T, Thi KaTo HAMa NoJaNeHH odepTH
C01BC03 | Propafenone TBBPIA mg 24534224 | 33 Ta3¥ HOMEHKNATYpa
Ha ocrosanue 9. 110, an. 1, 1. 1 ot
nepopanHa 30II, Tsi KaTO HIMa NoAAAEHH ODEPTH
C02CA04 | Doxazosin TBRpAA mg 148076 | 32 Ta3H HOMCHK/IaTypa
Ha ocHoBanme un. 110, an. 1, 1. 1 oT
nepopaHa 301, Trif kaTo HAMa noaneH: odepTH
C03CA04 | Torasemide TBEPAA mg 2956799 | 38 TasH HOMCHKIIATYpa
Ha ocuoBanme ui. 110, an. 1, T. 1 oT
. 3011, Tsii KaTo HIMa NOJAACHH O(EPTH
C04ADO03 | Pentoxifylline TapeHTepaHa | mg 54349123 | 3a TA3M HOMEHKIIATYpa
Ha ocnopanue wi. 110, an. 1, 1. 1 oT
nepopansa 3011, Trit kaTo HAMa MoJaLEHU odepTH
CO07AA07 | Sotalol TBBPIA mg 4888120 | 3@ Ta3K HOMEHKaTypa
Ha ocrosanue yn. 110, an. 1, 1. 1 ot
nepopaiHa 30I1, Thii KaTo HIMA NOAANEHH OdepTH
C07AB03 | Atenolol TBhpla mg 3324600 | 38 TA31 HOMEHKIIATYpa
Ha ocnoanue . 110, an. 1, T. 1 oT
Bisoprolol, nepopaiHa - 30II, Tsii ka0 HAMa nogagcHu odepTH
C07BB07 | Hydrochlorothiazide TBBPAA tabl | 5 me/12,5 mg 28880 | 33 TA3H HOMEHKIATypa
| Ha ocrosanue un, 110, an. 1, T. 1 ot
Bisoprolol, niepopaiina 2.5 mg/6,25 30T, To# KaTo HAMa HoAaACHY OdepTH
C07BB07 | Hydrochlorothiazide TBLDAA tabl mg 10860 | 38 Ta3K HOMEHKIATYPA
| Ha ocHoBanue un. 110, an. 1, T. 1 or
[ nepopansa 3011, Thil KaTo HAMa NOAANCHH OdepTH
C07FB07 | Bisoprolol, Amlodipine | T8Bpaa tabl 5 mg/5 mg 7600 | 33 Ta31 HOMCHIJIATYPa
| Ha ocuoanue un. 110, an. 1, 1. 1 oT
TepopaTHA 3011, Trit kaTo HAMA nojaneHu odepTH
CO08DAS1 | Verapamil, Trandolapril | TBbpaa tabl 180mg/2mg 7970 | 32 Ta3H HOMEHKIIATypa
Ha ocroBanme un. 110, an. 1, T. 1 ot
nepopaHa 3011, Tei1 KaTo HAMA roAaneHH odepTH
CO08DAS1 | Verapamil, Trandolapril | TBEpaa tabl 240me/4mg 7320 | 38 T431 HOMEHKIIATypa
Ha ocrosanue w1, 110, an. I, . 1 or
nepopaisa 30I1, Tbii kaTo HAMa nojaneHu odepTr
CO8DAS! | Verapamil, Trandolapril | TBbpaa tabl 240mg/2mg 7040 | 33 Ta3H HOMEHKJIATYPA
Ha ocnopanue 4. 110, an. 1, 7. | oT
Indapamide and nepopaisa 3011, Trii KaTo HAMA NOAANEHH OdepTH
CO08GAOQ2 | amlodipine TBBPAA tabl 1,5 mg/5 mg 6000 | 33 Ta3H HOMEHKNIATYpd
Ha ochoBanue wn. 110, an. 1, . 1 or
TepopaiHa 30T, Trit kaTo HAMA TIOJAAEHH OdepTH
C09AA04 | Perindopril TBBPIA mg 937503 | 34 Ta3H HOMEHKIIATypa
Ha ocxoBanue un. 110, a1 1, 1. 1 o1
nepopasa 3011, Tei kKaTo HAMA oNaneHn odepTu
C09AA06 | Quinapril TBEPAA mg _ 3900 | 34 T43H HOMEHKIATYpa
Ha ocHoBanme 4. 110, an. 1, T. 1 or
nepopanHa 30I1, T KaTo HAMa NOJAACHHN OepTH
C09AA09 | Fosinopril TBBPAA mg 302280 | 38 TA3H HOMEHKNATYPA
Ha ocxoBansue un. 110, an. 1, 1. 1 ot
Tepopansa 3011, it karo HAMa TonancHH odepTH
CO9AA10 | Trandolapril TBEpIA mg _ 19685 | 32 TASK HOMCHKJIATYDA
Ha ocuosanue wi. 110, an. 1, 1. 1 ot
Enalapril nepopanHa 30I1, Trit KaTo HAMa MOAGACHH OdEPTH
CO09BA02 | Hydrochlorothiazide TBHPAA tabi | 10 mg/25 mg 2120 | 38 Ta3: HOMCHKATYpa
| Ha ocuosanue wi. 110, an. 1, T. 1 ot
Enalapril ) nepopaHa | 30I1, Tsit KaTo HIMa MOAAACHH O(epTH
C09BA02 | Hydrochlorothiazide | Tebpnia tabl | 10 mg/12,5 mg 13660 | 3 Ta3K HOMCHKNATYpA |

z)
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Ha ocnopanue un. 110, an. 1, T. 1 or

nepopanHa 30T, Thii KaTo HAMA NojAAEHH odepTn
C09BAO4 | Perindopril, Indapamide | TBRBpIa tabl 4 mg/1,25 mg 9246 | 3@ Ta3H HOMEHKJIaTypa
Ha ocnopanue un. 110, an. 1, 1. 1 ot
[CpopaHa 30T, Toif KaTo HAMA NOJANCHA ODECPTH
C09BA04 | Perindopril, Indapamide | TBBpaa tabl 10 mg/2,5 mg 34450 | 3@ Ta3H HOMCHKIIATypa
Ha ocxosanue wi. 110, a1. 1, 1. 1 oT
nepopanHa 30T, Tsit kaTo HAMa NoaneHy oepTa
C09BAO04 | Perindopril, Indapamide | TBBpaa tabl 2 mg/0,625 mg 1520 | 3@ Ta3H HOMCHKIATYpa
Ha ocHoBanme wi. 110,an. 1, 1. 1 ot
IEpOpaIHa 2,5 mg/0,625 30I1, Trit kaTo HaAMa HoganeHu odepTH
C09BA04 | Perindopril, Indapamide | TBLpAa tabl mg 4120 | 3@ Ta3H HOMCHKJIATYpa
Ha ocnosauue wi. 110, an. 1, 1.1 ot
mepopasiHa 3011, Tsit xaTo HAMa NoAaneHH odepTH
CO9BA04 | Perindopril, Indapamide | TBBpaa tabl 8 mg/2,5 mg 360 | 34 TasH HOMEHK/IATypa
Ha ocnoeanue wi. 110, ar. 1, . 1 or
Ramipril, NepopaTHa 30I1, Tbit kato HAMa noaaacH odepTi
C09BAO5 | Hydrochlorothiazide TBBpAA tabl 10 mg/12,5 mg 510 | 3a Tasx HOMCHKIATypa
Ha ocnopauue un. 110, an. 1, . 1 oT
Ramipril, HepOpaIHa 30I1, Tsit xaTo HAMa noAaneHn odepTr
CO09BAO5 | Hvdrochlorothiazide TBBPAA tabl 10 mg/25 mg 360 | 32 Ta3u HOMCHKAATypa
: Ha ocnopanue un. 110, ax. 1, 1.1 ot
Ramipril, nepopaiHa 30I1, Thit kaTO HAMA NOAACHHA odepTH
CO09BAO5 | Hydrochlorothiazide TBBpAR tabl 5Smg/12,5 mg 610 | 3a Ta3H HOMEHKATypa
| Ha ocnosanue it 110, an. 1, 1. 1 or
Ramipril, nepopanHa 30I1, Tsit xaTo HAMa noAancHA odepTH
CO9BAO5 | Hvdrochlorothiazide TBBpPAR tabl 5 mg/25 mg 360 | 32 Ta3H HOMCHKIATYpa
Ha ocnoranue un. 110, an. 1, 1. 1 ot
Lisinopril and HepopaiHa 30I1, Tsit karo HAMa NoganeHn odepTr
C09BB03 | amlodipine TBBpAA tabl 20 mg/5 mg 3720 | 38 Ta3H HOMCHKJ1aTypa
Ha ocHopanue unm. 110, an. 1, T. 1 ot
Lisinopril and nepopanHa N 3OTI1, Toit KaTo HAMA NoAANEHH odepTH
C09BB03 | amlodipine TBBpAA tabl 10 mg/5 mg 5836 | 3@ Ta3H HOMEHKIIaTypa

Ha ocHosanue wit. 110, anm. 1, 1. 1 oT

Lisinopril and mepopansa 301, Thit kaTo RAMA MoAANEHN ODEPTH
C09BB03 | amlodipine TBBpIA tabl 20 mg/10 mg 1260 | 38 T3 HOMCHIqIATypa
Ha ocnoBanme wir. 110, an. 1, 1. 1 ot
nepopanHa 30I1, Tsit kaTo HAMa MojaneHu odepru

C09BB04 | Perindopril, Amlodipine | TBBpaa tabl 4 mg/5 mg 3460 | 33 Ta3H HOMEHKIATYpa
Ha ocnosanme wi. 110, an. 1, 1. 1 ot
30T, Tt kaTo HAMa noNaNCHA odepTH

nepopanHa
C09BB04 | Perindopril, Amlodipine | TBEpAa tabl 10 mg/10 mg 8993 | 32 Ta31 HOMEHK/ATypa
Ha ocuosanue wi. 110, am. 1, 1. 1 or
nepopanHa 2,85 mg/2,5 301, Trit kaTo HAMA NOAANCHH OhepTH
C09BB04 | Perindopril, Amlodipine | TBEpAA tabl mg 1800 | 32 Ta3K HOMEHK/IATYpa
Ha ocroanue . 110, an. 1, T. 1 ot
NepopaiHa 30T], Thii KaTo HAMA NOAAACHA ODEPTH

C09BB04 | Perindopril, Amlodipine | TBBpHA tabl 4 mg/10 mg 1800 | 3@ Ta3H HOMCHKJIATYpa

Ha ocuoranwe un. 110, an. 1, T. 1 ot
nepopansa 30T1, Tbit kKaTo HAMA NoxaAcHH OdepTH
C09BB04 | Perindopril, Amlodipine | TRspaa tabl 5 mg/10 my 8040 | 33 Ta3H HOMEHK/IATYpa

Ha ocHoBanue wn. 110, an. 1, T. 1 ot
nepopanta 3011, TeH kaTo HAMA IoAANeHH odepTH
C09BB04 | Perindopril, Amlodipine | TBEp#a tabl 8 me/10 mg 1800 | 33 Tasu HOMCHKIIATyYpa

Ha ocHoBanue un. 110, an. 1, T. 1 ot
30T, 1bi KaTo HAMA NOAANCHH OBEPTH

niepopanta
C09BB04 | Perindopril, Amlodipine | TBspaa tabl 8 m/5 mg 3450 | 3@ Ta3u HOMCHKJIATypa
Ha ocxoBanwme un. 110, an. 1, 1. 1 or
Perindopril, 30I1, Tbit KaTo HAMa NoAancHH odepTH
Amlodipine, HEPOPATHA 2 mg/5 33 Ta3H HOMEHKNIATypa
C09BXO01 | Indapamide TBEpPAA tabl mg/0,625 mg | 1800
Ha ocuoBanue un. 110, an. 1, 7. 1 ot
3011, Tit xaTo HAMa HoAANEHH OdepTH
Perindopril, 34 Ta3M HOMEHKIIaTypa
Amlodipine, nepopansa 4 mg/10
| C09BX01 | Indapamide TBEpIA tabl mg/1,25 mg 1400
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Ha ocnosanue un. 110, an. 1, 1. 1 or
3011, Tsit kaTo HAMa MOAANCHH OBEPTH

Perindopril, 3a TA3W HOMEHKIATYpa
Amlodipine, nepopainHa 4 mg/5
C09BX0!1 | Indapamide TBBPIA tabl mg/1,25 mg 3030
Ha ocnoBanne wi. 110, an. 1, 1.1 o1
3011, Tsif KaTO HAMA TIONAACHH OEPTH
Perindopril, 32 TA3H HOMEHKNATypa
Amiodipine, nepopanHa 8 mg/10
C09BX01 | Indapamide TBBpIA tabl mg/2,5 mg 1200
Ha ocnoBanue 4. 110, an. 1, 1. 1 o1
3011, Teif kaTo HAMA NojancHU odepTH
Perindopril, 32 TA3W HOMEHKIATypa
Amlodipine, epopaiHa 8 mg/5 mg/2,5
C09BX01 | Indapamide TBBpIA tabl mg 1500
Ha ocnoBanme 4. 110, a1 1, 1. 1 oT
30T, THi KaTo HAMA NOJATCHH ODEPTH
Perindopril, 33 Ta3W HOMEHKJIATYpa
Indapamide, nepopaHa 4 mg/1,25
C09BX01 | Amlodipine TBBpIA tabl mg/'S me 150
Ha ocHoBanme 4n. 110, an. 1, 1. 1 oT
3011, Thii KaTo HAMa MOZAACHH OQEePTH
Perindopril, 32 Ta3 HOMEHKJIATYpa
Indapamide, [epopanHa 5 mgf1,25
C09BX01 | Amlodipine TBBpJIA tabl mg/'S mg 7338
Ha ocHosanue un. 110, an. 1, 1. 1 ot
30T, Thii KaTO HAMA MOAANAEHH OEPTH
Perindopril, 3a Ta3H HOMEHKJIATypa
Indapamide, nepopasiHa 10 mg/2,5
C09BX01 | Amlodipine TBB{IA tabl mg/10 mg 13440
Ha ocHoBanue un. 110, an. 1, T. 1 or
30I1, Thii KaTo HAMA NOZAICHH OpEPTH
Perindopril, 33 Ta3H HOMCHKJIATYpa
Indapamide, nepopanHa 5 mg/1,25
C09BX01 | Amlodipine TBBp/IA tabl mg/10 mg 1100
Ha ocrosanue 4n. 110, an. 1, T. 1 ot
30T, Th# kaTo HAMA NOJaACHH OhepTH
Perindopril, 3a Ta3H HOMEHKJIATYpa
Indapamide, nepopaisa 10 mg/2,5
C09BX01 | Amlodipine TBBPAA tabl mg/5 mg 10020
Ha ocHoBanme un. 110, a1 1, 1. 1 o1
TNepopaina 30T, Teit KaTo HAIMA NONAAECHY OdepTu
C09BX02 | bisoprolol, perindopril | TBBpaa tabl 10 mg/ 10 mg 600 | 33 Ta3H HOMCHKIIATYpa
Ha ocroBanme un. 110, an. 1, 1. 1 or
nepopaHa 30T, Teit kaTo HAMa noaancHu odepTd
C09BX02 | bisoprolol, perindopril | TBEpaa tabl 10 mg/ 5 mg 600 | 32 Ta3h HOMCHKIIATYpa
Ha ocHosaume wi. 110, an. 1, 1. 1 ot
nepopanHa 30I1, Thit karo HsiMa nojasxeHu odepTH
C09BX02 | bisoprolol, perindopril | TBepaa tabl 5mg/ 10me 600 | 33 Ta3 HOMCHKIATYpa
Ha ocuoBanue wi. 110, an. 1, 1. 1 ot
nepopaHa 3011, Thii kaTo HAMa nIoganeHu odepTH
C09BX02 | bisoprolol, perindopril | TRhpaa tabl 5 mg/ 5 mg 900 | 33 Ta3¥ HOMEHKIIATYpA
Ha ocnoeauue . 110, an. 1, T. 1 oT
nepopanta 30T, Tril karo HiMa nogaxeHu odeptr
C09CA08 | Olmesartan medoxomil | TBEpJa mg 345800 | 3@ Ta3H HOMEHKNATypa
Ha ocuopanue wr. 110, an. 1, T. 1 ot
Telmisartan, THepopatHa 3011, Trit kaTo HAMa MOAaIeHH odepTH
C09DB04 | Amlodipine TBBPAA tabl 80 mg/10 mg 1620 | 38 TasH HOMEHKIATypa
Ha ocuopasue ui. 110, an. 1, T. 1 ot
Telmisartan, IiepopaHa 30I1, Trit kaTo HAMa noxaneHu odeprn
C09DB04 | Amlodipine TBEPAA tab! 80 mg/5 mg 4970 | 38 Ta3H HOMEHIJIATYPa
Ha ocuoBanue ui. 110, am. 1, 1. 1 ot
Amlodipine, Valsartan, | nepopaina 5 mg/160 30LL, Tr kaTo HAMa HoAANEHH OpepTH
C09DX01 | Hydrochlorothiazide TBEpAA tabl mg/12,5 mg 750 [ 32 Ta3M HOMEHK/IATYP2
Ha ocropansie un. 110, an. 1, 1. 1 oT
Amlodipine, Valsartan, | mepopaina 10 mg/160 30I1, Thi kaTO HAMA NoxANEHY OfepTH
C09DX01 | Hydrochlorothiazide TBHPAA tabl mg/12,5 mg 300 | 38 Ta3H HOMEHKIIATYpa
Ha ocuosanue wi. 110, an. 1, 1. 1 ot
HepopanHa 3011, T kaTo HAMa NOA3/IEHH OhEPTH
C09DX04 | Sacubitril, Valsartan TBBPAA tabi |24 mg26 mg | 280 | 3 Ta3n HOMEHKIIATYPA
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Ha ocroranme un. 110, an. 1, 1. 1 ot
nepopansa 301, Thii KaTo HAMA NOAANEHH OepTH
C09DX04 | Sacubitril, Valsartan TBEpAA tabl 49 mg/51 mg 80 | 3@ Tasx HOMCHKJIATypa
Ha ocnopaunue un. 110, an. 1, . 1 or
nepopaiHa 30T, Teit kaTo HAMa NoxAACHH O(EePTH
C10AA03 | Pravastatin TBBpAA mg 142160 | 38 Ta3H HOMCHKJIATypa
Ha ocroBanue un. 110, an. 1, 1. 1 ot
nepopanna 30T, it kaTo HAMa noganeHH odepTH
C10AA04 | Fluvastatin TBBpAA mg 224000 | 32 Ta3H HOMCHKIATYpa
Ha ocuoBatme un. 110, an. 1, T. 1 ot
nepopatsa 3011, Thit kaTo HAMa MoxaaeHu odepTu
C10BA04 | Fenofibrate, Simvastatin | TBEpA2 tabl 810 | 3a Ta3H HOMCHKIIaTypa
Ha ocroBanue wr. 110, an. 1, T. 1 o1
CPOpATHA 3011, Thii kKaTo HAMa oAaneHu odepTH
C10BAOS5 | Ezetimibe, atorvastatin | TBBp2 tabl 10 mg/10 mg 330 | 32 Ta3H HOMEHKIIATYpa
Ha ocnoBanme wi. 110, an. 1, T. 1 oT
Amlodipine, repopanHa 3011, Teii KaTo HAMa MoxaneHu otepTy
C10BX03 | Atorvastatin TBBHpAA tabl 10 mg/10 mg 1500 | 3@ Ta3H HOMCHKaTypa
Ha ocHoBanme un. 110, am. 1, T. 1 or
Amlodipine, nepopanta 30T, Thii KaTO HAMA NOAANEHH odepTH
C10BX03 | Atorvastatin TBBPAA tabl 5 mg/10 mg 5580 | 3@ Ta3H HOMCHKJIATypa
Ha ocnoBanue wr. 110, an. 1, 1. 1 oT
Atorvastatin, TIepOpaNHa 30I, Thit KaTO HAM2 NOAAACHH OdepTH
C10BX03 | Amlodipine TBBpAA tabl 20 mg/10 mg 360 | 3a Ta3H HOMEHKIIATypa
Ha ocnosanme 4. 110, an. 1, 1. 1 or
Atorvastatin, nepopanHa 3011, Tsif KaTO HAMa NONAACHE OdepTH
C10BX03 | Amlodipine TBHpIA tabl 10 mg/10 mg 360 | 34 Ta3H HOMEHKJIATypa
Ha ocHosanme wr. 110, an. 1, 1. 1 ot
Atorvastatin, nepopaiHa | 30I1, Te# KaTO HAMa NOJAACHH O(EPTH
C10BX03 | Amlodipine TBEPIA tabl 10 mg/5 mg 360 | 34 Ta3H HOMEHKIIATypa
Ha ocnoeanume un. 110, an. 1, 1. 1 ot
Atorvastatin, nepopaiHa 30I1, Tsii KaTo HAMa noAaxeHH odepTa
C10BX03 | Amlodipine TBBpAZ tabl 20 mg/5 mg 360 | 32 Ta3H HOMEHKJIATypa
Ha ocHoranme ui. 110, an. 1, 1. 1 oT
TmepopanHa 30T, Thii KaTo HAMa NoAaNeHH OdepTH
C01DA14 | Isosorbide mononitrate | TBEpAa mg 2111903 | 34 Ta3H HOMCHKIIATYpa
Ha ocnoBanme un. 110, an. 1, 1. 8 ot
3OI1, Thii KaTo NeKapCTBEHUA NPOIYKT €
Glucose, sodium 3aIHYCH OT MMO3UTUBHHSA JIEKAPCTBEH
C05BB56 | chioride napeHTepaiHa ml 500 ml 271572600 | cnHCEHK.
Ha ocHoBanue un. 110, an. 1, 1. 8 or
30I1, Thii KaTo JIEKAPCTEEHKA HIPOLYKT €
Olmesartan medoxomil, | nepopaina 3AIHYCH OT MO3HTHBHMSA JICKApCTBEH
CO09DAO0S | Hydrochlorothiazide TBBpIA mg 20 mg/25 mg ‘ 810 | criucEK.
| Ha ocxosanne un. 110, an. 1, T. 8 ot
3O0I1, Thit KaTO NEKapPCTREHUSA MPOAYKT €
Olmesartan medoxomil, | mepopanHa JAIHYCH OT MO3HTHBHNIA JIEKAPCTBEH
C09DAO08 | Hydrochlorothiazide TBBpAA mg 40 mg/25 mg 810 | cruCEK.
Ha ocnosanme ui. 110, an. 1, 1. 2 or
3O0I1, Tsii karo Bemaxy odepTu HE
[epopaiHa OTTOBApAT HA NPEIBAPUTEHO OGABEHATE
CO08CA09 | Lacidipine TBBpIA mg YCIIOBHSL.

IV. Ilpenso:kennsi 1 MOTHBH 32 OTCTPaHABaHe.

1. Ha ocuopanme ur. 107, 1. 2, 6ykBa "a" ot 30Il xomucusaTa mpe/iara 3a OTCTpaHSBaHE
yuacTHHKA ,DAPKOJI“ AJl, Tl KaTo ¢ mpeAcTaBHI OdepTa, KOATO HE OTroBaps Ha IPEIBAPHTEIHO
00sBEHHTE YCIIOBHS 3a H3IBIHEHHEC Ha MOPBYKAaTa, IO CIEeAHHTE HOMEHKJIATYpH 9acT oT obocobeHa
mosunus Ne 1:

Homenxkaatypa ¢ ATC C03BA11, INN Indapamide, Ilepopaina TBbpia

MoTHuBH 32 OTCTPaHABaHE:

3a eKkapCTBEHHs IPOAYKT C THPrOBCKO HamMeHoBaHue 1 evalndam, y1acCTHEKBT He € IPEACTaBHI

KOIIME Ha JEKJIapallid OT YIBIHOMOIIEHHS IpEeACTaBHUTEN Ha IPUTEKATENs Ha pa3pellleHHETO 3a
yHOTpe6aYHpHTe>1<aTeJ1a Ha paspelleHHeTo 3a yHoTpeba Ha JIEKapCTBEHHUS MPOIYKT, 4€ € 3al03HaT C
H3UACKBAHMATA KBM JIEKAPCTBEHHS MPOIYKT, KAKTO U C IIOCOYCHHTE B IIPOHENypaTa KOJIMIECTBA 34 TO3H
JIEKapCTBEH NPOAYKT, KAKTO H Y€ € ChIJIaccH JICKaPCTBECHUAT NPOAYKT 1a Ob/ie oepupan OT yqacTHHKA
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B NPOLEAYPAaTa, CHINIACHO IPEIBAPHTEIHO OOABCHHTE YCIOBHA B JOKYMEHTAlMATA 33 OOIIECTBEHATA
HOpBYKa, ChBPKAIIY ce Ha cTp. 12 m crp. 21.

IIpenBuy yCTaHOBEHOTO MO-TOpe, KOMHCHSATA IIpejara Ha Be3noxutensd, ,®APKOJI“ A, qa
OBIe OTCTpaHEH OT MpOIEAypaTa IO Ta3d HOMEHKIATYpa, 3a JEKAPCTBEHUS IPOAYKT C THPIOBCKO
manMenoBanue 7evalndam, Ha  ocHoBanue wi. 107, 1. 2, 6ykea "a" ot 3OIl, Thif KaTo € mpeACTaBHI
odepra, KOATO HE OTrOBaps Ha TIPEABAPUTENHO 0OSBEHHTE YCIOBHA 33 U3NBJIHEHUE HA IOPBUKATA.

2. Ilpm axrtyamusanusra Ha [I03UTHBHUS JEKapCTBEH CHMCEHK, IpumoxeHue Ne 2 cremuus
JIEKapCTBEH TPOAYKT odepupaH (EAHHCTBEH 3a JaNeHATa HOMEHKIATYPA) OT YHaCTHHKET , ®APKOJI*
AJl € 3ay4eH ciie]] KpaifHaTa JaTa 3a ofaBaHe Ha opepTH.

j 3
HpmexcaTen.Ha Pa3spENIEHHETO 32 TproBCKo HANMEHOBARHE | KonnuecBo axTHBHO Mpxa
ymotpebda BCIIECTBO |
R ” b ,] 0, T 0,
B. Braun Melsungen AG, I'epmaHus NAT CHLORl;D;;:ﬁA * GLUCOSE 5% 500 mg

[pexBux ycTaHOBEHOTO MO-TOPE, KOMHUCHSATA Ipe/iara Ha Bh3JIOWKHUTEN, »@APKOJI“ AN, na
OBJle OTCTpaHEH OT IPOLICAypaTa 3a Ta3d HOMEHK/IATypa, Ha ocHoBanue wi. 107, 1. 2, 6yksa "a" ot 3011,
THH KaTo e mpejcTaBwi odepra, KOSTO He OTToBaps Ha IpPEABAPUTENIHO OOSBEHHTE YCIOBHA 32
H3IbJIHEHUE HAa IOPhYKaTa.

3. Ha ocuoBanue ui. 107, T. 2, Oykea "a" ot 30Il xoMmmcusaTa mnpemiara 3a OTCTpaHABaHE
yuacTHuKa ,DAPKOJI“ AJl, Thii kaTo e IpeAcTaBuil odepTa, KOSTO HE OTTOBaps Ha IPEIBAPUTEIHO
06sIBeHHTE YCIOBHA 33 M3IbIHEHHE HA NOPBHUKATa, IO CIEJHMTE HOMEHKIATYpH 9acT OoT obocobeHa
mmo3unus Ne 1:

Homenxaatypa ¢ ATC C07AB07, INN Bisoprolol, mnepopanna TBLpHa, JeKapcTBeH
IPOAYKT ¢ ThProBcko HaumeHosanne TevaBisoprol

MoTHBH 3a OTCTpaHsIBaHe:

B paMKHTe Ha M3BbPIIEHATA OT KOMHCHSATA IPOBEPKA, KOSTO € onucaua noapoOHo B [Ipotokon Ne
2 oT paborara Ha KOMHCHSITA € YCTAHOBEHO, Y€ 10 OTHOIICHUE Ha JEKapCTBEHMS HPOJAYKT C THPIOBCKO
HauMmeHoBaHHe TevaBisoprol, He e mpeacTaBeHa JiEKIapalMs OT YI'BIHOMOILEHHS IIPEACTABUTE] Ha
[pUTEXKATENST HA paspellieHHeTo 3a ymoTpeba/mpurexarens Ha pPaspelIeHHETO 3a ymoTpeba Ha
nexapcreenus npoaykt Teva B.V., Hunepnannusa. CerinacHo mpenBapHTENHO 0OSBEHHUTE YCIIOBHS B
JOKyMEHTAIIHATa 32 OOImeCTBeHaTa IOPhUKa, ChABpKANM ce Ha crp. 12 1 c1p. 21, B TexHHIECKOTO CH
IpeATOKEHHE, YUACTHULUTE II0COYBAT JIEKAPCTBCHHUTEC MPOAYKTH, 32 KOHTO YYacTBaT, KakToO H
IPATEKATEIATE HA PaspellieHHeTo 3a ymoTpea, ¢ UMHTO NPOAYKTH y4dacTal. KeM TeXHHYECKOTO
IpeUIOKEHUE CIIEABA a ce IPHIIOKH KOMHME Ha JEeKIapanus OT IpUTeXkaTelsd Ha PaspeIleHACTO 32
ymorpeba WNM IIPOM3BOJUTENAT Ha JeKapCTBEHUs MPOAYKT, Y€ € 3al03HAaT ¢ HM3UCKBAHHATA KbM
TeKapCTBEHMTE MPOMYKTH, KAaKTO M C IOCOYEHMTE B IPOLEAypaTa KOMHMYECTBA 33 TO3M JIEKAPCTBEH
IPOIYKT, KAKTO U 4€ € CHITIACEeH JIEKapCTBEHHs NPOYKT Aa 6b1e ofeprpaH oT y9acTHHKA B IIPOLE/lypaTa
(cBOOOICH TEKCT).

IIpeaBUA YCTaHOBEHOTO MO-TOPE, KOMHUCHSTA Npeiara Ha Bpanoxutens, ,PAPKOJI* AQL, na
ObAe OTCTpaHEH OT IpOLedypara IO Ta3H HOMEHKIATYpa, 3a JeKapCTBSHHS HPOAYKT C ThPrOBCKO
nammenosanue TevaBisoprol, Ha ocnoBanue wi. 107, T. 2, 6yksa "a" or 3011, Thit KaTo € mMpeACTaBUIl
odepTa, KOATO HE OTTOBaps Ha IPEABAPHTCIHG 0OSBEHUTE YCIORHA 33 UIIBITHEHAC HA IOPBIKATA.

4. Tlpu axTyammsanmaTa Ha [JOMTHBHHS JEKAPCTBEH CINHCBHK, NPHIOKEHHE Ne 2 criejiHus
JNieKapeTBeH MpOAYKT odeprpaH OT ydacTHHKST ,PAPKOJI“ Al e sanuten cnen KpaifHaTa jata 3a
HojaBaHe Ha OepTH:

Ipurexarel Ha pa3pelieHAETO 32 THPrOBCKO HAMMCHOBAHHE - - KonudyecTBO aKTHBHO Mispra
ynorpeba — i BEILIECTBO
Tepa (DapMaCXOTBP;l;I;';;E;JIFapHﬂ' EOO/, Nebivolol/Hydrochiorothiazide Teva 5 mg/12.5 mg




[NpenBr yCTAaHOBEHOTO IIO-TOPE, KOMUCHATA NpeJiara Ha Be3jtoxurers, ,DPAPKOJ* All, na
ObJe OTCTpaHeH OT MpoleAypara MO Ta3H HOMEHKIATypa, 34 JICKAPCTBCHMS IPOAYKT ¢ THPTOBCKO
naumeHosanre Nebivolol/Hydrochlorothiazide Teva, na ocnosanue wi. 107, 1. 2, 6yxsa "a" ot 3011, Toit
KaTo € MpeacTaBui opepTa, KOATO He OTroBaps Ha NPEIBAPHTEIHO OOSBEHHUTE YCIIOBUS 34 H3IEIHEHHE
Ha MOpHYKaTa.

5. Ha ocuoBanme wi. 107, T. 2, 6ykea "a" ot 30Il xomucusaTa npesiara 3a OTCTpaHSIBaHE
yuactauka ,DAPKOJI* AJl, Thit KaTo € mpexacTaBma odepTa, KOATO HE OTrOBaps Ha IPEIBAPUTEIHO
00sSIBEHUTE YCIOBHS 3a HM3IBJIHCHNE Ha NMOpBYKATa, 110 CICAHATE HOMEHKIATYpH 4acT oT obocobeHa
mo3umus Ne 2:

Homenxaarypa ¢ ATC CO1EB1S5, INN Trimetazidine, nepopanna TBLpAa, jJeKapcTBeH
IPOAYKT ¢ ThProBcko HaumMeHnoBanue Trimetazidine Alvogen

MoTuBH 3a OTCTpaHABaHE:

B paMKuTe Ha H3BbPLICHATA OT KOMHCHATA IPOBEPKA, KOATO € ONHcaHa moApobGHo B IIpoTokomn Ne
2 oT pafoTrara Ha KOMHCHSITA € YCTAHOBEHO, Ye IO OTHOIIEHHE Ha JieKapcTBeH mpoaykT ¢ ATC kox
CO1EB15, MexIyHapogHO HENaTeHTHO HamMeHoBanwe Trimetazidine, ¢ dopma Ha mnpunoXcHHE —
nepopaliHa TBHP/IA, Thil KATO He OTroBaps Ha NPEABAPHTENHO OOSBEHHTE YCIOBHS 32 M3NBIHEHHC HA
NOpBYKATa, & KIMEHHO: 32 JIEKapCTBEHHS MPOIYKT C THPrOBCKO HammeHoBanue Trimetazidine Alvogen,
YYACTHHKBT HE € IIPEACTABHI KOIIHE Ha TEK/Iapallis OT YIIBIHOMOIIECHHS IPEICTABATEI Ha IPATEKATEISA
Ha paspelICHHETO 3a YIOTpeOa/IpUTexKaTells Ha pa3peeHHeTo 3a yIoTpeba Ha JIEKapCTBEHHS IPOAYKT,
Ye € 3al03HaT ¢ M3UCKBAHMATA KBM JIEKAPCTBEHMS MPOIYKT, KAKTO U C MOCOYEHHTE B IIPOIELypara
KOJIMYECTBA 3@ TO3M JEKAPCTBEH IIPOAYKT, KAKTO W 9€ € CBIJIACEH JIEKApCTBEHHST MPOAYKT Aa Obze
odepupan OT Y4YaCTHHKA B IIPOLEAypaTa, chnaCHo UPEABAPHTENHO OOSBCHHTE YCIOBHS B
JIOKyMEHTAITHATA 33 oﬁmeCTBeHaTa ITOpBUKa, ChABPXKAIH ce Ha cTp. 12 u crp. 21.

IIpeaBuA YCTAHOBEHOTO MO-TOpPE, KOMHCHATA TpeJiiara Ha Be3noxurend, ,PAPKOJI“ AL, na
OBJe OTCTPaHEH OT Ipolleaypara IO Ta3H HOMEHKJIATypa, 3a JICKApCTBEHHS MPOLYKT ¢ THPTOBCKO
HaumeHoBanue Trimetazidine Alvogen, ma ocHoBanme wi. 107, T. 2, 6yxsa "a" or 30Ill, Thil kato €
npencrapuil odepra, KOSTO He OTroBaps Ha IPeJBapHTENHO OOABEHUTE YCIOBHA 32 M3IBIHCHHE HA
MOpBUKaTA.

6. Ilpu axTyanusarusra Ha IIO3MTHBHHS N€KapCTBEH CIHCHK, NMpHIOKeHHe No 2 crexHus
NeKapcTBeH MPOAYKT odepupaH OT yJacTHHKET ,DAPKOJI“ AJl ¢ 3amudeH cien KpaiHata JaTa 3a

nojasane Ha odpepru:

Ipurexaren HA pa3peIICHAETO 32 KonuuecTBo akTHBHO
p pasp Twproscko HAMMEHOBAHHC Mspxa
yroTpeba BEUIECTBO

Axrasuc EAJ], boarapug RASOLTAN 50 mg

IMpeBH/ YCTAHOBEHOTO MO-TOPE, KOMHCHUATA IIpeiara Ha Bb3I0JKHTEI, »@APKOJI* AJl, na
ObIe OTCTpaHEH OT MpONEAypaTa IO Ta3d HOMEHKIATYpa, 3a JIEKapPCTBEHHs IIPOAYKT C THPrOBCKO
panmenoBanrne RASOLTAN, ma ocsosanme wi. 107, T. 2, 6ykxsa "a" ot 3011, TBH KaTo € MpencTaBUl
odepra, KOATO HE OTrOBAps Ha IPEIBAPUTENHO OOARCHATE YCIOBHS 34 M3IIEIHEHHE Ha [IOPHYKATA.

7. Ha ocuoaame =1 107, 1. 2, OYI\Ba "a" or 30Il KOMHCHSATA Npenjiara 3a OTCTpaHSBaHEe
yuactauka ,PAPKOJI A/, Toii KaTo ¢ mpejcTaBuil odepra, KOATO He OTroBaps Ha IPeIBAPUTENHO
00sIBEHHUTE YCTOBHSL 32 H3NBIHCHHE Ha IOPHLIKATE, 110 CJIEAHUTE HOMEHKIATYypH 4acT OT 00ocobeHa
mo3umus Ne 2:

Homenxxatypa ¢ ATC C09CA03, INN Valsartan, nepopaJina TBbpja, JeKapCTBeH NPOXYKT
¢ THProBCKoO HauMeHOBaHue Sartoval

MoTHuEBH 32 OTCTpaHSBaHE:

B pamKnTe Ha H3BBPIIEHATA OT KOMICHSTA IIPOBEPKA, KOATO € ONKcana NoApoOHo B IIpotokom Ne
2 oT paboTaTa Ha KOMHCHSTA € yCTAHOBEHO, 4e II0 OTHOINEHHE Ha JeKapcTeH npoxykT ¢ ATC xox
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C09CAO03, Mex1yHapOAHO HETIATEHTHO HauMeHOBaHue 'Valsartan, ¢ popma Ha MPUITOKEHHE — IEPOpAIHa
TBBP/4, Thid KAaTO HE OTrOBaps Ha NMPCABAPHUTEIIHO OOSIBEHHUTE yCIOBHS 3a H3IMBJIHEHUE HA IOPBUKATa, a
HMEHHO: 3a JIEKAPCTBEHUS ITPOLYKT C THPrOBCKO HauMeHOBaHHe Sartoval, yJaCTHHKBT HE € IPEeACTaBUI
KOIIME Ha JEKIapalus OT YIBIHOMONICHHS Ipe/CTaBUTENl Ha INPUTEKATeNd Ha pa3pellcHHETO 3a
ynoTpeba/lipuTeKarelisi Ha pa3pelIeHHeTo 3a ynorpeba Ha- JEKapCTBEHHsA IPOAYKT, Y€ € 3alo3HaT C
M3MCKBAHMATA KM JTeKapCTBEHHS MPOJYKT, KAKTO M € [IOCOYEHHTE B [POLEAYPAaTa KOJIMIECTBA 38 TO3H
JIEKAPCTBEH MPOIYKT, KAKTO U U¢ € ChIVIACEH JIEKaPCTBEHHUAT MPOIYKT Ja 6b1e odepupaH oT ydacTHHKA
B IIpoIeypara, ChIJIaCHO IIPEIBAPUTEIHO OOSBEHHTE YCJIOBHS B JHOKYMEHTAIHATA 33 OOIIECTBEHATA
IMOPBYKA, ChABPIKAINK ce Ha cTp. 12 u cTp. 21.

IIpenBuA YCTaHOBEHOTO IO-TOPE, KOMHCHATA Ipeasiara Ha Be3JIOXKUTEN, ,DPAPKOJ“ AJl, na
6be OTCTpaHeH OT IpPONEAYpPaTa 110 Ta3W HOMEHKIATYpa, 3a JIEKapCTBEHHs NPOIYKT C THPTOBCKO
HauMeHoBaHMe Sartoval, Ha ocHoBaHue wi. 107, T. 2, 6yxBa "a" ot 3011, Thii KaTo € npeAcTaBII odepTa,
KOSITO He OTroBaps Ha IPEABApUTEIHO O0SBEHUTE YCIOBHS 3a H3NbIHECHHE HA IOPhYKATa.

8. Ha ocmoBanue w@wi. 107, T. 2, 6yksa "a" ot 30II xommcusara mpeiara 3a OTCTpaHSIBaHE
yaacTHHKA ,DAPKOJI“ AJl, Tl KaTo € mpejcTaBun odepra, KOSTO HE OTToBaps Ha MPeABapHTEIHO
06sIBeHHTE YCIIOBUS 34 M3IIBJIHEHHE HA IOPBYKaTd, 110 CICAHHTE HOMEHKIATypH 4YacT oT obocobeHa
mo3uIus Ne 2:

Homenxmarypa ¢ ATC C(9DA06, INN Candesartan, Hydrochlortiazide, nepopaiana
TBbPAA, JEKAPCTBEH NPOAYKT ¢ Thpropeko Hanmenosanue Candesartan HCT Actavis

" MeTHBH 3a OTCTpPaHABaHE:

B paMkuTe Ha H3BBPIICHATA OT KOMHCHATA IPOBEPKA, KOATO € onucana nopobuo B [Iporokon Ne
2 oT paboTaTa Ha KOMHCHSTA € YCTAHOBEHO, Ye 110 OTHOINEHHE Ha jnekapcTeH npoaykt ¢ ATC kop
C09DA06, MexayHaponHo HerareHTHO HanMeHoBaume Candesartan, Hydrochlortiazide, ¢ dpopma Ha
HPUIIONKEHHUE — IEPOPATTHA TBBPAA, Thi KaTo HE OTroBaps Ha MPEJBAPHUTENHO OOSBEHHUTE YCIOBHS 32
M3IBIHECHAE HA MOPHUYKAaTa, a MMEHHO: 3a JICKapCTBEHHsS IIPOMYKT C TBHPrOBCKO HAMMEHOBAHME
Candesartan HCT Actavis, ¢ KOJHYeCTBO aKTHBHO BemmecTBo 16mg/12,5mg u 32mg/12,5mg, y9acTHAKET
HE € OpeACTaBMJI KOMHE Ha JAeKJIapallys OT YIBIHOMOINCHMS IMPEACTABHTEN Ha [PUTEXATeId Ha
paspelIeHHETO 328 yIOTpeOa/ IpuTeKaTelst Ha pa3spelleHneTo 3a ynorpeda Ha IeKapCTBEHUs IIPOITYKT, Y&
€ 3aII03HAT C M3HCKBAHMATA KBM JIEKAPCTBEHWS IIPOJIYKT, KaKTO H ¢ TOCOYCHHTE B HpOLEAypara
KONIMYECTBA 38 TO3H JIEKAPCTBEH IPOAYKT, KAKTC H 4€ € CHINACEH JIEKAPCTBEHHAT NMPOAYKT Aa Obze
obepupaH OT YyYacTHHKa B MpOLEAYpaTa, CBINIACHO INpPEABAPHTENHO OOABEHMTE YCIOBHA B
JOKYMEHTANuATa 3a 00IIecTBeHaTa HoOpbUKa, ChAbPXKAK ce Ha ¢Tp. 12 u crp. 21.

TIpeBu YCTAHOBEHOTO NO-TOpe, KOMHCHATA TIpejiara Ha Bb3joxurens, ,®APKOJI“ AJl, na
OBJe OTCTpaHeH OT MpOIEAypara IO Tasd HOMEHKIATypa, 3a JIEKapCTBEHHS MPOJYKT C THPrOBCKO
maumenopanme Candesartan HCT Actavis, ¢ KOIHYeCTBO aKTHBHO BemecTBo 16mg/12,5mg u
32mg/12,5mg Ha ocuosanue 4. 107, T. 2, 6yksa "a" ot 3011, Thii KaTo € npexcTasmi odepra, KOATO He
OTroBaps Ha IpeIBAPUTEIIHO O0SIBEHNUTE YCIOBHA 33 M3IBIHCHIE HA TOPBUKATa.

9. Ha ocuoBanue wi. 107, . 2, O6ykra "a" or 3OII xomucHATa npejiara 3a OTCTPaHABAHE
yaacTHHKa ,,0APKOJI“ AJl, TBit KaTo € mpescTaBui1 opepra, KOSTO HE OTroBaps Ha HPEABAPHTEIHO
OGSBEHHTE YCIOBHS 32 HM3IIBIHEHHE Ha NOPBYKATA, MO CJICOHUTE HOMCHKIATYPH 4acT ot obocobeHa
mo3umus Ne 2: .

Homenxiaatypa ¢ ATC C09DA07, INN Teilmisartan, Hydrochlorothiazide, mnepopaana
TBBP/A, JEKAPCTBEH NPOIYKT ¢ ThproBeko uanmenosanue Telmotens Plus

MoTHEBH 32 OTCTPAHSIBAHE:

- B paMKuTe Ha M3BBpINEHATa OT KOMUCHSTA IIPOBEPKA, KOATO € omucana moapo6uo B Iporokos Ne
2 or paboTaTa Ha KOMHCHATA € YCTAHOBEHO, ¥¢ IO OTHOIIEHHME Ha JiexapcTBeH npoaykr ¢ ATC kox
CO09DA(7, MexIyHAapOIHO HenaTeHTHO HauMeHosanue Telmisartan, Hydrochlorothiazide, ¢ dpopma na
IPUIIOKEHNE — MEepOpaliHa TBEPAA, Thil KATO He OTTOBAaps HA IPEJBAPUTEIHO OOSBEHWTE YCIOBUS 32
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H3IIBJIHEHHE Ha MOPHUKaTa, 8 HMEHHO: 3a JIeKapCTBEHHS IPOAYKT ¢ ThProBCcko HauMeHoBanue Telmotens
Plus, yyacTHUKBT HE € TIPEICTABMJI KONME Ha JAeKiapanys OT YIBIHOMOUICHHS IPCICTABHTEIT Ha
MpUTEXKATENI Ha pa3pelieHHeTO 3a YyIOoTpeOa/mpuTexaTels Ha pa3pelieHHeTo 3a ymnorpeba Ha
JICKapCTBEHHsI TPOJYKT, Y€ € 3alo3HAT ¢ HM3UCKBAHMATA KbM JICKAPCTBEHHS TPOAYKT, KaKTO H C
MOCOYEHHTE B IPOIEAypara KOJMYeCTBA 3a TO3H JIEKAPCTBEH IPOJYKT, KAKTO H Y€ € CBIJIACEH
JIEKapCTBEHHUAT NMPOJYKT Aa Obje odepupaH OT ydacTHHKA B NPOLENYpaTa, CHIIACHO NPEIBAPHTEIIHO
OOSBECHHUTE YCIIOBHS B TOKYMEHTAIAATA 32 001IeCTBEHATa OPBhUKA, ChABPXKAIIH ce Ha ¢Tp. 12 u cTp. 21.
IIpeaBun ycTaHOBEHOTO MO-TOpe, KOMHUCHSTA Mpeajara Ha Be3noxurens, ,,DAPKOJI“ AJl, na
ObJlc OTCTpaHEH OT IpoIeaypaTa MO Ta3H HOMEHKIATypa, 3a JIEKApCTBEHUS HPOAYKT ¢ THPrOBCKO
nanMenosanue Telmotens Plus, Ha ocroBanume wi. 107, 1. 2, 6ykBa "a" ot 30Il, Thi#t xaro e mpeacTaBuI
odepTa, KOSTO He OTroBaps Ha IPEABAPUTEIHO OOSIBEHATE YCAOBHS 3a H3OBIHEHHE HA TIOPHUKATA.

10. IIpn aktyammzanusara Ha [lo3uTHBHHMA NEKapCTBEH CIUCHK, HNpriiokeHue Noe 2 ciemuute
JIeKapCTBEHH NMPOAYKTH opeprpaHu oT yuyacTHUKET ,DAPKOJI“ AJl ca 3annyueHn ciexn KpaiinaTa mara
3a rmojiapane Ha odepTy:

[ [puTexaren Ha pa3peIEHUETO 38 KosuuecTBo aKTHBHO

[ THproBcko HAUMEHOBAHHE Msipka
| ynoTpeba BEIIECTBO

1 Teva B.V., Hunepnannus Olmesta Plus 20 mg/25 mg mg

i Teva B.V., Hugepnaumus . Olmesta Plus 40 mg/25 mg mg

IIpenBu ycTaHOBEHOTO IO-TOpE, KOMUCHATA MIpeljiara Ha Bp3oxurend, ,DAPKOJI* AN, aa
ObJie OTCTpaHeH OT MpoIleaypara 0 Ta3d HOMEHKIATYpa, 3a JEKapCTBEHUTE NMPOAYKTH C THPTOBCKO
HanMeHnoBanue Olmesta Plus, Ha ocHoBanme . 107, T. 2, 6ykBa "a" ot 30Il, Thi kaTo € NpeacTaBmI
odepTa, KOATO HE OTrOBaps Ha npennap_menno 06sBEHATE YEIOBHS 32 M3IELIHEHNE HA NOPHUKATA.

11. Ipu akTyanmuszanusaTa Ha [IO3UTHBHEUS JE€KapCTBEH CIHCHK, NpuiIoxeHHe Ne 2 ciemnus
JIEKapCcTBEH IMPOomyKT odepupad oT ydacTHHKBT ,DAPKOJI“ A/l e 3aymdeH cnen kpaifHata faTa 3a
nojaBaHe Ha oepTH:

TIputexares Ha paspelieHUETO 32 KonmugecTso akTUBHO
THproBcko HaMMEHOBAHUE Miipka
yrorpeba T BEIUECTBO
Hoben ®apma EOOJI, bearapus Atorvin 30 mg

IIpenu yCTAHOBEHOTO MO-TOpPE, KOMHCHATA IIpeAsiara Ha Be3noxuTend, ,PAPKOJI“ AN, na
ObIc OTCTpaHEH OT IpoIeaypara IO Ta3H HOMEHKIATypa, 3a JIGKAPCTBCHHS NPOIYKT ¢ THPTOBCKO
HauMeHoBauue Atorvin, Ha ocHoBaHue @wi. 107, 1. 2, 6ykea "a" ot 3011, Thii karo e npencrasui odepra,
KOSATO HE OTroBaps Ha IPEIBAPUTEIHO 0OSIBEHUTE YCIOBHSA 33 U3IIBIHEHAE HA IOPHYKATA.

12. llpn axryanu3aumsara Ha [Io3WTHBHE JIEKapCTBEH CIHCHK, IpuioxeHHe No 2 ciemnure
JIeKapCTBEHH MPOAYKTH odepupann oT yaacTHUKET ,DAPKOJI* A/l ca 3ammgenu cnen kpaiinara jfara
3a MOJIaBaHe Ha O(epTH:

ITputexaren Ha pa3spelICHUETO 3a THproBCKO HAUMEHOBAHHE Koamngecrro akrueHO Mipia
viorpeda o BEHIECTBO
Medochemie Ltd., Kunep Rovasta _ 10 mg
Actavis Group PTC ehf., Mcnannns Tintaros 40 mg

IIpeapua ycTaHOBEHOTO IIO-TOpE, KOMUCHATA IIpeara Ha Bb3IOKUTEI, ,PAPKOJI“ AJl, na
ObIc OTCTpaHCH OT MpOIlemypara IO Ta3d HOMEHKIATYpa, 34 TE3H JICKAPCTBEHHUTC IIPOAYKTH, Ha
ocHoBanue uil. 107, T. 2, Gykea "a" or 30I1, Thii kKaTo e mpeAcTaBHN odepra, KOATO HE OTTOBaps Ha
[IpEeIBAPUTENHO 0OSBEHUTE YCIOBHS 34 U3IIBJIIHEHUE Ha MMOPEYKaTa.

13. Ha ocuoBanue wi. 107, 1. 2, 6yksa "a" ot 30I1 xoMucuiTa mpeiiara 3a OTCTpaHABaHE
yyactHuka ,,CODAPMA TPEVIMHI AJl, Thii KaTo € IpeJCTAaBHI oepTa, KOSTO He OTToBaps HA
IIPEIBAPUTEIHO OOSBEHATE YCIOBHA 32 H3NbIHEHHUE Ha [TOPHYKATA, 110 CIEHUTE HOMEHKIATYPH 9acT OT
obocobena mosuius Ne 1:
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Homenxnarypa ¢ ATC CO07AB07, INN Bisoprolol, mnepopansa tBBLpaa, Jiekapcrsen
NPOAYKT ¢ Thbpropcko Haumenopanue Blokbis Cor

MoTuBH 32 0OTCTpaHABaHE:

B pamkuTe Ha H3BBpIIEHATa OT KOMUCHSTA IPOBEPKA, KOSTO € OIMcaHa mopooHo B TTpoTokos Ne
2 ot paboTaTa Ha KOMHCHATA € YCTAHOBEHO, 4e II0 OTHOINEHHe Ha JiekapcTBeH mpoaykr ¢ ATC ko
C07AB07, mexayHapogHO HEHAaTeHTHO HauMeHoBaHHMe Bisoprolol, ¢ dopma nHa upunoxenme —
Iepopaina TBEPJA, ThH KaTo HE OTTOBaps Ha IIPEIBAPUTEIIHO OOSBEHHTE YCJIOBHS 34 H3IBIHEHHE HA
NopbUKaTa, 8 IMEHHO: 33 JIEKAPCTBEHHUS IIPOAYKT C THProBCKo HamMeHoBaHHe Blokbis Cor, yqacTHHKBT
HEe € IpPeACTaBHi KONHE Ha JACKiIapallsi OT YIIBIHOMOINCHHS TPEICTABUTE HA IIPUTEXKATENs Ha
Pa3speLICHUETO 3a YIoTpeba/mpuTesKaTels Ha pa3peleHHETo 3a ynoTpeba Ha JEKapCTBEHHS ITPOAYKT, de
¢ 3amo3HaT C HM3MCKBAHHATA KBM JIEKADCTBEHHS IPOLYKT, KaKTO M. C HOCOYEHHTE B IIPOLELypaTa
KOJIMYECTBA 33 TO3M JIEKAPCTBEH IPOJYKT, KAKTO M Y€ € CHIVIACEH JICKAPCTBEHHAT MPOLYKT Aa ObJe
odepupan OT y4YaCTHMKAa B MpOHeNypara, CBINIACHO IPCABAPHTENHO OOSBEHHTE YCIOBHS B
JIOKYMEHTalMATa 3a o0mecTBeHaTa MOphuKa, ChAbpXKamM ce Ha cTp. 12 u crp. 21.

ITpensuy ycTaHOBEHOTO MO-TOpe, KOMUCHTA MpeAiara Ha Be3ioxkurens, , DAPKOJI“ AJl, na
OBlIe OTCTpaHEH OT IpolLiedypaTa 1o Ta3s¥ HOMCHKIATYpa, 3a JICKAPCTBEHHS MPOLYKT C THPTOBCKO
naumenopanne Blokbis Cor, Ha ocrHoBanme 4. 107, T. 2, 6yksa "a" ot 30I1, TBil Karto € npeacTaBUI
otepTa, KOSATO He OTTOBapA HA NPEABAPUTENHO OOSBEHUTE YCIOBHS 33 U3IBIHECHAE HA IOPHYKATA.

14. Ha ocsosanne 4. 107, T. 2, 6ykBa "a" or 30Il xoMucHsaTa mpejyiara 3a OTCTPaHsABAHE
yuactanka ,,CODAPMA TPEMJIMHI™ AJl, Thil KaTo € IpeICTaBuiI obepra, KOATO HE OTTOBaps Ha
IpeIBAPUTETHO OOABEHHUTE YCIIOBHS 32 H3ITBIHEHHE Ha IOPBHYKATa, [0 CICAHATE HOMEHKIIATYPH YacT OT
obocoOena noznius No 1; , »

Homenxaarypa ¢ ATC C07AB07, INN Carvedilol, mnepopaina TBBpaa, JIeKApCTBEH
NPOayKT ¢ TEproeko HanmeHoBarue CARVETREND

MoTuBH 32 oTCTpaHABaHE:

B paMkuTe Ha H3BEpPIIEHATa OT KOMHCHSATA IPOBEPKA, KOATO € OIMcaHa moaApoOHO B [TpoTokon Ne
2 ot paboTraTa Ha KOMHCHATA € YCTAaHOBEHO, Y€ IIO0 OTHOINEHWe Ha JieKapcTBeH mpoxaykr ¢ ATC kop
CO07AG02, mexnayHapojHO HenmareHTHO HauMeHoBaHue Carvedilol, ¢ dopma Ha nputoxeHHe —
IepopaiiHa TBbpAa, ThH KaTO HE OTroBaps Ha NPEABapUTEIHO OOSBCHHUTE YCIOBHS 3a M3IBIHEHUE HA
IIOpBbYKATa, 4 UMEHHO: 3a JICKAapCTBEHHs NMPOAYKT ¢ ThproBcko HammeHoBanume CARVETREND, c¢
KOJIMYECTBO aKTHBHO BEIECTBO 6.25mg, 12.5mg u 25mg, yJacTHHKBT HE € MpEICTABHI KOIHME Ha
AeKigapauuss OT YIEIHOMOINEHHS IpEICTaBHTEN Ha NPUTEKATENd HAa paspelleHHeTo 34
ynoTpeba/IpuTexares Ha pa3pelleHHeTo 3a ynorpeda Ha JICKAPCTBEHHS NMPOIYKT, Y€ € 3allO3HAT C
U3HCKBaHHUATA KBM JICKApCTBEHHS HPOJYKT, KAKTO M C IOCOYEHHUTE B IIPOLEAypaTa KOJIHIECTBA 3a TO3H
JIEKapCTBEH IIPOJYKT, KAKTO H Y€ € ChINIACEeH JIEKapCTBEHUAT MIPOAYKT Ja Obae odeprpan OT yuacTHHKA
B IIpOICAypaTa, CHIVIACHO TIPEBAPUTEIIHO OOSABEHHTE YCIOBHS B JIOKYMEHTAIMATA 3a 0OIIecTBEHAaTa
OpBYKa, ChABPXKAMHU ce Ha c¢Tp. 12 u cTp. 21.

IIpensua ycTaHOBEHOTO IO-TOpe, KOMHCHATA Ipejara Ha Be3noxurens, ,,OAPKOJI® AJl, na
Opfie OTCTpaHeH OT IpoleAypaTa IO Ta3H HOMCHKIATYpa, 3a JEKApCTBEHHS HPOIYKT ¢ THPIOBCKO
HanMeHoBanue CARVETREND, Ha ocsoBanme 4wi. 107, 1. 2, 6ykBa "a" ot 301, Thil KaTo € npeacTaBuI
otepTa, KOATO HE OTTOBaps Ha IPeABAPHTEIHO OOSBEHUTE YCIOBUA 32 M3ITBIIHEHHE HA TOPHUKATA.

15. Ilpu axryanus3anmara Ha [IO3WTHUBHES JIeKapcTBEH CIHCHK, NpHIokeHne No 2 cienHus
JICKapCcTBEH NMPOAYKT odeprpad (6IMHCTBEH 32 JIaJileHaTa HOMEHKIATYpa) OT YYaCTHHKET ,, COJIOME 1%
EOO/ e 3anuyeH cnep kpaliHara jiata 3a nojaBade Ha oepTh:

TIpurexaren Ha paspereHUETo 3a T ; KouuecTBo aKTHBHO
= ‘BPTOBCKO HAMMEHOBAHHE Mspka
ynotpeba | BEILCCTBO
B l ”\ 1 9% + M [+)
B. Braun Melsungen AG, ['epmanns NATRIUY CHLOR]IBDBFra%z /6 + GLUCOSE 5% ’ 500 mi
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ITpeaBK I yCTAHOBEHOTO ITO-rOPe, KOMUCHATA Ipeiara Ha B3/IoxuTeNs, ,COJJOMEL" EOO/,
Ia GbJe OTCTpaHeH OT IpoleAypaTa 3a Ta3u HOMEHKIIaTypa, Ha ocHoBanue wi. 107, 1. 2, Gyxsa "a" oT
3011, Thii KaTO € HpeACTaBAN odepTa, KOSTO He OTroBaps Ha IPeBapHTEIHO OOSBEHHUTE YCIOBHS 3a
H3ITbIIHEHNE Ha IophYKaTa.

16. Ilpu axTyanmsamusTta Ha lI0O3WTHBHESA JEKapCTBEH CIHCHK, MpHIokeHHe Ne 2 cremHus
JIeKapCTBEH NPOAYKT odeprpaH (eAMHCTBEH 3a JafieHaTa HOMEHKIATypa) oT yJacTHHKET o MEJJEKC
OO/I e 3amu4eH ciell KpailHaTa 1aTa 3a nojiaBane Ha oQepTH:

[puTexaren Ha pa3pellicHAETO 32 THproBCKo HAMMENOBAHHE KomnuuectBo akTHBHO a
| — yoorpeba BELIECTBO I
J 0/ 0,
B. Braun Melsungen AG, I'epmanus NATRIUM CHLOR];%Er;:ﬁ @ GEUCOSE 5% 500 ml

ITpenBr 1 yCTAHOBEHOTO MO-TOPE, KOMUCHATA IIpeara Ha Bp3noxurens, ,MEAEKC* OO/, na
6bic OTCTPaHEH OT IPOIEIYpPAaTa 3a Ta3H HOMEHKIIATypa, Ha ocHopanue wi. 107, 1. 2, 6yksa "a" ot 3011,
THH KaTo € IpeAcTaBH odepTa, KOATO He OTToBaps HA INPEIABAPUTENHO OOSBEHHWTE YCIOBHS 3a
H3IIBTHEHUE Ha IOPHYKaTa. '

17. Tlpu akTyaymsanusata Ha IO3UTHBHMS JIEKapCTBEH CIHCHK, IPUIOKCHHE Ne 2 cnemums
JIEKapCTBEH TPOAYKT odepHpaH (€IHHCTBCH 3a IaJeHaTa HOMEHKJIaTypa) OT Y4YacTHHUKBT ,IIPO

GAPMAIINSI“ EQOO/I ¢ 3ammueH ciiejt KpaifHaTa JaTa 3a ojiasane Ha odepTH:

TTpuTesKaTen Ha pa3pelieHHeTo 3a T ] KonuuecTBo akrueHO
‘hProOBCKO HAMMECHOBAHAE Mipxa
ynotrpeba BEILECTBO
B. Braun Melsungen AG, I'epmarms BATRT ‘ _CHLO B Ifr a(iﬁ % + GLUCOSE 5% 500 ml

Ipe/Br)T YCTAHOBEHOTO NO-TOPE, KOMACHATA IIPELIara Ha BB3IOXHTENS, 5, [TPO DAPMAIIUA
EOO/I, 1a 65/i¢ OTCTpaHEH OT HpOLEAyPaTa 3a Ta3H HOMEHKIATypa, Ha ocHoBanue wi. 107, T. 2, OykBa
"a" ot 30I1, THil KaTo € IpeACTaBHI O(epTa, KOSITO He OTTOBaps HA IPEABAPUTENHO OOIBEHHTE YCIOBHSL
3a H3O'BJIHCHUE Ha IOPHYKATa.

18. Ilpn akryammsanuara Ha [IO3WTHBHHS JEKapCTBEH CIHCHK, mpuioxeHne Ne 2 cienHms
JeKapcTBeH MPOAYKT odepupan (EAHHCTREH 32 JaJcHaTa HOMEHKIIATYpa) OT y4acTHUKBT ,PBbOHUKC
®APMA“ EQOO/] e 3anuyeH cuell KpailHara JaTa 3a MoAaBaHe Ha odeptu:

[Ipurexaten Ha Paspemelmero 3a THProBCKo HAUMEHOBARHE KomriectBo akTHBHO Mspxa
ynorpeba BEILLECTBO
i 0/ 0,
B. Braun Melsungen AG, I'epManus NATRIUM CHLORII;D;'_:&?[A) GLUCOSE 5% 500 ml

IlpenBua yCTaHOBCHOTO IIO-TOpE, KOMHCHSTA IIpeAnara Ha Bb3IOKUTCIS, »@®BOHHNKC
®APMAY EOO/I, na 6b1¢ OTCTpaHEeH OT MpOIEAyparTa 3a Ta3H HOMEHKIIATypa, Ha OCHOBaHHE Wl 107,
1.2, 6yksa "a" ot 3011, Thif KaTO € MpeNCTaBUI OdePTa, KOATO HE OTTOBAPS HA IPE/BAPUTCITHO oOsiBeHHTE
YCIIOBHS 32 H3TBIIHECHHUE HA IIOPHUKATa.

19. TIpa axTyanmsanuara Ha [lo3uTHBHMS JTEKAPCTBEH CHHCHK, NPUIOKCHHC No 2 cnennus
JIEKapCTBEH MPOAYKT odepupan (€AUHCTBEH 3a JaJcHaTa HOMEHKJIATYpa) 0T y4acTHHKET ,@bOHHUKC
®APMA* EOOJI ¢ 3anuyen, clie/ KpaliHaTa JaTa 3a lloJlaBane Ha odepTH:

[IpuTexaren Ha Pa3peICHHETO 32 TrHprOBOKO HAMMEHOBARIE KomudecTso akTHBHO | o
yrorpeba BETECTBO
Amadapm EAJL, Brarapus Metocor 100 mg
Amadapym EA]l, Brarapus Metocor 50 mg

IIpeaBu YCTAaHOBEHOTO IIO-TOpe, KOMHCHATa IIpeanara Ha BB3JIOJKUTCL, »@®BbOHUKC
®APMA“ EOOJI, 1a 6B1¢e oTcTpaHeH OT MPOLEAYpaTa 3a Ta3d HOMEHKIIATYpa, Ha OCHOBaHHE "I 107,
1. 2, 6ykBa "a" ot 3011, Thif KaTo € mpeAcTaBhi odepTa, KOSTO HE OTTOBaPs HA NPE/IBAPHTCITHO obsBeHHTE
YCIIOBHS 3@ U3IIbIHEHHE HA MOPHUKATA.
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20. Ha ocropaume wri. 107, T. 2, 6ykea "a" or 3011 xomucuaTa npemiara 3a OTCTpaHSBaHE
yugactauka ,®bOHUKC ®APMA“ EOO/, Thif KaTo € IpeACTaBUI o(epra, KOSTO HE OTroBaps Ha
IIpe/IBAPHTENHO OOSABEHATE YCIOBHS 32 H3IBIHEHNE HA IIOPHUKATa, IO CIIEHUTE HOMCHICIATYPH HacT OT
o6ocobOena mo3umus Ne 1:

Homenkatypa ¢ ATC C07AB07, INN Bisoprolol, mnepopaina TBbpAa, JCKAPCTEEH
HPOAYKT ¢ TPTrOBCKO HAUMCHOBAHHE Blokbis Cor

MoTHBH 32 OTCTpPaHfABAHE:

B pamkuTe Ha H3BBPIICHATA OT KOMHUCHSITA IPOBEPKA, KOATO © OIHCAHA noapoOHo B [TpoToxom Ne
2 or paboTaTa Ha KOMECHATA € YCTAHOBEHO, e IO OTHOIICHHE Ha JICKApCTBEH IPOAYKT C ATC xon
C07AB07, MexayHapoOAHO HENATCHTHO HAHMMCHOBAHHC ,.Bisoprolol“, ¢ ¢gopma Ha mOpUIOKEHHE —
IepopaHa TBHPAA, ThH KaTO HE OTroBaps Ha NMPENBAPHTCIIHO o0sBEHUTE YCIIOBHS 3a M3IILIHECHHE HA
HOphUKaTa, 8 HIMEHHO: 33 JIEKAPCTBEHHTE MPOJYKTH C THPrOBCKO HauMeHnosanue Blokbis Cor 5 mg u
Blokbis Cor 2.5 mg, TUICBaT KPAaTKA XapeKTEPUCTUKH M yIACTHHKBT HE ¢ NPEACTABHII ACKIApalus OT
VITBIHOMOIEHHS IPEJICTABATEN/ IPHTEXATEN Ha PA3PEIICHIETO 32 ynotpeba Ha TeKapCTBEHHS IPOJIYKT,
4e e 3alo3HAT C M3HUCKBAHUATA KBM JIEKAPCTBEHHSA IPONYKT, KAKTO M C IOCOYCHHUTE B NpOLEAypaTa
KOJIMIECTBA 3a TO3H JIEKapCTBEH MPOIYKT, KAKTO W 4 € ChITIACCH JICKAPCTBEHHAT IIPOAYKT Aa o6nae
ojepupan OT ydYacTHHKA B [pPOLEAYpaTa, CBINACHO IPEABAPUTEIIHO 00SBCHHTE YCIOBHSI B
JIOKYMEHTAIMsTA 32 00IIeCTBEHATA OPBYKA, CHABPIKAIIK CE Ha CTP. 12 u ctp. 21.

TIpeBU yCTAHOBEHOTO HO-TOPE, KOMACHATA IIPEIara Ha Bh3JI0XKHUTEI, ,®bOHUKC ®APMA*
EOOQJI, na 6BAe OTCTpaHeH OT Ipomexypara MO TasH HOMEHKIATYpd, 3a JIGKAPCTBCHHS IPOAYKT €
THPrOBCKO HAaMMEHOBAHUE Blokbis Cor, za ocHoBanue wi. 107, T. 2, 6yksa "a" ot 30I11, Teii KaTo €
npefcTapwi odepra, KOSTO He OTTOBaps Ha NPEABAPUTENHO 00sBEHHUTE VCIOBHMS 3a H3IBIHCHHC Ha
mophYKaTa.

71. Ha ocHopamme wi. 107, T. 2, Gykea "a" or 30Ol xomwcusATa mpeanara 3a OTCTPAHABAHE
yuactaEKa ,,®BOHUKC ®APMA®“ EQOOJ, Thif KaTO © MPeNCTaBu oepra, KOSTO HE OTroBaps Ha
[IpeABapHTENHO OOSBEHATE YCIOBUS 33 H3ITHIHEHNE HA IOPHUKATA, N0 CIIE/HATE HOMEHKJIIATypH 4acT OT
o6ocob6ena mo3uuust Ne 1:

Homenxaarypa ¢ ATC C07AB07, INN Bisoprolol, mnepopanHa TBbpHa, JeKapPCTBEH
MPOAYKT ¢ ThProBCKO HANMEHOBAHHE Bisoprolol Accord

MoTHBH 3a OTCTPAHABAHE:

B paMKkuTe Ha H3BbpPIIEHATa OT KOMHUCHATA IPOBEPKA, KOATO € OMACAHA noxpo6Ho B [TpoTokon Ne
2 or paGoTaTa Ha KOMHCHSTA € YCTAHOBEHO, Y€ IO OTHOIICHME Ha JCKApCTBCH IMPOMYKT C ATC xon
C07AB07, MexXIyHapoZHO HEMATCHTHO HAAMEHOBAHHME ,Bisoprolol“, ¢ dopma Ha TPHIOKEHHE —
IepopaiHa TBEPAA, Thi KaTo He OTroBaps Ha IPEABapUTE/IHO OOSBEHUTE YCIIOBHS 34 M3IIBJIHCHUE HA
IIOpHUKATa, @ AMEHHO: 33 JIEKADCTBCHHTE IMPOXYKTH € THPIOBCKO HAMMCHOBAHHC Bisoprolol Accord,
JIATICBAT KPATKH XAPEKTEPACTHKM M YYACTHUKBT HE € INPEICTABHI ACKIAparist oT YI'BTHOMOITIEHHUSA
IpEACTABUTEN/ IPUTEKATENS HA PA3PEHICHHUCTO 32 yHoTpeOa Ha JIEKapCTBEHHs TPOTYKT, 1€ © 3aII03HAT C
M3MCKBAHHATA KbM JICKApPCTBEHHS IPOAYKT, KAaKTO M ¢ [IOCOYCHATE B APOLEAypaTa KOJMUECTBA 38 TO3H
JeKapcTBEH MPOIYKT, KAKTO ¥ Y€ € CHITIACEH JIEKAPCTBEHUAT HPOYKT Ad Ob/€e odepapaH OT yJaCTHHKA
B IpOLEAYypaTa, CHIIAaCHO NPEABAPHTEIHO 0B#BEHUTE VCIOBHS B JAOKYMEHTAIMATA 32 OOLICCTBEHATa
IOphYKa, CHIBPKAIIY c€ Ha CTp. 12 1 ¢Tp. 21.

TIpe U/ yCTAHOBEHOTO HO-TOPE, KOMHCHATA PC/Tara Ba Bh3JI0KHTCIA, ,, ’bOHUKC ®APMA*
EOOJI, ma 6bae OTCTpaH€eH OT Npolelypara MO TasH HOMEHKIATypa, 3a NEKapCTBEeHus IPOAYKT C
THPrOBCKO HaMMCHOBaHHE Blokbis Cor, Ha ocopamre wi. 107, T. 2, OykBa "a" or 30Il, Tril KaTo €
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npencTaBu oiepra, KOATO He OTLOBAps HA TPEIBAPHTENHO OOSBEHATE YCIOBUS 3a H3NBIHCHHE HA
MOpHUIKaTA.
Lt

22. Ha ocnoBanue wi. 107, T. 2, 6yksa "a" ot 30II xoMHucHATa mpeiara 3a OTCTpaHSIBaHE
yaactHuKa ,, ®BOHUKC ®APMA“ EOO/I, Thit KaTo € mpejicTaBui odepra, KOSATO HE OTTOBaps Ha
TIpEIBAPUTENHO OOSBEHHUTE YCIOBHS 3a H3ITBIHEHHE HA IOPBUKATA, [0 CIEAHATES HOMCHKJIATYPH JacT OT
obocobena mo3mmms Ne 1:

Homenkaatypa ¢ ATC C07AB07, INN Bisoprolol, mnepopaina TBbpAa, JiCKapCTBEH
IPOIYKT ¢ THProscko Hammenopanue Concor S mg

MoTHBH 3a OTCTPaHABAHE:

B paMKuTe Ha H3BBpIIEHATAa OT KOMHCHSTA IPOBEPKa, KOATO € onucana noxpobHo B IIpoTokon Ne

2 oT paboraTa Ha KOMHCHSTA € yCTAHOBEHO, Ye [0 OTHONIEHHE Ha NeKapcTBeH npoAykt ¢ ATC xox
C07AB07, MexayHapoJHO HEIATEHTHO HamMeHoBaHHe ,Bisoprolol“, ¢ ¢opma mHa mpumoKeHue —
IepopaiHa TEbP/A, Thil KaT0 He OTroBaps HA IPEeJBAPUTENHO OOSBCHUTE YCIOBHA 33 H3IBIHEHUE HA
IIOPHYKATA, 2 AMEHHO: 32 JICKAPCTBEHATE IIPOAYKTH C THPTOBCKO HaumeHoBaHKe Concor 5 mg, OIaKoBKa:
100, yJacTHHKBT He € TPEACTABAI JeKIapaius 0T YIBIHOMOINCHHS MPEeACTABHTEN/IPHTERATEN Ha
pa3spelIeHHETO 3a YoTpeba Ha IeKapCTBEHHS MPOIIYKT, € € 3all03HAT C M3UCKBAHKATA KM JIEKAPCTBEHH
IIPOJYKT, KAKTO ¥ C [IOCOYCHHTE B IIPOIEAypaTa KOIMIECTBA 32 TO3H JIEKapPCTBEH MPOJYKT, KAaKTO U 1€ €
CBITIACEH JIEKAPCTBEHMAT MPOAYKT Aa Obje odepupaH OT ydYacTHHKa B IIPOLEAypaTa, ChINIACHO
npeBapUTENHO O0SBEHUTE YCIOBHA B JOKYMEHTAIMATA 38 OOLIeCTBEHATa NOPHYKA, ChABPKAIIHM Ce Ha
ctp. 12 mctp. 21.

IIpeABHA YCTAHOBEHOTO MO-TOPE, KOMHCHATA Ipe/ijiara Ha Bo3n0X)uTeN, ,, DBOHUKC ®APMA*
EOO]I, na 6bae oTcTpaHeH OT TpOIe/ypara 1O Tasd HOMCHKIATYPA, 3@ JISKAPCTBEHHs MPOAYKT C
THProBcko HamMeHoBanme Concor 5 mg, Ha OCHOBaHHE 4l 107, 1. 2, oyksa "a" ot 30I1, Tei KatTo €
npencTaBmi oepTa, KOSATO HE OTroBaps Ha NpEIBAPUTENHO OOSBCHHTE YCIOBHS 32 M3NBIHCHAC HA
MophHYKaTa.

n,n

23. Ha ocHoBamme wi. 107, T. 2, 6yksa "a" or 30Il xomucusATa mpemiara 3a OTCTpaHsBaHE
yuactHEK2 »,®BOHUKC ®APMA“ EOO/J, Thit KaTo € NpeACTaBuI odepTa, KOATO HE OTrOBaps Ha
TIpeIBAPHTENHO OOSBEHHUTE YCIOBH 33 H3IIbIHEHAC HA IOPBYKATA, MO CJICTHATE HOMEHKIIATYPH 1acT OT
obocobena mo3unus Ne 1:

Homenknarypa ¢ ATC CO8CA09, INN Lacidipine, mnepopaina TBBLpPAA, JEKApPCTBEH
IPOAYKT ¢ ThProeexo Hanvenopanue Lacipil 4 mg

MoTHBH 32 OTCTPAHABAaHE:

B pamK#Te HA H3BBPIICHATA OT KOMUCHSITA TPOBEPKA, KOSTO € ONKcaHa nonpo6HO B [TpoToxon Ne

2 oT paboTaTa Ha KOMHCHATA € YCTAHOBEHO, Y€ [0 OTHOIICHHE HA JICKAapCTBCH IPOAYKT € ATC xoxm
CO8CAQ9, MexIyHapoJHO HENaTeHTHO HaWMeHoBaHHe ,lacidipine®, ¢ (opma Ha NPHIOXKEHHE —
nepopaiHa TBbP/a, Thil KATO HE OTrOBaps Ha MPEABAPHTEIHO 00sSBCHNUTE yCIOBHA 32 M3NELIHEHHE HA
IOpBYKATa, 2 IMEHHO: 3a TeKapCTBEHUTE IPOJYKTH C ThPrOBCKO HAMMEHOBAHHE Lacipil, yuacTHUKBT HE
€ NpeACTaBUI AeKIapalys OT YHBIHOMOIICHHUS HpeJCTABATEI/TIPUTEKATENA HA DPa3pelIEHHETO 32
yIoTpe6a Ha NEKapcTBEHHS IPOIYKT, e € 3all03HaT C H3MCKBAHKATA KbM JICKApPCTBCHUS IPOJYKT, KAKTO
H C TIOCOMEHHTE B MpOIELypara KOJIHMYECTBA 3a TO3H JEKap¢TBEH MPOMYKT, KAKTO H Y€ € CBITAceH
JIeKapCTBEHHAT MPOAYKT ja OBJe odepupar OT yIacTHHKA B MPONENYpaTa, CBIIACHO HPEABAPUTETHO
OGSBEHAUTE YCIOBHA B JOKYMEHTAIMATA 3a 00IICCTBEHATA 1TOPBUKA, ChIBPIKALIM CC Ha CTP. 12 m cTp. 21.

IIpenBu1 ycTaHOBEHOTO MO-TOPE, KOMUCHATA Npeard Ha Bb3JIOMKHTCILA, , OBOHUKC GAPMA*
EOO]JI, na 6Bae oTcTpaseH OT IpPONEMypara [0 Ta3H HOMEHKIATYPa, 32 JEKapCTBCHHA IPOJIYKT €
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THProBcKo HammeHoBaHme Lacipil 4 mg, Ha ocHoBanme wi. 107, T. 2, Oyksa "a" or 30II, Thit kato €
npencTaBusl odepra, KOATC He OTIOBaps Ha MPEBApHTEIHO OOSBEHHTE YCIOBHS 32 M3IBIHCHHE HA
HOPBHUKATA.

"n,n

24. Ha ocropanme uwi 107, T. 2, 6yksa "a" ot 30Il komucusaTa mpezjara 3a OTCTpaHSBaHE
yaactHHKE ,PHBOHUKC ®APMA“ EOOJ, Thit KaTo e npezicTaBAI OepTa, KOSTO HE OTroBaps Ha
HpeABAPUTENHO OOABEHATE YCIOBHS 3a H3ITBIHEHHE HA IIOPHYKATA, TI0 CACIHITE HOMCHKIIATYPH 9acT OT
o6ocobeHa mo3umus Ne 2:

Homenxaatypa ¢ ATC C09CA07, INN Telmisartan, mnepopanna TBbLpAa, JeKapcTBeH
NPOAYKT ¢ Thproecko HanveHnopanne Tanydon 40 mg '

MoTHBM 32 OTCTPAHABAHE:

B paMKuTe Ha H3BBpLICHATA OT KOMHCHATA IIPOBEPKa, KOATO € OMHCaHa nopo6ro & IIpotokon Ne

2 oT paboTaTa Ha KOMHCHSTA € YCTAHOBEHO, Ue IO OTHOLICHHE Ha JIEKapCTBeH mpoiykT ¢ ATC xox
C09CA07, MeXIyHApoJHO HEMATEeHTHO HaWMeHoBaHue , Telmisartan®, ¢ gopMa Ha NpHIIOKEHHE —
IepopanHa TBhpa, Thi KaTo He OTroBaps Ha IIPeBAPHTENHO 0OSBEHHTE YCIOBHS 3a H3NbJIHECHUE HA
HOpHYKaTa, a MMEHHO: 32 JIGKapCTBEHHTE IPOMYKTH C ThProBCKO HauMeHoBanwe Tanydon 40 mg,
VYACTHHUKBT HE € IPEACTaBAI JCKIapalusd OT YIThIHOMOIICHUS TIpe/ICTABUTEN/IPATEKATEN HA
paspeImeHHeTO 3a YIoTpeba Ha TeKapCTBEHHS IPOJIYKT, Y€ € 3all03HAT C H3UCKBAHUATA KbM JICKapCTBEHHS
OPOIYKT, KAKTO ¥ ¢ IOCOYEHUTE B MPOLEAypaTa KOJIIMYECTBA 38 TO3U JICKaPCTBEH NPOJIYKT, KAKTO H 4€ €
ChIJIaceH JIEKAPCTBEHMAT NPOAYKT Aa ObAe odepupaH OT y4aCTHUKa B IpoIeAypara, CBIIacHO
TIpeIRAPUTEIIHO OOABEHUTE YCIOBHUS B JOKYMEHTAI[HATA 33 OOMICCTBEHATa OPBYKa, CHABPXKAIIM CE Ha
crp. 12 u crp. 21. o Z |

[Tpeasun yCcTaHOBEHOTO IIO-TOPE, KOMHCHSTA ﬁpénﬂara Ha BB3noxures, ,, D(bOHUKC DAPMA*
EOO/JI, ma 6bae OTCTpaHeH OT Iiponedypara IO Tasd HOMEHKIATypa, 3a JIEKapCTBCHHS MPOIYKT ¢
THProBcko HauMeHoBanue Tanydon 40 mg, Ha OCHOBaHHE YL 107, 1. 2, 6yksa "a" ot 30Il, Thi kxato €
npencTaBun odepra, KoATo HE OTroBaps Ha NPEIBAPHTEIHO OOSIBEHHTE YCIOBHA 33 M3NBIHCHHUE HA
MOpBhYKaTa.

25. Ha ocnopamme wi. 107, 1. 2, 6yksa "a" or 30Il xomucusaTa mpeiara 3a OTCTpaHsBaHE
ygyacTHUKa ,®BOHUKC ®APMA“ EOO/L, Thii Kato € mpencTaBui odepra, KOATO HE OTIOBaps Ha
TIpeIBAPUTENHO OOSBEHHTE YCIOBHS 3a H3IBIHEHUE Ha [IOPBUKATa, IO CII¢[HUTE HOMEHKIATYPH 4acT OT
o6ocobena mozurus Ne 2:

Homenxaatypa ¢ ATC C10AA07, INN Rosuvastatin, mepopajina TBHpIa, JeKapCTBEH
NPOXYKT ¢ THProBcko Hanvenopanue Rosistat 20 mg

MoTHBH 3a 0TCTPaHABAHE:
B pamkuTe Ha H3BBPIICHATa OT KOMHCHATA IPOBEPKA, KOATO € OIHCAHA mopo6Ho B IIpoToxon Ne

2 ot paboTaTa Ha KOMHCHATA € YCTAHOBCHO, 4Ye IO OTHONIEHHE Ha JiekapcTseH Ipoaykr ¢ ATC xon
CO7ABO07, MeX/TyHapoBO HENaTeHTHO HauMEHOBaHWe ,Rosuvastatin®, ¢ dbopMa Ha IPUIOKEHHE —
mepopaiHa TBBPJA, Thil Karo He OTroBapsl Ha NPEeBAPUTEIHO OGSBEHUTE YCIOBHS 32 M3IIbIHEHHE Ha
mophUKaTa, a UMEHHO: 3a JIeKapCTBEHHUTE _npo,uyKTﬁ ¢ TBproscko HamMmeHoBaHMe Rosistat 20 mg,
VIaCTHUKBT HE € HpCI{CTanIH' JeKyapanus OT YIBIHOMOINGHMA MPEeACTaBUTEN/IPUTEKATEII Ha
pa3peleHreTo 3a ynorpeda Ha JIEKAPCTBEHHS! MPOJIYKT, Y€ € 3AI03HAT C H3UCKBAHKATA KM JIEKAPCTBEHHS
IPOIYKT, KAKTO M C TIOCOYCHATE B IIPOLielypara KONMHYECTBA 33 TO3M JIEKapCTBEH NPOJIYKT, KAKTO U H¢ €
CBIJIACEH JICKApCTBEHHAT HpOAYKT Ha Obje ‘otepupaH OT yYacTHHKA B IIPOIE/ypara, CBHIJIACHO
IIPEIBAPUTEITHO OOSIBEHHTE YCIIOBUS B I_IOKyMCHTaI_IH}ITa 3a o0ImecTBeHaTa NOphyKa, ChABPIKAIIYN Ce Ha
ctp. 12 m ctp. 21.
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TIpexBu yCTaHOBEHOTO 110-TOpE, KOMHCHSTA Ipeyiara Ha BB3JI0KUTENL, L, @bOHHKC OAPMA*
EOOJI, na Gwue orcTpaHeH OT mpouexypara Io Tas HOMEHKJIATYpa, 33 JIeKapCTBCHHA IPOAYKT C
THPTOBCKO HAMMEHOBAHHC Rosistat 20 mg, Ha OCHOBAHHE “LIL. 107, 1. 2, Oyksa "a" OT 3011, Thil KaTo €
mpencTaBii opepTa, KOATO He OTroBaps Ha Hpe/IBapUTEIHO o6sBeHHTE YCIIOBUA 32 H3IBIHCHHC Ha

NopHUKaTA. :
HepasnenHa Jact ot HacTosimmus ToKnaj ca IlpoToxon Ne 1 o1 29.09.2020 r. 1 IIpoTokorn Ne 2 0T
27.10.2020 1., KOUTO Ca H3rOTBCHA B xo/1a Ha paboTaTa Ha KOMHCHST I & KOUTO € OTICaHa NoIpoOHO
paforara Ha KOMHCHAITA 1o W3BBpHIBAHE Ha goabop Ha yaaCTHHIATE, pasriexjage W ONCHKA Ha
odeprrTE U KBM KOHTO € IpHJIOXKEHa isiara HeoOxomMa JOKyMEHTaIiA 3a B3eMaHe Ha pemieHue OT
BB3J0XKHTEIA.

C m3BBHpIIBaHe HA TOPHATE jneficTeusi paborara Ha KOMECHSATA NPHUKII0YN HA 27.10.2020 r,
Ha KOSTO AaTa ce ChCTABH H MOAIHCA HACTOSIAAT NPOTOKO.
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