3a/MyeHo BbB Bpb3kKa ¢ PernameHT
(EC) 679/2016 T.

[IPO®. JI-P KOCTAIIHAREEAOB, TM
MHUHHCTBP HA 3TPABEOIIA3BAHETO

M MEHTPAJEH OPTAH 3A MOKYIKH B
CEKTOP "3/IPABEOIIA3BAHE"

HMara: 5. AAx... 2020

JAOKJIAJ 11O YJI1.103, AJIL. 3
OT 3AKOHA 3A OBHIECTBEHUTE IIOPHYKHA

YBAXAEMHU I'OCITIOJUH MUHUCTDHP,
HacTosInusT Z0KIa] ce H3rOTBY OT KOMMCHs, HasHayeHa cbe 3anosey Ne PII-11-288/29.06.2020

r. (usMm. cwe 3amoBen Ne PJ1-11-407/24.08.2020 r.) Ha MUHUCTBPA Ha 3/IpaBEOIa3BaHETO Ja U3BBPIIN
noA6op Ha yJaCTHHIMTE, pasriefa, OLEHH U Kiachpa NoJaJeHnTe oQepTu M Ja NPOBEJe eNCKTPOHEH
THpI TPHU CMa3BaHeTo Ha peaa npeasuaeH B wi. $9-91 or 30I1 mo oTKpuTa mpoleaypa 3a Bb3jaraHe Ha
oblecTBeHa Mopbuka ¢ penmet: "JlekapcmeeHu npodyKmu om aHAmMOMo-mepanesmuyna zpyna A
"Xpanocmunamenna cucmema u memaoonuszvm" u anamomo-mepanesmuuna zpyna M ""Myckynno-
ckenemna cucmema". O6lLIecTBeHAaTa IOpbUKa € oTkpuTa ¢ Pernenue Ne PII-11-247 ot 11.06.2020 roa.
Ha ocHopanue § 137, an. 1 (usm. IB, 6p. 102 ot 2019 r., B cuna ot 01.01.2020 r.) ot IIpexoanure u
3aK/II0uUTENIHM pa3nopeabu KbM 3aKOHa 3a M3MEHEHHe M JOMBJIHEHME Ha 3aKoHa 3a oOLIECTBEHHUTC
nopbukd 10 | suyapu 2021 r. LleHTpanausT opraH 3a NOKYNKH B cekTop "3jpaBeonasaHe” u
LleHTpanHuAT OpraH 3a MOKYIKH 32 OOIIMHKUTE MPOBEXKIAT MPOLEAYPH 3a Bb3jaraHe Ha OOlIeCTBEHHU
MOPBYKA M 32 CKIIOYBAHE HA PAMKOBM CIIOpasyMEHHs 4pe3 H3MOJ3BAaHMTE OT TAX IUIATPOpMH, €
M3KJIIOUEHHE Ha M3MNPAIIAHETO Ha pelieHusTa no wi. 22, an. 1, T. 1 u 1. 2 ot 3011 u obsBneHusATa 110 Y.
35 uun 36, an. 1, T. 3 u T. 6 ot 3011, KoeTo ce U3BBLpLIBA upe3 miardopmara no ui. 39a, an. 1 ot 3011,
cwrnacHo rpadpuka no § 131, an. 1 (wapuyan 3a xpatkoct §137 ot II33HUIA3OII). MUHUCTEPBT Ha
3/[paBeoNa3BaHeTo B KAuecTBOTO My Ha LlgHTpaleH opraH 3a MOKYNKM B cekTop "3npaseomasBaHe’,
ciezpa aa npunara Enexrponnara miardopma, cuutano ot 01.04.2020 r., B CbOTBETCTBHUE C T. 2, OyKBa
a) ot Ilocranosnenue Ne 332 or 13.12.2019 r. Ha Munuctepcku cpBet (06H. B JIB, 0p. 99/2019 r.). B
choTBeTcTBHE € § 12 OT 3akoH 3a MEpPKUTE W JEHCTBHATA 1O BpEME HA H3BBHPCIHOTO MNOJONKEHHE,
00sBeHo ¢ peledue Ha Hapoanoto cxbpanue ot 13 mapt 2020 r., HacTosilaTa o0IIeCTBEHa MOpBUKa ce
00sBABa [PH ClIa3BaHe Ha pejia 3a Bb3iarane, Aekicream 10 1 HoemBpu 2019 roa.

ChCTaB HA KOMUCHATA:

Ilpencenaten:

1. Pymsna CraBpeBa, IbpxkKaBeH eKcnepT B aupexuus ,, 011

UneHose:

2. Credxa Xnebaposa, CTapIliy IOpUCKOHCYIT B aupexuus "OIT";

3. Mar. ®apwm. Tans ['epruHoBa — riaBeH ekcnept B oTaen ,,JIIT*;

4. Mar.-dapm. Opaun Hezes, gppixaBeH eKcnepT B OTAeN ,,JIekapcTBeHM NPOAYKTH';

5. Mar. ®@apwm. I{setenuna [lonosa — crapiuu excrept B oTaen ,,JII%;

PesepBen nmpeacenaren:

[enait EMuHOBa, raBeH FOPUCKOHCYNT B Anpekuus ,,OI1%;

Pe3epBHM uJieHOBE:

J-p Henu TapuHcka, Ha4YaIHUK Ha OTAe ,,JIekapcTBeHH NpOayKTH®,

J-p Crernana PaitueBa — nbpikaBeH ekcnepT B OTAEH ,,JII1%;

Bunsgua Kbinesa, riasen ekcnept B gupekuust ,,OI1%;

Kpucruna Kocrosa, rinaBeH FOPUCKOHCYT B aupekuus ,,OIT;
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Boteo botes, rinaBeH excnepT B oTaen ,,JII1«.
III. YyacTHHUM B poLiegypaTa.

B onpeneneHus cpok 3a mojaBaHe Ha 0epTH ca NOCThINIH 16 (LIecTHANECEeT) NPEeIOKEH A OT

11 (exmHazmeceT) yyacTHHKA, KaKTO ClIe/Ba:

1.

2.

3.

10.

11.

12.

13.

14.

15.

16.

IMpennoxenne ¢ Ne 0482/19.06.2020 r. nmomageno ot "TBPTOBCKA JIMT'A-T'ALL" ALl 3a
obocobena mo3unms Ne 2;
IMpennoxenue ¢ No 0492/24.06.2020 r. momaneno ot "TbPITOBCKA JIMT'A-I'AL" AJl 3a
obocobeHa mo3unus Ne 1;
IMpennoxenue ¢ No 0498/25.06.2020 r. nonaneno ot "MEJJO®APMA" EOO/I 3a o6ocobeHa
no3uuusa Ne 1;
[Tpepnoxenne ¢ Ne 0499/25.06.2020 r. nogageHo ot "®APKOJI" AJl 3a 06ocobeHa no3umus
Ne 1;
Ipennoxenue ¢ Ne 0500/25.06.2020 r. nopaneHo ot "®APKOJI" AJ] 3a 06ocobeHa no3uuus
Ne 2;
ITpennoxenune ¢ Ne 0501/25.06.2020 r. nogaaeno ot "MEJIODPAPMA" EOO/I 3a 060cobeHa
no3uisa Ne 2;
[Mpennoxenue ¢ Ne 0504/25.06.2020 r. nopaneHo ot "[TPO ®APMAILINUA" EOO/J] 3a o6ocobenu
no3uu Ne Ne 1 u 2;
[pennoxenue ¢ Ne 0505/25.06.2020 r. nogaxeHo ot "CODPAPMA TPEMJIMHI™" AJl 3a
060cobenu mosprmu Ne 1 u Ne 2;
[Mpennoxenue ¢ Ne 0509/25.06.2020 r. noganeHo ot "JTAHCOH BI'" OO/ 3a o60cobeHa no3uuus
Neo 2;
MMpennoxenue ¢ No 0511/25.06.2020 r. noganexo ot "TAHCOH BI™ OO/I 3a 06ocobena nozuuust
No 1;
Mpennoxenue ¢ Ne 0513/26.06.2020 r. nogageno ot "MHBMOTEX" OO/ 3a 060co0eHa no3uuus
Ne 1;
[Mpemnoxenue ¢ Ne 0517/26.06.2020 r. nopageso ot "®bOHUKC GAPMA" EOO] 3a
o6ocobena mozunms Ne 1;
[pennoxenne ¢ Ne 0518/26.06.2020 r. nomageno ot "®bOHUKC ®APMA" EOO] 3a
o6ocobena mo3uums Ne 2;
IMpennoxenue ¢ Ne 0521/26.06.2020 r. nogazneHo ot ,,MAPUMIIEKC-7“ EOO]] 3a 060cobenu
mo3uuuy NeNe | u 2;
IMpennoxenue ¢ Ne 0520/26.06.2020 r. nopageno ot "MEJIEKC" OO/ 3a o6ocobena nozunus Ne
1;
Ipeanoxenre ¢ Ne 0522/26.06.2020 r. nogaaeno ot "MEIEKC" OO/ 3a o6ocobena no3uuus Ne
2.

2

Bcuuku npensioxkeHus ca nofaneny B Enextpornara cucrema. [pennoxeHns, NOCTBIUIN CIIEN KpaHHUA
CPOK HAMa.

III. Knacupane Ha y4YacTHHIHMTe B TMpOLEAYPATa M MpeIJIOZKEHHS 32 H3NbJIHHTENH IO

PAMKOBOTO CIIOpa3syMeHMe.

Komucusara npu c1>06pa3ﬂBaHe Ha YCJIOBHUETO 3a U3NBJIHUTEIHU IO PaMKOBO CIIOPa3yMCHHUC Ja CC

ONpeJesIAT YYaCTHUKBT MPEJIOXKMUI Hal-HUCKA 1IeHa M BCUUKU APYTW YYacCTHHULM, NPEIJIOKUIN LEeHa,
kosaTo e 10 10 % mo-BUCOKa OT Hal-HUcKaTa MpeAIoKeHa LigHa, HO He ¢ moBeye oT 10 M3MbIHUTENH,
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npenjiara Ha BB3JIOKHUTENA [a OBJaT OIIPpEACJICHH 34 M3NBJIHUTEIH IO PaMKOBH CIOPa3yMEHMA
Y4aCTHULHUTE, NOCOYCHU MMO-A01y:

OIl| Amnatomo- MexayHapoaHO Hauun Ha 3atenexka Kaacupane Ha Mpenaoxenus 3a
TepaneBTHYEH HeNATEeHTHO NPUJIOKEHH e YYacCTHHUIINTE M3ITbJIHMTEJIH 110
Ne xox /ATC- HaUMeHOBaHHe PaMKOBOTO
xon/ /INN/ cIopas’ymMeHue
1| A02BAO2 Ranitidine napeHTepajHa 1."CODPAPMA 1."CO®APMA
TPEAUHI" Al | TPEAJIMHI" AQ
1| A02BAO3 Famotidine napeHTepaiHa 1."®bOHHUKC 1."dbOHHUKC

®APMA" EOO | ©®APMA"EOO[
2."CODPAPMA 2."COOAPMA
TPEMJUHI" Al | TPEAIUHT" Al

1| A02BCO1 Omeprazole napeHTepagHa 1.JAHCOH BbI' 1.IAHCOH BI' 00
oon 2."MEJIEKC" 00[
2."MEJIEKC" 2."CO®APMA
00X TPEUJIAHI™" ALl
2."CO®APMA
TPEAVHI" Al

1| A02BCO1 Omeprazole nepopaiHa 1.hu6uorex OO | 1.Mubunorex OO/

TBBPAA 2."®@bOHHKC 2."®BbOHHKC
®APMA" EOOJl | ®APMA" EOOJ

1] A02BC02 Pantoprazole NapeHTEPajHa 1."®@bOHUKC 1."®bOHHUKC

®APMA" EOOJZ] | PAPMA" EOOJ
2."TBPITOBCKA |2."TBPIOBCKA
JIUTA -TAIT" A |JIMTA -TALT" ALl

1| A02BCO5 Esomeprazole mapeHTepaaHa 1."TBPITOBCKA | 1."TBPI'OBCKA
JIUTA -TAII" Al | JIUTA -TALT" AL
2."MEJIEKC" 2."MEJEKC" OO
001

1| A03ADO1 Papaverine napeHTepaIHa 1."CO®APMA 1."CO®APMA
TPEUJIUHI" Al | TPEAOUHI™ AJT

1| A03ADO02 Drotaverine napeHTepaiHa 1."®bOHUKC 1."®bOHUKC
®APMA" EOOJ] |©®APMA" EOOJ
2."MEJEKC" 2."MEJIEKC" 00/
oon 2."CODAPMA

2."COPAPMA TPEAIHAHT" AT
TPEMIMHI™" AJl |2.JJAHCOH BI' OO
2.JAHCOH BI' 3."MAPHUMIIEKC - 7"

0o EOO[
3."MAPUMIIEKC
-7"E0O[
1| A03BAO1 Atropine napeHTepaiHa 1."CO®APMA 1."CO®APMA
TPEMJIMHI" AJl | TPEMJIUHI" AJL
1| A03BBO1 Butylscopolamine mapeHTepaiHa 1."®bOHUKC 1."®bOHUKC

®APMA"EOO]] | ®APMA" EOOJ
2."CO®APMA 2."CO®APMA
TPEAJIMHI" ALl | TPEMJIUHT™" AL

3.Mepodapma 3.Menmodapma EOO/]
EOON 4."®APKOJI" ALl
4."®APKOJI" Al |5."TIPO
5."I[IPO OAPMALIMA" EOOL
GAPMALMA" 5.JAHCOH BI' OO
EOON
5.JIAHCOH BI'
001
1| AO03FAO01 Metoclopramide napeHTepanHa Solution for 1."®bOHHKC 1."®bOHUKC

injection ®APMA" EOOZ | ®APMA"EOOJ

2."MEJIEKC" 2."MEJIEKC" OO[
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00/
2."CO®APMA
TPEWUIUHI" ALl
3.Menopapma
EOOJ
4."®APKOJ" ALl
5."[TPO

2."CO®APMA
TPEAIIVHI™ ALl
3.Menodapma EOOJ]
4."®APKOJI" Al
5."TTPO

DAPMALIMA" EOOJ

DOAPMAIIMA"
EOOA
6.JAHCOH BI'
oo
A04AA01 Ondansetron MapeHTepaiHa 2 mg/ml 1."®bOHUKC 1."®bOHUKC
OAPMA" EOOJl |®APMA" EOO/
2."MEJIEKC" 2."MEJIEKC" O0[]
001 2."CODAPMA
2."CO®PAPMA TPEMIHHI™ AJT
TPEUJIUHT" AJ]
AO04AA01 Ondansetron nepopajnHa 1."CO®APMA 1."CO®PAPMA
TBBpJA TPEUJIAHT" ALl | TPEAJIUHI™ AJl
1."MEJIEKC" 1."MEJIEKC" 00/
001
A04AAQ02 Granisetron nepopaiHa 1."®APKOJI" AL |1."®APKOJI" Al
TBBpIA 1."CO®APMA 1."CO®APMA
TPEUIMHI" ALl | TPEMOUAHI™" AJL
1."MEJEKC" 1."MEJIEKC" 00[]
004
A04AA05 Palonosetron napeHTepaiHa 1."MEJIEKC" 1."MEJEKC" OOJ]
00J
AO05AA02 Ursodeoxycholic nepopaiHa 1."®@bOHUHKC 1."®bOHUKC
acid TBBpAA DAPMA" EOOJI | ®APMA" EOO]]
2."CODAPMA 2."CO®APMA
TPEMJIMHI" AJl | TPEAJMHI™ AJL
A05BA00 L-Ornithine-L- napeHTepaiHa 1."CODPAPMA 1."CO®APMA
Aspartate TPEMIVHI" ALl | TPEAOVHI™ ALl
1."MEJEKC" 1."MEJJEKC" OO0
004
AO05BA0O L-Ornithine-L- nepopanHa 1."CO®APMA 1."CO®APMA
Aspartate TeuHa TPEAJVHI" ALl | TPEAOUHI™ AJl
1."MEJIEKC" 1."MEJJEKC" 001
oo4
AO06ADG6S Macrogol, nepopaiHa 1."®bOHHKC 1."®bOHUKC
combinations TeyHa DPAPMA" EOOJ | ®APMA" EOO[
2."CO®APMA 2."COOAPMA
TPEMJIMHT" AJ1 | TPEAJIAHT" AJl
AQ7EA06 Budesonide nepopajHa capsule, hard 1."®bOHHUKC 1."®bOHUKC
TBBpIA DOAPMA" EOOl | ®PAPMA" EOOL
2."CO®APMA 2."COPAPMA
TPEAJIMHT" ALl | TPEMIOVHI™ ALl
AQ7TEA06 Budesonide peKTajiHa TeuHa 1."®bOHUKC 1."®bOHUKC
®APMA" EOO | ®APMA" EOO[
2."CODPAPMA 2."COOPAPMA
TPEMAJIAHT" Al | TPEAAUHT" Al
AQ7ECO01 Sulfasalazine nepopaigHa 1."®bOHUKC 1."®bOHHUKC
TBBpAA OAPMA" EOOJ/T | PAPMA" EOO/1
AQ7EC02 Mesalazine nepopanHa granules 1."®bOHHUKC 1."®bOHUKC
TBbpIa O®APMA" EOOI | PAPMA" EOO[
2."CO®APMA 2."CO®APMA
TPEUMHI™ ALl | TPEUJIMHT AJL
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1] AO7EC02 Mesalazine nepopaiHa tablet 1."®bOHUKC 1."®bOHUKC
TBBpAA ®APMA" EOOJZ1 | ®APMA" EOO/]
2."CO®APMA 2."COPAPMA
TPEHAJIUHI" AZl | TPEMJMHI" AQ
1] AO07EC02 Mesalazine peKTanHa 1."CO®DAPMA 1."CO®APMA
TBBpAA TPEUJIUHI" AJl | TPEAIMHT ALL
1] AO7ECO02 Mesalazine peKTanHa TeuHa 1."CO®APMA 1."CO®APMA
TPEHIIUHI™" Al | TPEUJIAHT™" AJL
1."®bOHHUKC 1."®BbOHUKC
®APMA" EOOJ] | ®APMA" EOOJ
1|1 A0O9AAQ2 Multienzymes nepopajHa 1."®bOHUKC 1."®bOHUKC
(lipase, protease etc.) | TBbpIa DGAPMA" EOOJl | ®PAPMA" EOOJ
1] A10ABO1 Insulin (human) MapeHTepajIHa 1."®bOHUKC 1."®bOHUKC
®APMA" EOO | ®APMA" EOO/
2."CODAPMA 2."CO®APMA
TPEMIVHI" Al | TPEUAVHI" ALl
3."MAPUMIIEKC |3."MAPUMIIEKC - 7"
-7"EOOJ EOOI
3."TbPTOBCKA |3."TBPIOBCKA
JIUTA -TAL" AJl |JIMTA -TAIT" ALl
1| A10AB04 Insulin lispro napeHTepanHa 100 TU 1."®bOHUKC 1."®bOHUKC
®APMA" EOOJ | ®APMA" EOO]]
2."TBPTOBCKA |2."TBPIOBCKA
JIMTA -TAL" ALl | JIMTA -TAIT" A
1| A10AB04 Insulin lispro napeHTepanHa 200 TU 1."®bOHUKC 1."®bOHHUKC
®APMA" EOOJI | ®APMA"EOO/
2."TbPI'OBCKA |2."TBhPI'OBCKA
JINTA -TAIT" AJ |JIUTA -TAIT" A
1| A10ABOS Insulin aspart napeHTepaaHa Solution for 1."®bOHHUKC 1."®@bOHUKC
injection ®APMA" EOOJI | PAPMA" EOOJ
1| A10AB06 Insulin glulisine napeHTepaiHa 1."®bOHHUKC 1."®bOHHKC
®APMA" EOOJ | ®PAPMA" EOO]
2."MAPUMIIEKC |2."MAPHMIIEKC - 7"
- 7" EOOJ EOOJ
1| A10ACO1 Insulin (human) napeHTepaiHa 1."®bOHUKC 1."®bOHUKC
®APMA"EOO]] |DPAPMA" EOO/L
2."COPAPMA 2."CODAPMA
TPEAJIVHI™" AJl | TPEAAUHT" Al
3."MAPUMIIEKC |3."MAPUMIIEKC - 7"
-7"EOOJ EOOJ
3."TBPICOBCKA |3."TBPTOBCKA
JIUTA -TAL" AL |JIATA -TAIT" AQl
1{A10ADO1 Insulin (human) napeHTepaiHa 1."®bOHHUKC 1."®bOHUKC
®APMA"EOOZ |®D®APMA"EOOJ
2."CO®APMA 2."CO®APMA
TPEAJIVHI™" AZl | TPEUAVHT" Al
3."MAPUMIIEKC |3."MAPUMIIEKC - 7"
- 7" EOOJ EOOJ
3."TbPTOBCKA | 3."TBPI'OBCKA
JIUTA -TAL" AL |JIMTA -TAIT" ALl
1| A10AD0O4 Insulin lispro napeHTepaiHa 1."®bOHMKC 1."®bOHUKC
G®APMA" EOOJ] | ®APMA" EOO]]
2."TBPTOBCKA |2."TBPTOBCKA
JIUTA -TAIT" Al |JIMTA -TAI" AL
1| A10ADOS Insulin aspart napeHTepaiHa Suspension for 1."®bOHUKC 1."®bOHUKC
injection ®APMA" EOOJ | ®APMA" EOOJ
2."COPAPMA 2."CO®APMA
TPEMJIVHI" Al | TPEMIAHI" AJT
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A10AE04 Insulin glargine napeHTepanHa 100 IU/ml 1."®BbOHMKC 1."®BbOHUKC
O®APMA" EOOJZT | ®APMA" EOO[
2."MAPUMIIEKC |2."MAPUMIIEKC - 7"
-7"EOO[ EOOA
2."TBPTOBCKA |2."TBPI'OBCKA
JIMTA -TAIT" ALl |JINTA -TAIT" AL
A10AE04 Insulin glargine napeHTepanHa 300 TU/ml 1."®bOHHUKC 1."®bOHUKC
DOAPMA" EOO | PAPMA"EOOJ
2."MAPUMIIEKC |2."MAPUMIIEKC - 7"
- 7" EOO/] EOOJ
A10AEQ5 Insulin detemir napeHTepaiHa 1."®bOHHKC 1."®@bOHUKC
O®APMA" EOOJ] | ®PAPMA"EOOJ
2."COPAPMA 2."COPAPMA
TPEWIVHI" ALl | TPEMJIUHI™" ALl
A10AEO06 Insulin degludec napeHTepaiHa 1."®bOHHKC 1."®@bOHUKC
DOAPMA" EOOJ |®APMA" EOO/]
2."COPAPMA 2."COOAPMA
TPEMJIMHI" AJl | TPEMJIMHI™ ALl
A10AES6 insulin degludec, NapeHTepanHa 1."®bOHHMKC 1."®bOHUKC
liraglutide O®APMA" EOOJ | PAPMA" EOO[
2."CODAPMA 2."COPAPMA
TPEUJIMHI" AJl | TPEMAMHI™" AZL
A10BA02 Metformin nepopajHa 1."CO®APMA 1."CO®APMA
TBBpOA TPEUIVIHI™" ALl | TPEAJIUHT™ AJl
1."®bOHUKC 1."®BbOHUKC
D®APMA" EOO[ |®APMA"EOO[
2."®APKOJI" Al |2."®APKOJI" Al
A10BB09 Gliclazide nepopaiHa Release tablet 1."®bOHHUKC 1."®bOHHUKC
TBBpIA OAPMA" EOO[ | D®APMA"EOO[
2."®APKOJI" AIl |2."®APKOJ" A]]
3."CO®APMA
TPEAIAHI™" A/
A10BBI12 Glimepiride nepopanHa 1."®bOHHMKC 1."®bOHHUKC
TBBPAA D®APMA" EOOLl | ®APMA" EOO[
2."®APKOJI" Al |2."®APKOJI" ALl
3."CO®APMA
TPEMJIMHI" AJ]
A10BDO7 Sitagliptin, nepopaiiHa 50 mg/1000 mg | 1."®@bOHUKC 1."®bOHHUKC
Metformin TBBpAA DAPMA" EOOJ | ®PAPMA" EOO/]
2."CO®APMA 2."COPAPMA
TPEWJIMHI" Al | TPEUAMHI™" AZL
A10BDO7 Sitagliptin, nepopajiHa 50 mg/850 mg 1."®bOHUKC 1."®bOHHKC
Metformin TBBpIA DAPMA" EOOl | ®PAPMA" EOO/]
2."CO®DAPMA 2."CO®APMA
TPEUIMHI™" Al | TPERJUHI" AZL
A10BDO0S8 Vildagliptin, nepopajHa 50 mg/1000 mg | 1."®APKOJI" Al | 1."®APKOJ" Al
Metformin TBBpOA
A10BDO08 Vildagliptin, nepopajHa 50 mg/850 mg 1."®APKOJI" Al |1."®APKOJI" A
Metformin TBBpIA
A10BDI10 Saxagliptin, nepopanHa 2,5mg/1000mg 1."CODAPMA 1."CO®APMA
Metformin TBBPIA TPEUIOVHI™ AJl | TPEUJIUHI™ AJl
A10BD10 Saxagliptin, nepopanHa 2.5 mg/850mg 1."CO®PAPMA 1."CO®APMA
Metformin TBBPAA TPEWMMHI™ AJl | TPEMIUHI" ALl
A10BD11 Linagliptin, nepopaiHa 1."®bOHUKC 1."®bOHHUKC
metformin TBBpAA DOAPMA" EOOJI | ®APMA" EOOJ1
2."CO®APMA 2."CO®APMA
TPEUAUHI™" Al | TPEUJIUHI" ALl
A10BD20 Empagliflozin, nepopaHa 1."®bOHUKC 1."®@BbOHHUKC
Metformin TBBPIA DAPMA" EOOJ[ |D®APMA" EOO[
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2."COOAPMA 2."COPAPMA
TPEAJIMHI" ALl | TPEMUHIT" AL
A10BF01 Acarbose nepopajiHa 1."COPAPMA 1."CO®APMA
TBBpIA TPEMJIMHI" Al | TPEAOUHI" AL
1."®bOHUKC 1."®bOHUKC
®APMA" EOOJ |®APMA"EOOJ
2."MEJIEKC" 2."MEJIEKC" OOJ}
oo 3."MAPVIMIIEKC - 7"
3."MAPUMIIEKC |EOO[
- 7" EOO
A10BGO3 Pioglitazone nepopaiHa 1."®bOHHKC 1."®bOHUKC
TBBpIA OAPMA" EOOJ1 | ®APMA" EOOJ
A10BHO1 Sitagliptin nepopanHa 1."®bOHHKC 1."®bOHHKC
TBBpPIA ®APMA" EOOI | ®APMA" EOOJ
2."CODPAPMA 2."CO®APMA
TPEMJIMHI" Al | TPEMIUHI" A/l
A10BHO02 Vildagliptin nepopaiHa 1."®bOHUKC 1."®bOHHUKC
TBBpJA OAPMA" EOOJ] | ®APMA" EOOJ
2."®APKOJI" Al |2."®APKOJI" ALl
A10BHO5 Linagliptin niepopajiHa 1."®bOHUKC 1."®@bOHHUKC
TBBpJIa D®APMA" EOOL | ®APMA" EOOJ
2."CODPAPMA 2."CO®APMA
TPEMJIAHI" AZl | TPEUIMHI" ALl
A10BKO3 Empagliflozin nepopaiHa 1."®bOHUKC 1."®bOHUKC
TBBpA2 ®APMA" EOOI |®APMA" EOOL
2."COOAPMA 2."CO®APMA
TPEUJIMHI" AJl | TPEUIMHT" A
A10BX04 Exenatide napeHTepaaHa 1."®bOHUKC 1."®bOHUKC
D®APMA" EOOI | ®APMA" EOO]J
2."CO®APMA 2."CODAPMA
TPEUJUHI" A/l | TPEMJIMHI" A/l
A10BX07 Liraglutide NapeHTepanHa 1."®bOHUKC 1."®bOHUKC
OAPMA" EOOJT | ®PAPMA" EOOJ]
2."COOAPMA 2."CODPAPMA
TPEAIAHI" Al | TPEMJIMHI™" Al
A10BX09 Dapagliflozin nepopaiHa 1."®bOHUKC 1."®@bOHHUKC
TBBpAa D®APMA" EOOJ] |®APMA"EOO/
2."CO®APMA 2."CO®APMA
TPEMIMHI" ALl | TPEUIMHI" AJl
A10BX10 Lixisenatide napeHTepanHa 1."®bOHHUKC 1."®bOHHKC
OAPMA" EOOA | ®PAPMA" EOO/
A11CC04 Calcitriol nepopaiHa 1."®bOHUKC 1."®bOHHKC
TBBpAa D®APMA" EOOJ[ | D®APMA" EOO/]
2."MEJIEKC" 2."MEJIEKC" 00
oo 2."CODPAPMA
2."CO®APMA TPEUJAHI" Al
TPEAIUHT" AJl |3."®APKOJI" AJl
3."®APKOJI" ALl
A11DAO1 Thiamine napeHTepanHa 1."CO®APMA 1."CO®APMA
TPEMJMHI" ALl | TPEMAUHI" ALl
A11GAO01 Ascorbic acid napeHTepaaHa 1."CO®PAPMA 1."COPAPMA
TPEWUHI" ALl | TPEAOVHI™" AJl
1.JAHCOH BI' 1.JAHCOH BI' 00
oo
A11HAQ02 Pyridoxine napeHTepanHa 1."CO®PAPMA 1."CO®APMA
TPEWIUHI" AJl | TPEUAMHI" AL
A12AA03 Calcium gluconate napeHTepaiHa 1."CO®PAPMA 1."CO®APMA

TPEWMIMHI™" AT

TPEAIUHI" AJ
1."MEJEKC" 00J1
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1."MEJIEKC"

oo/
1[A12CC02 Magnesium sulfate MapeHTepaiHa 1."®bOHUKC 1."®bOHUKC
O®APMA" EOOJZ | ®APMA" EOO[
2."CO®APMA 2."CO®PAPMA
TPEAIVHI" Al | TPEUIUHI" AL
3."®APKOJI" Al |3."®APKOJI" ALl
1| A16AAQ02 Ademetionine NapeHTepanHa 1."®bOHHKC 1."®bOHHUKC
OAPMA" EOO/J] | ®APMA" EOO/
2."MEJIEKC" 2."MEJEKC" OO
0011 2."CO®DAPMA
2."CO®APMA TPEHIUHI™" AJ]
TPEIAJIMHI" AJL
1| A16AAQ02 Ademetionine nepopaiaHa 1."®bOHHKC 1."®bOHUKC
TBBpIA DAPMA" EOOJI | ®APMA" EOO/]
2."MEIEKC" 2."MEJEKC" 00]]
(01071 2."CO®APMA
2."CO®APMA TPEVUAHT™ ALl
TPEAAHI" ALl
1| AI6AX01 Thioctic acid napeHTepanHa 1."MEJEKC" 1."MEJIEKC" O0[]
(010711 2."CO®APMA
2."CO®APMA TPEUVHI™" AJ]
TPEVIVHI" AJl
3."®APKOJI" A/l
4."®bOHHKC
DOAPMA" EOOJ
1] A16AX01 Thioctic acid nepopajiHa 1."®bOHHUKC 1."®bOHHMKC
TBBpIA ®APMA" EOOJI | ®APMA" EOO/]
2."CODAPMA 2."CO®APMA
TPEMIWHI" ALl | TPEUOAHI™ AL
OIl| Amnaromo- MexayHapoaHo Hauun Ha 3ateaexka Knacupane Ha Ipexnoxennsi 3a
TepaneBTHYEH HeIaTeHTHO NPAJIOKEHHE Y4YacTHULHNTE H3IbJHMTEIIH 10
Ne kon /ATC- HaUMeHOBaHHE PaMKOBOTO
xoa/ /INN/ cIopa3yMeHHe
2 | MO1ABOS Diclofenac napeHTepaiHa 1.JAHCOH BI" 1.JAHCOH BI' OO
oon 2 Menodapma EOO]]
2.Menodapma 3."®bOHHKC
EOO[ DAPMA" EOO/]
3."®bOHUKC 4."OAPKOJI" Al
®APMA" EOO/Zl |5."TIPO
4."®APKOJI" Al | PAPMALIMA" EOOJ
5."TIPO
OAPMALIA"
EOOJ
2 | MO1ABS5 Diclofenac, napeHTepaniHa 1."®bOHUKC 1."®bOHHUKC
Orphenadrine citrate O®APMA" EOO[ |®APMA"EOO/[
2."MEJEKC" 2."MEJIEKC" 00/
oo/, 3."®APKOJI" ALl
3."®APKOJI" All
2 | MO1ACO02 Tenoxicam nepopasHa 1."®bOHUKC 1."®bOHHUKC
TBbpAA OAPMA" EOO] | ®APMA" EOOZ
2."CO®APMA 2."CODPAPMA
TPEVOUHI™" AJl | TPEAIUHI™ AJL
2| MO1ACO6 Meloxicam napeHTepanHa 1."®bOHHUKC 1."®bOHUKC
®APMA"EOOJl |®APMA"EOO[
2."MEJIEKC" 2."MEJIEKC" 00J
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(0]0)1 2."CO®APMA
2."CO®APMA TPEMJIMHT" ALl
TPEMIIVHI" ALl |3."®APKOJ" ALl
3."®APKOJI" Al
2| MO1AEOQ3 Ketoprofen napeHTepaiHa 1."MEJEKC" 1."MEJEKC" O0/]]
(]0)1 1. JAHCOH BI' 00[]
1.JAHCOH BI'
(01011
2."®bOHUKC
®APMA" EOO/]
3."MAPHUMIIEKC
- 7" EOOJ
2 | MO1AE17 Dexketoprofen napeHTepaiHa 1."®@bOHHUKC 1."®bOHUKC
®APMA" EOOJ] | ®APMA" EOO/]
2."MEJIEKC" 2."MEJIEKC" 00
oon 3."TBPTOBCKA
3."TBPTOBCKA |JIUTA -TAI" AL
JUTA -TAIT" AT
2| MO1AHO4 Parecoxib napeHTepansa 1."®bOHHUKC 1."®bOHHKC
®APMA" EOOl |©®APMA"EOOJ
2."MEJEKC" 2."MEIEKC" OO
oo 2."CODAPMA
2."CO®APMA TPEUVHT" AJl
TPEAVHI" ALl
MO1CCO1 D-Penicillamine nepopaiHa 1."®bOHHKC 1."®bOHUKC
TBBPIA ®APMA" EOOJ] | ®APMA"EOO[
2."CO®PAPMA 2."COODAPMA
TPEAJIMHT" ALl | TPEUAUHT" AZl
2 | M03ABO01 Suxamethonium napeHTepaiHa 1."®bOHHUKC 1."®bOHUKC
®APMA" EOO[] |©®APMA" EOO/J
2."MEJJEKC" 2."MEJIEKC" OOJ1
o]0)1} 2."CODAPMA
2."COPAPMA TPEUIVHI™" Al
TPEAJIMHT" AL
2 | MO3AC04 Atracurium napeHTepaita 1."®bOHUKC 1."®bOHHKC
®APMA" EOOJ |©®APMA"EOOLI
2."MEJJEKC" 2."MEJIEKC" O0J]
00
2 | M03AC06 Pipecuronium napeHTepaiHa Solution for 1."®bOHHKC 1."®bOHUKC
injection ®APMA" EOOJl |©®APMA" EOOJ
2."CO®APMA 2."CO®PAPMA
TPEUUHT" Al | TPEUIUHI" AZL
2 | M03BX02 Tizanidine nepopajiHa 2 mg/ml 1."®bOHHKC 1."®bOHUKC
TBBpIA ®APMA" EOOI |©®APMA" EOO/L
2."COOAPMA 2."CODPAPMA
TPEMJIMHI" AJZl | TPEMIAHI™" ALl
2 MO03BX04 Tolperisone nepopanHa 1."®bOHMKC 1."®bOHUKC
TBbpA ®APMA" EOOZT | D®APMA"EOO
2."CODPAPMA 2."COPAPMA
TPEMJIMHI" AJl | TPEMIMHI™ ALl
2 | MO5SBAO6 Ibandronic acid napeHTepanHa solution for 1."®bOHUKC 1."®bOHUKC
injection ®APMA" EOOT | ®APMA" EOOJ]

[To oTHoOLIEHHE HA CIEIHUTE JICKapCTBEHH MPOIAYKTH, KOMHUCHUATA Npeiara Ha BB3JIOKUTECA,
onecnaeHaTa nopsvyKa aa 6’b,U,C npeKpaTeHa, Npyu NMpaBHUTE OCHOBAHMWA ITOCOYCHHU I10-N0JTY:




ATC INN Konnqecmo/ﬂf
(Anatomo- (MexayHnapoax MR | Shavaey; S IlpaBHO oOcHOBaHHe 32
O | TepaneBTHYE | 0 HENATEHTHO TPHIONEH | MADKH Jabenensn npeKpaTsiBaHe
IT | 1 ko) HaHMeHOBaHHe) ne JEKApCTBENH
NPOAYKTH
Ha ocroBanue un. 110, an.
Mepopama 1, 7. 8 or 30II, Thit kato
1 | A02BCO03 Lansoprazole Tespag 5998821 JIEKapCTBEHHA IPOAYKT €
3aIMYeH OT [O3WTHBHHUS
JIEKAPCTBEH CITUCHK.
Ha ocnosanne un. 110, ai.
1, T. 2 or 30II, Tbi xato
1 | AOSBAO3 Silymarin ?Eip;;aanﬂa LA BCHYKM odepru He
OTroBapsT Ha
npejBapUTeHO OOSBEHUTE
YCJIOBHSL.
Ha ocuosanue un. 110, an.
1 | A10BBO9 | Gliclazide MEPOPATHA | 34834 tablet el [ IR NI, St SO0
TBBp/a HAMa ToxageHu odepTa 3a
Ta3d HOMEHKJIATypa.
Ha ocHoBanue un. 110, an.
1 | AIOBX02 | Repaglinide nepopanHa. | 45, o 0. 1 B S, i S
TBBpAA HMa TnofaaeHu odepTH 3a
Ta3u HOMEHKJIaTypa
Ha ocnoanue 4. 110, an.
1 | AI0BX11 | Canaglifiozin | "SPOPETH2 | 55000 [, . 1 or 30II, ot xaro
TBBp/A HsiMa mojaneHu odepTu 3a
Ta3M HOMEHKJIATypa
Ha ocHoBanue ui. 110, an.
1 | A10BD15 Dapagliflozin, e 5 mg850 | 1, T. 1 or 30Il, Tbii karo
metformin TBBpJA mg HsMa IojajfieHu odepTu 3a
Ta3u HOMEHKJIATypa
Ha ocnosanue ux. 110, an.
MOIABO5 | Diclofenac MePOPANHA. | 53633195 L, 7. 1 or 30T, ToH karo
2 TBBpAA HIMa mofaneHud odeptu 3a
Ta3u HOMEHKJIATypa
Ha ocnoBanue un. 110, an.
2 | M03ACO9 Rocu.ronium napeHrepan 3720660 1, . 1 or 30Il, TbH karo
bromide Ha HAMA TMONAJCHHU OQEepTH 3a
Ta3d HOMEHKJIaTypa

1V. HPEZIJIODKGHPU] H MOTHBH 3a OTCTpaHsiBaHe.

1. Ha ocnoBanue un. 107, 1. 2, Oykea

"yt

a" or 30Il komucusaTa npenyiara 3a OTCTpaHsABaHE

ydactHuka "®APKOJI" AJl, Tpi1 kaTo e npencraBui odepra, KOITO HE OTTOBapsl Ha NPEJBAPUTEITHO
00sBEHHTE YCJIOBMS 3a U3NBIHEHHE HA MOPBUKATA, MO CIEJHUTE HOMEHK/IATypH 4acT oT obocobeHa

rno3uLsg Ne 1:

Homenkaatypa ¢ ATC A02BCO03, INN Lansoprazole, Ilepopaina TBbpaa

MoTHueBH 3a OTCTPaHsIBaHe:

ITpu axryanuzauuaTta Ha [103UTHBHUA NekapcTBEH CUCHK, npunoxenue Ne 2 Ha 02.08.2020 r.
CNIEZIHUTE JIEKAPCTBEHU NMPOAYKTH odepupatu (eIHHCTBEHHM 3a JajZieHaTa HOMEHKIIATYpa) OT YUACTHUKBT
"®APKOJI" Al ca 3anuueHH:
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[Ipurexaren Ha pa3speLIEeHUETO 3a TBproecko KosnuecTBO akKTUBHO
ynorpeba HaVMEHOBaHUE BCILECTBO

m
Ho6en ®apma EOO/L, bparapus Lansoprol 30|g

[IpefBH YCTAHOBEHOTO MO-rOpe, KoMucHsTa npeanara Ha pe3noxutens "®APKOJI" AJl, na 6bae
OTCTpPaHEH OT NpOLieAypaTa 3a Ta3d HOMEHKJIaTypa, Ha ocHoBaHue wi. 107, T. 2, Oyksa "a" ot 30II, Tbit
KaTo e MpejacTaBuil odepra, KOSTO HE OTTOBaps Ha MPEIBApUTETHO 0OABEHUTE YCIIOBHS 32 U3ITBIHCHHE
Ha MOopBUKATA.

2. Ha ocHoBanue un. 107, 1. 2, 6yksa "a" ot 30Il komucuaTa mpenyara 3a OTCTPaHsABaHC
yuactHuka "®APKOJI" AJl, Thii kaTo e mpeacTaBuil odepra, KOSITO HE OTroBaps Ha NpEABapUTETHO
00sBEHUTE YCIOBMs 33 U3MBIHEHHE HA TMOPBUKATa, MO CleJHUTEe HOMEHKJIATypH 4acT oT 060cobeHa
no3uims Ne 2:

Homenkaatypa ¢ ATC M03BXO02, INN Tizanidine, nepopa.ina TBbpAa

MoTHBH 32 OTCTpaHsSIBAHE:

B pamkuTe Ha U3BBpIlIEHATa OT KOMUCHSTA IPOBEPKA, KOATO € ONKcaHa noapo6Ho B IIpoTokon Ne

2 oT paboTaTa Ha KOMHCHMATa € YCTAaHOBEHO, Y€ B IIpeJCTaBeHara OT Y4YacTHHMKa JeKjapauusi Ha
npuTexXaTeaT 3a ynorpeba Ansoren @apma Bparapus, He e OCoyeH JekapcTBeH mpoaykt - MO3BX02
Tizanidine, nepopaliHa TBbp/a, B OKOHYaTe Ha orakoBka 100, ¢ Tbproscko HauMeHoBanue Musant, 2 mg,
KaKTo W JIMIcBa MHGOpMAaLKs Ye CHLIMAT € 3all03HaT C 0OSBEHUTE KONMYECTBA 3a Ta3k HOMEHKIIATypa,
KaKTO U 4e I OCHIypH onakoBka oT 100 oT nekapcTBeHUs NpoaykT BkitoueH B ATC-koaa.
Taka KOHCTaTUPAHHUTE OT KOMUCHATA HECHOTBETCTBHS, YCTAHOBABAT, Ye npecTaBeHoTo oT "®APKOJI"
AJl TexHUYECKO MpesioKeHKHe, He OTroBaps Ha MpeJBapUTENHO OOSBEHMTE YCIOBMs Ha IOpBYKaTA.
[IpefiBHI M3/I0KEHOTO O TYK, Komucusta npemiara Ha pw3noxurens "®APKOJ" AJl na Obze
OTCTpaHEeH OT Mpolieypara 3a Ta3u HOMEHKIaTypa, Ha ocHoBaHue 4. 107, T. 2, 6yksa "a" ot 30IL

3. Ha ocHopanue un. 107, T. 2, O6ykea "a" ot 30Il xomucusTa npepiara 3a OTCTpaHsBaHe
yuacTHrka "CO®APMA TPEUJMHI" AJl, Tbii kaTo e mpenctaBun odepra, KOSTO He OTrOBaps Ha
TpeaBapUTEHO OOSIBEHUTE YCIOBUA 32 M3ITBIIHEHKE HA MOPBUYKATA, N0 CIEAHUTE HOMEHKIATYPH, YacT OT
o6ocobeHa mo3unus Ne 1:

AHaTomo-TepaneBTuYeH Kkoj | MexayHapoaHo Hauun Ha | 3abenexka
/ATC-kon/ HeMmaTeHTHO MPHJIOXKEeHHe
HaunMeHoBaHHe /INN/
A02BCO03 Lansoprazole nepopaiHa TBbpJa
A05BAO03 Silymarin ITepopanHa TBBpIA
A09AA02 Multienzymes (lipase, | [lepopanna TBBpaa
protease etc.)
A10ABOS Insulin aspart napeHTepajHa Solution for
injection

MoTHBH 3a OTCTPAaHSIBaHe:
3.1. [lpu akryanusanusra Ha [[O3UTHBHKA JIEKapCTBEH CNUCHK, Mpuioxenne Ne 2 Ha 02.08.2020
I. CIeJHUTE JIeKapCTBEHW NPOAYKTH odepupaHn (€IMHCTBEHM 3a JaJieHaTa HOMEHKJATypa) OT
qactHUKET "COPAPMA TPEMJAUHI" AJl ca 3aMueHu:
[lputexxaTten Ha paspelieHUeTo 3a| T'bproBcko Konuyectso aKTUBHO
ynorpeba HavMEHOBaHUE BEINECTBO
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Hoben ®apma EOOJI, Bearapus Lansoprol 30 l mg !

3.2. Ilo oTHOmIEHKE Ha JIekapCTBEHMsA MPOAYKT C ThProBcko HaumeHoBanue Carsil Max, 110, yact
ot HomeHKkJatypa- ATC kox AOSBAO3, INN Silymarin, y4acTHUKBT HE € IPEACTaBUN KbM TEXHUYECKOTO
CH TIpeJIoKEeHHE KpaTKa XapaKTepCUTHKA Ha JIEKapCTBEHUS MPOIYKT, KAKTO U KONKE Ha JeKIapalus OT
NpUTEXKaTeNs Ha paspelieHueTo 3a yrnorpeda WM MPOU3BOAUTENA Ha JIEKAPCTBEHHA MPOAYKT, 4ye €
3aMo3HaT C WM3WCKBAaHUSTA KBbM JIEKAPCTBEHMS TMPOAYKT, KAaKTO W C TOCOYEHMTE B Ipolerypara
KOJIMYECTBA 33 TO3HM JIEKAPCTBEH MPOJYKT, KAKTO U Ye € ChIJIaceH JeKapCTBEHUs! NMPOAYKT na Obie
odepupaH oOT ydacTHHKa B TMpoLedypaTa, CBIJIACHO MpEABAapUTENIHO OOABEHHTE YCIOBUS B
JIOKYMEHTaIusTa 3a o0IecTBeHaTa nopbuka, ChIbpKally ce Ha cTp. 12 u ctp. 21.

3.3. o oTHoweHue Ha JlekapcTBeHUs MPOAYKT C ThbpProBcko HaumeHoBaHue Fiasp, 100 U/ml-3
ml ¢ ATC kog AO9AAO02, INN Insulin aspart yJaCTHUKBT HE € MpPEACTaBUJI KbM TEXHHUYECKOTO CH
NpEeJIONKECHNE KpaTKa XapaKTepCUTHKA Ha JIEKAPCTBEHHA MPOAYKT, KAKTO M HE € MEACTaBUJl KOIHE Ha
JieKJiapanusi OT NMPUTEXaTellsi Ha pa3pelleHreTo 3a yrnorpeba WM NpOU3BOIUTENS Ha JIEKapCTBEHHUTE
NPOJIYKTH, Ye € 3al03HAT C H3UCKBAHUATA 10 TPOIleaypaTa 3a JIEKapCTBEHUTE MPOAYKTH, KaKTO CIIE/Ba:
Fiasp, 100 U/ml-3 ml u NovoRapid, 100 U/ml-10 ml, ckraacHo npeaBapUTEIHO OOABEHUTE YCIOBUA B
JOKyMEHTalLMsATa 3a 00IecTBeHaTa MOpbYKa, ChABbPAKAILY ce Ha cTp. 12 u c1p. 21.

3.4. ITo oTHOWeHKe Ha JlekapCTBEHUs MPOJYKT € THProBCcKo HauMmeHoBaHue Kreon 35000, ¢ ATC
kon AI10ABOS, INN Multienzymes (lipase, protease etc.) y4acCTHUKBT He € NPEACTaBUI KbM
TEXHUYECKOTO CH TIPEAJIONEHNE KpaTka XapaKTepPCUTHKA Ha JeKApCTBEHHS MPOAYKT, KaKTO W KOMUE Ha
JICKJapaiuss OT MPUTEXATeNlsl Ha pa3pelieHHeTo 3a ynoTpeba WM MPOM3BOJUTENS Ha JIEKAPCTBEHMS
NPOJAYKT, Y€ € 3alo3HaT ¢ M3HCKBAHUATA KBbM JIEKapCTBEHHS] TPOJAYKT, KakTO M C IIOCOUYEHUTE B
npolelypaTa KOJu4ecTBa 3a TO3M JIEKapCTBEH MPOMYKT, KAKTO M Y€ € ChIIIaceH JIEKapCTBEHHs NPOLYKT
na 6bnat odepupaH OT yyacTHMKA B MpoLeypaTa, ChIIacHO MpeABapUTENHO OOSBEHUTE YCIIOBUS B
JMOKYMeHTaLuATa 3a 061IecTBeHaTa MOPhUYKa, ChABPIKAIIH ce Ha cTp. 12 u cTp. 21.

4. Ha ocnoBanue un. 107, 1. 2, 6ykBa "a" or 30Il komucusara mpejnara 3a OTCTPaHsBaHE
yuacThuka "OBOHUKC ®APMA" EOO/, Thii kato e npeacTaBui odepra, KOATO HE OTIOBaps Ha
NpeIBApUTENIHO OOABEHUTE YCI0BHS 3a U3MI'BJIHEHUE Ha NOpBUKATa, M0 CIEIHUTE HOMEHKIATYPH 4acT OT
060co0eHa no3uuus Ne 1:

Homenxaartypa ¢ ATC A02BC03, INN Lansoprazole, Ilepopa;iana TBbpaa

MoTHBH 32 OTCTpaHsIBaHE:

[Ipu akryanusauusta Ha [103UTUBHUS JeKapCcTBEH cruchK, npuioxxeHne Ne 2 na 02.08.2020 r.
CJIe[IHUTE JIEKAPCTBEHU NMPOAYKTU odeprpaHu (€AMHCTBEHH 3a JaJileHaTa HOMEHKIIATYPa) OT yYaCTHUKBT
"®BOHUKC ®APMA" EOO/I ca 3a11yeHM:

[IpurexxaTten Ha pa3peLIEHHUETO Toproscko Komuecto
3a ynotpeba HaVMEHOBaHHE aKTHUBHO BEILECTBO
HoGen dapma EOO/I,
benrapus Lansoprol 30 mg

[IpenBuj yCcTaHOBEHOTO TO-rope, KoMHcusTa mpemnara Ha Bb3noxurens "O®BbOHHUKC
DAPMA'" EOO/I, na 6b/1e OTCTpaHeH OT MpolleypaTa 3a Ta3u HOMEHKIIaTypa, Ha ocHoBaHue uil. 107,
T. 2, 6ykBa "a" o 3011, Thii KaTo e npeactaBun odepra, KOATO HE OTrOBaps Ha MPEABAPUTEIIHO 0OSBEHUTE
yCJIOBUS 32 U3ITBIIHEHHUE HA MOpbhUKATa.

5. Ha ocnoBanue un. 107, T. 2, 6ykea "a" or 30Il komucusgra mnpejjiara 3a OTCTpaHSABaHE
yuacthuka "MAPUMIIEKC - 7" EOO/, Tpii xato € npeacraBusl odepra, KOATO HE OTroBaps Ha
[peBapuTeIHO O0SIBEHUTE YCJIOBUS 3a U3IIbJIHEHHE Ha Nopbukara, no HomeHkinarypa c ATC A10BX10,
INN Lixisenatide, mapaHTepaina, yacT oT o6ocobeHa nozuuus Ne 1

MoTuBH 32 OTCTpaHsIBaHe:



B pamkuTe Ha M3BBPIIEHATa OT KOMUCHUATA IPOBEPKA, KOATO € onHcaHa noapooHo B [TpoTokon No
2 oT paboTara Ha KOMUCUSITA € YCTAHOBEHO, Y€ HAMa [IpeJcTaBeHa Aekjapauus ot Sanofi-Aventis Groupe,
@OpaHuys WIM OT YNBJIHOMOLIEHMAT My mnpegctaBuren "CanHodu Brwarapus" EOOJ], EOO]I, 3a
nexapcTBeH npoaykT - A 10BX10 Lixisenatide napanTepainHa, TBbp/Ja OKOHYaTeIHa onakoBka 2 pre-filled
pens (dose 0.2 ml - 1 pen contains 14 doses)/ 1 pre-filled pen (dose 0.2 ml - 1 pen contains 14 doses),
KaKToO W JHIICBAa MH(POpMALMA Y€ CHLUUAT € 3a103HaT C 00SIBEHUTE KOJMYECTBA 32 Ta3¥ HOMEHKJIATypa.

Taka KOHCTaTMpaHHWTE OT KOMHUCHATA HECBOTBETCTBMS, YCTAHOBSBAT, 4Ye TPEICTABEHOTO OT
"MAPUMIIEKC - 7" EOO/I TexHH4eCKO MPEJIOKEHHUE, HE OTTOBapsl Ha MPENBAPUTEITHO 00SBEHUTE
yclnoBus Ha mopbukaTa. IIpenBui M3I0XKEHOTO OO TYK, KOMUCHSATA Mpejjiara Ha Bb3JIOKHUTEJS
"MAPUMIIEKC - 7" EOO/I na 6B/1€ OTCTpaHEH OT NpoLieflypaTa 3a Ta3u HOMEHKJIaTypa, Ha OCHOBaHHe
g 107, 1. 2, 6yksa "a" ot 30I1.

6. Ha ocnoBanue un. 107, 1. 2, 6ykBa "a" or 30Il xomucusTa mpenjara 3a OTCTpaHSBaHE
yuyactHuka "MEJEKC" OO/, Tbii kato € npeAcTaBui ogepra, KOATO He OTroBaps Ha MpeaBapUTETHO
00siIBEHWTE YCIOBHs 328 W3IBJIHEHHE Ha MOpBYKATa, MO CICIHUTE HOMEHKIATYpH 4acT oT obocobeHa
no3uuys Ne 1:

HomenknaTypa ¢ ATC A02BC03, INN Lansoprazole, Ilepopanna TBbpaa

MoOTHBH 32 OTCTPaHSBAHE:

[Tpu akryanuzaumara Ha [103UTHUBHMS NEKApCTBEH CMUCHK, npuioxenue Ne 2 pa 02.08.2020 r.
CJIEIHUTE JIEKapCTBEHU NPOAYKTH oeprpany (€AMHCTBEHH 3a JaJiecHaTa HOMEHKIIATypa) OT YY4aCTHUKBT
"MEJAEKC'" OO/ ca 3anu4eHu:

[Mputexkaten Ha  paspelieHdeTro 3a| T'bproBCKO Konuyectso aKTHBHO
ynotpeba HalMEHOBaHUe BEILECTBO

m
Ho6en ®apma EOOJI, bparapus Lansoprol 30 g

[IpenBua ycTaHOBEHOTO IO-rope, Komucusita npejara Ha Bbyioxurens "MEJIEKC'" OO, na O0b1ae
OTCTpaHEeH OT MpolLielypaTa 3a Ta3d HOMEHKIATypa, Ha ocHoBaHue ui. 107, T. 2, 6yksa "a" ot 30I1, Tbii
KaTo € MpeacTaBui odepra, KOsTO He OTTOBaps Ha MPeIBapUTENIHO OOSBCHUTE YCIIOBHS 3a HU3ITBIHEHUC
Ha MOopBhYKaTa.

Hepasnenna yact ot HactoAwua noknaj ca ITporokon Ne 1 ot 23.07.2020 r. u [Ipotoxon Ne 2 ot
21.09.2020 r., KOUTO ca U3rOTBEHH B XOJa Ha paboTaTa Ha KOMUCHATA U B KOUTO € OMKcaHa MojpoOHO
paboTaTta Ha KOMHCHATa IO M3BBPIIBAHE Ha MOAOOP Ha YYAaCTHULMTE, Pa3ryiek[aHe W OLEHKA Ha
oepTHTe M KBM KOMTO € MPUIIOKEHA LisiaTa HeoOXouMa JOKYMEHTALMs 32 B3eMaHe Ha pelleHHe OT
BB3JIOKHTCIIA.

C u3BbplLIBaHEe HA FTOPHHTE JeficTBUA paboTaTa HA KOMHCHATA MPHK/I0YH Ha 21.09.2020 r.,
HA KOSITO AATATA €€ ChCTABH U MOANNCA HACTOSIIMST MPOTOKOJL.

3a/nmyeHo BbB Bpb3Ka ¢ PernameHT
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CnbeTaB HA KOMHUCHSATA:

IlpeacenarTea:

Pymsna CraBpeBa, IbpiKaBeH ekcnepT B aupexuus ,,0
YieHose:

Cretka XnebapoBa, CTapLIN IOPUCKOHCYNT B JUPEKLUS
Mar. ®apm. Tans ['epruHoBa — ri1aBeH eKCrepT B oTne ,,
Mar.-¢apm. Opnun Henes, nppxaBeH excnepT B oTIeN ,,J)
Mar. ®@apwm. L[ perenuna ITonosa — crapimu ekcnepT B OT/E






