IMPOTOKOJI

OT JEHHOCTTA Ha KOMHUCHITA, Ha3HadyeHa cbC 3amoBen Ne 3-236 ot 08.04.2021r. na U3neaHuTenHus
nupektop Ha MBAJL ,,JI-p Cramen Unues* A/, 3a pa3riexnane, olieHsIBaHE U KJIaCUpaHE Ha
noiaaeHuTe oepTH 3a y9acTUE B MPOIIeIypa MO BHTPEIICH KOHKYPEHTEH H300p 3a onpeesiHe Ha
u3mpsHuTen 1m0 ITokana m3x.Ne318/31.03.2021r. ¢ mpeamer: JlocTaBKa Ha JieKAPCTBEHH
npoaykTu no PamkoBo cnopasymenne NeP/[-11-151/19.03.2021r. 3a ny:xaute na MBAJI ,,JI-p
Cramen UimmeB" A/l, rp.MoHTaHa, U3NpaTeHa ype3 eJIEKTpOHHATa cucteMa Ha M3 u
nyosimkyBana [Iponenypa Ne2019, B cheras:
l'[peucenaTe.ﬂ: 1. 3anuuena ungopmayus
Yjenone: 2. 6wv6 épu3ka cve 33T

3. u Peanamenm (EC) 2016/679

Ha 08.04.2021r. B 13:00 vaca, chIiIacHO TOpenocodYeHaTa 3aroBejl, KOMUCHATA 3alovyHa
paborata cu ga pasriena, ONEHHM M KIacupa MOAaJeHUTe o(hepTH B EIEKTpPOHHATa CHUCTEMa

(nnatdopma) 3a 3aKyryBaHe Ha JIEKAPCTBEHU MPOAYKTH 32 HY>KIUTE Ha JieueOHUTE 3aBeieHns Ha M3.

[Tonydenu ca cnegHUTE MPEJIOKEHHS 110 IPOLEAypaTa o BhTPELIeH KOHKYPEHTeH U300p:

Howmep [OaTa Ha nogaBaHe PamkoBo Ne on HanmeHoBaHMe Ha y4yacTHUKa
Q7770 07/04/2021 10:27 P[AO-11-151/19.03.2021r. 1 "®bOHUKC ®APMA" EOO[
07550 06/04/2021 12:37 P[A-11-151/19.03.2021 r. 1 "MEJOEKC" 00[

07314 05/04/2021 11:45 P[AO-11-151/19.03.2021 r. 1 "COJIOMEL" EOOL

07171 02/04/2021 20:59 PAO-11-151/19.03.2021 . 1 "MAPUMIEKC - 7" EOO[L
06865 01/04/2021 12:14 P[AO-11-151/19.03.2021 r. 1 "®APKON" A

06787 01/04/2021 08:27 PQO-11-151/19.03.2021 . 1 "b.BPAYH MEOVKAN" EOOL
06742 31/03/2021 19:02 P[A-11-151/19.03.2021r. 1 "CO®APMA TPEMOMHI™ AL
06699 31/03/2021 17:11 PA-11-151/19.03.2021 . 1 [OAHCOH Bl OO

06665 31/03/2021 15:37 P[A-11-151/19.03.2021 r. 1 "TMPO ®APMALNA" EOOO

Ha ocnoBanue un.51, an.8 ot IIII30I11, HazHaueHata KOoMuCHs JE€KJIapupa ype3 MUCMEHa
JeKIapaiusi 00CTOSTEICTBATa B ChOTBETCTBHE C HOPMATHBHUTE PA3IIOPEIOH.

Odeprute 6s1xa OTBOPEHH OT MPECENATENAT Ha KOMUCHUATA. BCuuku odepTH moryueHu
npe3 miardopmMaTa ChaAbpKaT: 3asgBleHHE 3a yyacTue, TexHudecko npeanoxenue u [Ipeanaranu
[IEHOBU TIapaMeTpPH.

Komucusita npemuHa KbM pas3riekaaHe Ha MpeJcTaBeHaTa UHQOpMaIHs U JOKYMEHTH OT
YYaCTHHIINTE. BCHYKM y9acTHHIIN ca MPEICTABHIIN 3asBJICHUE 32 YUaCTHE, TEXHHUECKOTO
MIPEJUIOKEHHUE € ChIVIACHO U3UCKBAHUATA, C IPUIIOKEHH JJOKYMEHTHU U MPEUI0KEHUATa OTTOBAPAT
Ha yCJIOBUSTA 3a yJacTue B nporenypara. [Ipu pasriexnane Ha TEXHUUECKHUTE NPEUIOKEHUS
KOMHCHSTa KOHCTATHPA, 4e 3a JekapcTBeH npoaykt NO3AF02 — Oxcarbazepine ygactauk
"CODAPMA TPEMIMHI™" AJ He e noaan nHGOPMALHS 3a IPOYKTA (BKIL ThPrOBCKO
HaMEHOBaHME), TOPAJN KOETO KOMUCHATA €AMHOYIITHO PEIIN Ja OTCTPAHU YYACTHUKA OT y4acTHe
B IIpOIIeTyparTa 3a TO3M NpoayKT. Komucusra 1omycka BCHUKA OCTAHAIH MPEIOKEHHUS 10
OTBapsiHE Ha IpeJylaraHy [IEHOBU MapaMeTpH.

Ha oGsiBenara nata v B 005SBEHOTO BpeMe IpeJiceIaTeNs T Ha KOMHUCHSATA OTBOPH [IEHOBUTE
MpeUIoKEeHUs Ha ydacTHUIMTE B EnexTponHara cuctema. [lpeanoskeHusTa Ha ydacTHUIIUTE
OTrOBapsT Ha M3MCKBAHUATA M KOMHUCHSATA JIOITYCKa BCHUKU 0(hepTH A0 KITacupaHe.

BpemMeHHOTO Ki1acupaHe € CIeIHOTO:

AHaTomo- MexayHapoaHo Mspka Ep ueHa 3a
06.n TepanesTuye HenaTeHTHO /mg, 3abe eanHULa Ef ueHa 3a
o3uy, H Kopg, /ATC- HaumeHoBaHue HauuH Ha tabl., NEeXK msapKa 6e3 eAnHUua
na Ne Koa/ /INN/ npunoXeHue ml./ a KnacupaHe / YyactHuum AAcC c AAcC
1 NO1ABO6 Isoflurane MHXaNaTopHa ml 1."MEAEKC" 00 0,463667 0,556400




1."®bOHUKC PAPMA" EOOL, 0,694200 0,833040

2.0AHCOH Bl 00, 0,694500 | 0,833400

2."®APKON" AL 0,694500 | 0,833400

3."MELEKC" 004 0,694506 0,833407

NO1ABO8 Sevoflurane MHXanaTopHa ml 3."COPAPMA TPEMAMHI™ AL, 0,694506 0,833407

1."®bOHUKC PAPMA" EOOL, 0,013920 0,016704

NO1AX03 Ketamine napeHTepanHa | mg 2."COPAPMA TPEMOMHI™ AL, 0,013926 0,016711

NO1AX10 Propofol napeHtepanHa | ml 1% 1."®APKON" A 0,078927 0,094712

1."®bOHUKC PAPMA" EOO/, 0,006880 0,008256

NO1BB02 Lidocaine napeHTepasnHa mg 2.0AHCOH bl 00/, 0,007244 0,008693

1."®bOHUKC PAPMA" EOOL, 0,091300 0,109560

2."OAPKON" AL 0,093820 0,112584

3."CO/NIOMEL" 004 0,093866 0,112639

3."MNPO ®APMALIMA" EOOL 0,093866 0,112639

NO01BB09 Ropivacaine napeHTepanHa | mg 3."6.6PAYH MEAUKAN" EOOL 0,093866 0,112639

Metamizole 1.0AHCOH BIr 00, 0,000354 0,000425

NO02BB02 sodium napeHTepasnHa mg 1."CODAPMA TPEMANHI AL, 0,000354 0,000425

1."®bOHUKC PAPMA" EOOL, 0,000972 0,001166

2."CO®APMA TPEXAOMHI AL 0,000973 0,001168

3."®APKON" AL 0,000989 0,001187

4."MEJEKC" 00/, 0,000992 0,001190

5."B.6EPAYH MEAWKAN" EOO/ 0,001031 0,001237

6."CONNIOMEL" 00, 0,001045 0,001254

NO2BEO1 Paracetamol napeHrepasHa | mg 7."NPO ®APMALINA" EOOL 0,001049 0,001259

NO3AA02 Phenobarbital napeHtepasHa | mg 1."COPAPMA TPEMONHI" ALl 0,005397 0,006476

nepopasnHa 1."®bOHUKC PAPMA" EOOL, 0,000347 0,000416

NO3AF01 Carbamazepine | TBbpaa mg 2."®APKON" ALl 0,000348 0,000418

1."®bOHUKC PAPMA" EOO/, 0,014172 0,017006

2."CODAPMA TPEMAUHI™ AL, 0,014174 0,017009

3."®APKON" AL 0,014195 0,017034

4."MEJEKC" 00/, 0,014345 0,017214

NO3AGO1 | Valproic acid napeHtepasHa | mg 5."MAPUMIEKC - 7" EOO/] 0,014855 0,017826

nepopanHa 1."®APKON" AL 0,000219 0,000263

NO3AGO1 | Valproic acid TBbPAA mg 1."®bOHUKC PAPMA" EOO/, 0,000219 0,000263
nepopasnHa

NO4AA02 Biperiden TBbPAA mg 1."®dbOHUNKC ®APMA" EOO/, 0,030500 | 0,036600

1."CODPAPMA TPEMONHI ALl 0,144583 0,173500

N04BB01 Amantadine napeHTepasHa | mg 1."MEJEKC" 00/, 0,144583 0,173500

NO5AA01 Chlorpromazine | napeHtepanHa | mg 1."CODAPMA TPEMONHI" AL, 0,013375 0,016050

NO5ADO1 Haloperidol napeHTepasHa | mg 1."CODAPMA TPEMONHI" AL, 0,077833 0,093400

nepopasnHa 1."®bOHUNKC ®APMA" EOOL, 0,032267 0,038720

NO5ADO1 Haloperidol TBbPAA mg 2."CODAPMA TPEMAMHI™ AL, 0,032271 0,038725
nepopasnHa

NOSAFO1 | Flupentixol TBbPAA mg 1."CO®APMA TPEMAMHIM AL | 0,152000 | 0,182400
nepopasnHa

NO5AF05 Zuclopenthixol TBbPAA mg 1."CODAPMA TPEMONHI" AL, 0,012000 0,014400

NO5AF05 Zuclopenthixol napeHTepasHa | mg 1."CODPAPMA TPEMONHI ALl 0,057000 0,068400

1."®bOHUKC PAPMA" EOOL, 0,014067 0,016880

nepopasnHa 2."CO®APMA TPENOMHI™ AL, 0,014071 0,016885

NO5AH03 | Olanzapine TBbPAA mg 3."®APKON" ALl 0,014095 0,016914

1."®bOHUNKC GAPMA" EOO/, 0,000723 0,000868

nepopasHa 2."CODAPMA TPEMOMHI™ AL, 0,000724 0,000869

NO5AHO04 | Quetiapine TBbPAA mg 2."OAPKON" AL 0,000724 0,000869

nepopasnHa 1."®bOHUKC PAPMA" EOOL, 0,001783 0,002140

NOS5ALO5 Amisulpride TBbPAA mg 2."®APKON" ALl 0,001787 0,002144

1."®bOHUNKC GAPMA" EOO/, 0,043333 0,052000

nepopasnHa 2."CO®APMA TPENOMHI™ AL, 0,043353 0,052024

NO5AX08 Risperidone TBbPAA mg 3."®APKON" AL 0,043420 0,052104

nepopasnHa 1."®bOHUKC PAPMA" EOOL 0,028133 0,033760

NO5AX12 Aripiprazole TBbPAA mg 2."®APKON" ALl 0,028189 0,033827

2




1 NO5BA0O1 Diazepam napeHTepasHa | mg 1."CODAPMA TPEMANHI" AL, 0,052500 0,063000

nepopa’snHa 1."®bOHUKC PAPMA" EOOL 0,003824 0,004589

1 NO5BB0O1 Hydroxyzine TBbpAa mg 2."COPAPMA TPEMOUHI™ AL 0,003826 0,004591

1."®bOHUKC PAPMA" EOOL 0,005133 0,006160

nepopanHa 2."CODAPMA TPEMOMHI AL | 0,005136 | 0,006163

1 NO6ABO5 Paroxetine TBbPAA mg 3."®APKON" ALl 0,005143 0,006172

nepopa’sHa 1."®bOHUKC PAPMA" EOOL, 0,009250 0,011100

1 NO6AB10 Escitalopram TBbpPAA mg 2."®APKON" ALl 0,009268 0,011122

napeHTepasnHa 1."®bOHUKC GAPMA" EOOL 1,806000 2,167200

NO6BCO1 Caffeine citrate /nepopanHa mg 2."MEAEKC" 004 1,806341 2,167609

NO6BX03 Piracetam napeHTepasnHa mg 1."CODAPMA TPEMOUHI A, 0,000290 0,000348

nepopasHa 1."®bOHUKC PAPMA" EOOL, 0,000100 0,000120

1 NO06BX03 Piracetam TBbpPAA mg 2."COPAPMA TPEMOMHI™ AL 0,000101 0,000121
nepopasHa

1 NO6BX18 Vinpocetine TBbpA2 mg 1."®bOHUKC PAPMA" EOO/L 0,011833 0,014200

1."®bOHUKC PAPMA" EOO/, 0,054300 0,065160

NO6BX18 Vinpocetine napeHTepanHa | mg 2."CODAPMA TPEMAUHI™ AL, 0,054318 0,065182

1 NO6DA04 | Galantamine napeHTepanHa | mg 1."COPAPMA TPEMONHI" AL, 0,243417 0,292100

30I1, B KOATO MOCOYM HAYAJIOTO U Kpasi Ha ThPra, KAKTO U CThIIKATa 32 IPOMSIHA.

Komucusita perim eJeKTpOHHUS ThPT Ja ObJe MPOBEICH KAKTO ClIC/Ba:
- Hauamna mara — 14.04.2021r., 09:00 4aca;
- Kpaiina gata — 19.04.2021r., 16:00 vaca;
- Crprka 3a mpomsiHa Ha nieHata — 0,05%.

Ha 09.04.2021r., npencenarensaT HA KOMUCHSTA Ype3 SICKTPOHHATA CUCTEMA, U3IIPATH JI0
yuactHuiuTe [Tokana Ma.Ned97 3a mpoBexxiaHe Ha €JIEKTPOHEH THPT 10 peaa Ha wi.90, an.5-12 ot

Crne IPUKIIIOYBAHETO HA €JIEKTPOHHHUS ThPI KJIACHPAHETO € CIEAHOTO:

Msap 3a
06.n AHaTOMO- MexpayHapoaH Ka 6e Ep ueHa 3a Ep ueHa 3a
03Uy, | TepanesTU 0 HenaTeHTHO /mg, | ne eAnHMLA eAnHMLA
ua YeH Kopg, HauMmeHOBaHue HauuH Ha tabl., | »xk mApKa 6e3 MApKa ¢
Ne /ATC-koa/ /INN/ npunoKeHue ml./ a KnacupaHe / YuyactHuum AAac AAac
1 NO1ABO6 Isoflurane MHXaNaToOpHa ml 1."MEAEKC" 00/, 0,463667 0,556400
1."MEAEKC" 00/, 0,665268 0,798322
2."®bOHUKC ®APMA" EOO/, 0,694200 0,833040
3.0AHCOH Bl 00, 0,694500 0,833400
3."®APKON" ALl 0,694500 0,833400
1 NO1ABO8 Sevoflurane MHXaNaToOpHa ml 4."CODAPMA TPENANHI AL, 0,694506 0,833407
1."®bOHUKC PAPMA" EOO/, 0,013920 0,016704
1 NO1AX03 Ketamine napeHTepasnHa mg 2."CO®APMA TPENAMHI ALl 0,013926 0,016711
1
1 NO1AX10 Propofol napeHTepasnHa ml % 1."®APKON" AL 0,078927 0,094712
1.0AHCOH Bl 004 0,006873 0,008248
1 NO1BB02 Lidocaine napeHTepanHa mg 2."dbOHNKC PAPMA" EOOA 0,006880 0,008256
1."®APKON" AL 0,091274 0,109529
2."®bOHUKC ®APMA" EOO/, 0,091300 0,109560
3."CO/IOMEA" 004 0,093866 0,112639
3."NPO ®APMALMA" EOOL 0,093866 0,112639
1 N01BB09 Ropivacaine napeHTepasnHa mg 3."6.6PAYH MEUKAN" EOOL, 0,093866 0,112639
Metamizole 1.0AHCOH Bl 004 0,000353 0,000424
1 N02BB02 sodium napeHTepasnHa mg 2."COPAPMA TPEMOMHI™ AL, 0,000354 0,000425
1."®APKON" AL 0,000971 0,001165
2."®bOHNKC PAPMA" EOO/ 0,000972 0,001166
3."COPAPMA TPEMOMHI™ AL, 0,000973 0,001168
4."MEJEKC" 00/, 0,000992 0,001190
5."B.6PAYH MEAUKAN" EOOL 0,001031 0,001237
6."CO/TIOMEA" 004 0,001045 0,001254
NO2BEO1 Paracetamol napeHTepasnHa mg 7."NPO ®APMALIMA" EOOL, 0,001049 0,001259
NO3AA02 Phenobarbital | napeHTepanHa mg 1."CODAPMA TPEMONHI AL, 0,005397 0,006476




Carbamazepin | nepopanHa 1."®bOHUKC PAPMA" EOO/, 0,000347 0,000416

1 NO3AF01 e TBbpAA mg 2."®APKON" ALl 0,000348 0,000418

1."®bOHUKC PAPMA" EOO/, 0,014172 0,017006

2."COPAPMA TPEMOUHI™ AL 0,014174 0,017009

3."®APKON" ALl 0,014195 0,017034

4."MEOEKC" 004 0,014345 0,017214

1 NO3AGO1 | Valproic acid napeHTepasnHa mg 5."MAPUMNMEKC - 7" EOO/ 0,014848 0,017818

nepopasHa 1."®APKON" AQ 0,000219 0,000263

1 NO3AGO1 | Valproic acid TBbpAa mg 1."®bOHUKC PAPMA" EOO/, 0,000219 0,000263
nepopanHa

1 NO4AA02 Biperiden TBbpAA mg 1."®bOHUKC PAPMA" EOOL 0,030500 0,036600

1."MEAEKC" 00/, 0,143216 0,171859

1 N04BBO1 Amantadine napeHTepasnHa mg 2."COPAPMA TPEMOMHI™ AL, 0,144583 0,173500

Chlorpromazi

NO5AAO01 ne napeHTepasHa mg 1."CODAPMA TPEMOUHI A, 0,013375 0,016050

NO5ADO1 Haloperidol napeHTepasHa mg 1."CODAPMA TPEMOUHI A, 0,077833 0,093400

nepopasnHa 1."®bOHUKC PAPMA" EOO/, 0,032267 0,038720

1 NO5ADO1 Haloperidol TBbpAA mg 2."COGAPMA TPEMOUHI" AL, 0,032271 0,038725
nepopasnHa

1 NO5AF01 Flupentixol TBbpAA mg 1."CODAPMA TPEMOUHI AL, 0,152000 0,182400
Zuclopenthixo | nepopanHa

1 | NOSAFO5 | | TBbPAA mg 1."COPAPMA TPEMAMHI" AL | 0,012000 | 0,014400

Zuclopenthixo

1 NO5AF05 | napeHTepasnHa mg 1."COPAPMA TPEMONHI" ALl 0,057000 0,068400

1."®APKON" AL 0,014067 0,016880

nepopasnHa 1."®bOHUKC PAPMA" EOO/, 0,014067 0,016880

1 NO5AHO03 Olanzapine TBbpAA mg 2."CODAPMA TPEMAMHI™ AL, 0,014071 0,016885

1."®APKON" A 0,000722 0,000866

nepopasnHa 2."®bOHNKC PAPMA" EOOL 0,000723 0,000868

1 NO5AH04 | Quetiapine TBbpAA mg 3."COPAPMA TPEMAUHI™ AL, 0,000724 0,000869

nepopasnHa 1."®bOHUKC PAPMA" EOO/, 0,001783 0,002140

1 NOS5ALO5 Amisulpride TBbpAa mg 2."®APKON" ALl 0,001784 0,002141

1."®APKON" AL 0,043247 0,051896

nepopasnHa 2."®bOHNKC PAPMA" EOOL 0,043333 0,052000

1 | NO5AX08 | Risperidone TBbPAA mg 3."CO®APMA TPEMOMHI" AL, | 0,043353 | 0,052024

nepopasnHa 1."®APKON" AL 0,028062 0,033674

NO5AX12 Aripiprazole TBbPAA mg 2."®ObOHUKC ®APMA" EOO/, 0,028133 0,033760

NO5BA01 Diazepam napeHTepasnHa mg 1."CODAPMA TPEMONHI" AL, 0,052500 0,063000

nepopasHa 1."®bOHUNKC ®APMA" EOOL, 0,003824 0,004589

1 NO5BB01 Hydroxyzine TBbPAA mg 2."CO®APMA TPENAMHI™ AL, 0,003826 0,004591

1."®APKON" AL 0,005130 0,006156

nepopasnHa 2."®bOHUKC PAPMA" EOO/, 0,005133 0,006160

1 NO6ABO5 Paroxetine TBbpAA mg 3."COPAPMA TPEMOMHI™ AL 0,005136 0,006163

nepopasnHa 1."®bOHUNKC ®APMA" EOOL, 0,009250 0,011100

1 NO6AB10 Escitalopram TBbpAA mg 2."®APKON" ALl 0,009268 0,011122

Caffeine napeHTepanHa/ 1."®bOHUKC PAPMA" EOO/, 1,806000 2,167200

NO6BCO1 citrate nepopasHa mg 2."MEJEKC" 00/, 1,806341 2,167609

NO06BX03 Piracetam napeHTepasnHa mg 1."COPAPMA TPEMONHI" AL, 0,000290 0,000348

nepopasnHa 1."®bOHUKC PAPMA" EOO/, 0,000100 0,000120

1 | NO6BX03 | Piracetam TBbPAA mg 2."CODAPMA TPEMAMHI AL | 0,000101 | 0,000121
nepopasnHa

1 NO6BX18 Vinpocetine TBbpAA mg 1."®bOHUKC PAPMA" EOOL 0,011833 0,014200

1."®bOHUNKC GAPMA" EOO/, 0,054300 0,065160

NO6BX18 Vinpocetine napeHTepanHa mg 2."CO®APMA TPENAMHI™ AL, 0,054318 0,065182

NO6DA04 | Galantamine napeHTepasnHa mg 1."COPAPMA TPEMONHI AL, 0,243417 0,292100

Komucusita HanpaBu CbOTBETHUTE U3UUCIICHMS 3a IPEAJIOKEHNUS ¢ oBeue oT 20% no-
OJIaronpusATHU OT CpeAHaTa CTOMHOCT Ha MPEI0KEHUATa Ha OCTAaHAJINTE YYaCTHUIU U YCTAaHOBH,
Yye TaKMBa HSAMa M HE ce Hajara Jia IpuIoKu pasnopeadata Ha wi.72, an.1 ot 30I1.




3a MeIUKaMEHTU:

KnacupaHe / YyacTHUK
1."®APKON" AL,

NO3AGO1 | Valproic acid nepopasHa TBbpaa 1."®bOHUNKC DAPMA" EOO/,
1."®APKON" AL,

NO5AHO03 | Olanzapine nepopasjHa TBbpaa 1."®bOHUNKC DAPMA" EOO/,

uMa KJIaCHpaHU JIBaMa yY9aCTHUKA Ha ITBPBO MSICTO C €HAKBA MPEIIOKEHA Hall-HUCKA [ICHA,
KOETO Hajiara ImpoBEXIaHeTo Ha myOimueH xpeduit. Komucusita pemu ia ro nposese Ha
22.04.2021r. B 09:00 yaca, 3a koeTo J1a MyOIHKyBa CHOOIICHIE HA MHTEPHET CTPAHUIATa Ha
Bwznoxwurens B [Ipoduni Ha KymyBayua v J1a YBEIOMH 3aMHTEPECOBAHUTE JIHIIA.

Ha 22.04.2021r., 8 09:00 4aca, B bJieH ChCTaB KOMUCHSTA CE ChOpa Ha 3ace/IaHue 3a
MpoBEXkIaHe Ha myosmueH xpeduid. C mucmo u3x.Ne417/20.04.2021r., myOIMKyBaHO B CHIIUS JICH B
[Mpoduna Ha KymyBava 1 U3MPaTEHO KaTo CHOOIIEHUE KM IpoleaypaTa npe3 EnextponHaTa
cucrema (Tuiatopma), 3aMHTEPECOBAHUTE YYACTHHUIM Os1Xa YBEIOMEHH 3a MPEBEKIAHETO HA
myOaHus xkpebuil. Ha 3acenanneTo Ha KOMHCHSTA HE MPUCHCTBAXA YUYACTHUIIM WITU TEXHU
VITBJTHOMOIICHU TIPEICTABUTEIH.

[Ipencenarensat Ha KOMHCHSATA IPUCTHITN KbM IMPOBEKIAHE HA KPeOus. 3a U3IIBIHATEN Oere
n30paH:

M3nbnHuTen
NO3AGO1 | Valproic acid nepopanHa Tebpaa "®bOHNKC ®APMA" EOO/,
NO5AHO03 | Olanzapine nepopasnHa TBbpaa "®bOHUKC PAPMA" EOO/L

Komucusra npeanara Ha Bw3noxurens:

1. [la ompenenu 3a M3MBJIHUTENN HA O0IIECTBEHATA MOPHUKA YUACTHUIIUTE KIIACHPAHU Ha
IBPBO MSICTO, a 3a MeaukamenT Valproic acid-nepopanna Tebpaa u Olanzapine-
nepopaHa TBbpJa ciiell nmposeaeHus xkpebuit usnbanuten -"G@bOHUKC OAPMA"
EOO/L.

2. Jla otctpanu ot npouenypata ydactauk "CODAPMA TPEMIUHI™ AJ] 3a nekapcTBeH
npoaykt NO3AF02 — Oxcarbazepine — HEl'bJIHO TEXHUYECKO MPEITI0KEHIE — HIMA
uHpopmanus 3a odpepupaHus MeIUKaMEHT.

KOMUCUSI: Tlpeacenartean: 1. 3anuuena ungpopmayus
YneHose: 2. 6v6 6pv3xa cve 33T
3. u Peznamenm (EC) 2016/679

HOJYYNJI:
- [TIPOTOKOJI oT pa3riiex1aHeTo U KIIaCUPaHETO Ha ohepTHTE;
- HOKYMEHTAIMATA BBB Bpb3Ka ¢ 0011€CTBEHATA TOPHUKA.

YTBBPKIABAM!

BB3JOKUTEJL: 3anuuena undpopmayus 6v6 6pv3xa cve
33JI/] u Pecnamenm (EC) 2016/679
MN3IIBbJIHUTEJIEH JUPEKTOP
MBAJI I-P CTAMEH UWJINEB Al
I'P. MOHTAHA



