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rp. Cunncrpa, ya,” ILMyTadunes” No 80, Ten.: 086/818 446, paxc: 086/823 917
e-mail: mbalss@abv.bg

NMPOTOKOAN
N2247/13.07.2017 r.

Ha 28.06.2017r., B 3anata Ha BTOPWA €TaX Ha aAMMHUCTpaTWMBHaTa crpaga Ha ~MBAJl-
Cunucrpa” A - rp.Cunuctpa, yn. ,Metbp MyTagumnes” N 80, Ha ocHOBaHue un. 181 an. 4u
un.103 an. 1  or 300N BbB BP. C un. 54 ot MNN30M M B W3MbLAHEHUE Ha 3anosep
N9216/28.06.2017 r. Ha U3NMbAHUTENHUS AvpekTop Ha ,MBAJT-Cunuctpa” AL rp. Cunucrpa, 3a
pasrnexaaHe W oueHka Ha nocTbNUIUTe odeptM B ,0TKpUTa npoueaypa” ¢ npegmer:
~[lOCTaBKka Ha nekapcrBeHu NpoAYKTH no obocobeHun nosmuymm, uypes nepmoguyHu
AOCTaBKM nMo 3asBKa 3a HywauTe Ha "MBAJ] - Cunucrpa" Al”. ON e OTKpUTa C
pewenne N29/22.05.2017r. u ny6nvkysaHa nog Homep 01098-2017-0002 B Pon.
O6sBneHneTo e ny6nukyBaHo Ha 23.05.2017r. B OB Ha EC non Homep 2017/S 098-
193368, ce cubpa Komucus B cbeTas:

Mpeacepnaren: NBaHka MeHyesa 3aM. AMPEKTOp UK. AeHOCTU;
UneHose: B. babasiwesa; npaBocnocobeH pucT ;
M. MapuHoBa; rn. Mea. cecTpa;
I'. l'eoprues; WKOHOMUCT 06LL. NOpBbYKM;
Mar. dapM. M. leopruesa; H-K ,BonHnyHa anTeka”,

KomucusaTa 3acenaBa B nbneH cbCTas. MNpencenatensT 3ano3Ha uneHoseTe C ycnosusaTa
3a y4acTue B npoueaypata. Ha oTBapsiHeToO He npucbCTBaxa nuua no un. 54, an. 2. ot NN30M.
Bcuukun uneHose Ha KoMucusita nombnHmxa A€Knapaunn B CbOTBETCTBUE C U3NCKBAHETO Ha

yn. 51, an. 8 ot NN30n.

MNpeaceaatensT Ha KoMucusiTa 06s1BM CbCTaBa Ha KOMUCKSTa 1 uMeHaTa Ha dupmuTe,
MoAanu 3a yvactue opeptu, B onpeaeneHns cpok Ao 16.30 yaca Ha 26.06.2017r., cbrnacHo
NONYHEHNs CpeLly NoAnMcC NPOTOKON Ha OCHOBaHMe 4.48 an. 6 oT nn30n:

1. ,Bb. BpayH Meagukan” EOOA, odepra c BX. N9869/21.06.2017 I. — C Yyac 10:40.
2. ,Toproscka Jiura - HAL|" AL, odbepra c Bx N2873/22.06.2017 r. — C yac 10:00.
3.,®apkon”Af}, odpepTa C BX. N2879/23.06.2017 r. — cuac 10:15.

4.,Mepnekc” 00[, odepra c Bx. N2880/23.06.2017 r. — c yac 10:20.

5. ,®boHUKC ®apma” EO0[, ocdepra c Bx. N2886/26.06.2017 r. — c yac 9:30.

6. ,Exoc Meaguka” 00/, odepra ¢ Bx. N°887/26.06.2017 r. — ¢ yac 9:45,

7. Xumumnopt ®apma” Afl, odepra ¢ Bx. N2888/26.06.2017 r. — c yac 10:50.

8. ,Cocdapma Tpeiigunr” A[, odepra c Bx. N2889/26.06.2017 . — C yac 11:00.



KomucusiTa 0TBOPM MO pefia Ha TAXHOTO MOCTBbMBaHE, 3aneyaTaHuTe HENPO3payYHK OMakoBKK Ha
YHaCTHALMATE U OMOBECTWM TAXHOTO ChAbPXaHWE W MPOBEPU 33 HANUUMETO Ha OTAeseH
3aneyataH nnuk ¢ Hagnuc ,MNpeanaraHn ueHosM napameTpu®. TpuMa OT uneHoBeTe Ha
KOMUCKATa NoAnucaxa TeXHUYECKOTO MpeAiokeHre W Navka ¢ Haanuc ,MpeanaraHm LleHOBY
napamerpu",

MybnnuHata YacT OT 3acefaHMETo Ha KOMUCHSTA NPUKNIOYN CNeA U3BBLPLUBAHETO Ha rope
OnucaHuTe Aencreums.

I. Pasrne)xxaaHe OKyMeHTHUTE MO yn. 39, an. 2 3a CbOTBETCTBUE C M3UCKBAHUATA

KbM JINHHOTO CbCTOSSHUE U Kputepuute 3a HOAGOD, MOCTABEHN OT BB3IJIOXKUTENA M
CbCTaBsAHe Ha HACTOALWMA NPOTOKO.

1. ,b. Bpayn Meaukan” EOO[], odepra c Bx. N2869/21.06.2017 r. — c yvac 10:40, no
no3uyusa N21 n Ne2.

MpeacraBeHUaT nombsiHeH EEAON cbabpxa MHdOpMauus oTroBapsla Ha M3UCKBAHMATA Ha
Bb3/IOKMTENAT KbM INYHOTO CLCTOAAHME W KPUTEPUUTE 33 Noa6top.

YYaCTHUKBT MOKpWBa MOCTABEHUTE MUHUMANHU U3MCKBAaHUS OTHOCHO KpuTepunte 3a noabop
AeKnapupanku:

- Ye CTokuTe ca cepTudmumpanu no craHgapt / ISO /;

- 4e NpuTexaBa CepTUdUKaT 3a KauecTBO Ha UMETO Ha yuacTHWKa / ISO /.

- Ye He ca Hanuue obcrosTencraara no un. 54, an. 1, T. 1,217 wnun. 55, an. 1 ot 30M.

2. ,Tvproscka Jlura - HAL” Af], odepra ¢ BX N2873/22.06.2017 r. — c yac 10:00, no
no3uuua N1,

MNpeAcTaBeHMAT nonbnHeH EEON cbabpka WHbOPMaLMA OTroBapslla Ha M3UCKBAHUATA Ha
BBL3JIOKUTENAT KbM IMYHOTO CbCTOAHWE W KpUTEpUUTE 3a noasop.

YUaCTHUKBT NMOKPMBA MOCTABEHUTE MUHUMANHW U3UCKBAaHUS OTHOCHO Kputepuute 3a noabop
AeKnapupanku:

- 4e CTOoKUTe ca cepTudmumMpanmy no ctaHaapr / IS0 /;

- Ye npuTexasa cepTUdMKaT 3a Ka4eCTBO Ha UMETO Ha ydacTHuKa / IS0 /.

- Ye He ca Hanuue obcTosTencteaTta mo un. 54, an. 1, 1. 1, 2 M 7 u un. 55, an. 1 ot 3011.

3., Papkon”Afl, odpepra c BX. N°9879/23.06.2017 r. — ¢ yac 10:15, no no3uums N1 u
No2.

MpeacTaBeHnaT nonbaHeH EEAOMN cvabpka vH(OpMaLms 0Trosapsilla Ha N3UCKBAHMATA Ha
BDB3JIOXKNTENAT KbM NIMHHOTO CbCTOSIHWE W KpuTepunTe 3a noa6op.

YUaCTHUKLT MOKpMBa MOCTABEHWUTE MUHWUMaNHWU M3WUCKBAHUS OTHOCHO KputepunTte 3a noabop
AeKknapupanku:

- Ye CTOKuTE Cca cepTuduumpanmn no ctaHgapt / ISO /;

- Ye nputexasa cepTUdMKaT 3a Ka4ecTBO Ha MMETO Ha yyacTHuKa / ISO /.

- 4e He ca Hannue obcToaTencreata noyn. 54, an. 1, 1.1, 2 7 nun. 55, an. 1 ot 30M.

4.,Mepexc” 001, odepra c Bx. N2880/23.06.2017 r. — C 4ac 10:20, no no3uyusa N°1
n Ne2,

NpeacraseHnaT nombnHeH EEON cbabpxa uHbopMaums 0Trosapsula Ha U3NCKBAHMATA Ha
Bb3JIOKHUTESTAT KbM JIMYHOTO CbCTOSHWE U KpUTEpUMTE 3a noabop.

Y4aCTHUKBT MOKPMBA MOCTABEHMTE MUHUMAHU W3UCKBAHUA OTHOCHO KpUTEpUMTE 3a noa6op
AeKknapupanku:

- 4e CTOKWTE ca cepTuduLmpanu no ctaHaapt / IS0 /;

- 4e npuTexana CepTU(PUKAT 3a Ka4ecTBO Ha UMETO Ha y4acTHUKa / ISO /.



- Ue He ca Hanuue obcroaTencteata no un. 54, an. 1, 7. 1, 21 7 v un. 55, an. 1 ot 30M.

5. ,PboHukc ®apma” EOO[, odepra ¢ Bx. N2886/26.06.2017 r. — ¢ yac 9:30, no
no3uuua N21 u N22,

MNpeacraBeHnaT nonmbiHed EEJON cbabpxka MHGOPMaumMs OTrosapsila Ha M3UCKBAHMATA Ha
BB3TOXKUTENAT KbM JIMYHOTO CbCTOSHUE U KPUTEPUNTE 3a I'IOLlﬁOp.

Y4YaCTHMKBT MOKpVBa MOCTABEHUTE MWUHUMANHM W3MCKBAHWUS OTHOCHO KpMTEpuUMTE 3a noaGop
AeKnapupanku:

- Ye CToKuTE ca cepTudurumpanu no cravaapt / I1SO /;

- Ye NpUTexaBa cepTMOUKAT 3a KaueCTBO Ha MMETO Ha ydacTHuka / ISO /.

- Ye He ca Hanmue obcroaTencreata no un. 54, an. 1, 1. 1, 2 7 v un. 55, an. 1 ot 300.

6. ,Ekoc Meauka” OO/, odepra ¢ Bx. N2887/26.06.2017 r. — c yac 9:45, no no3muus
Nei,

MpeactaBeHnaT nonbfiHeH EEAOMN cbabpxa uHdOpMaums OTroBapsilla Ha M3MCKBaHUATa Ha
Bb3JIOXKUTENAT KbM JINHHOTO CbCTOSIHUE U KpUTEpUMUTE 3a noabop.

YYaCTHUKBT NOKPWBA MOCTABEHUTE MUHMMANHU M3MCKBaHWS OTHOCHO KpUTepuuTe 3a noabop
AEKNapupanku:

- Ye CToKuTe ca cepTuduumpanu no craHaapt / ISO /;

- Ye NpUTeXaBa CepTUMUKAT 3a Ka4yeCTBO Ha MMETO Ha yyacTHuKa / ISO /.

- Ye He ca Hanuue obctosTencrsata no un. 54, an. 1, 1. 1, 2 7 nun. 55, an. 1 ot 30N.

7. . Xumumnopt ®apma” All, opepra c Bx. N2888/26.06.2017 r. — c yac 10:50, no
no3unumsa N21 n N°2,

MpeacraseHuaT nombnHeH EEAON cbabpxa uHpopMaums oTroBapallia Ha U3MCKBAHUATA Ha
BB3JIOXKUTENAT KbM JINYHOTO CbCTOSIHUE U KpUTepuuTe 3a nogbop.

YUYaCTHUKBT MOKPYBA MOCTABEHUTE MUHMMANHW WU3MCKBaHWS OTHOCHO KpuUTepuuTe 3a noabop
AeKnapupamnku:

- Yye CToKuTe ca cepTudurumnpanu no ctaHaapt / ISO /;

- Ye npuTexasa cepTuduKaT 3a KaYecTBO Ha UMETO Ha y4yacTHuka / I1SO /.

- Ye He ca Hanmue obcrToaTencreata no un. 54, an. 1, 7. 1, 2w 7 nun. 55, an. 1 ot 30MM.

8. ,Cocdapma Tpeiiannr” Afl, oepra c Bx. N2889/26.06.2017 r. — c wac 11:00, no
no3uuunsa N21 n N°2.

lMpeacraBeHuaT nonbaHeH EEAOMN ceabpxa nHbOpMaums oTroeapsilla Ha M3MCKBaAHUSAITa Ha
Bb3JNIOXKUTENIAT KbM JINYHOTO CbCTOSIHUE U KpUTEpuMTe 3a noabop.

YUYaCTHMKBLT NOKPUBA MOCTABEHUTE MUHWMANHWU WU3UCKBaHWS OTHOCHO KpWUTepuuTe 3a noabop
LeKnapupanku:

- Yye CToKUTe ca cepTuduumpanu no ctanaapt / 1SO /;

- Ye npuTexKasa cepTMPMKAT 3@ KaYeCTBO Ha MMETO Ha yyacTHuKa / I1SO /.

- Ye He ca Hanmue obcroaTencTsaTta no yn. 54, an. 1, 1. 1, 2 7 n un. 55, an. 1 or 300,

Cnen pa3srnexxaaHe Ha AOKYMeHTMTE no uwia. 39 an. 2 ot NMMN30MN Ha BCUYKM
YYaCTHMLUHN, KOMUCUATA HEe YCTAaHOBU JIMNCA, HENbJIHOTA M HEeCLOTBETCTBUME Ha
MHPOpPMaUMATa, BKIIOYMTENIHO HEpPeaoBHOCT M (hakTUYecKa rpewka, M
HECLOTBETCTBUE C U3UCKBAHUATA KbM JIMMHOTO CbCTOSIHME U KpUTEpuuTe 3a noa6op
U NPUCTBNU KbM pa3rnexaaHe Ha TeXHUYEeCKUTe npepnoxkeHma noun. 39 an. 3 1. 1
ot 30l1 Ha y4acTHuymTeE.

1. ,b. BpayH Meaukan” EOO/, ocdepTta c Bx. N2869/21.06.2017 r. — c yac 10:40.



MonbnHeHo TexHuuecko npeanoxexne o6pasey N22 u npuaokeHn KbM Hero:
-AOKYMEHT 3a yrnbnHoMoLaBaHe;
- TPEANOXEHNE 33 M3NbAHEHWe Ha nopbukaTa B CbOTBETCTBUE C TEXHUYECKUTE
cneunduKaLmnm U U3NCKBaHUSTa Ha Bb3NOXUTENS;

- Pa3pelueHne Ha Tbprosus;

- PaspeweHve 3a ynotpeba;

= AeKnapauus cBoboAeH TEKCT 3a OCTaTbUHUST CPOK Ha roAHOCT Ha nekapcTBeHuTe
NPOAYKTM KbM AaTUTE Ha AOCTaBKa - HE NO-Manbk OT 75%.

- CepTM(HUKATY 3a KayecTso;

- 3@ nosnuums N21 pexnapauvs ye eauHWYHaTa UEHa Ha npeanaraHWUTe NeKapcTBEHM
MPOAYKTKH, HE HaABUIWABa LieHaTa, onpeaeneHa no MNJIC /Mpunoxenne N22/ - pedepeHTHa.

- AGKNApaumns, 4e ako LeHaTa Ha OMpeaeneHo NekapcTeeHo cpeactso B MMNC, 6bae
HaManeHa cnea CKloYBaHe Ha J0roBopa, NMpoAaBaybLT ce 3aabmkasa aa dakTtypupa JIC no
pedepeHTHaTa UeHa nocoyena B MJIC.

- AGKapaums, Ye ako UeHaTa Ha onpeaeneHo NexkapcTeeHo cpeactso B MNC, 6vae
YBE/MUEHA Cnej CKloYBaHe Ha [0roBopa, MpoAaBaybT ce 3aabnxaea Aa daktypupa J1C no
pedepeHTHaTa LeHa nocoyeHa B AOroBopa 3a A0CTaBKa.

- 3a noanuma N22 fexknapauusi 3a  CbOTBETCTBMETO Ha npeanaraHata LUeHa Ha BCeku
JIEKapCTBEH NPOAYKT C nocnefHaTa perucTpypaHa npeaenHa LeHa.

- AGKnapauus 4e nMpu BKAIOYBAHE Ha NleKapCTBEH npoaykr B INJIC, onpepeneHusT 3a
WSMBbJIHUTEN y4aCTHUK, ce 3agbmxasa Aa daktypvpa JIC no pedepeHTHaTa LeHa nocoyeHa B
nnc.

- NOMbNHEHa TexHWYecka cneunduKaums;

- ACKNIapaLma 3a Cbrnacue ¢ KNAysuTe Ha NPUNOXKEHWS NPOEKT Ha Aorosop Obpasel N23;

- A€KNnapaumna ye ce ocurypu NporHO3HUTE KONMMYEeCTBa 33 CpoKa Ha AeMCTBME Ha 4OroBopa;

- AAGKN1apauns 3a Cpoka Ha BaNMAHOCT Ha odepTata Obpasey No4;

- Aeknapaums no yn. 101 an. 11 ot 301,

Cnen pasrnexxgave Ha npepcrasenuTe AOKYMEHTH, KOMUCUSITA YCTaHOBM ye
odeprata no un. 39 an. 3 1. 1 or NN30MN e B cvoTBeTCTBME C npeasapurenHo
065iIBEHNTE YC/IOBUS OT BB3NOMMTENS U ce AonyCka A0 OTBapsiHe Ha ULEeHOBOTO
npeapnoxxeHue.

2. ,Toproscka Jlura - HAL|” A}, odepta c Bx N2873/22.06.2017 r. — C yac 10:00.

MNonbsiHeHO TexHMuecko npeyiokeHne obpaseu N22 u npunokeHn KbM Hero:
-AOKYMEHT 3a YMbIHOMOLLaBaHe;
- MPEAnoXeHWe 3a M3Nb/HEHWE Ha NopbyYkaTa B CbOTBETCTBUE C TEXHUYeCKUTe
cneunduKaLmm 1 U3McKBaHUSTa Ha Bb3N10XKUTENS;

- PaspeLleHre Ha Tbprosus;

- paspeLueHue 3a ynorpeba;

- AeKnapauus cBO6OAEH TEKCT 3a OCTaTbyHMUSIT CPOK Ha rogHOCT Ha neKapCcTBeHWUTe
NPOAYKTU KbM JaTUTE Ha [OCTaBKa - HE No-ManbK OT 75%.

- CEPTUMUKATH 33 KauecTso;

- 3a nosvuma N21 geknapauus Ye eauHMYHaTa UeHa Ha npeanaraHWTe nekapcTsBeHu
MPOAYKTH, He HaABMLWaBa UeHaTa, onpeaenerHa no NAC /Mpunoxerne N22/ — pecepeHTHa.

- AGKNIApauus, 4e ako ueHaTa Ha onpenenieHo NIeKapCTBEHO CPEACTBO B NNc, 6vpe
HamaneHa Criea CKousaHe Ha [OroBopa, NpoAaBaybT Ce 3abmkasa Aa dakrypupa NIC no
pedepeHTHaTa LeHa nocoyena B MJIC.

- AGKnapauus, Je ako ueHaTta Ha ompeaeneHo NekapcTBEHO cpeacteo B MJIC, 6bae
YBE/MUEHA Cnej CKloYBaHe Ha A0roBopa, MpoAaBaybT Ce 3agb/mKasa Aa ¢akrypupa JIC no
pedepeHTHaTa LieHa NocoYeHa B AOroBopa 3a A0CTaBKa.



- AéKnapauma 4e npu BKAUYBaHE Ha nexkapcreed npoaykT B MUIC, onpepenennsT 3a

VISMTBJIHUTEN YYacTHUK, ce 3abakasa Aa dakTypupa JIC no pedepeHTHaTa LieHa nocoueHa &
nnc.

- NOMbJIHEHa TexHUuYecka cneumbnkaums:

- AGKiapauns 3a cbrnacue ¢ Knaysute Ha NpUIoKeHUs NPOEeKT Ha aorosop O6pasey NO3;

- AGKNapauua Je ce ocurypu NporHo3H1TE KOMMYECTBA 33 CpOKa Ha AeiCTBMe Ha AoroBopa;
- A€KNapaumrs 3a cpoka Ha BanuAHOCT Ha odepTaTa Obpasen No4;

- A€Knapaums no un. 101 an. 11 ot 300.

Cnen pasrnexpaHe Ha NpeacTraBeHuTe [QOKYMEHTH, KOMMUCMNATA yCTaHOBM ye
odeprata no un. 39 an. 3 1. 1 or nn3on e B coorsercreue ¢ npenBapuTesnHo
obsiBeHUTE YCNOBUS OT BbL3INOWKUTENS M ce AonycCka A0 OoTBapsiHe Ha LEHOBOTO
npeasio)XeHue.

3., ®apkon”A[], ohepra c BX. N2879/23.06.2017 r. — cuac 10:15.
MonbaHeHO TexHMuecko npepnoxeHune obpasey N22 u npunoxceHn KM Hero:
-AOKYMEHT 33 YMb/IHOMOLLaBaHe;
- NPEANOXKEHNEe 3a M3Mb/HEHWe Ha nopbukaTta B CLOTBETCTBUE C TeXHU4eckuTe
cneundukaumy U U3UCKBAHUATA Ha Bb3/10XXUTENS;

- paspelweHne Ha Tbprosus;

- paspelleHue 3a ynotpeba;

- Aeknapauus cBobOAEeH TEKCT 3a OCTaTbUHMST CPOK Ha ToAHOCT Ha neKapcTBeHWUTe
MPOAYKTU KbM AaTUTE Ha [OCTaBKaA - HE NO-ManbK OT 75%.

- CepTUHUKATU 33 KAYECTBO;

- 3a nosvuma N1 peknapauus Ye egMHMuYHaTa UeHa Ha npeanaraHuTe NexkapcTBeHM
MPOAYKTH, He HaABMIWaBa LieHaTa, onpegenerHa no MAC /Mpnnoxerne NO2/ — pechepeHTHa.

- AGKnapauusa, 4Ye ako UeHata Ha onpeaeneHo nexkapcTeeHo cpeactso B MJIC, 6bvae
HaManeHa cnea CkloYBaHe Ha AOroBopa, NpoAaBaybLT ce 3afb/mKasa pa daxtypupa JIC no
pedepeHTHaTa UeHa nocoyeHa s MAC.

- AGKNapauus, 4e ako LeHaTa Ha onpeaeneHo flekapcTBeHo cpeacteo B MJIC, 6bge
YBENMYEHa CNej CkmouBaHe Ha AOroBopa, MpPoAaBaybT ce 3aAvnkaBa Aa ¢aktypupa JIC no
pedepeHTHaTa LieHa NocoYeHa B AOroBopa 3a A0CTaBKa.

- 3a nosuums NO2 neknapaums 3a CbOTBETCTBMETO Ha npeanaraHata uUeHa Ha BCeKM
NEKapCTBEH NPOAYKT C nocrieAHaTa perncTpupana npeaenHa ueHa.

- AGKnapauua 4e npu BK/KOYBAHE HA NleKapCTBEH npoaykt B [/1C, onpegeneHvsT 3a
W3MbIHWTEN y4acTHUK, ce 3agbmkasa Aa dakTypupa JIC no pedepeHTHaTa LieHa nNocoyeHa B
nnc.

- 3@ NiekapCTBeH npoaykT ¢ ATC kog NO1ABOS8 /inhalation liquid/, nexknapaumns cso6oaeH
TEKCT, Y€ 3a CpOKa Ha A0CTaBKa Ha SEKapCTBEHUAT NPOAYyKT, Lle OoCUrypsiT 32 CBOS CMeTKa
U3NapuTeN W 3aTBOPEHa CUCTEMA CbBMECTUMM C HaNMYHUTE anapatw.

- 33aBEPEHO OT y4acTHMKa KOMue Ha NINLEH3WS, u3gageHa no pena Ha 3KHBIM;

- NOMb/IHEHA TeXHUYECKa crieumbuKaLms;

- A€KNapauua 3a Cbriacve C KNaysuTe Ha NpURoXKeHus MPOEKT Ha aorosop Ob6paszel NO3;

- A€KNapauns Ye ce ocurypu NporHo3HUTe KONMYECTBa 3a CPOKa Ha AelCTBUE Ha Z0rosopa;
- AGKNapaums 3a Cpoka Ha BanMAHOCT Ha odepraTa O6pasel No4;

- Aeknapauusa no 4n. 101 an. 11 ot 301.

YyactHuk e obepupan no ON No1 JNiekapcreBeHn npoaykth ¢ ATC koanose - NO5BBO1
W Tbproescko HaumeHoBaHue Neurolax 25mg x 50 u SO1CAO01 DEX-Tobrin Drops EYE
5ml, Hedurypupawm 8 MNAC Mpunoxxenne N22, nocraBeHo kaTo 3aABbJDKUTENHO



ycnoeue B [OKYMEHTaUusATa 3a yHacrtue; 3a nekapcrseH npoaykr ¢ ATC Kon
BO5XA02 He e npencrasena O0TOopu3auus ot B.Braun; 3a nekapcreen npoaykr ¢ ATC
koa BO5SBBO1 He e npencrasena oTopwn3auusa ot B.Braun .

CvrnacHo un. 101 an. 5 or 30N NpU n3roresiHe Ha odepTUTe CU yyacTHuyMTe
TPA6Ba a ce NPUABLPXKAT TOYHO KbM 0651BEHUTE Ha BB3NOXKUTENS ycnosusi.

Ha ocHoBaHnue un. 107, T. 2, 6 ,a” or 300N koMuCHsTa npepnara Ha Bb3NIOXUTENsIT
A3 OTCTpaHM OT yuacTue B npoueayparta no HOMeHK1aTypu ¢ ATC koa NO5BBO1,
S01CA01,B05XA02, BO5BBO1 - ~Papkon”A/l, odbeprta c BX. N2879/23.06.2017 r.,
Tbil KaTO npepacraBeHaTa odepra He oTroBaps Ha npeaBapurenHo obsiBeHuTe oT
BbL3NI0XKUTENS YCNI0BUA Ha o6ulecTBEeHaTa nopbuka.

Cnea pasrnexxgaHe Ha npepcrasenute AOKYMEHTH, KOMMCHMATA YCTAaHOBM Yye
odeprata no un. 39 an. 3 1. 1 or NN30N € B CbOTBETCTBME C NpeaBapUTEsIHO
06fBEHNTE YCUIOBUSI OT Bb3NOMMUTENs U ce AONyCKa QO OTBapsiHe Ha LEHOBOTO
NPERJIOKEHNE C U3KTIOUEHME Ha HOMEHKNATYPUTE NOCOYEHU no-rope.

4.,Mepekc” 00/, odepTa C BX. N2880/23.06.2017 r. — c yac 10:20.
MonbsIHEHO TeXHUYecko npepnoxexue obpasew N2 u npnnoXkeHU KbM Hero:
-AOKYMEHT 3a yMb/IHOMOLWaBaHe;
- NPEANOXKEHWE 33 M3MbHEHWE Ha NOpbYKaTa B CLOTBETCTBUE C TEXHUYeckuTe
cneumpuKaumm U U3ncKsaHUsTa Ha BB3/10XKUTENS;

- Pa3peleHre Ha Tbprosus;

- paspeleHue 3a ynotpeba;

- Aeknapaums cBobofeH TeKCT 3a OCTaTbYHUSIT CPOK Ha rogHOCT Ha nekapcTBeHWUTe
NPOAYKTU KbM JaTUTe Ha JOCTaBKa - HE NO-MabK OT 75%.

- CEPTMdUKATH 33 KauecTBso;

- 3a nosvuma N1 peknapauust Ye eAMHMYHaTa LieHa Ha npeanaraHuTe nekapcTBeHU
NpOAYKTH, He HaaBUWaBa LieHaTa, onpegeneHa no MJIC /MpunoxeHue N2/ - pedepeHTHa.

- AGKNapauus, 4e ako LeHaTa Ha onpefeneHo nekapcTBeHo cpeactso B MJIC, 6bae
HamaneHa cnej cKMlodBaHe Ha /0rosopa, NpogaBaybT Cce 3aab/mKkasa Aa daktypupa J1IC no
pedepeHTHaTa LieHa nocodena B M/IC.

- AGKnapauus, 4e ako uUeHaTa Ha OmpedenieHo NeKkapCTBEHO cpeactso B MJIC, 6bge
YBEMYEHa Cnep CkmouBaHe Ha A0roBopa, MpoAaBaybT Ce 3aAb/KaBa na dakrypupa 1C no
pedepeHTHaTa LieHa NocoYeHa B £A0roBopa 3a AocraBka.

- 33 no3vums N22 neknapaums 3a  CbOTBETCTBMETO Ha npeanaraHata LeHa Ha BCeku
NEKApCTBEH NPOAYKT C Noc/ieaHaTa perncTpupaHa npeaenHa LeHa.

- AeKnapauus Ye npu BKIIOUBAHE Ha /IEKApPCTBEH MPOAYKT B NNC, onpepenenusT 3a
W3NMBIHUTEN YHaCTHUK, ce 3agbmxasa Aa dakTypupa J1IC no pedepeHTHaTa LeHa NocoyeHa B
nnc.

- NMONbHEHa TeXHUYecKa cneunbukaums;

- ASKNapaums 3a Cbrnacve ¢ KaysuTe Ha NpUoXeHUs NPOeKT Ha Aorosop Ob6pasel N°3;

" ACKIapaLus Ye ce ocUrypu NporHo3HMTE KONIMYECTBA 3a CPoKa Ha AeliCTBMe Ha Zloroeopa;

- AGKIapaLms 3a CpOKa Ha BaIMAHOCT Ha odepTata O6pasel NO4;

- Aeknapaums no un. 101 an. 11 ot 30M.

YyacrHuk e odepupan no OMN Nei NeKapcTteeH npoaykt ¢ ATC kog CO1BBO1 u
TbpProBCkO HauMeHoBaHue Lidocain VP 20mg/ml - 2 ml Hedurypupaw, 8 MNC
Mpunoxxenne N22, nocraBeHo KaTo 33AB/DKUTEJIHO YUIOBME B AOKYMEHTaUUsATa 3a
y4acrtue; 3a nekapcrBeH npoaykt ¢ ATC kog JO1DD62 He e npeacraBeHa
oTropu3auus ot Pfizer.

CobrnacHo un. 101 an. 5 or 30N NPpU M3roTBsiHe Ha odepTUTe CU yyacTHUUUTE
Tpa6Ba aa ce NpuABLPXKAT TOYHO KbM 0GABEHUTE Ha BB3JIOXKUTENA YCJIOBUS.



Ha ocHoBanue un. 107, 1. 2, 6 ,a” or 30N KOMMCUSTA npeanara Ha Bb3J/IOKUTENaT
Aa OTCTpaHM OT y4yacTue B npoueaypara no HOMeHknarTypu ¢ ATC koa CO1BB0O1 un
TbpProBCkO HanMeHoBaHue Lidocain VP 20mg/ml — 2 ml u NIEKapCTBEH NPOAYKT C
ATC kopn JO1DD62 - ,Mepekc” 00[, odepra C BX. N9880/23.06.2017 r., Tbi1 kKaTo
npeacraBeHaTta odepra He OTroBaps Ha NpeABapUTENIHO OGSABEHUTE OT
Bb3/IOKUTENS YCI0BUA Ha obuyecTBeHaTa NopbYKa.

Cnep pasrnexxpaHe Ha npepacTaBeHuTe AOKYMEHTH, KOMUCHSATA YCTaHOBM uye
odeprata no un. 39 an. 3 1. 1 or MN3OMN e B CLOTBETCTBUE C npeaBapuUTenHo
065iBEHUTE YCIIOBUSI OT BbL3NOXKMUTENS U ce AONYCKa AO OTBapsiHe Ha LEHOBOTO
npeanoXxeHne € n3KioueHne Ha HOMEHKIaTypUTe NOCOYEHN NO-rope.

S. ,PboHKUKC dapma” EOO[], odepra ¢ Bx. N2886/26.06.2017 r. — c uac 9:30.
MNonbAHEHO TEXHNMYECKO NpemoKeHne o6pasey N22 u npuno>xeHn KbM Hero:
-AOKYMEHT 33 YMb/HOMOLYaBaHeE;
- NPEANOXEHMe 3a W3MbJIHEHME HAa MOPbYKaTa B CbOTBETCTBME C TEXHUUECKUTE
CreunduKaumn 1 M3MCKBAHUSATA Ha Bb3NIOKUTENS;
- paspeleHne Ha Tbproeus;
- paspelleHue 3a ynoTpeba;
- Aeknapauus cBobofeH TEKCT 3a OCTaTbYHWUAT CPOK Ha FOAHOCT Ha NleKapcTBeHuTe
NPpoAYKTU KbM AaTUTE Ha A0CTaBKa - HE NMo-Manbk oT 75%.
- CepTUMDMKATU 3a KayecTBo;
- 3a nosvums NO1 feknapauus ye eaMHWYHAaTa LeHa Ha npepnaraHuTe SlekapcTBeHU
NPOAYKTH, He HaABMLLIABA LieHaTa, onpeaeneHa no MJIC /Mpunoxenve NO2/ — pedepeHTHa.

- NOMb/IHEHA TEXHWYECKa cneundukaums;

- AGKNapaums 3a Cbrnacue C Knaysute Ha NpUoXKeHWs NPoeKT Ha aorosop O6pasel; NO3;

- ABKNapaums 4e ce OCMrypu NporHO3HWUTE KOJIMYECTBa 3a Cpoka Ha AeMCTBUE Ha A0roBopa;

- AEKNapauus 3a cpoka Ha BasMAHOCT Ha odeptaTa O6pasel N94;

- Aeknapauus no un. 101 an. 11 ot 30M.

- 3a nekapcteeH npoaykT ¢ ATC koa NO1ABO8 /inhalation liquid/, nexnapauns cso6oaeH
TEKCT, Y€ 3a CpOKa Ha [0CTaBKa Ha NEKApPCTBEHUAT NPOAYKT, We OCUrypsT 3a CBOSI CMETKa
U3NapuTeNn W 3aTBOPEHa CUCTEMA CbBMECTUMM C HaNUUHWUTE anapaTu.

- 3aBEPEHO OT YYacCTHMKa Konue Ha NnLeH3usa, n3aaaeHa no peaa Ha 3KHBM;

Cnep pasrnexxgaHe Ha nNpeACTaBEeHUTE [OKYMEHTH, KOMUCMSTA YCTaHOBM vye
y4yacTHukbT ,PboHuKC dapma” EOO[l, odepta ¢ BX. N2886/26.06.2017r. He e
NPpEeacTaBuN  3aAb/DKUTENIHO  U3UCKYEMM  [AOKYMEHTM KbM  TEXHUUYECKOTO
NPEANoKEHNEe MU3NCKBAHN OT BDBLIJNIOKUTENAT B [AOKYMEHTAUMSITA 3a yyactve M
06sBneHnero 3a obulecTBeHa nopbyKa:

- ABK/lapaumns, Y€ ako UeHaTa Ha onpeaeneHo nekapctseHo cpeacteo B MNIC, 6vae
HamaneHa cnep CkIo4YBaHe Ha A0roBopa, MpOAaBaybT ce 3afgbikaea Aa daktypupa JIC no
pedepeHTHaTa LeHa nocodeHa B MNC.

- AGKylapauus, 4Ye ako LeHaTa Ha onpeAenieHo fiekapcrBeHo cpeactso B [MJ1C, 6bae
YBE/MHEHa CNeA CKloYBaHE Ha AOrosBopa, MPOAABaybLT ce 3aabixasa Aa daktypupa JIC no
pedepeHTHaTa LieHa NocoYeHa B A0roBopa 3a [OoCTaBKa.

- 3a no3vums N22 peknapauusi 3a CbOTBETCTBMETO Ha NpefsiaraHaTa LeHa Ha BCeku
NeKapCTBeH NPOAYKT C NnociieaHaTa perucTpupada npeaenHa ueHa.

- AgKknapauus 4e npu BKIloYBaHE Ha nekapcTBeH npoaykT B [J1C, onpepeneHusT 3a
M3NBNIHUTEN YYacTHUK, ce 3agb/iXkasa Aa dakTypupa JIC no pedepeHTHaTa UeHa nNocodyeHa B
rnnc.



CvrnacHo un. 101 an. 5 or 30N npu usroTesHe Ha odepTute CU yyacTHUUUTE
TpA6Ba fa ce NpuABLPXKAT TOYHO KbM 06GSIBEHUTE Ha BB3/IOXUTENSA YCJI0BUS.

Ha ocHoBaHnue un. 107, 1. 2, 6 ,a" or 30 KoMucusaTa npeanara Ha Bb3JIOXKUTENAT
Aa OTCTpaHM OT y4yacTue B npoueaypata ,®boHukc dapma” EOOA, odepTa C BX.
N2886/26.06.2017r.,, Tbii Kato npeacTaBeHaTa odbepra He oOTroBaps Ha
npeaBapuTenHO 06SIBEHUTE OT BbIJNIOKUTENS yCcnoBus Ha obLiecTBeHaTa NOpbYKa.

6. ,Exoc Meauka” 00/, ocepra c Bx. N2887/26.06.2017 r. — c yac 9:45.
MonbNHEeHO TeXHUYECKO NpeanoXeHue o6paszey N22 1 npunoxxeHu KbM Hero:
-AOKYMEHT 3a YMb/IHOMOLLaBaHe;
- NPEANOXEHNE 3a M3NbIHEHME Ha MopbYKaTa B CbOTBETCTBUE C TeXHUYECKUTE
cneunduKaLmm u U3UCKBaHUNTA Ha Bb3N10XUTENs;

- paspelleHne Ha Tbproeus;

- paspelleHue 3a ynotpeba;

- AeKnapaumsi cBoboAeH TEKCT 3a OCTAaTbYHMST CPOK Ha FOAHOCT Ha NnekapcTBeHuTe
NPOAYKTU KbM AATUTE Ha AOCTaBKa - He No-ManmbK oT 75%.

- CepTUdUKaTH 3a KauecTso;

- 3a nosuumsa N21 peknapauus ye eavHMYHaTa UeHa Ha npeanaraHUTe NeKapcTBEHU
MPOAYKTH, HE HaABWWaBa UeHaTa, onpegeneHa no NJC /Mpunoxenne NO2/ ~ pecdepeHTHa.

- AGKNapaums, 4e ako uUeHaTa Ha ornpeaeneHo nekapcTtBeHO cpeacTso B [/1C, 6bae
HaManeHa cnea cknlodBaHe Ha A0roBopa, MpojaBaybT ce 3aAbixasa Aa dakTypupa J1IC no
pedepeHTHaTa LeHa nocoyeHa B MIC.

- AeKnapauus, 4e ako LUeHaTa Ha onpeAeneHo nexkapcTBeHo cpeactso B MIIC, 6bae
YBEMYEHA Cnea CKloYBaHe Ha A0roBopa, NpoAaBayvbT ce 3aAb/kasBa Aa ¢akTypupa /1C no
pedepeHTHaTa UeHa NocoueHa B 40roBopa 3a A0CTaBKa.

- 32 nosvuma NO2 aeknapaunst 3a  CbOTBETCTBMETO Ha npejfiaraHata LeHa Ha BCEKM
NEKapCTBEH NPOAYKT C NMocneiHaTa perncTpupaHa rpegesnHa ueHa.

- ACKnapauus Y€ npu BKIKYBAHe Ha NiekapcTBeH NpoaykT B MJIC, onpegseneHvsT 3a
VSMTBbNIHATEN Y4acTHUK, Ce 3aab/mkaBa Aa daktypupa JIC no pedepeHTHaTa LeHa NocoyeHa B
nnc.

- NOMbJIHEHa TexXHMYecKa cneungukaums;

- ACKNapaums 3a cbrnacue C KnaysuTe Ha NPUNOXEHWs NPOEKT Ha Aorosop O6pasey No3;

- AGKnapaums Ye ce ocurypu NporHo3HWTE KONUYECTBA 3a CPOKa Ha AeiCTBYE Ha £0roBopa;

- AGKylapauns 3a cpoka Ha Ba/IMAHOCT Ha odepTtaTa O6pasey No4;

- Aeknapaums no 4n. 101 an. 11 ot 30M.

Cnen pasrnexxpaHe Ha npepgcraBeHUTe AOKYMEHTH, KOMUCUATA YCTaHOBU vye
odeptata no wa. 39 an. 3 1. 1 or MNMN30M e B CLOTBETCTBHE C npeaBapuTesnHo
065BEHNTE YC/IOBUSI OT BL3NOXKUTENS M ce AOoNyCcka A0 OTBapsiHE Ha LEHOBOTO
npennoxeHue.

7. ,Xumnmnopt ®apma” A[l, odbepra ¢ Bx. N2888/26.06.2017 r. — c yac 10:50.
MNonbsIHEHO TEXHNYECKO NpeIoKeHne o6pazey N22 u NpunoXKEeHn KbM Hero:
-AOKYMEHT 33 YIMb/IHOMOLLIABaHE;
- MPEANOXEHME 3a W3MbJAHEHME Ha nNOpbykaTa B CbOTBETCTBME C TeXHUYecKuUTe
CNeUndUKaLmm N U3MCKBAHUATA Ha Bb3NOKUTENS;
- paspelleHne Ha Tbproeus;
- pa3peleHue 3a ynoTpeba;
- Aeknapauvs cBo6oAeH TEKCT 3a OCTaTbYHUAT CPOK Ha rOAHOCT Ha nekapcrseHuTe
NPOAYKTW KbM OaTUTE Ha [OCTaBKaA - He Mo-MasnbK oT 75%.
- CEPTUPUKATH 3a KAUECTBO;



- 33 nosuuma NO1 peknapauus ue €AMHUYHATa UeHa Ha npepnaraHuTe NeKapCTseHu
NPOAYKTW, HE HanBULWABA LieHaTa, onpeaeneHa no MJIC [MpunoxeHue N92/ — pedepeHTHa.

- AGKNapauus, dJe ako ueHaTa Ha onpegeneHo NEKapcTeeHo cpeactso B MJIC, 6bae
HamaneHa cnep ckniouvBaHe Ha AOroBopa, MpojasaybT ce 3aabmkasa fa taxTypupa NC no
pedepeHTHaTa LieHa nocoyeHa B MNJIC.

- AGKNapaumMs, Ye ako UeHaTa Ha ompefeneHo NeKapcTBeHo cpepctso B MJIC, 6bae
yBENMYEHa cnep ckalouyBaHe Ha AOroBopa, NpoAaBaybT ce 3aAb/ikaBa Aa dakTypupa J1IC no
pedepeHTHaTa LeHa nocoyeHa B AOrosopa 3a AocTaeka.

" 3@ nosvums N92 peknapauus 3a  CbOTBETCTBMETO Ha npefanaraHaTa uUeHa Ha Bceku
JIeKapCTBEH NPOAYKT C NnocnesHaTa perucTpupaHa npeaenHa uewHa.
- AGKNapauus Ye npu BKMOYBAHE Ha NeKapcTBeH npoaykT B MJIC, onpepenenusT 3a

VISTIB/IHWTEN Y4aCTHUK, ce 3apbmkasa Aa dakTypupa JIC no pedepeHTHaTa LieHa MocoyeHa B
Nnc,

- NOMBbJIHEHA TexHMYecka cneumndukaums;

- AGKNapaums 3a Cbrnacue ¢ Knaysute Ha npunoxeHus NPOEKT Ha aorosop Obpasel NO3;

- AGKNapaums Ye ce ocurypu NporHo3HUTe KoMMYecTsa 3a CPOKa Ha AeNCTBMe Ha [0roBopa;
- ACKIapauns 3a Cpoka Ha BanMAHOCT Ha odepraTa Obpazel No4;

- Aekmapaums no yn. 101 an. 11 ot 300.

Cnep pasrnexcpaHe Ha NPpeAcCTaBeHUTE [AOKYMEHTH, KOMMUCHUSITA YCTAaHOBU ye
odeprata no un. 39 an. 3 1. 1 or NN30N e B cwoTBeTCTBHE C npeasapurenHo
06siBEHUTE YC/I0BMA OT BL3NOXKMTENs M ce AONyCka RO OTBapsiHe Ha LIEHOBOTO
npeanoxeHue.

8. ,Codapma Tpeitauur” Afl, ocpepra ¢ Bx. N2889/26.06.2017 r. — ¢ yac 11:00.

MonbnHeHo TexHWuecko npegnokeHne o6pasey N22 u npunoxkeHun KoM Hero:
-AOKYMEHT 32 YMb/IHOMOLWaBaHe;
-~ MPEANOXEHNEe 3a M3Mb/HEHWe Ha nopbukaTa B CLOTBETCTBME C TexHu4yeckuTe
cneuneuKaumm n U3McKBaHUATa Ha Bb3/10XXUTENS;

- paspeileHmre Ha Tbprosus;

- paspelleHune 3a ynorpeba;

- AeKnapauns cBobofeH TEKCT 33 OCTaTbyYHUSIT CPOK Ha roAHOCT Ha nekapcTBeHWTe
NPOAYKTN KbM [aTUTe Ha OCTaBKa - He No-ManmeK oT 75%.

- CepTUDMKATU 3a KauecTBo;

- 3@ no3vumsa NO1 pexnapauus Yye eguHMyHaTa LU€Ha Ha npeanaraHuWTe neKapcTBeHW
NPOAYKTW, HE HapBWWABaA LeHaTa, onpeaeneHa no M/C /Mpunoxenne N2/ — pecdepeHTHa.

- AGKNapauus, Y€ aKko LeHaTa Ha OnpeAeneHo NekapcTBeHo cpeacteo B MJIC, 6bae
HaManeHa cnea CKIloYBaHe Ha AOroBOPa, NPoAaBaybT ce 3aAvmkaBa pa daktypupa JIC no
pedepeHTHaTa LeHa nocoyenHa B NJIC.

- AGKapauus, 4Ye ako ueHaTa Ha onpefeneHo feKkapcTBeHO cpeacrso B MNJIC, 6vge
YBENMYEHA CNEA CKIIOYBaHe Ha JOroBOpa, MpoAaBaybT Ce 3a[b/HKaBa na dakrypupa NC no
pedepeHTHaTa LueHa nocoyeHa B AOroBopa 3a focTaBKa.

- 3a nosuums N22 peknapaums 3a CbOTBETCTBMETO Ha npegnaraHaTa LUeHa Ha BCeku
JIEKApCTBEH NPOAYKT C nocieaHaTa perncTpyupata npeaenHa Lexa.

- AGKNapauns 4e Mmpu BINOYBAHE Ha NEKapCTBEH MPOAYKT B NNC, onpepenenusT 3a
W3MBLAHUTEN yYaCTHUK, ce 3agbmkasa Aa dakTypvpa JIC no pedepeHTHaTa LeHa NocoyeHa B
nnc.

- NoNb/IHEHa TeXHUYecKa cneumduKaums;

- A€KNapauma 3a cbrnacue c Kaysute Ha NpUNoXxeHus NPOEKT Ha porosop Obpaszey NO3;

- ACKNapaLmns Ye ce ocurypu NPOrHo3HUTE KONMUECTBA 3a CPOKa Ha AeliCTBME Ha [0rosopa;

- AGKNapauus 3a CpoKa Ha BaNMAHOCT Ha odepTaTa Obpazey N4,



- BA€Knapauus no yn. 101 an. 11 oT 3011

- 3@ NekapcTeeH npoaykT ¢ ATC kog NO1ABOS /inhalation liquid/, Aeknapauusa csoboaeH
TEKCT, 1€ 3a CpoKa Ha A0CTaBKa Ha NeKapCTBEHMSIT NPOAYKT, e OoCUrypsT 3a CBOSI CMETKa
U3napuTen 1 3aTBOpeHa CUCTEMa CbBMECTUMMU ¢ HanW4HWTe anaparw.

- 3aBEPEHO OT YYaCTHMKa Konue Ha JMLUEH3A, n3aaaeHa no peaa Ha 3KHBIM;

YyacTHuk e odepupan no On Ne1 JIekapCTBeH NPOAYKT C TbproBCKO HauMeHOoBaHue
JNlesemup Mendun HECbOTBETCTBALY Ha MOCOYEHOTO OT BL3NOKMTENs reHepuyHo
HanMeHOBaHMe B TeXHuYyecKaTa cneymdpukaums Insulin glargine.

He ca npepcraBenn otopuzauum or ~Hob6en ®apma” ; Dr Falk; ~CaHodu AseHTuC
Bbnrapus” EQO[; ,Teva Pharmaceutecals”; ,N.V. Organon”; , Aupxenunm ®dapma”;
~ANKOH Bbnrapusa” EOO[; ,Pharma Swiss” ; ,b. BpayH”; AKTaBuC 3a Bonaync kanku
2,5 mn.

CvrnacHo un. 101 an. 5 or 300N Npu U3roTesiHe Ha odepTure cu Y4yacTHMUuTe
TPA6Ba fa ce NPMABLPIKAT TOYHO KbM 065IBEHMTE Ha BBL3NOXMUTENS yUIoBuS.

Ha ocHoBanue un. 107, . 2, 6 ,a"” or 30l koMucusiTa npepnara Ha BL3NOKUTENAT
Aa OTCTpaHu OT yyacTMe B npouegypara ~Cocapma Tperguur” Afl, odepra c Bx.
N2889/26.06.2017 r. no NMOCOYEHNTE NO rope HOMEHKNaTypu C UMTUpaHUTe
npuTeXxxaTesin Ha paspelleHueTo 3a ynorpe6a ynortpe6a - ,Ho6en ®apma” ; Dr Falk;
»~CaHou AseHTnc Bwnrapus” EOOA; ,Teva Pharmaceutecals”; ,N.V. Organon”;
~AHIKENMHU ®apma”; ,AnKoH Bvnrapus” EOO[; ,Pharma Swiss” ; »B. BpayH”;
Aktaeuc 3a BoHgync kanku 2,5 Mn. m no HOMeHKnaTtypa ¢ ATC kog A10AEQ4 —
odepupaHUAT nekapcreeH NPOAYKT C TbProBCKO HAaMMEHOBaHue INesemup Mendun
HECLOTBETCTBA HAa MOCOYEHOTO OT Bb3JIOKUTENS FreHepu4yHo HauMeHoBaHue B
TéxHu4eckaTta cneumdukaums Insulin glargine, Tt kaTto npeacrasenata ocdepra
Hé OoTroBaps Ha npeaBapuTenHo 06siBEHUTE OT Bb3NIOXXUTENA YCNOBMS Ha
obujecTBeHaTa nopbuka.

Cnen pasrnexxpave Ha npepacraBenure AOKYMEHTH, KOMUCHATA YCTAaHOBM vye
odeprata no wi. 39 an. 3 1. 1 or NMN30n e B cworBercrBHME C npeaBapuTenHo
obsBeHnTe yCIoBUS OT Bb3NOWMTENs u Ce fonycka A0 OTBapsiHe Ha LEeHOBOTO
NPERNIOXKEHHUE C N3KJTI0YEHNE HAa HOMEHKJTaTYPUTE NOCOYEHM no-rope.

Ha ocHoBaHue 4yn.57 an. 3 or 300N, He no-kbCHO OT gBa pa6boTHu aum npepgn
AaTaTa Ha OTBapsiHe Ha UEHOBMUTE NPEIOKEHNA KOMUCHSITA e o6sBsABa Haii-Manko
upes cbobleHne B npocdmna Ha KynyBa4a aarara, yaca U MACTOTO Ha OTBapsiHETO.

Hacroawmsar NPOTOKOJT € CbCTaBeH Ha 13-
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