s O KAALO

Huec, 17.11.2015r. B rp. Byprac, B usanbaHeHue Pemienue Ne VI - P
- 398/25.08.2015r. Ha H3n. gupekrop Ha ,MBAA - Byprac® All, 3a
IIPOBEXKIAHETO Ha AOoroBapsine ¢ obsiBaeHHe 1o pena Ha 30I1 3a Bb3aaraHe Ha
ob1IecTBEHA IIOpPBYKA C IIPEIMET: ,/JJoCTaBEa HA& ACEEKAapCTBEHH HPOAYKTH 32
AHAAH3HO A€d€HHE 3a HyXAHTe Ha ,MBAA - Byprac” All, rp. Byprac mo
060c00eHE MO3HNHH, IOCOIEHHE B KOHKYpPCHATA AOKYMEHTAIlHA”, KOMUCHS
onpeneaeHa cbc 3anoBen Ne 465/05.10.2015r. na U3n. aupekrop Ha ,MBAA -
Byprac” Al, B cecTaB

IIpencenarea: o — p Ceerpo3sap l'eoprueB — 3aM. AHpeKTOp Ha
~MBAA - Byprac” A];
YaenoBe: 1. o — p Taua 'anyeBa - opaAMHATOP OTAEAEHHE IIO
XEMOIHAAN3A;
2. Mapusa BanoBa — H — K 60AHH4YHA alITEKa;
3. Tur Ko — vi. . CY4  )OUTEA Ha
~MBAA — Byprac” Al;

4. Upena IleTkoBa — rA. OPUCKOHCYAT HaA ,MBAA —
Byprac” AL,

M3TOTBH HACTOSANMS [OOKAAJ BBB BPB3Ka C PE3YATATUTE OT IIPOBEXKIAHE Ha
ropHaTa Inpoueaypa.

IIpenaoxkenue 3a ydacTue B Ipolieaypata 1o obocobenu no3unuu Nel u
No2 e mpexacraseHo ot “EKOC MEJHKA” 004, EUK 831029075 , cBe
cepaaulle ¥ aapec Ha ympaBaeHue B rp. Codbus — 1606, ya. “Amu Bye” Ne 32,
npencraBagBaHo oT Eaka Aaexkcuena lleTpoBa — yIIpaBHTEA.

C oraenq Ha OOCTOATEACTBOTO, |€ IIPEACTAaBEHWTE OT ydacTHHMKA
JOKYMEHTH 3a Ioagbop ca B CBOTBETCTBHE C H3HCKBaHHATA Ha BB3aoxureasd,
VYACTHUKELT Oe€llle IIOKaHEH [a HPEACTaBH IIPEIAOXKEHHE 3a HUINBAHEHHE Ha
IopbyKaTa U LIEHOBH IIPEJAOXKCEHHUS.

IIpu pasraexpane Ha IIPEJCTAaBEHUTE OT y4yacTHHKa ,llpesaoxenue 3a
M3ITbAHEHHE HaA NopbuYkata” 1o mo3uiu Nel u Ne2 6eine ycraHOBEHO, d4e
YYaCTHUKET IIpejsara CAEJHHUTE CPOKOBE 32 M3ITbAHEHHE Ha JIOCTABKUTE:

- IEePHUOOUYHH AOCTABKH — 3 paboTHH IHH;






Sodium
lactate
solution

Ilpu npoBepka Ha IleHaTa Ha AE€KapCTBEHUS IIPOAYKT o obocobena
no3unmua Ne 2 6emle ycTaHOBEHO, 4Ye IIPENAOXKEHATA HE HaABHILIaBa
onpezecacHaTa pedpepeHTHA, a € paBHA Ha Hes, KAKTO U Ha IIpPeAcAHATA.

Ilo BpemM€ Ha NPOBEAECHOTO AOroBapsaaHe NIPEACTABUTEAAT Ha yYacCTHHUKA
3asBH, 4e (pHpMaTa HsIMa BB3MOXKHOCT jJia IIpefaara aekapcreaTa 1o obocobena
II¢ Noelumne ¥ 1E "HOI} [y re Iz " . IIEHK B] MKHT Ha
OIIpeZICACHUTE peddEPEHTHH, 3aI0TO CBUIUTE CE ONPEACACHHM Ha 0aza 1eHU Ha
npou3BoauTea npe3d 2013r.,, a oT ToraBa [0 HACTOSAIMSA MOMEHT
IIPOU3BOAUTEAAT € IIOBUUINA NIPOAAXKHUTE 1IeHU. C oraes Ha ToBa 06CTOATEACTBO
CBLIMAT BOAH J€Aa, KOUTO CE CIEYEACHH OT HETO B ANMUHHUCTPATHUBEH CbI —
Cocdus. PemenudaTra Ha I'bPBOMHCTAHIIMOHHUA CbhA ca obxkaaBaHu or KoMmucusa
0 AeKapcTBaTa npe BepxoBeH AAIMHUHUCTPATHBEH Chl ¥ B MOMEHTA Ca HAAWIIE
IIPOU3BOJCTBa, KOUTO CAEABA Ja NIPHKAIOYAT A0 Kpasa Ha 20135r..

KoMucuaiTa  HU3BBPIIH IIpOBEpPKA  OTHOCHO HaAHYHETO Ha
aZMUHHUCTPATHBHA OTIOBOPHOCT IIPH YCAOBHSITA HA IIOKYIIKA Ha IPOAYKTH Ha
IIeHH, HagBumaBalm pedepeHTHUTE, IIPH KOETO Oellle yCTAaHOBEHO, Yye 3aKoHAa
3a ACKapCTBEHHUTE IIPOAYKTH B XyMaHHATa MeJUIIMHA, KAaKTo U B Hapenbara 3a
yCAOBHSITa, IIpaBUAATA H pefla 3a PEryAMpaHE M PETHCTPHUpPaAHE Ha LIEHHUTE Ha
A€KapCTBEHHUTE IIPOAYKTH HE € IIpeABHZICHA aAMHUHHUCTPATHBHA CAHKIHA 3a
AedeOHH  3aBellcHHS  3aKylyBallld A€KapCTBEHH IIPOAYKTH Ha  IIEHH
npesuiliaBaiy pedpepeHTHUTE. Hapen ¢ ropHoTto, caesBa aa owae orbeas3aHo,
4ye ACKapCTBEHUTE IIPOAYKTH, IIpefaaraHHU OT ydacTHHKa HAMAaT aHaAOT, KOHTO
Ja ce npozaBa B PBrharapus M €IUHCTBEHO TE€ ca IIOAXOALAIM 3a IObPXKAaHE
Ha CHCTOSIHHETO Ha MAIlHEHTH Ha IIEPUTOHEAAHA AHAaAM3a, KOETO O6CTOSATEACTBO
M C ILEA 3ampTa Ha OOIeCTBEHHS HHTEPEC Haaara HM3BOJAA, Y€ BBIIPEKH
IIpEBHIIIABAHE HAa OIpeAeACHUTE pedEepeHTHH LEHM Ha AEKApPCTBEHHTE

npoxayktu oT 2000 Ma o obocobena no3umusg Ne 1, 3a Ae4eO6HOTO 3aBENEHHE HE
€ Haauue usbop.

C oraegq Ha TOPHOTO, KOMHMCHATA Ipeasara Ha MWANBAHHTEAHUA
aupekTop Ha ,MBAA — Byprac” A/l na ckaloo4u A0TroBop € ,Exoc Meauka” OO/
3a pocraBka Ha EXTRANEAL u DIANEAL PD4, npu ycAoBHATa H LICHHUTE,
IpefsaraHyd OT y4acTHHKA, KaTO CA€l, Bau3aHE B cuaa Ha Pemenunero Ha BAC,
Kacaenm onpezaeadHe Ha ueHuTe Ha DIANEAL PD4, u npu ycaoBHE, Y€ CBC
CBIIOTO Ce NOTRBpXAABaT pe(pEpEHTHUTE TaKHBa, ONPEAECACHH OT KoMHCHA IIO
ACKApCTBaTa, KbM TaKa CKAIOYEHHMAT AOroBop Aa Opae IIOANHMCAaH aHEKC 3a
HaMaAsiHE He lieHaTa B ChOTBETCTBHE C pedpepeHTHAaTA.

KoMucHsaTa OpUKAIOYH cBoATa pabora Ha
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JloKyMeHTalMaTa I10 IpPOBEXNaHe Ha OOMECTBEHATA ..., . ..., BEOHO C
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