PEIIYBJIMKA BbJIFAPHUHA

KOMUCHSA IO IMTPO3PAYHOCT KbM MUHHCTEPCKHUA CBBET

Usx. Ne KTI-00-144/ £ 8. 0 9. 7 F

J0

I'-H AJIEKCAHJIBLP IAHYIIEB

3N bJIHUTEIEH JUPEKTOP HA
“XHUMHUMITIOPT ®APMA” Al

I'P. CODUS 1000,

PAMOH “CPEJEL”

VJI. “KHS13 AJIEKCAHJIBP BATEHBEPT” Ne 1

/c obpamna pasnucka/

OTHocHo: Bama xanba ¢ Bx. Ne KI1-00-144/29.08.2017 r.

YBAXAEMMH IoCnnO/IMH ITAHYUIEB,

B KoMHucHATa 110 NPO3padHOCT Mo 3aKoHa 3a JICKApCTBCHUTE IIPOAYKTH B XyMaHHAara
meaununa (3JIIIXM) upe3z HanuoHaIHKS CBBET MO LIEHH U peuMOYpCHpaHe Ha JIEKapCTBCHUTE
npoxykre (HCIIPJIIT) e mocTemuna xanba ¢ Bx. Ne KI1-00-144/29.08.2017 r. (Ne 8 HCIIPJII1
111-3092/17.08.2017 r.) ot ,Oxtadapma” (MII) JIta., Benukobpuranus upez Bac, B
KauecTBOTO BH Ha H3NBIHHTEICH AUpEKTOp Ha ,, XuMumnopt @apma“ AJl, cpemy Pemenue Ne
HCP-13400/04.08.2017 r. ua HCIPJIII, c koeTo ce yTBBpAKAaBa NpOMSAHA HA 1IeHa 1o 4. 261a,
ai. 1 or 3JIIIXM wu ce momycka mpoMsHa Ha ueHara no w1 26la, an. 1 or 3JHIXM B
[Mpunoxerue Ne 1 JlekapcTBeHH MPOAYKTH, TpeJHA3HAYECHH 3a JICUCHHE Ha 3a0ONABAHMI,
KOHTO CC€ 3aIUlaliaT Mo peja Ha 3akoHa 3a 3/paBHOTO ocurypsBaHe™ u Ilpunoxenue Ne 2
,»JIeKapCTBEHH NPOAYKTH, 3aIUIAILAHH OT OHJUKETa Ha JIC4eOHHMTE 34BEjIEHHMS IO 4L 5 OT
3axoHa 3a JeyeOHUTE 3aBEICHHS W OT OIOIKETA Ha JIeHCOHUTE 3aBE/ICHUS C JIbPIKABHO H/HIIM

obmpuHcko yuactHe no wi. 9 u 10 o1 3akoHa 3a nedeOnmTe 3aBegcnua” Ha llosuTHBHHMA



JIEKapCTBEH CIHCHK Ha sekapcTBeHUs npoaykT GAMMANORM Solution for injection 165
mg/ml -20 ml x 1.

Bwe Bpb3ka ¢ nojajgenara or Bac xanba jgo KoMucusara mo mpospadsocT H clien
H3TOTBEH J0KIaa oT noanomarany 1opuct Ha 01.09.2017 r., otHOCHO peaoBHOCTTA Ha *Kanbara,
CBIJIACHO M3HCKBAHKMATA HA AJIMUHUCTpaTHBHONpouecyanHus kojiekc (AIIK), Bu yBegoMasam
CIeAHOTO!

3a ja Opje peanuzupaHo MPOM3BOACTBOTO Mped KoMmHMcHsaTa 10 npo3padHocT Mo
nojageHara or Bac kanba ¢ HeoOXOJHMO cblIaTa Ja OTroBaps Ha H3HCKBAHMATA HA
AJMHEHHCTpaTUBHONpolecyanuus kojaexce (AIIK).

Buauo or pasnopendara Ha wi. 85, an. 1 ot AIIK, Bcska eana xanba nojaaeHa 1o
aJIMHUHHCTPATHBCH Oprad TpsaOBa Ma CHABPXA 3aIb/KUTEIHH PEKBH3HTH, CAHH OT KOHTO €
HCKAaHETO 10 OTHOUICHME Ha obxanBaHuA akT. B nomanenara ot Bac kanba nuncea uckaHe
otHocHO obxanBaHoTo Pemrenme Ne HCP-13400/04.08.2017 r. Ha HanuoHaiHuA CBBET IO
1LIcHH M perMOypCcHpaHe Ha JIEKapCTBEHHTE IPOIYKTH.

3a ma Objle peanusHpaHo MPOHU3BOACTBOTO Ipel KoMHCHATA NO MPO3payvHOCT [0
nojaaeHara ot Bac xanba e HeoOXoJUMO chbiIaTa 1a oTroBaps Ha u3uckBaHusaTa Ha AIIK. B
Tasd BPB3KAa B ChOTBETCTBHE € M3HUCKBaHeTo Ha ui. 85, am. 1, 1. 7 or AIIK, cneapa nma
tbopMyaHpaTe KOHKPETHO HCKaHe N0 OTHoLcHHE Ha Peinenne Ne HCP-13400/04.08.2017 r. na
HaumnoHanuus ceBET IO LIEHH U peHMOypcHpaHe Ha JIEKapCTBCHUTE IIPOJIYKTH.,

Ha cnenpamo MsICTO B CHOTBETCTBHE € W3MCKBAHWATA HA 4. 86, T. 1 u T. 2 oT AIIK,
KBM BCAKa e/Ha kanba, nojajieHa A0 aAMHHHCTPATMBEH OpraH 3aJbDKHTENHO Ce IpHiara
IBJIHOMOIIIHO, KOraTo >kandbara ce MoJaBa OT NBJIHOMOIIHHMK, KAKTO H YAOCTOBEPEHHE 3a
perucrpanusta 1 akTyaTHOTO ChCTOSHHE Ha ThPIroBella Hild IOPHIHYECKOTO JTHIE.

Ha mepBo MsAcTO KBM kanfaTa He € NPeJCTABEHO IMBIHOMOIIHO, TI0 CHJIATA HA KOETO
LOxragapma“™ (UI1) JItg., BenukoOpuTanus, NpUTexares Ha pa3pelieHueTo 3a ynorpeda Ha
nexapcTBeHus npoaykt GAMMANORM Solution for injection 165 mg/mi — 20 ml x 1
yrosigoMolnasa ., XumMuMnopt ®apma* AJl 1 auuso Bac B kadecTBOTO B Ha M3mbIHHTENCH
JIUPEKTOp Ja ro npejcTasiABate pel KoMHCHATA N0 po3pavHoCcT KbM MHHHCTEPCKUSI ChBET,

CrImo Taxa KbM xajibaTa He € IPHIIOKEHO Y AOCTOBEPEHME 3a THPTOBCKA PEIUCTPALIMS,
CBIIACHO HAIIMOHATHOTO 3aKOHOAATENCTBO Ha JPYKECTBOTO IPHTEXKATE HA PA3pPEIICHHETO 3a
yrotpeba ,,Oxradapma’ (UIT) JIta., BenukoOpuTanus, H3aeHO OT CHOTBETHHS KOMIICTEHTEH
opraH BLE BemnkoOpuTaHuUS.

C men cmazBaHe M3MCKBaHHATA HA Wi, 86, T. 1 u T. 2 ot AIIK, Mona na npencraBuTe
BAIRAHO IIBJIHOMOINHO M0 cunara Ha xkoero ,Oxradapma“ (UIT) Jita., BennkoGpuraHus,
TpUTEXare]l Ha pa3pelicHHETO 3a ynorpeba ynbiaHoMollara , XuMuMnopr ®apma™ Al u

arauHo Bac B kauecTBOoTO BH Ha M3NBIHUWTENESH AUDPEKTOR Ja TO NpEACTABIABATE TIPSO
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Komucusta o npo3pauHocT KbM MHUHHCTEPCKHUS ChBET, KAKTO H YIOCTOBEPEHKE 32 ThPrOBCKA
PErHCTpauHs, CBHIVIACHO HALMOHATHOTO 3aKOHOJATEIICTBO Ha ApykecTBoTO ,,OkTadapma™
(UIT) JIta., BenuxoOpuranus.

Ha ocnosanme wi. 87, an. 1 or AIIK, Mons B ceneMAHEBEH CPOK OT I€HS Cie/ABalll
NOJIYYaBaHETO Ha HACTOALIOTO CHOOLICHHE Ja OTCTPAHHTE MOCOYCHHTC HEPEIOBHOCTH I1O

xanbara.

C ypaxeHue,

MAT. ®APM. JTUAUSA HEHYEBA
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