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PEIONIEHHE

Ne VI - P - 369/06.08.2015 rox.
rp. Byprac

Ha ocnoBanme 4a.73 oT 3akoHa 3a OOIIECTBEHUTE IIOPBYKH,
BBB Bpb3Ka C l[Iporokoam or 03.06.2015r., 09.07.2015r., 22.07.2015r. Ha
KOMHMCHSsI, HasHadeHa cbCc 3anosen No VI — P - 249/03.06.2015ron. Ha Wam.
aupekTop Ha ,MBAA — Byprac” AZl, cbc 3aga4a qa U3BBPIIU PA3TAEKIAHE U
OLIEHKa Ha BHECEHUTE IIPEJAOXKEHHd 3a y4acTHe B OTPHTA MPOIEeaypa IIo
pena Ha 30II, c¢ npeamer: ,J/locTaBKa Ha AeKapcTBa [CBTAACHO
cnenudrranaa/ 3a HyXAHTE Ha CEKTOP IO aCHCTHpPaHA PENPOAYKIHS
npH ,MuoronpodnaHa GOAHHIA 3a aKTHBHO A€ueHHe - Byprac” A,
OTKpHuTa ¢ uslrbAHeHHe Penrenwe Ne VI — P - 170/21.04.2015r. Ha H3m.
aupekrop Ha “MBAA — Byprac” AL, u obsBeHa ¢ ObsaBaenue No 00301-2014-
0005/22.04.2015r. B POIl, u mnopamu Qarra, Ue IMIPH YCAOBHATA Ha
U3BBPIIEH KOHTPOA BBPXy paboTaTa Ha KOMHCHATA HE ca YCTAHOBEHU
HECBOTBETCTBHS C M3UCKBaHUSTA Ha 3aKOHA W IIPEIBAPUTEAHO OOSIBEHUTE
YCAOBUS,

ONPEOEASMHADM:

I. Pen Ha KAacHpaHe Ha yYaCTHHIHTe B NIpPOBeAeHATA OTKPHTA

IIpoIe pa, & HMCHHO!:

Human CyX0 B-BO U

Chorionic pasTBOpUTE 1.,,®BOHHUKC
gonadotropin | 1 B OTAENHU ®apma”

2| GO3GAOl | 5000 IU amIL. 1 EOOX 100 T.




Human CyXO B-BO H
Menopausal pasTBOpUTE 1.,,®Op0HUKC
Gonadotropin 75 | 1 B oTaenHH Dapma”
3] GO3GAO02 U amIl. 1 EOO/T 100 T.
1.,,PboHUKC
Follitropin alfa | "nucanka" ®apma”
4] GO3GAO5 300 1U/0,5 ml | 3a s.c. mpwui. 1 EOOX 100 T.
solution for
injection +
"mucasnka"
3a
CyOKyTaHHO
MPUJIOKEHH 1.,,®bpOHUKC
Follitropin beta | e x 1 6p. 3a ®apma”
5] GO03GAO06 300 IU 6 . 1 EOON 100 T.
thabpuyno
Choriongonadotr | 3apenenu 1.,,®p0HUKC
opin alfa 0,25 | cnipuHLIOBKH dapma”
6| GO3GAOS8 mg/0.5 ml 3a S.C. TIpHJI. 1 EOOJ1 100 T.
thabpuuno
Corifollitropin 3apefieHu 1.,,®p0HUKC
alfa 0,15 mg/ |cnpuHLOBKM dapma”
7] GO03GA09 0.5ml 34 S.C. MPHIL 1 EOO]| 100 T.
habpuuno
3apelieHu 1.,,®poHUKC
Ganirelix 0,25 | cnpuHLOBKH ®dapma”
8] HOICCO1 mg 3a S.C. TIpUJL. 1 EOO/] 100 T.
¢abpuuno
3apeicHH 1., Pronukc
Triptorelin 0,1 | cnpuHLOBKU Dapma”
9] LO2AE04 mg 3a S.C. TIPHJI. 1 EOO/] 100 T.

II. YyacTHHOHTE CHEYEAHAH NpOBeAeHATa OTKPHTA IpomeAypa

3a OomperaecAsiHEe Ha HINMBAHHTEAH

Io MOOrOoBOPH 3a B'b3AaraHe Ha

obmiecTBeHa mMOpHYKA C MpeAMeT: ,JlocTaBKa Ha AeKapcTBa /CBrAacHO
cnenugHkanusa/ 3a HyXKZHTEe Ha CEKTOpP IO ACHCTHPAaHA PeNpPOAYKILHS
npu ,MaOronpodpunsna GoAHHIA 3a aKTHBHO AedeHHE — Byprac” AJl”, 3a
C’bOTBETHHTE 000COGEHH MO3HIIHH, KAKTO CAEZBA:

2 GO03GAO01

Human Chorionic

gonadotropin 5000 TU

CYXO B-BO U
pasTBOpUTEI B

OTACJIHU aMII.

,»PboHUKC Dapma’
EOO]/]

>




CyXO B-BO U
Human Menopausal | pazrBopuren B ,»PpoHNKC Dapma”
3 G03GA02 Gonadotropin 75 IU OTJIEJIHU aMmIl. EOO/1
Follitropin alfa 300 "nucanka" 3a ,»@boHUKC Dapma”
4 G03GAO05 1U/0,5 ml S.C. MPHII. EOO/]
solution for
injection +
"mucanka" 3a
CyOKyTaHHO
MIPUIOKEHHUE
x 106p.3a6 ,DPpoHuke dapma”
5 G03GA06 Follitropin beta 300 IU . EOO/]
. habpuuHo
3apeeHu
Choriongonadotropin | CHIPUHLIOBKH ,»@boHUKC Dapma”
6 G03GA08 alfa 0,25 mg/0.5 ml 3a S.C. PUJI. EOO/L
habpuuHo
3apeeHu
Corifollitropin alfa 0,15 | cnpuHIOBKH »PboHUKC Dapma”
7 G03GA09 mg/ 0.5ml 3a S.C. MPHIL. EOO
thabpuaro
3apeieH!
CIIPUHLIOBKH ,-PboHUKC Dapma”
8 HO1CCO1 Ganirelix 0,25 mg 3a S.C. MPUIIL. EOOJ
thabpuuHo
3apeneHu
CTIPUHLIOBKH ,»POpoHHKC Dapma”
9 LO2AE04 Triptorelin 0,1 mg 3a $.C. TIPHJL. EOO/[

III. Ha ocHOBamHe 4A. 39, aa.1, 1.1 or 3O0Il u nopaau dakra Ha AHIICA
Ha HPENAOXKEHUS 3a ydacTue,
CAeHUTE 000COOEHM TTO3UIIMH:

IIpekpaTdaBaM Mpolleaypara

B YacCTTa Ha

CyXO B-BO U Jlunca na
Human Chorionic pa3TBOPHUTEN B OTHCITHU BHECEHU
1| GO3GAO0I gonadotropin 1500 [U aMII. NpeAJIOKe . Asl

IIpeaBum ropen3A0KEHOTO,



PEINH X:

C yyacTHHIOUTE CIEYEAHAM IIpolleiypaTa II0 CBOTBETHHUTE
obocobery IMO3ULHH Oa OBbOaT CKAIOYEHMW JIOTOBOPH 3a Bb3AaraHe Ha
oburecteeHa mopbuka B 30 — OHEBEH CPOK cA€l H3THYaHE Ha CpoKa 3a
obxkaAaBaHe Ha HACTOSIIOTO MU pPEIIeHHEe, KaKTO U CA€[ IIPEACTaBSIHE OT
CBIIMS Ha CAEJHUTE NOKYMEHTU:

e IOKYMEHT 3a BHECEHAa rapaHIlys 3a HU3II'bAHECHHE Ha JA0roBopa B
pasmep Ha 1% oT cTOMHOCTTA Ha IOPBYKATA;
e OKYMEHTH YIOCTOBepsiBallld obcrosTeacTBaTa I10 4a. 47, aa.l
u aa.2 ot 30Il, uzgageHy oT KOMIIETEHTEH OpraH, B T.4.:
- JIOKyME€HTH, Y€ YACHOBETE Ha YIIPABUTEAHUTE OpraHu Ha
y4acTHHKA, Y€ He Ca OCBJEHU C BASI3Aa B CHAA IIPUCHAA 3a:
a) IIPECTBIIACHHE MPOTHUB (PUHAHCOBATA, AaHbYHATA HAW OCHUTYPHUTEAHATa
CHCTEMA, BKAIOYHUTEAHO HU3NUPAHE Ha IIapH, 1o 4a. 253-260 ot Hakazareanus
KOJIEKC;
6) moaky 1o 4ya. 301-307 or HakazareaHUs KOIEKC;
B) y4acTHE€ B oOpraHusupaHa IIpecTblHa rpyna mo d4a. 321 u 32la or
HakazareAaHusa KomeKc;
I) IPECTBIIAEHHE MPOTHB COOCTBEHOCTTA IO 4YA. 194-217 or Hakazareanuda
KOJZIEKC;
) IPECTBIIACHHE MPOTHB CTOMNAHCTBOTO IO 4YA. 219-252 or HaxkaszareaHus
KOJIEKC;
€)ob6sIBEH B HECHCTOSITEAHOCT;
XK) B IIPOU3BOJACTBO II0 AMKBUAIIUS HAW C€ HaMupa B IoAnobOHa IIpolleaypa
CBrAACHO HAIIMOHAAHUTE 3aKOHU U IIOJ3aKOHOBH aKTOBE.

- [oxkymeHT oT croTBeTHaTa T/l Ha HAII 1 obuimHa o perucrpanys 3a
HaAW4YHE UAU AWTICA Ha MAaHBbYHU 3aIBbAKEHUS Ha APYKECTBOTO, IIO peaa Ha
162, aa.2 ot [IOIIK.

- YOocToBEpPEHHE 3a AMWIICA Ha 3abAKEHHA OT ChboTBeTHara T/l Ha
HAIT u oOmmHa 110 MeCTOXKHUBEeHE, HU3NAZICHU Ha HMMETO Ha yIIpaBUTEAS
KaTo (PU3UYIECKO AUIIE, CbTAACHO dYA. 47, aa. 2, T. 3 ot 30II, BbB Bpb3Ka C 4YA.
47, an. 4 ot 30I1.

B 3 - nHeBEH CpPOK OT HM3IaBaHETO Ha HACTOLIIOTO MH pElIeHHE,
IIPETTUC OT CBHUIOTO Aa Ob/e BpBhbUEH Ha YIACTHUIIUTE B IIpOLeaypaTa.

Penrenuero nmoaaexku Ha obxkaaBaHe 1ipes K3K B 10 — qHEBEH CPoOK OT
HETOBOTO y3HaBaHE.
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