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PEIUEHLIE

rp. Byprac

Ha ocHoeaHrze .rn.73 or 3axosa 3a o6rqecreeuuTe nopbrrKlr,
B,rB BpB3Ka c llpo:roxonu or 03.06.2015r., 09.07.2O15r., 22.O7.2O15r. sa
KoMHCHa, Ha3Har{eHa c6c 3auoeeA Ns VI - P - 249103.06.2015ro4. na tr{su.
,q,HpeKTop Ha ,,MBAA - Byprac" AA, cBC 3a^aqa Aa v3B'bptux pa3rle4AaHe H
oqeHKa Ha BHeceHHTe npeA^o)KeHvrs. 3a J {acTHe B oTpHTa npoqeAypa fro
peAa Ha 3OlI, c npeAMer: ,r,E[,ocranxa Ea aerrapcrBa /cuaacuo
cueun$nxayual 3a syxr4rrre Ha cer(Top rro acucruparra peupoAyxrlafl
upr ,rMuoroupo$rrarra 6oasnqa ga anrEBHo aeqenEe - Eyprac" AA",
orKpHTa c H3rrbAHeHHe Peruenae Ns VI - P - 17O121.O4.2O15I. rra l4srr.
Alrper(Top na "MBAA - Byprac" AA, ra o6gseua c O6geleHr4e Ns OO30l-2O14-
OOO5|22.O4.2O15r. e POI, u rTopa4vr Sarra, .re rpI,r ycloBr4flTa Ha
H3BbprrreH KoHTpoA Bcpxy pa6orara Ha KoMr{cH.flTa He ca ycraHoBeHa
HectorBercrBur-rr c H3HCKBaHrzflta Ha 3aKoHa r{ npeABapHTeAHo o6seeHare
yc^oBr4s,

OilPE,ZI,EAgM:

I. Pea Ea KAacrrpane yqacTrrrrqrrTe B rrpoBeAeHaTa oTr(pETa



/ J GO3GAO2

Human
Menopausal
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II. Y.racrurrrrrrre crreqean,rrr rrpoBeAegara orrrpuTa rrpoqeAypa
3a orrpeAeasrre Ha E3rrBrrrrETellrr rro AoroBoprr 3a BBSaaraEe rra
o6ruecrsexa rropBrrrta c rrper,Me:r: ,rAocraBrra Ha aer(apcrBa /ccraacrro
CNEII,H+IIIKA\fr.9,1 3A IIYXI.4ETE HA CCI(TOP IIO ACECTEPAEA PEUPOAYIIIIEE
lrplr ,rMHoroupoSHAHa 6oannqa ga aKTEBHo Aetregrre - Byprac, A\rr, oa
CBOTBETEIITE O6OCO6EHH IIO3Eq,IIII, ITAIITO CII,EABA:



J G03GAO2
Human Menopausal
Gonadotropin 75 IU

cpio B-Bo H
pa3TBOpHTeJr B

oTAenHH aMn.
,,@boHHKc Oapua"

EOOA

4 GO3GAO5
Follitropin alfa 300

IU/0.5 ml

t'flucarTKatt3a

S.C. TIDHJI.

,,@boHLIKc Oapua"
EOOn

5 c03GA06 Follitrooin beta 300IU

solution for
injection +

"flucarKa" 3a

cy6rcyrauno
npHJro}KeHHe

x16p.sa6
6l.

,,OboHHKc @apua"
EOOA

6 GO3GAOS
Choriongonadotropin
alfa0,25 msl0.5 ml

Sa6puuno
3apeAeHV

cnpHHrloBKH

3a s.c. [pr4J].
,,@boHuKc @apnra"

EOOn

1 GO3GAO9
Corifollitropin alfa 0, I 5

md 0.5m1

$a6pn.ruo
3apeAeHu

crrplrHrIoBKr.l

3a s.c. nDaJr.
,,@boHLIKc @apua"

EOOn

8 HOICCOI Ganirelix 0,25 me

$a6puuno
3apeAeHr.{

crrpr4HrloBKH

3a s.c. npun.
,,@roHHKc @apua"

EOOn

9 LOzAE,O4 Triptorelin 0,1 mg

Qa6prauuo
3ape.qeHr.r

cnpHHuoBKr4

3A S.C. IIDT{J].

,,OboHuKc Oaplra"
EOOn

III. Ha ocrroBauue .ra. 39, arr.1, r.1 or SOII H rropa4r Saxra Ha Aunca
Ha npeA^o)KeH}{tr 3a JrqacTHe, npeKpaTsBaM npoueAypaTa B rracTTa Ha
cAeAHHTe O6OCO6eH H rlO3:,z,r\HH:
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G03GAOl
Human Chorionic

sonadotrooin 1500 IU

cyxo B-Bo H

pa3TBopr{Ten B oTAenHH

aMII.

Jlunca ua
BHECEHII

[DEIJIO)KEF,Ifl

Ilpe4ea4 ro penslox<eHoro,
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C yr{acrHr{qr.rre crer{eAHAH [poqeAypara rro cborBerHraTe
o6oco5eirrr rro3r4r\Hvr Aa 6r4an cKAror{eHH AoroBopz 3a Bb3laraHe Ha
o6u-lecreena rropB.rKa B 30 - AHeBeH cpoK cAeA H3THr{aHe Ha cpoKa 3a
o6>ra-reaHe Ha Hacrosrqoro Mur perxeHr4e, KaKTo H cAeA npeACTaBsHe or
c,bullzrr H& cr\e[HHTe AoKyMeHTH:

. AOKyMeHT 3a BHeCeHa rapaHqH.s 3a H3n6AHeHHe Ha AOTOBOpa B
pa3Mep sa lo/o or crofirrocrra Ha nopbrrKara;

. AoKyMeHTH yLocroBepsBaulu o6cro.srrelcrBara fio qA. 47, att.l
LL art.2 oT 3OII, vr3AaAe:H],1, or KoMnereHTeH opraH, B T.r{.:

- AoiryuerTr4, r{e qleHoBere Ha yilpaBHTeAHHTe opraHl{ Ha

JrqacTHHKa, IIe He ca ocBAeHH c BA-fl3Aa B cHAa rIpHcGAa 3a:
a) npecrbfiAeHae nporaB $zHaucoBara, AaHbqHara vr H ocaryp]rrelHara
cHCTeMa, BKAror{HTeAHo r43lrrpa:ae Ha napvr., rro.tt. 253-26O or Harasanet:Hvrfl.
KOAeKC;
6) uo4r<yn rro r{A. 301-307 or Haxa:arelHu.s KoAeKc;
e) Jrqacrne B opraHz3upaHa npecrBnHa rpyra ilo r{A. 321 vr 321a or
H axas ane zr:r.r4s. Ko,qeKC ;

r) npectrrrleHae nporuB co6creeHocrra rro r{A. 194-217 or HaxasaretHvrs.
KOAeKC;

A) rlpecrbrrleHae nporr4B croilaHcTBoro rro rrl. 219-252 or HaxagarelHas
KOAeKC;
e)o6neeu B HecBCTosTeAHocr;
x) B npoH3BoACTBo rro AHKBHAaqHs :,z,t.lvr ce HaMHpa e no,qo6na fiporleAypa
CBIAaCHO HarIHoHa HI4TC 3aKoHH I,I IIOA3aKOHOBH aKTOBe.

- !,oryvreHT or cborBerHara ffi na HAII z o6rquna no peracTpaqzs 3a
HaAHr{He ULH /\Iafr0a Ha AaH6r{Hr.r 3aAb^X(eHvrs- Ha Ap}2KeCTBOTO, nO peAa Ha
162, at..2 or AOIIK.

- YAocroBepeHze 3a Arlnca Ha 3a.qErur(e:akrs. or c'borBerHara TA lla
HAI-I z o6rqizua rro Mecrox<HBeeHe, us4a4e:avr Ha HMero Ha JmpaBHTeA-fl
Karo Srasu.recxo AHqe, cbrlacHo ttt. 47, at.2, r. 3 or 3OII, BBB Bpb3Ka c r{A.

47, at 4 or 3OfI.

B 3 - AHeBeH cpoK or H3AaBaHero Ha Hacrosrrtroro MH perrreHvre,
nperrac or cBrqoro Aa 6:..ge Bpbr{eH Ha yqacrHxqrzTe B rrpoqeAypara.

Peruennero roAAex<H Ha o6xrazreaHe rpeA K3K e 10 - AneeeH cpoK or
HeroBoTo y3HaBaHe.
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