DENEPAJIBHAA CIVIKBA I1I0 HAI30PY B CPEPE 3JIPABOOXPAHEHHSA
N COITMAJIBHOTO PA3BBUTHUA

PETHCTPAIIHOHHOE YJTOCTOBEPEHHE

Hacrosamee yxocroBepenHe BBIIAHO
AO "J6ep Buorek'', Kyba

Heber Biotec S.A., Cuba

(HaumeHosaHue opzanusayuu-saasumena, cmpana)

H mnoareep:kaaer, 4yro B Poccumiickoit @egepanuu B cooTBeTcTBHH ¢ DegepaabHbIM
3akoom or 22.06.98 N: 86-®@3 «0 nexapcTBeHHBIX CpeACTBAX» 3apPerHCTPHPOBAHO,
BHECEHO B rocyaapcTBeHHbIN peecTp JIeKapPCTBeHHBIX CpeacTs 3a
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Ne o :

6epmun

JlekapcmeeHnoe cpedcmeo (mopzogoe Hassanue)

—

de&cmqvmli;ee{ue)‘3em;ecmsa(a) (MeAHCOYHapOoOHoe Henamenmoeannoe Haseanue uiu Opy2oe Hassanue),
KOMU4ecmeo 6 eounuye 0o3upoasanus

Ma3b AJIf HAPY/KHOI'0 NIpHMEHEHHSHA

(nexapcmeennas gpopma)

H pas3pemeHo IJdA BbhINYCKA B YCTAHOBJIEHHOM NOpAJIKe B oﬁpam;eane B COOTBETCTBHH C:
pelIeHHeM 0 roCyAAPCTBEHHOH perucTpauny (MpuaoxKeHHne)

Cpok aeHCTBHS YyJIOCTOBEPEHHS 0

PykoBoauTte i PenepaabHoOi CIyRObI

MTT, Mocxea, 2005.



@®EJEPAJIBHAS CJIIV)KBA 110 HA/I3OPY B COEPE 3/IPABOOXPAHEHUS
1 COIIMAJIBHOTO PA3BUTUSA

IIpunoxenne PErHCTPAHOHHOMY Y/IOCTOBEPEHHIO I1N012569/01 ot 01.10.2007

HOMEP ¥ JIaTa PEeruCTPalMOHHOTO YAOCTOBEPEHH
Boinucka u3 pewenns o rocyaapeTBenHoii perucrpatmy (npuxas Pocsnpasnansop ot 01.10.2007 Ne 2967-p/07)

1. HasBaHWe NekapcTBeHHOro cpeacrea:; - O6epmuH

2 [enicTrylollee BeLLeCTBO ~

3. lNekapcTBeHHas dopma _ Ma3b ANS HAPYXHOTO NPUMEHEHUS

4. Cocras . .. cynbtaguasuH cepebpa 1 r, anugepmanbHbli pakTop pocTa

yenoBeyeckuit pekombuHaHTHbIN 0.001 r, BCnomoratensHble
BellecTsa (Boga oyuweHHas, rnuuepon 5 r, kanus kapbonar 0.5
r, MeTunnaparugpokcubersoar 0.18 r,
nponunnaparuapokcubensoar0.02 r, creapuHoBas kucnorta 18
r)-100r

S. HaseaHus u agpeca npon3BoACTBEHHbIX NMNOLLAA0K, UCMONb3yeMblX B NpoLecce
npouseofcTea Ha cnegyrwux atanax

5.1. Mpon3BoACTBO roTOBOI NekapcTeeHHoN hopMbl:  LieHTp MeHHoit MHxeHepun u BuotexHonoruu, Ky6a
Center for Genetic Engineering and Biotechnology, Cuba

5.2. ®acoska U (WnW) ynakoBka e ~ UeHTp MNnaueHTapHoit Muctotepanuu, Kyéa
Placental Histotherapy Center, Cuba

5.3. BuinycKkawwmii KoHTponb kayectBa ~~ LlenTp MNenHon UHxenepun n BuotexHonorum, Kyba
Center for Genetic Engineering and Biotechnology, Cuba

5.4. Hble y4acTHUKM NPOWU3BOACTBA U KOHTPONS
_____KayecTBa npenapata = e

PykoBoauTtens @enepanbHON Ci1yKObl H.B.IOpreins

Crtpanuuya 113 2

vak. 152,05 IBHTH



PykoBoautens ®enepaibHOM CITyKObI

QOEAEPAJIbHAS CIIYXXBA IO HA/I30PY B COOEPE 3JIPABOOXPAHEHUS
1 COIIMAJIBHOTO PASBUTUSA

IIpuiioxkenne K perucTpaHOHHOMY Y/I0CTOBEPEHHIO

[1NO12569/01 ot 01.10.2007

HOMEp M 1aTa PErHCTPaLHOHHOIO Y0CTOBEPEHH
Brinicka u3 pewenns 0 rocynapcTBeHHoii perucrpauny (npukas Pocanpasnansop ot 01.10.2007 Ne 2967-Mp/07)

6. WHCTpYKUMA N0 MeAULUMHCKOMY NMPUMEHEHUIO NpunaraeTca | \/ Aa S HET
7 HopmaTtueHas AOKyMeHTauus AN KOHTPOns kavyecTsa
npenapara npunaraercs = S | \/ ha HET
8. MakeT ynakoBku npunaraercs T _ \/ aAaa HeT =
9.  Cpok rogHocTu ___2ropa
10. Ycnosusa xpaHeHus - B 3awuLieHHoM OT cBeTa MecTe, npu TemnepaTtype ot 15 go 25 rpag.
11. ®opma BbINycka _Mas3sb AN1A HAPYXXHOro NpUMeHeHus (nakoHsl nonuatuneHoesie) 30,
200r
12.
123 _ | HapKoTU4ecKoe CPeacTso pa \/ HeT
12.2. 5o NCUXOTPOMNHOE BELWECTBO na \/ HEeT
123. g TO/MBbKO ANA CTaUMOHAPHOro NPUMEHEHUA Aa . \/ HeT
2d. - P OTNYCK No peuenTy Bpaya \/ na ) HeT | He
_ NPUMEHUMO

.B.Oprenn

k. 152/05 IBHTH



