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Haunsuanainiicpua e (aate/ihng) OO111eCTBO C OFpaHANUYEHHOM OTBETCTBEHHOCTBIO

PEIRCIRANHIUNONS TReeTORSRIIY "TEPO®APM" (00O "TEPO®APM"), Poccus
JIeKapCTBEHHOr0 Mpenapara
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Anpec MeCTOHAXOKAEHHS AepPrKATe/IsA
(Baaenbua) perucTpanuonnoro ynocrosepenns | 191119, r. Cauxr-Tlerep6ypr, yii. 3senuropozckas, A. 9
JIeKapCTBEHHOr0 Mpenapara
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JlaTa rocy1apcTBeHHOl perucTpanuu 22.09.2015
JIEKAPCTBEHHOr0 MpenapaTa
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Cpox aeiicTBHSA PerHCTPANHOHHOTO 31.12.2025
YAOCTOBEPEHMS JIEKaPCTBEHHOr0 Mpenapara o

WL

JiaTa BHeCceHHSl M3MeHEHHI B PErHCTPAHOHHOE
YAOCTOBEepeHHE JIeKapCTBEHHOro Npenapara 17.08.2021
(maTa 3aMeHbI PerHCTPALHOHHOIO

YAOCTOBEPeHHs JIEKAPCTBEHHOr0 Npenapara)
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HHpopmanus 0 3apericTpupoBaHHOM JIEKapCTBEHHOM Tpenapare:

ToproBoe HaHMeHOBaHHE Pexornan®

MexayHapoAHOe HeMATEHTOBAHHOE, HIH
rPYNIHPOBOYHOE, HIIH XHMHYECKOE Liutukonyx
HauMeHOBaHHE

JlekaperBennas gpopma pacTBOp I pHEMa BHYTPb
Jo3upoBka 100 mMr/mn

KauyecTBeHHBIH COCTAB M KOJHYECTBEHHBIH COCTaB ﬂeﬁCTByIOmHX BeIEeCTB U KaYeCTBEHHBIH COCTAB
BCIIOMOraTeJibHbIX BEIIECTB
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uurukonuH Hatpus 1045.0 mr (3xBHBaneHTHO HuTHKONKMHY 1000.0 Mr), BCOMOraTe/lbHbIE BELECTBA
(cop6uTou, raMLepo, METHINaparuApoKCHOEH30aT, NpoNUNaparupokcuben3oar, kanus copbar, HaTpus
caxapuHaT, runeposn hopmais, kpacutensb nyHuossii ITonco 4R (E-124), nuMoHHas KUCIIOTa, HATPUs
uWTpaTa QUrMApaT, apomaTusarop kny6ruunsii PHL-142951, Bona ouniieHHas) :

®opma BbINYCKa (JekapcTBeHHas Gpopma, pacTBop st IpreMa BHYTpb, 100 Mr/mi (akeTHk)
J03MPOBKA, IEPBHYHASI YNIAKOBKa, KoJanuecTBO |10 Ma X 10 (mayka KapToHHAs),

JieKkapcTBeHHOM GopMbl B NePBHYHOIA ynakoBka "In bulk": pacTBop [uis npuemMa BHYTpb,
ynakoBKe, KOJIAYECTBO NepBHYHOMN ynakoBkH B |100 mr/mMn (naketuk) 10 Ma x 10 420 (amuk
NoTpedHTENLCKOI YIaKkoBKe, KOMILIEKTHOCTD)  |KapTOHHEII)
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PexBH3NTHI HOPMATHBHOMH JOKYMEHTANH JIT1-003212-120821
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Crpanuua 2 perveTpaloHHOTo yxocToBeperus N JITT-003212

IIpousBoacTBEeHHbIE NJIOLIAIKH, YHACTBYIOIHE B NPOLECCe MPOU3BOACTBA JIEKAPCTBEHHOI0
npenapara, ¢ yKasaHueM CTaauil NPOM3BOACTBA, Ha3BAHHI H PAKTHUECKHUX aPECOB
MeCTOHAXOKIEHHUS

IIpou3so0cmeo 20moaoil nekapcmeeHHo Ghopmol CATI Manyodaxrypusr C.JLY., Ucnanus /
SAG Manufacturing S.L.U., Spain

Crta. N-1, Km 36, San Agustin de Guadalix, 28750 Madrid, Spain

Ilepsuunasn ynaxoexa CAT Manyodaxrtypunr C.JL.Y., Ucnanusa /
SAG Manufacturing S.L.U., Spain

Crta. N-1, Km 36, San Agustin de Guadalix, 28750 Madrid, Spain

Bmopuunaa/nompebumenvckasn ynaxosxka CAT Manydaxrypunr C.JLY., Ucniauus /
SAG Manufacturing S.L.U., Spain

Crta. N-1, Km 36, San Agustin de Guadalix, 28750 Madrid, Spain

Bmopuunas/nompebumenscrkas ynaxoska OO611ecTBO C OrpaHHYEHHOMN
OTBETCTBEHHOCTHIO "["EPODAPM"
(000 "TEPODAPM"), Poccus

Mockosckas 0611., T.0. CepriyxoB, p.n. O6oneHck, Tep. "Ksapran A", c1p. 5;
Mockogckas 0611, .0. Cepryxos, p.n. O6oneHck, tep. "Ksapran A", c1p. 5, kopn. |

IIpoussodumens (Boinyckarowuii konmpons kauecmea) CAT Manyopaxrypunr C.JL.Y., Ucnanus /
SAG Manufacturing S.L.U., Spain

Crta. N-1, Km 36, San Agustin de Guadalix, 28750 Madrid, Spain

IIpoussooumens (Beinyckarowuii koHmpons kavecmea) O61ecTBO ¢ OrpaHUYEHHOM
0TBETCTBEHHOCTHIO ""EPODAPM"
(000 "TEPO®APM"), Poccus

Mockosckas 0611, r.0. CepryxoB, p.1. O6oneHck, Tep. "Ksapran A", ctp. 5;
Mocxkosckas 0611, r.0. Cepryxos, p.n. O6onenck, tep. "Ksapran A", ctp. 5, kopm. 1

3amecturesns MunncTpa O.B. I'punnen

é ﬁnmﬁ)%(/p



