MUHHCTEPCTBO 3/IPABOOXPAHEHHA
POCCHICKOIT OFIEPALIHH

Perucrpanuontoe yl0cropepenne

JAeKapCTBEHIOro NPenapara st MeIHIMHCKOL0 IIPHMEHEH I3l
P P [J’IH-N«.'(000267)-(PF-RLJ)

(HOMEp PEruCTPaLMOHHOTO Y/I0CTOBEPEHHS NEKapCTBEHHOTO npenapara)

B cooTseTcTBUM C ﬂpaau.uamu PerucTpatu 1 IKCIEPTH3bI JIEKapCTBEHHBIX CPEICTB JUISL MEHIH
NMPUMECHEHUA, HACTOALIEE PETHCTPALHOHHOE YIOCTOBEPEHHE BBIJIAHO:

Tepa dapmauesTHicckue [peanpuaris JITa. 2
Teva Pharmaceutical Industries Ltd. e

124 Jisopa A-Hesma Ct., Ten-Asus 6944020, Hsp "
124 Dvora HaNevi'a St., Tel Aviv 6944020, Israel=

HaumeHnoBanHe aepKaTesis
PErHCTPAUHOHAOrO Y0CTOBEPCHHUS:

Alpec AepKaTe/ist perucTpauHoHHoro
YA0CTOBEPEeHHUSI:

JlaTa perucrpaumn: 04.06.2021

JlaTa HeTeueHHst cpoKa JeiiCTBHS 04.06.2026

pPerncTpauHoOHHOr0 YI0CTOBEPEHHS:

JlaTa noATBe:KIEHHSI PErHCTPaLHH
(nepeperucTpanHu):

JlaTa BHECEHHs H3MEHEeHHIT 02.02.2024

(nepeodopmienns) B perucTpauHonnoe
yAOCTOBEpEHHE:

-7 | Iara peructpaunn B pedepeHTHOM 04.06.2021

rocypapcrse:

i IOATBEPAACT, YTO JIeKapCTBEHHbIN Npenapar 3aperncTpHpoBaH H paspellet K MEMIMHCKOMY IPHMEHE
Ha TepPHTOPHH:
: Poccniickoii denepanu

(rocynapcTBo — uieH EBpasuiickoro 3KOHOMHYECKOro COK03a)
Unpopmauus 0 3aperucTpHPOBAHHOM JIEKapCTBEHHOM Mpenapare

ToproBoe HaHMeHOBaHHeE JIEKAPCTBEHHOTO ®yasecrpant-Tesa

| mpenapara:

MexayHapoaHoe HenaTeHTOBAHHOe PynBecTpaHT

‘uaumenoBanne (MHH), niu o6menpuusToe
(rpynnHpoBOYHOE) HAHMEHOBAHHE, HIIH
XHMHYEeCKOe HAaHMEHOBaHHE AKTHBHOI
dapmaneBTHYECKOIT cyOcTaHIMH
(npu orcyrerBun MHH):

JlekapcTBeHHas opma:

Jo3npoBka(-u):

PacTBOP /Uil BHYTPHMBbIILEYHOTO BBEAEHHS, 250
Mr/Smar (wnpuw) 5 Ma x 1/2 (nauka KapToHHas

®opma(-bI) BbINyCKa:

CoCTaB JIeKapPCTBEHHOrO Mpenapara: ynsectpant 250 Mr, BCnoMoratesbHble :
(3TaH0 96%, GeH3MTOBbIH CHPT, GEN3HGEH30a

KJICLUEBHHbI OOBIKHOBEHHO CEMSH Maco JHPHO

2 rona

Cpok roaHocTu:
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Crpanuua 2 perucrpauuomioro ynocrosepeuwl Ne JIT1-Ne(000267)-(PI"-RU)

R

'=3

Hndopmaus o npomssoanTese nekapcTeHOro npenapara (Hassanis u aIIpeca MpOH3BOCTBEHHBIX MLIOIIALIOK, )

YHACTBYIOUIHX B MPOLECCE MPOH3BOACTBA NleKapcTBEHHOrO Npenapara)
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Ne | Cragns npoussoactsa

Ha3lpaune opranmsaumnu

Allpec NpoN3IBOACTBEHHOIT TVIOMWAAKH

(BCe yuacTHHKR
NPON3IBOACTBEHHOIO
npouecca)
1 | [pomussonctso rotosoii | Ilnusa Xpsarcka 11.0.0., Ipuna3 Gapyna ®Guannosuya 25, 10000
nekapeTBennoli Gopmbl | PecnyGanka Xopeatus / Pliva 3arped, Pecry6nixa Xopsaris / Prilaz

Hrvatska d.0.0., Republic of
Croatia

baruna Filipovica 25, 10000 Zagreb,
Republic of Croatia

2 | Mepsuunas ynakosxa

[Tmsa Xpearcka 1.0.0.,
Pecny6:uka Xopsatus / Pliva
Hrvatska d.o.0., Republic of
Croatia

ITpwra3 6apyna ®ununosuya 25, 10000
3arpe0, Pecrybnuka Xopsatus / Prilaz
baruna Filipovica 25, 10000 Zagreb,
Republic of Croatia

3 | Bropmyuas ynakoeka

ITnusa Xpeatcka 1.0.0.,
Pecny6nuka Xopsarus / Pliva
Hrvatska d.0.0., Republic of
Croatia

[Tpuna3s Gapyna dununosnya 25, 10000
3arped, Pecrybnika Xopsarus / Prilaz
baruna Filipovica 25, 10000 Zagreb,
Republic of Croatia

4 | Buinmyckatoumit
KOHTPOJIb KauecTBa

Inusa Xpsarcka 1.0.0.,
Pecny6muka Xopsarus / Pliva
Hrvatska d.o.o., Republic of
Croatia

Mpuna3 6apysa Gumnnosnya 25, 10000
3arpe6, Pecniy6inka Xopsarus / Prilaz
baruna Filipovica 25, 10000 Zagreb,

Republic of Croatia

3amecrurens Munncrpa
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