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MHHUCTEPCTBO 3APABOOXPAHEHH S
POCCUHHCKON ®EJE PALIHMH

Perncrpaumnonnoe yioctosepenne

JIEKSPCTBCHHOI“O npcuapa‘r %l%iﬂi\g%ﬂl})l}ﬂlltﬂﬁl 0 upmteue '

(HoMep perncTpaunoHHOro YAOCTOBEPEHHSA NIEKAPCTBEHHOO npenapa'ra)

B COOTBETCTBIM ¢ [TpaBuaMy perucTpauni 1 skcaepTushi JICKaPCTBEHHBIX CPe/l

CTB A1 MeI U I§¢

NIPHMEHEHHA, HACTOSIIEE PETHCTPALIHOHHOE YAOCTOBepeHHe Bbizano:

Hauueunnnuue nepikatens
~peruc*rpauuonnoro yAocTOBepeHnn:

Anpec nep:xarenn perucTpannoHtoro
YAoCTOBepenus:

B .ﬂa'ra perucTpaunn:

,Ll,a'rn HCTeYeHHs cpoKa neﬁcrlun

| PerucTpaunontoro YAOCTOBepeHns:
Jara MOATBEPAKICHNA perucTpaunn
(nepepemc‘rpaunu)

J.{a'ra BHECCHUS H3MEHEHMIT

(nepeoq:oprunemm) B perucTpauroHHoe
YaocTosepenne:

ata perncrpaunn s peq)epeumou
'rocyaaperse:

Tesa ®apmauestnueckne I'Ipennp

Teva Pharmaceutical Industries Ltd,/

124 Jlsopa A-Hegua Cr., Tenb-Asnp- 694402 /
124 Dvora HaNevi'a St., Tel Aviv 69440

04.03.2021

04.03.2026

—

30.01.2023

04.03.2021

H NOATBEPIKIAET, 4TO NIEKAPCTBEHHBIT 1
Ha TeppHTOpHA:

Poccuiickoii ®enepaunn

(rocynapcTso — unen EBpasuiickoro IKOHOMHYECKOTO COH03a)

Hmbopmamm 0 3aperucTpHpOBalHOM JEKAPCTBEHHOM Npenapate

% 8 Toprnnoe HAHMEHOBAHHE nelcapc'rnennoro Kynpenna®

~ Npenapara:
: 'Menlulyuapouuoe HENATeHTOBAHHOE

-l{anueuosanue (MHH), wan o6wenpunsitoe

] .(rpynnnposoquoe) HAUMEHOBAHWE, Wan
THYECKOe HAUMEHOBAHHE AKTHBHOI
qaapmauenruqecmn cyderanunmn

Mennumnnnamun

mﬁnencu, noxpume TUICHOUHOH: oﬁau'_ o

250 mr

TabNeTKN, NOKPLITbIE MACHOUHOI o6onoukoii, 25
(6nuctep) 15 x 2 (nauka xapToHHau),

TaGAeTKH, NOKPLITbIE NAEHOUHOH 0GONOUKOI. 251
(dnakon) 100 x 1 (nauka KapTOHHas )

neHnuuaIamMun 250 mr, Benomo '
(xpaxman xap‘rotbenmuﬁ nak@mve
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Hudopmauns o nponssoantene nexapersennoro npenapata (Ha3BaHnA H aJpeca NPOH3IBOACTBEHHBIX NIOLA/IOK,
YHACTBYIOUIHX B NPOLECCE NPOH3IBO/CTBA JIEKAPCTBEHHOIO npenapara)

Ne | Cranns nponssoncrsa | Haspanne oprasusaunm AlIpec NPoM3BOACTBEHHOI NI0WAAKN
(BCce yyacTHukn
NPOH3IBOACTBEHHOTO
npouecca)
I [lpoussoactso rotosoii | Tesa Onepeiinc Monann Cn. 3 ya. Mornnscka 80, 31-546 Kpaxos,
JIEKapCcTBeHHOI hopmel | 0.0., IMonbwa / Teva Operations [Monbwa / ul. Mogilska 80, 31-546
Poland Sp. z 0.0., Poland Krakow, Poland il i
1]
2 | Mepsuunas ynakoska Tesa Onepeiimne Monana Cr. 3 ya. Morunscka 80, 31-546 Kpakos,
0.0., [Tonbuwa / Teva Operations [lonbwa / ul. Mogilska 80, 31-546 bl
Poland Sp. z 0.0., Poland Krakow, Poland
3 | Bropuunas ynakoeka Tesa Onepeiiwnc IMonana Cn. 3 yai. Moruascka 80, 31-546 Kpakos, f |
0.0, lNonbwa / Teva Operations [Tonbwa / ul. Mogilska 80, 31-546 % |
Poland Sp. z o.0., Poland Krakow, Poland il
4 | Beinyckaromii Tesa Onepeitwnc [Monana Cn. 3 ¥ Morusscka 80, 31-546 Kpakos, r
KOHTPOJIb KauecTRa 0.0., [Monbmwa / Teva Operations [Tonbwa / ul. Mogilska 80, 31-546 i1
Poland Sp. z 0.0., Poland Krakow, Poland o i
Iepeeorii 3amecturens Munucrpa Lo




