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(HOMep PErucTpaLHoOHHOTO YAOCTOBEPEHH)S JIEKapCTBEHHOIO Npenapara)

Haumenosanue AepiKaTesis
PEerHcTpaluHoOHHOr0 y10CTOBEPEHHS:

Pharmaceuticals A/S, Denmark

Anpec gepxaTeNs PerHCTPALHOHHOIO
YAOCTOBEpEeHHUs:

Awmarep Ctpanaseii 405, 2770 Kactpyn, dannsa / A ". :
Strandvej 405, 2770 Kastrup, Denmark

JaTta perucrpannu:

16.07.2021

JaTta ucTedeHHs CPOKa [AeHCTBHSA
perucTpanHOHHOIO YI0CTOBEPEHHS:

16.07.2026

JlaTa moATBePXKAEHHS PerucTpaluy
(nepeperncTpanuH):

JlaTa BHeceHN H3IMEHEHHI
(nepeodopmiieHHsT) B perHCTPallHOHHOE
yAOCTOBEpEHHE:

07.08.2023

Jlata perucTpauus B pedpepeHTHOM
rocygaperse:

16.07.2021

W NOATBEPKAALT, YTO IEKAPCTBEHHbIN NpenapaT 3aperucTpUpoBaH U paspemeﬂ K MEMUMHCKOMY PHMEHEH!
HA TEPPUTOPHH:

Poccniickoii @enepanin

(rocymapctBo — uneH EBpa3suiickoro 3KOHOMHYECKOTO COH03a)

Hudopmanus 0 3apericTpHpOBaHHOM JIEKapCTBEHHOM MpenapaTe

Toprosoe HanMeHOBaHHE JIEKAPCTBEHHOTO
npenapara:

Pexope/ib®

MexayHapoaHoe HenaTeHTOBAHHOE
nanmenosaane (MHH), nnn o6imenpunstoe
(rpynnupoRotHOE) HAHMEHOBAHHE, HIIH
XHMHUYecKoe HAHMeHOBAHHE AKTHBHOIM
thapmanesTuveckoli cybcTanumm

(npu oreyrereuu MHH):

DOoNIUTPOIINH AENIbTa

JlekapeTeeHHas dopma:

pacTBOp A/ MOAKOXKHOIO BBEACHUA

Jo3upoBka(-u):

@opma(-bl) BeIMYCKA:

33.3 MKr/ma

[pacTBOp Anst MOAKOKHOrO BBeAEHNMA, 33.3 MKI/MIT

(kapTpumx B wnpuu-pyuke) 0.36 ma x 1 + urna s
uHbekumii X 3] X 1 (nauka KapToHHas) =
[pacTBOp /NS MOAKOXKHOTO BBEACHNAS, 33.3 MKI/MA

uHBeKIHi X 9] X 1 (nauka kapTOHHAs)
[pacTBOp ANs MOAKOXKHOTO seenenha, 33,3 fher/ma

(kApTPHIK B WOpuLpy:ike) 2.16 i x | 1 i
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uHbekumi X 15] x 1 (nauka kapToHHan)
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Cocrae JIEKapCTBEHHOI0 Mpenapara:

WHBEKLIHIT)

tommaTponun aensta 12.0/36.0/72.0 mxr,
BCIIOMOTaTeNbHbIE BenlecTsa ((peHon, nmonucopbar-20, L-
METHOHWH, HaTpus cyabdaT AeKaruapar, HaTpHs
rugpodocdata fogexaruapart, pochopHas KHUCIoTa
KOHLIEHTPUPOBaHHAs, HATPUA THAPOKCHI, BOLA A/
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Cpox rexsocTh:

3 roga

Wudopmaius 0 NpoM3BOAUTEE JIeKapCTBEHHOTO Npenapara (Ha3BaHus v aapeca MPOM3BONCTBEHHBIX MIIOIIANOK,

YUacTBYIOIIHX B TPOLEcce MPOU3BOACTBA IEKapCTBEHHOIO Mpenapara)

Ne

Craaust Nnpou3B0oACTBA
(BCe Y4aCTHHKH
NPOH3IBOJCTBEHHOTO
npouecca)

Ha3zeaHue opraHu3alumnx

Ajpec MPOM3BOACTBEHHOI MIOMIAAKH

TTpOH3BOACTBO FOTOBOH
JIeKapcTBEHHOH (hOpMBbI

Betrep ®apma-Qeprurynr I'm6X u
Ko. KT, 'epmanus / Vetter Pharma-
Fertigung GmbH & Co. KG,
Germany

Lrotnenmrpacce 87 u 99-101, 88212
PasencOypr, I'epmanus / Schuetzenstrasse
87 and 99-101, 88212 Ravensburg,
Germany

2 |ITepeutHas ynakoBka Berrep ®apma-Deprurynr [m6X u | ILroruenmtpacee 87 u 99-101, 88212
Ko. KT, Tepmanus / Vetter Pharma- | PaencOypr, I'epmanns / Schuetzenstrasse
Fertigung GmbH & Co. KG, 87 and 99-101, 88212 Ravensburg,
Germany Germany

3 |BropuuHas ynakoBka @eppunr Kontponna Tepansiotuke | 1 Pameyn Ineiic, IMan IMapk Kammyc,
Jinmuren, CoeauHeHHOE Uct-Kunbpumxk, 'nasro, G74 5PB,
Koponesctso / Ferring Controlled | Coennnennoe Koponesctso / | Redwood
Therapeutics Limited, United Place, Peel Park Campus, East Kilbride,
Kingdom Glasgow, G74 5PB, United Kingdom

4 | Beimyckatoiui ®eppunr I'm6X, Tepmanus / Butnana 11, 24109 Kuns, l'epmanus /

KOHTPOJIb Ka4eCTBa Ferring GmbH, Germany 4 | Wittland 11, 24109 Kiel, Germany

3amecturear MunucTpa
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