MHHHUCTEPCTBO 3/IPABOOXPAHEHIS
POCCHIICKON ®EAEPALIN

PerucrpanuonHoe yiocroBepenne
AEKAPCTBEHHOIO Npenapara A MeIHIMHCKOTO NPpUMeHeHH s

IT N012698/01
(HOMEP PErucTPaLMOHHOIO Y/I0CTOBEPEHHS JIEKAPCTBEHHOrO Npenapara)

HauMenosaHne gepxares (Biageibna)
PErucTPaMOHHOIO YIOCTOBEPERNS
JIEKAPCTBEHHOr0 Npenapara

Cannos o.1a., CnopeHus
Sandoz d.d.

AJpec MeCTOHAXOKRICHHS AepsKaTe/In
(Biajleibua) PErHCTPALMOHAOIO YIOCTOBEPEHHSE
JEKAPCTBEHHOI'0 IPENapaTa

Verovskova 57, 1000 Ljubljana, Slovenia

Jata rocy1apcTBeHHOH perucrpauum

JeKapeTBEHHONO Npenapara 042007
Cpok jelicTBHS perucTpalHOHHOro

PR p it HeccpouHo
YAOCTOBEepeHHs! JIEKAPCTEBEHHOTO Npenapara
Jara BHeceHnsi N3IMEHEHNIA B perucTpauioHHoe

/10 eHHe Jie CHHOI'0 Nper
yaocrosep JIEKAPCTBEHHOI0 Mpenapara 23.08.2023

(zaTa 3aMeHBI PErMCTPALUOHHOIO
YAOCTOBEPEHHS JIEKAPCTBEHHOrO Nipenapara)

Hndopmauns o 3aperucTpupoBaHHOM JIEKAPCTBEHHOM Mpenapare:

Toproroe HanMeHoBaHKE

Deppym Jlex®

ME’:K.-I}’H}] POAHOC HENATCHTOBAHHOE, HJIH
FPYIITHPOBOYHOE, HIN XUMHYECKOE
HauMeHOBaHue

XKenesa (I1I) ruppoxcua nonuMansTO3ar

Jlexapcreennas popma

TabNeTKH XKeBaTe/IbHbie

Hosnpopka

100 Mr

KauecTBeHHBI COCTAB H KOIMYECTBEHHBIN COCTAB eHCTBYIOIUNX BELIECTB H KAYECTEECHHbII

COCTAB BCIIOMOTATENIBHLIX BEHIECTE

aenesa (111) ruapoxeu nonumanstosat 400.00 Mr (B nepecuere Ha xesie3o 100.00 mr),
BCHOMOraTe/IbHble BelIeCTBa (Makporon 6000, acnapTaM, apoMaTH3aTOp IOKONAHII, TANIBK, 1EKCTPATbI)

Dopma BoIMycKa (JIeKapeTBeHHas Gopma,
A034POBKA, NePBHYHAS YAKOBKA, KOJIHYECTBO
JiekapcTeeHHOH hopMbI B ePBHYHOI yHiaKoBKe,
KOJIM4eCTBO NEPBHYHOH YIAKOBKY B
NOTPedHTENBCKON YNAKOBKE, KOMILIEKTHOCTD)

TabneTky keparenbHble, 100 mr (6aucrep) 10 x
3/5/9 (mauka kapToHHas)

PeRBH3IHTLI HOPMATHUBHOM JOKYMEHTAIIHH

IIN0O12698/01-210120
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Crpanuua 2 peructpauuoHHoro yaoctopepenns Ne [1 N012698/01

I POH3BOACTBEHHbIC IVIOIAAKH, YHACTBYHOLIHE B NIpoLIecce HNPOH3BOACTBR JIEKAPCTBEHHOIQ

TIpenapara, ¢ yKa3aHueM CTaAHii PON3BOACTBA, HA3BAHNIT H PAKTHYECKHX 21PEcoB
MECTOHAXO0MXIEHUS

lpoussodumens (Bee cmaduu npowssodcmeal OO0 "Hoeapruc GapmachioTHKA

M>aHptodexuypunr”, Crosenns / Novartis
Pharmaceutical Manufacturing LL.C, Slovenia

Verovskova ulica 57, 1000 Ljubljana, Slovenia
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