MHUHHUCTEPCTBO 3/PABOOXPAHEHH S
POCCUNCKOU OEAEPALIMU

PefHCTpdlIl/IOHHOE YROCTOBEPCHUC
JEKapCTBCHHOIO npenapara it MCAWHNHUHCKOTO NPpUMECHECHUS
JITI-Ne(000304)-(PT-RU)

(HOMEP PEerHCTPalHOHHOTO YAOCTOBEPEHMS IEKAPCTBEHHOTO Npenapara)

B COOTBGTCTBHH c ]—[paBHIIaMH PEruCTpali H SKCIIEPTU3BL JICKAPCTBEHHBIX cpem:'rB Jigje:¢ MC,EKHLIP‘IHCKO
NPHMEHCHHA, HACTOALLEE PETHCTPALHOHHOE y,IlOCTOBepCHHB BbIAaHO! [t

Haumvenopanne nepaarens
“PErHCTPALHOHHOIO YIOCTOBEPEHH !

Allpec aepwKaTesIsi PeruCTPAUHOHHOTO
YA0CTOBEpEHUS:

HaTa perucrpanuu: 14.07.2021

JaTa uerevenus cpoka jeiicTeis
PErHCTPALIHOHHOIO YI0CTOBEPEHHS:

Harta noATBep:KAeHHs perucTpanuu
(mepeperncrpauun):

JlaTa BHecenusi H3MeHeHHIT
(nepeogopmaeHns) B perucTpaunoHHoOe 19.04.2024
Y/0CTOBEpeHHE:

Hata perncrpauuu g pedhepeHTHOM 14.07.2021
rocyaapcrse:

Poccuiickoit @enepaumn

(rocynapctso — unen EBpasniickoro s5k0HOMHYECKOTO COK03a)
MHopmaLuist 0 3aperucTpHpoOBAHHOM JIEKAPCTBEHHOM TipernapaTe

Toprosoe HanmMeHnoBaHHe JIEKAPCTBEHHOT0 TOPEMU®EN
npenapara:

MexayHaponHoe HeNATEHTOBAHHOE
Haumenosanne (MHH), nan o6menpunaroe
(rpynnupoBovHOE) HAUMEHOBAHHE, HIH
XHMHYECKOe HANMEHOBAHNE AKTHBHOII
dapmaneBTHYecKoii cyGeTaHINN

(npu oreyrersnn MHH):

Topemuden

Jlekaperesennas opma: _ TadNeTKH

Hoszuposka(-u): : k 20 mr, 60 Mr

Dopma(-bi) BITYCKA: Tabnetky, 20 mr, 60 mr (dnakon) 30/60/100 x 1 (n
KapTOHHas1)

CocTae NekapcTBEHHOr0 Npenapara:

TopeMuden 20.0/60.0 Mr), BCHOMoraTeanSie'
BewlecTea  (Kpaxman KYKYPY3HbIi, JIaKTQ?J:
MOHOTHIPAT, —UE/TON03a  MHKPOKPHCTAITHYECK
50 M, kapbokcumeTHiIKpaxman Hatpus, mosnaoH K 30,
MArHHs CTeapar, KPEeMHHs 1HoKCHE %%ﬁibm) . I\

b Cpmc TOAHOCTH!
Bl |




Hudopmaums o npomsBoanTeic IEKAPCTBEHHOTO Npenapara (Ha3BaHHs H aApeca NPOM3BOJICTREHHBIX MIOAIOK,

~ Crpanuia 2 perHCTpaoNTOro yaocTosepenHs No JITENe(000304)-(PT-RU)

YHaCTBYIOLIMX B MPOLECCE MPOH3BOIACTRA JIEKAPCTBEHHOIO NMpenapara)

KOHTPOJIL KauecTBa

Ounnauaus / Orion Corporation,
Finland

| Ne | Cragusa mponssojacrsa | Haseanue opranusauun A/lpec NPOM3BOACTBEHHOM MIOLANKH
(BCE YYACTHHKH
NPOH3BOACTBEHHOIO
npouecca)
1 [TpoussoacTso rotosoit | Opuon Kopnopeliuin, Tengstrominkatu 8, FI-20360 Turkuy,
JIeKapCTBeHHOH opmbt | Ounnsaugus / Orion Corporation, Finland / Tenrcrpémunkary 8, FI-20360
; Finland Typky, ®uHAAHAKA
2 IlepBuuHas ynakonka Opuon Kopnope#s, Joensuunkatu 7, FI-24100 Salo, Finland
Guunsnauns / Orion Corporation, I ﬂosncyyHKaTy 7, F1-24100 Cauo,
: Finland DUHIAHIHS
-3 | BropHuHas ynakoeka Opuon Koprnopeiiuis, Joensuunkatu 7, FI-24100 Salo, Finland
B @Quungaaaus / Orion Corporation, / ﬂoaﬁcyyHKaTy 7, FI-24100 Cauno,
: : Finland DUHATHANA
4 | Bemyckaioumit Opunon Kopropeiims, Orionintie 1, FI-02200 Espoo, Finland /

Opuonunrue 1, FI-02200 Scnoo,

DUHIAHINS,
Joensuunkatu 7, FI-24100 Salo, Finland

bl Hosucyynkary 7, FI-24100 Cauo,
. Dupnganans

3amecTuTens Munucrpa




