MUHHUCTEPCTBO 3JPABOOXPAHEHU A
POCCHUNCKOU OEAEPALIMN

PBFHCTpalII/IOHHOC YAOCTOBEPECHUE

JI&KapCTBeHHOFO npemapara i MeINIINHCKOTO le/IMEHeHl/Iﬂ
JITI-Ne(000764)-(PI"-RU)

(HOMEp pEeruCTPalMOHHOrO YAOCTOBEPEHNS JIEKapCTBEHHOrO npenapara)

B COOTBCTCTBPIH C I'IpaBpmaMM pEerucTpauuy ¥ 3KCNEepTU3bI JIEKAPCTBEHHBIX CPEIICTB AJA MCHHHHHCKO
IIPUMEHEHHS, HACTOSALLEE PErMCTPAlMOHHOE YTOCTOBEPCHHE BLI}IaHO

HaunmveHoBaHHe AepKaTest
| perucTpauHoOHHOIO YA0CTOBEPEHMS:

Anp.eé Jep:KaTessl perucTpalMoHHOro Kaiizep-Bunbrensm-Anee, 1, 51373 IIeBepKy-y
YAOCTOBEpEHHSI: TCepmanus / Kaiser-Wilhelm-Allee, 1, 51373 Leve/ Cus
N Germany /2

JlaTa perucTpaumu: 05.05.2022
P P

JlaTa HcTeueHHsl CPOKa JercTBUSA 05.05.2027
PErucTPalHOHHOIO yAOCTOBEPEHMUSI:

5| laTa moaTBEp>KAEHHs perucTpaunm
~|(nepeperucTpanum):

JlaTa BHeCeHHUsI H3MEHEHUH 13.07.2023
(nepeogopmJieHHs) B perucTpallHOHHOE
yIAOCTOBEpEeHHE:

; "}Iara perucrpauuu B pedepeHTHOM 05.05.2022
rocyaapcrae:

u no;maepxcnaeT 4TO JIEKapCTBEHHBIN MpenapaT 3aperucTPUpOBaH U paspelleH K MEAULMHCKOMY npmvre
- Ha TEPPUTOPHH: :
: : Poccuiickoit @enepanuu

(rocynapcTBo — ujieH EBpa3nifckoro 3kOHOMHMYECKOTO COK03a)

Hubopmanus o 3aperucTpUpoBaHHOM JIEKapCTBEHHOM IpenapaTe

|ToproBoe HaNMeHOBaHHUE JIEKAPCTBEHHOI0 Angemnac®
/|nmpemapara:

MexayHapoaHoe HelaTeHTOBaHHOE Puouuryar
naumeHosanue (MHH), unu o6enpuHsitoe :
; (rpynnnposoqﬂoe) HauMeHOBaHHe, WiIH
XMMUYECKOe HANMEHOBAHUE AKTHBHOIH
2 ‘d)apmauen'mqecxon cy0cTaHIUH

| (mpu oreyrerBuu MHH):

|JlekapcTBeHHas popma: Ta6IeTKH, MOKPHITHIE MIEHOYHOH 00010YKO - ‘mm "

e

Abaupdsxa(—n): ‘ 0.5 mr, 1.0 mr, 1.5 mr, 2.0 Mr, 2.5 MT

®@opma(-bl) BLINYCKA: TabNeTKH, MOKPBIThIE [JIEHOTHON 000NOUKOH, 0 5 7y |
A% mr, 1.5 mr, 2.0 mr, 2.5 Mr (GJMCTep) 21 x2/4 (natmﬁ
KapTOHHAs)

TEEARA AR AR AR AR A A A AL A AT A

CocTaB JIeKapCTBEHHOI0 Mpenapara: proLMryaT MUKPOHH3HPOBAHHBIH 0.50/1.00/1.50/2
; 2.50 Mr, BCTIOMOTaTe bHbIE BEILECTBA (uenmonosa
MHKpOKpHCTaHIIPI‘-ICCKaﬂ Kpocno 1

A IHIIIIIIillllilIHlllllIIHHHIIIIH!IIHHlIllllllllllllllllllill.HHIIllllli|lllllll(llllllHIIllllllllHllH
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Crpanuna 2 perucTpaLoHHOro yRoctoBepeHus Ne JIT1-Ne(000764)-(PI'-RU)

14 |Cpok roaHocTH:

i

HaTpUs naypuncynb¢art, MIeHO4YHas 060104ka
[mllpoxcnnponmuenmonma, runpomerniosa 3 cll,
NpONUIeHIMKOb, TUTaHa auokeu E171, kpacurens
KeJiesa okcup xenTeit E172 -/+/+/+/+, kpacutens sxenesa
OKCHI KpacHbIit E172 -/-/-/+/+])

3 roga J |

HHpopmanus o mpousBoauTeNe IeKapCTBEHHOTO Npenapata (Ha3BaHus U anpeca MPOM3BOACTBEHHBIX MIOMWANOK, |

YJacTBYIOUMX B POLECCE TIPOM3BO/CTBA JICKAPCTBEHHOTO MpenapaTa)

Ne | CTtagusi npon3BoACTBa
(BCe yYaCTHUKH
MPOM3BOACTBEHHOI 0
npouecca)

Haspanue OpPraHu3auuu

Anpec NpON3BOACTBEHHOM MIOMALKH

1 | IIpon3BOACTBO roTOBOI
JIEKapCTBEHHOU (hOpMBI

Baiiep AI', Cepmanus /
Bayer AG, Germany

Kaitsep-Bunbrensm-Aiee, 51368
JleBepkyseH, I'epmanus / Kaiser-Wilhelm-
Allee, 51368 Leverkusen, Germany

2 [IlepBHuHas ynakoBka

Baitep AT', l'epmanns /
Bayer AG, Germany

Kaiizep-Buibrensm-Annee, 51368
JleBepky3en, I'epmanns / Kaiser-Wilhelm-
Allee, 51368 Leverkusen, Germany

3 |Bropuunas ynakoska

Lreremann JIondepnakyHr yua
Jloructuiep Cepsuc
e.K.,I'epmanns/ Stegemann
Lohnverpackung & Logistischer
Service e.K., Germany

¥Yn'n Huen-Owr 14, Tpepen, 48268,
I'epmanus / Up'n Nien Esch 14, 48268
Greven, Germany

4 |BropmnuHas ynakoBka

Baiiep Al', Cepmanus /
Bayer AG, Germany

Kaitsep-Bunbsrensm-Ainnee, 51368
JlesepkyseH, l'epmanus / Kaiser-Wilhelm-
Allee, 51368 Leverkusen, Germany

5 | Beimyckaromuii
KOHTPOJIb KauecTBa

Baiiep AI', [epmanns /
Bayer AG, Germany

Kaﬁéep-B wibprensM-Aniee, 51368
Jleepky3eH, I'epmanns / Kaiser-Wilhelm-
Allee, 51368 Leverkusen, Germany

3amectutens Mununcrpa

/

_C.B.Taaroxes

(moamnuce)
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