MUHUCTEPCTBO 3APABOOXPAHEHWA
POCCHUUCKOHN ®ENEPALIMN

| PemCTpam{onﬂoe YAOCTOBEpeHue
J]eKapCTBeHHOFO npenapara s MQ}.IH[IHHCKOI‘O npnMeBeHnﬂ
JITI-Ne(005279)-(PI'-RU) | '

(HOMEp pericTpalMOHHOTO YA0CTOBEPEHHs .TIeKapCTBeHHOl‘O npenapa'ra)

__NpUMEHEeHUs, HACTOAIIEE PErUCTPALHOHHOE ynoc'roaepenne BLUIAHO:
'Haﬂmenoaaﬂﬂe JiepiaTelist Baﬁep AT, Fepmanm
PEerucTPauHOHHOIO0 YI0OCTOBEPEHHS:

| Aapec AeprKaTelisi PErHCTPAUHOHHOTO
ynocrosepenng- T'epmanms / Kalser-Wllhelm Allee 1
Leverkusen, Germany

: ',Jla'ra perucTpaunu: 23.04.2024

o )_'[a‘ra HCTEYEHHs CPOKa JeHCTBHSA
| PerHeTPaLHOHHOTO YIOCTOBEPEHHUS:

‘| laTa noATBepAKIAEHHS PerHcTPauuH
(nepeperncTpanumn):

| [laTa BHECeHHs H3MeHenNii .
| (mepeodopmiieHnsi) B perHcTPalHOHHOE 23.04.2024

- YAOCTOBEpEHHE:
S Jara perucTpauuu B pedpepeHTHOM 23.04.2024
- FOCY/lapCTBe:
nom*sepm,nae'r YTO JIEKapCTBEHHBII MpenapaT 3aperHcTpHpOBaH M pa3peiieH K Menuunﬂckomy npaM H

Poccuiickoii Degepalium
(rocynapctBo — 4ieH EBpasuiickoro 3koHOMHYECKOT0 C003a)
HHdopmauus o 3aperucTpHpOBaHHOM JIEKAPCTBEHHOM Mpenaparte

ToproBoe HANMEHOBAHHE JIEKAPCTBEHHOTO
Tnipenapara:

MekayHapoaHoe HeNaTeHTOBAHHOE
Haumenosanue (VIHH), nin obwenpuusitoe
| (rpynnupoBouHoe) HaHMeHOBaHHe, HIIH
XHMH4YeCcKoe HAaHMEeHOBAHHEe AKTHBHOI
(hapmaueBTHYECKOH cyGCcTAHUNH
' (npu orcyrersun MHH):

Keapenro®

Pnsapesgaﬁﬁﬁ \ |

| Jlexapersennas gopma: : Tab/IeTKH, TOKPBITHIE uﬂgﬁéiﬂdﬁ 60NOUK
Josuposka(-n): : 15 Mr, 20 Mr
‘Dopma(-b1) BBINYCKA: TaGeTKH, MOKPHITHIE IICHOUHOM 00OMIOUKC
it ' 20 mr (6nucrep) 14 x 2/7 (mauka KapTOHHas)
CocTas JIekapcTBeHHOr0 Npenapara: pyBapoKcaGaH MHKPOHM3HPOBAHHBIH 15.00/20.

' ' BCIIOMOTraTebHbIe BElIECTBA (1._(@:’1
MHKPOKpHCTa/LIHYECKas, KpOCKapmesiosa
FHITPOMEII03a
(runpoxcnnponunme‘rﬂnueumomsa 29]0),
MOHOTHPAT, MarHus creapar, HaTpus naypl—mcyn
obosoyka [kpacuTens xkese3a okcua kpacHsiif (B
THIIPOMeJUI03a 15 :

(mnpoxcnnponunmemnuenmnommﬁw
__3350 (nonna‘mneurnukonb (3350) THTaHA ]
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Ctpanuna 2 peructpaiiioHHoro yaocrosepenns Ne JITT-Ne(005279)-(PI-RU)

1 14 I Cpok rogHocTH: ‘ 3 rona J

Hudopmaius o MpoH3BOAUTENE JIEKAPCTBEHHOr0 npenapara (Ha3BaHUA M a/ipeca MPOH3BOJACTBEHHBIX TIOIIAMOK,
YYacTBYIOLIMX B MPOLECCE MPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara)

Ne | Cranust nponssojacrea | Ha3sanue opraHuzaunuu Ajpec NnpoH3BOACTBEHHOIH
(Bce yHaCTHUKH NJI0IAAKH
NPOH3BOJACTBEHHOI0
npouecca)
1 | Tpomssonctso rotosoii | baitep Al', 'epmannus / Kaiizep-Bunsreasm-Asee, 51368
JiekapeTBeHHON Gopmbl | Bayer AG, Germany Jlesepkysen, ['epmanus / Kaiser-
Wilhelm-Allee, 51368 Leverkusen,
Germany
2 | Tlpoussoacteo rotosol | O6LIECTBO ¢ OrpaHHYEHHOI 192102, r. Canxt-IletepOypr,
JleKapcTBeHHON (OpMBl | OTBETCTBEHHOCTHIO "HayuHo- yi. Canoea, a. 72, kopn, 2, aut, A
TEXHOJIOTHYecKas (papmMaleBTHYECKas
¢upma "TIOJIMCAH" (OO0 "HTO®
"TIOJIMCAH"), Poccuiickas
Deepauus
3 | IlepBuvnas ynakoBKka Baiiep AT", l'epmanns / Kaiizep-Bunsrensm-Aiiee, 51368
Bayer AG, Germany Jlesepkysen, I'epmanus / Kaiser-
Wilhelm-Allee, 51368 Leverkusen,
Germany
4 | TleppuuHas ynakoBka OO611ecTBO ¢ OrpaHUYEeHHON 192102, r. Canxr-IletepOypr,
OTBETCTBEHHOCTHIO "HayuHo- yi1. CasioBa, A. 72, kopn. 2, J1uT. A
TeXHoJIorHueckas (apmaleBTHdecKas
¢upma "TIOJIMCAH" (OO0 "HTDD
"TTIOJIMCAH"), Poccuiickas
Denepauus
5 | BropuuHas ynakopka Baiiep AT, I'epmanus / Kaiizep-Bunsrensm-Asee, 51368
Bayer AG, Germany Jlesepkysen, ['epmanus / Kaiser-
Wilhelm-Allee, 51368 Leverkusen,
Germany
6 | BropuuHas ynakoBka IlTereman JlondepnakyHr yHu Vi’u Huen-2O1 14, 48268 ['pesen,
Jloructumep Cepsuc e.K., I'epmanus / | I'epmanust / Up’n Nien Esch 14,
Stegemann Lohnverpackung & 48268 Greven, Germany
Logistischer Service e.K., Germany
7 | Bropuunas ynakoeka OO1ecTBO ¢ OrpaHHYEHHOH 192102, r. Cauxt-IletepOypr,
OTBETCTBEHHOCTHIO "HayyHo- yi. Canosa, A. 72, kop. 2, IuT. A
TEXHOJIOrHYecKas (papMalleBTHYECKas
¢dupma "[IOJIMCAH" (OO0 "HT®D
"ITOJIMCAH"), Poccuiickas
Denepalius .
8 | Buinyckarouumii Baiiep ATI', l'epmanns / Kaiizep-Bunbrensm-Aniee, 51368 (i
KOHTPOJIb KayecTna Bayer AG, Germany Jlesepky3sen, lepmanns / Kaiser- |
Wilhelm-Allee, 51368 Leverkusen, |
Germany : ;
9 | Beinyckatowmuii OO6111ecTBO ¢ OrpaHHYEHHO 192102, r. Cankr-Tlerepbypr, (i
KOHTPOJIL KayecTBa OTBETCTBEHHOCTHIO "HayuHo- yi. Canosa, A. 72, kopn. 2, nut. A I
TeXHOJIOrHYeckas (hapMaleRTHYeCKast il
¢upma "TTIOJIMCAH" (OO0 "HTOD !
"ITOJIMCAH"), Pocemitckas -\ . 7 I
Denepaliys e T i

3amecTarens Munucrpa 0 C.B. I'narosies
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