FocypapcTBeHHbIN peecTp

I'PJIC BMKII EDK POII Cepsuc CripaBka
JIeKapCTBEHHbIX CpeacTB
PerucrpaiinonHoe ynoCTOBepEHHE
aTa OKOHYAHUS
Homep |JII1-004503 Hara perucrpamun 20.10.2017 A R — 31.12.2025

Jara nepeopopmuaennusn 11.08.2022

HaunmenoBanue nepxxarens
WM BJaJeNbLa
2 pErucTpanuoOHHOIO HBeitnapus
YIOCTOBEPEHUS Crpana
JIEKApCTBEHHOTI'O IIpernapara

Haunmenosanue P. Xoppmann-Jlsa Pomr Jlta.

3 ToproBoe HauMEHOBAaHHE
JIEKapCTBEHHOT'O IIpenapara
MexnyHapoaHoe
HENaTeHTOBaHHOE
4 | wuau rpynnupoBoYHOE
WM XUMUYECKOE

OxkpeByc®

Oxkpeanzymad

HavMEHOBaHHUE
JlexkapcTBeHHas popma
5 MDOpMBI BEITYCKa
KOHIICHTpAT JIJIsl IPUTOTOBJICHUS pacTBOPA JIst
nHQY 3
6 CeneHHs 0 CTAAUAX Ne
Cragusa npousBoacTtBa
NPOU3BOJCTBA n/n

YnakoBIIHMK/(pacoBIIMK (BTOpHYHAS/

1
TPETUYHAS YITAaKOBKA)

YnaxoBOwK/pacoBmUK (B IEPBUIHYIO
YIaKOBKY )
3 [IIpousBogutens (roroBoii JID)

YnakoBuuk/GpacoBuuk (BTopryHas/
TpeTHYHas yIaKoBKa)

YnakoBIuK/pacoBIIKK (B IEPBUYHYIO
YIaKOBKY)

6 [IIpousBoaurensb (roroBoit JID)

Paspemén BBoJ B rpaskiaHCKui

5 et
o0oport 10

Bontn

Jara
peuieHust

16.01.2023

Cpox
YcioBusi XpaHeHuUs1
Jlo3upoBka  TOXHOCTH
YnakoBkn
2 roma ITpu Temneparype 2-8 rpaf., B OpUTHHAIBHON yIIaKOBKE (TTauka
KapTOHHAS)
30 mMr/mMa e 10 M - pmakoHs! - KOPOOKH KapToHHEIE - In-Bulk

e 10 M - ¢piakoHbI - KOPOOKY HONUIIponMIeHOBbIe - In-Bulk
e 10 M1 - paxoHsI - MaYKu KapToHHEIE - [1o penenty

NpouzeoauTens Anpec npoussoaunTens CTpana
AxnronepHoe obmectso "OPTAT" 157092, Koctpomckast 00i1., CycaHHHCKHIA palioH, C. Poces
(AO "OPTAT") CeBepHoe, MKp. XapUTOHOBO
Pomr JTnaraoctrke ['M6X Sandhofer Strasse 116, 68305 Mannheim, Germany | I'epmanus
Pormr Tuarnoctuke ['M6X Sandhofer Strasse 116, 68305 Mannheim, Germany I'epmanus
@. Xopdmann-JIs Pomr JIta. Wurmisweg, 4303 Kaiseraugst, Switzerland IBeitnapus
@. Xodhdhmann-JIs Pomr Jlta. Wurmisweg, 4303 Kaiseraugst, Switzerland IBeitnapus
®. Xobdmann-JIs Pomr JITn. Wurmisweg, 4303 Kaiseraugst, Switzerland [IBerinapus
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AxnronepHoe obmectso "OPTAT" 157092, Koctpomckast 00i1., CycaHHHCKHIA palioH, C.

7 Belnmyckaromuii KOHTPOJIb KauecTBa (AO "OPTAT") CeBepHoe, MKp. XapHTOHOBO Poccus
8 | BhITycKaromuii KOHTPOJIh KauecTBa ®. Xobdmann-JIs Pomr JITm. Wurmisweg, 4303 Kaiseraugst, Switzerland [IBetitapus
WucTpyknus o
7 TIIPUMEHEHHIO ITokazaTb HHCTPYKIUH
JIEKapCTBEHHOTO Mperapara
Ne n/m Homep HJI Tox Ne uzm HaumenoBanue
q 1 JIT1-004503-210820 2020 OxpeByc®
8 HO‘:};T;E?;‘;’; 2 Wsm. Nel k JIT1-004503-210820 2021 1 OxpeByc®
3 M3m. No2 k JITT-004503-210820 2021 2 OxkpeByc®
4 W3m. Ne3 k JIIT-004503-210820 2022 3 OxpeByc®
9 q)apMaKO—TepaHeBTquCKaH dapMako-TepanesTuyeckas rpynna
rpymma MMMYHOJENPECCAHTHI, CEIIEKTUBHBIE UMMYHOETIPECCAHTHI
10 AHATOMO-TepaneBTHICCKAs Koa ATX ATX
XAMIACCKAs LO4AA36 Oxkpem3ymat
KJIacCU(pHUKAIAS
Me:xayHapoaHoe
HENMAaTEHTOBAHHOC UJIN d)apMaKon. BXO}]I/IT B IIepevYcHb HapK.
Topr. Cpoxk YeaoBus
TpPyNNMpoOBOYHOE UJIH IIpousBoautenn Anpec crarbs / Homep CPe/CTB, MCHX. BelleCTB U UX
HauM. TOJAHOCTH XpaHeHUst
11 ®dapmalieBTHYECKAs XUMHYECKoe HA MPEKypcopoB
cybcTaHms HaHMEHOBaHHe
JixenenTeK 1000 New Horizons
Oxpennzymad Mk Way, Vacaville, CA ~ ~
’ 95688, USA
Hanuuue nexapcTBeHHOrO0 npenapara B nepedne KHBJIIIT Jda

Hannuue B nexapcTBEHHOM TIperiapare HapKOTHYECKUX CPEACTB, IICHXOTPOIHBIX BEIIECTB M UX MTPEKYPCOPOB, MOJISKAIINX KOHTPOIIO B

12 Ocobere orMerkn Poccuiickoii Menepanun B COOTBETCTBAHU C 3aKOHOIATENLCTBOM Poccuiickoit Deiepaiuu, MeKIyHAPOIHBIME JOTOBOpamMu Poccuiickoit
Denepanun, B ToM uucie EnuHoil koHBeHIUEH 0 HapKkoTHUIeckuX cpeacTBax 1961 rona u KonBeHmuelt o ncHXOTponHEIX BemiecTBax 1971
roja
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