Xnonba L-meHTONA
dapmaLeBTNYEeCKOro Kauecrsa

Heun3meHHO BbICOKOE KaueCTBO NPOAYKLMUM U HAEXHOCTb
NOCTaBOK B AONTOCPOYHOM NepcrneKkTmae

an/IMEHHETCﬂ ANA peyenTtyp nepopasibHOro n MeCTHoro npnMmeHeHnsA

O6napaeT CBEXVM MATHbIM BKYCOM 1 3aMaxoMm ¥ JaeT oLyLieHe oXaxaeH A
Ob6ecneumBaeT ycuneHne NPOHNKHOBEHNA B PeLenTypaxX A/l MECTHOFO MPUMEHeHNs

MokasaH K npMeHeHNI0 B KayecCTBe: NMPOTUBOKaLLIeBOro cpeacTtBa, Ha3aJibHOro
NMPOTNBOOTEYHOIO CpeacTBa, MECTHOIO aHaJibretTuka 1 MeCcTHoOro o6e36on|/|Ba|ou.1ero

OcCHOBHbI€e NpenMmyLecTBa ANA KINEHTOB
Hane)KHOCTb MnoCTaBOK CTabunnbHO BbICOKOE KauyecTBO

v/ [1onrocpouHble JOroBOpbI CO CTaBUALHOM LieHOM v/ BbiCOKas XMMMUYECKaa 1 SHaHTYOMEepPHas YMCTOTa

(He meHee 99,7 % Kaxxpaas)
v/ MOLWHOCTI, CreuymanbHO BblgeNeHHbIE ANs KMEHTOB,

6e3 NPOMEXXYTOUYHOrO NCMOb30BaHNUsA NPOAYKTa v 3aBoj MMPOBOTO K/acca, pPaboTaowui B pamkax
TeKyLlen Hagnexalyen NPon3BOACTBEHHON MNPAKTUKN B

\/ MonHocTblo O6paTHO NHTErpnpoBaHHOE NpPon3BoACTBO COOTBETCTBUM C PyKOBOACTBOM ICH Q7

ana obecneveHus HageXHOCTN NOCTaBOK

. \/ MckntounTtenbHoe KauecTBo n HOpMaTMBHOE obecrieueHve
\/ [MocTaBKku BHe 3aBNCMMOCTN OT YPOXKaNHOCTUN U

norogHbIX )/CJ'IOBI/IIZ

CBepeHnsA o npoayKuun

HenaTteHTOBaHHOE HauMeHOBaHMe JleBomeHTON, L-MeHTON, 3-p-MeHTaHoJ, rekcarngpoTuMos, MEHTOMEHTON

Homep CAS 2216-51-5

[pon3BoacTBeHHanA nnowagKka BASF SE, lepmaHusa

[Mpon3BoACTBEHHbIN NpoLecc CUHTETMYECKNIA

HopmaTnBHas 6a3a Cratbum Qapm. CLLUA (USP), EBp. ®apm. Hapgnexallana npon3BoAcTBeHHAA MPaKTUKa
(Ph. Eur.), ng. ®apm. (IP) n An. Gapm. (JP) ana AOU (Pykosopctso ICH Q7)
[LocTynHbl MacTep-daiin npenapara ans MimeeTca nonHaa dapmaLeBTUyeckas
CLUA (US-DMF) 1 ceptudukaT cCOOTBETCTBUSA [OKyMeHTauua

EBp. ®apwm. (CEP)

Xnonbsa L-meHTona papmaueBTMYECKOro

KavecTBa
BHewHun BuA benbie xnonba

Homep PRD 30573640

YnakoBKa 1 HOMep apTukysna KapToHHasa kopobka 20 Kr ¢ BKnagpiem (50308668)
O6paseL 1 HoMep apTrKyna AntoMUHUEBBIN PpriakoH Ha 0,5 Kr (50308669)
[epnoa NOBTOPHOro KOHTPONA 60 mecAueB

XpaHeHue 1 TpaHCNopPTUPOBKa XpaHuUTb B OPUrMHaNbHOM YraKoBKe.

Bepeub ot Mopo3a (Bbiwe 5 °C) n XpaHUTb
npuv Temnepatype Huke 25 °C 1 3awyLatb ot
MOBbILLEHHOW BNAXKHOCTY.
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UckniountenbHoe KayecTtBo n HOPpMaTUBHOeE obecneyeHme

KomaHpaa oTgena HopMaTUBHO-MPaBOBOro COOTBETCTBUA Pharma Solutions
PabOTAET BO MHOIVIX CTPaHaX 1 PermoHax 1 0bnagaeT MHOTONETHUM
OMbITOM, NO3BOMAKLLIMM HALWNM KITMEHTaM PErMCTPUPOBAaTb FOTOBbLIE
NleKapcTBeHHble Mpenapatsl Mo Bcemy M1py. Mbl aienaem 310 bnarogaps
3OEKTUBHBIM BbICOKOKAUYECTBEHHbBIM SKCMEPTHBIM PELLEHNAM U
NPOAKTNBHOMY ¥ MPO3pPaYHOMY OOLLIEHWIO.

Halla komaHda rnobanbHOro oTaena KauyecTsa nogaepxmnBaeT KIMeHTOB
no BCEMY MMPY, pellan nobble BOMPOCHI, CBA3AHHbIM C Ka4e€CTBOM.

PernoHanbHoe NpucyTcTBMe obecneunsaeTt NpUHATHE ObICTPbIX
pelleHnin C y4eTom NoTpebHOCTeN pervoHa B COOTBETCTBUM C MUPOBBIMM
CTaHAPTaMM B TaKKUxX 00NacTax Kak ayanTbl, 3aABAEHNA 1 »Kanoobl.

B TeCHOM B3aVMOAENCTBUM C BNACTAMU 1 MEXAYHAPOAHbIMM
accoUMaLVaMmM Mbl MOCTOAHHO COBEPLIEHCTBYEM CBOW CUCTEMBI KaueCTBa,
UTOOBI NPEeAOCTaBNATL NyULLNA CEPBUC HAlWWUM KNMeHTaM Ha BCe 6onee

v 6onee TpeboBaTeNbHbIX PhIHKaX. [15 3TOro Mbl TECHO COTPYAHMYaEM

C NPOV3BOACTBEHHBIMY MOLLAAKAMM 1 OCYLLIECTBAAEM NPOU3BOACTBO

VI TECTUPOBAHVIE B COOTBETCTBUM C HaANeXallen Npov3BOACTBEHHOW
NPaKTUKOW COMNacHO NocnefH MM TpeboBaHNAMYM OPraHoB
rocyjapCTBEHHOM BNacTV B 06nacTvi GpapmaLeBTUKN.

JlocTyn K CTaHA@PTHOM JOKYMEHTALMM MO KauecTBy ¥ K HOPMATUBHbBIM JOKYMEHTaM B HacTosLLee Bpems bornee
addeKTVBEH, UeM Koraa-nmbo. Monyyaite BalM AOKYMEHTbI KPYIOCY TOUHO 1 6€3 BBIXOAHbIX C MOMOLLbIO CBOEW YUETHO
3anucn WorldAccount nnm 3apeructpupyintecs B HOBOM 6eCrnnaTHOM OHMAMH-NMOMOLLHMKE MO KauyecTBy M HOPMATVBHBIM
TpebosaHuam RegXcellence®, koTopblit NpefoCTaBAAeT COOOV eavHyt0 NNAaTGOPMyY AnA JOKYMEHTOB COOTBETCTBUA
HOPMATUBHbIM TPEOOBaHMAM, MOAAYN [JOKYMEHTOB 1 MHGOPMALIW MO ayanTY.

3aperncTpupynTtecb cerogHs no agpecy:
https://info-mypharma.basf.com

CBAXKMTECH C HaMK, YTOObBI Y3HATb LIEHY.
pharma-solutions@basf.com

3TOT BOKYMEHT vnu niobas HGopMaLVA, NPEACTaBNEHHaA B HEM, He ABNAETCA I0PUANYECKI CBA3bIBAIOLIMM 06A3aTENbCTBOM KOMMaHWK BASF, OHM NoAroToBneHbl JO6POCOBECTHO 1 CUMTAIOTCA TOUHBIMIA Ha AaTy BbiNycka. EC/IM OiHO3HaUHO He
COrNacoBaHO UHOE B MUCbMEHHOV GOpME B JOrOBOPE Ha NOCTaBKY MM B APYroM NUCbMEHHOM COraLLeHIN MeXfly Bamii 1 KomnaHuei BASFE, npueHaeTca cnedyioulee:

(a) B MakcMmanbHOI CTeneHu, paspeLleHHoN AericTayiolmnm 3akoHoaaTenbctsom, KOMIMAHWA BASF ABHO OTKA3BIBAETCA OT BCEX IPYIMX 3AABIEHUI, OBASATENBCTB, YCIIOBUM NV TAPAHTIAM JIKOBOMO POJIA, ABHBIX WA
MOLPA3YMEBAEMBIX, MACBMEHHBIX AV YCTHbIX, 3SAKOHOAATENBHbBIX WM MHbIX, BKIOYAS JOBBIE MOAPA3YMEBAEMbIE FAPAHTVI TOBAPHOW LIEHHOCTV, NPUIOAHOCTY ANS ONPEAENEHHOW LIENN, YAOBNETBOPEHMA
KAUECTBA, HAPYLLIEHMA MPAB WMV NIOBbIX 3AABNEHNI, OBA3ATENBCTB, YCTIOBUM WM TAPAHTIW, BO3HMKAIOLLIIX B CBA3M C 3AKOHOM, B XOJIE SKCMIYATALMM M B XOLOE KOMMEPYECKOW EATENBHOCTY 1 HACTOSLLMM
KOMMAHMA BASF ABHO UCKIMIOYAET 1 OTKA3bIBAETCA OT JIOBOW OTBETCTBEHHOCTV B CBA3M C IAHHBIM JOKYMEHTOM W/ JIOBOW MH®OPMALIMEW, MPEAOCTABIEHHOW 3[ECh, BKi04as, NOMUMO Npoyero, niobyio
OTBETCTBEHHOCTb 3a NI06bIE MPAMbIE, KOCBEHHbIE, 0COBbIE UK WTPadHBIE YOLITKY, CBA3AHHDIE UM BO3HVKLIME B CBA3M C HUMM, 33 UCKMIOUeHeM Cnyyaes (i) CMepTy nnin TenecHbIX NOBPEXAEHI B CTENEHM, BbI3BAHHO NCKIOUMTENbHON
HEO6PEeXHOCTbIO KomnaHuK BASF, (i) ymblLuneHHOro HenpasoMepHOro nosegeH!s, MOWEeHHUYeCTBa U HaMePeHHOTO BBeAeHVA B 3abnyxaeHue, nnu (iil) B ceA3m C NiobLIM BONPOCOM, B OTHOLLIEHI KOTOPOTO ANA KoMMaHi BASF 66110 6bl
HE3aKOHHbIM MCKTIOUNTb MW OFPaHNUMTL OTBETCTBEHHOCTL B COOTBETCTBUM C MPMMEHMMbIM 3aKOHOAATENbCTBOM;

(b) nioban uHpopmaLma, NpeACTaBAeHHas B HACTOALLEM JOKYMEHTE, MOXeT ObiTb B NII060€ BpeMsA N3MeHeHa No COBCTBEHHOMY YCMOTPEHMIO KOMMaHK BASF, 1 HY STOT JOKYMEHT, HIn NPeACTaBNeHHaA B HeM UHOOPMALINA HE MOTYT CRYKNUTb
OCHOBaHWeM 1A BbINONHEHWA KaKMX'HV\GO O()H'Sa TENbCTB, KOTOPbIE MOMYT BO3HUKHYTb Y BaC Npu NposeAeHnN COBCTBEHHDBIX NPOBEPOK N OLEHOK;

(c) komnarmA BASF oTKnoHAET Niobble 06A3aTeNbCTBa U He Dy/eT aBToMaTUYECKV ODHOBNATL 3TOT AOKYMEHT U1 Niobyi0 MHGOPMALIMIO, COAEPKALLYIOCA B HEM, 33 UCKIIOYEHMEM Cy4aes, NPELYCMOTPEHHbIX NPUMEHVMbIM 3aKOHOAATENBCTBOM; a TaKxe

(d) nonb3oBaTens HeCeT OTBETCTBEHHOCTb 3@ NOATBEPXAEHIIE TOTO, YTO MOMb30BATENb NOMYUMN CaMylo MOCNEAHIOn BEPCHIO STOTO OKYMEHTa OT KoMMaHUy BASF cornacHo ycTaHoBREHHOMY NOPAAKY
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