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We create chemistry

NéynpodeH

Bonee 25 net mbl nponzBoaum ndynpodeH Ha Halen :
NPOU3BOACTBEHHOI Nowazke B . Buwon, wrar Texac. Sreksupyire
Mbl npegnaraem WVPOKUIA aCCOPTUMEHT, COCTOALLNN CTPaHHLY npofykTal
N3 YeTblpex MapoK NOPOLLKA, MPOAYKTa ANA NPAMOro
NpeccoBaHnA 1 AByX 6bICTPOAENCTBYIOWMX MapoK. Kak
OMbITHDBIN 1 FTOTOBbIN K COTPYAHMYECTBY NapTHEP, Mbl
npegnaraem MmexxayHapogHYIo U permoHanbHyo NOAAEPKKY
BbICLLEro Knacca B 0611acTi HOPMaTUBHO-MPABOBOTO
perynnpoBaHunA, KauecTBa U TEXHNYECKOW NoaaepKu.

Bonee 75 net onbiTa B 0651aCTN aKTUBHbIX
dapmaueBTUYeCKMX UHrpeaneHTos (AON)
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bonee 20 net onbiTa B pacyeTax
Mpowr3BoanTCA KpynHenwnm BO3[eNCTBMA Ha OKPY»KaloLLyto cpeny
- - -| 3anagHbim npoussogutenem B CLLIA*
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Néynpoden 25, 38, 50, 70

YeTblpe MapKM MOPOLLKA C Pa3nnyHbIM FpaHyIOMETPUYECKMM COCTAaBOM B COOTBETCTBUM C BALLMMM TPeOOBAHUAMM K peLienType.

Hawe npounsBoacTBO

r. buwon, wrar Texac

\/ lnpokas rno6anbHasa aUCTPUOGbLIOTOPCKAA CeTb

\/ SKOoNorn4yeckn YnCcTbii npouecc*

\/ KomneTteHTHas n BOBNeYéHHanA KOMaHAa SKCnepToB, HaxXxo4ALaACA B

\/ [MOCTOAHHbBIE MHBECTULINN W ynyylweHNA Ha Npon3BoACTBEHHOM YyYacCTKe AnA
onTuMmnsaun v noBbilleHNA 3¢¢EKTI/IBHOCTVI npouecca

\/ BocctaHoBneHme 1 nepepaboTka KaTannsaTopos/pacTBopuTenei
\/ OTCyTCTBYIOT METanNOCoOAepKaLLve BOAHbIE OTXObl

CBepileHNA 0 NnpoAyKTax

W6ynpodeH 25, 38, 50, 70

CUHOHUMBI / XMMUYecKoe Ha3BaHue

(£)-2-(n-n306yTNdeHnn)-NPonMoHoBas K1cioTa

N CAS 15687-27-1 i

Ousnyeckan popma Benbin Kpuctananyeckmnii MOPOLLIOK

Mpoun3BoaCcTBEHHAA NoLwanKka Buwon, wtaT Texac (CLUA)

Ha3saHue npogykTa N6ynpodeH 25 U6ynpodeH 38 U6ynpodeH 50 N6ynpodeH 70
Muakaa cycneHsua ana BnaxHas rpaHynauna  BnaxHas rpaHynaums, BnaxHas/cyxan

MNpumeHeHne nepopasibHOro NpUmeHeHusa / npsMoe npeccoBaHne rpaHynayua, npamoe
KpeMmbl /11 MECTHOTO NPUMEHeHMA npeccoBaHme

Homep npopykTa 30076127 30076128 30076166 30487271

Pasmep ynakoBKku 50 Kkr 50 kr 50 kr 50 Kkr

Homep apTtukyna 50909135 50909188 50914488 54017960

Homep apTtrkyna (o6pasey 0,5 Kr) 56929776 56929829 56929882 54165459

[ocTtynHasa HopMmaTuBHO-NpaBoBas nHpopmauua: IbynpodeH cooTBeTcTBYET AelcTBYOWMM cTaTbam EBp. Mapm., Dapm.
CLUA n ®apm. fin. Mactep-dannbl npenapata (DMF) n ceptnudurkat EBponeiickon Gapmakonen (CED) npegoctaBnaoTca no 3anpocy.

* Hdopmauwa 06 yrnepoaHoOM ciefie NpoayKTa, NonyyeHHas CornacHoO NPOBEPEHHON METOLONOMMI OLIeHKN ©KI3HeHHOro Lyknay (LCA) B cooTBeTCTBIM CO cTaHAapTamu 1SO,

npefocTaBAeTCA No 3anpocy.



Néynpodpen DC85W

MapKa NopoLWKa AnAa npAMoro npeccoBaHnA: ynyylweHHaAa TEXHOJIOTMYHOCTb

TabneTupoBaHue cTano npoiye

\/ CokpaTnTe Bpems Npon3BOACTBA 3a CYET OTKa3a OT MPOLEeCCOB rpaHynAaLunm

\/ YnyulwieHHas cbiny4ecTb MO CPaBHEHWIO CO CTaHAAPTHBIMU MapKaMm

\/ 3anaTeHTOBaHHbIN COCTaB MUHNMMN3UPYET NNNKOCTb BO BpeMA NPON3BOACTBA

\/ Mo3BonaeT NpPoBoANTbL HaAEeXHoe, 6e3oWwn60uHOe TabneTnpoBaHne c 6onee BbICOKOM
NpoOnN3BOAUNTENBHOCTbIO

\/ BblcoKadA KOHUEeHTpaLMA NeKapCTBEHHOro CpeacTBa NO3BONAET CHMXKATb 3aTpaTbl Ha
BCNoMoraresibHble BewecTBa U Npon3BoAUTb TabneTKn MeHbLUero pasmepa

\/ OpHo3TanHbIN Npouecc: B3BecbTe U npeccynte! Het HeobxoanmocTu B nybpukaHTe,
OT/INYHO NOAXOANT ANA KOMOUHNPOBAHHOW Tepanuu.

TunuuHbli fedeKT TabneTkn Npu TabneTka, copepalian
MCMosib30BaHNN CTaHAAPTHbIX MapOoK Néynpoden DC 85 W
CBepieHNA o0 NnpoAyKTte
N6ynpoden DC 85 W

CVHOHMMBI / XMMUYecKkoe Ha3BaHne  (+)-2-(M-n306yTundeHnn)-nponmoHoBas K1ciora

M6ynpodeH 50, MUKPOKPUCTAIMYECKas Lenitono3a, KOMMOoVAHbI

Cocras ONOKCUA KPEMHMA, KpOCKapMeno3a HaTpusa

Ne CAS 15687-27-1 (nbynpodeH)

Ousmyeckan popma Benble rpaHynbl, cbinyyee, OAHOPOAHOE BeLLECTBO
MponsBoacTeeHHana ninowagka XonnaHg, wtat Muuuran (CLUA)

Homep npopykTta 30526498

Homep apTtukyna 50192890 50192933
Paszmep ynakoBku 50 kr 2 Kr

YJ'IyLlUJeHHaFI cbinyyecTb

LlocTynHasa HopmaTUBHO-NpaBoBas UHGopmauus: I6ynpodeH, crnonb3yemblil 4fis NPOV3BOACTBA W6ynpodera DC 85 W

MéynpodeHa DC 85 W, cooTBeTCTBYET TPebOBaHMAM feicTByowmx ctatelt EBp. Gapm., Dapm. CLLA n Gapm. An.
TexHuyeckas ynakoBka 1 Mmactep-dpann npenapata ana CLUA (US-DMF) npegocTaBnatoTca no 3anpocy.




JInsunHart pauemunyeckoro néynpodena (RIBL)

n gurngpar néynpodeHa Hatpus

(D)/HKLU/IOHaJ'IbHOCTb ona no6aBneva pa3Hoo6pa3|/|ﬂ B Ball aCCOPTUMEHT

Mapku néynpo¢eHa 6bicTporo gencrens

\/ bonee BbicOKasn PacTBOPUMOCTb B BO,l:l,e1

\/ bonee 6b|¢'rpoe BCacCbiBaHVe B KULWLeYHOM 'rpaK're2

Ana 6bicTporo gencreus’

Avrnapat néynpo¢geHa HaTpusA NoO CpaBHEHUIO C 06bI4HbIM N6YNpodeHOoM

\/ Bonee 6bicTpoe pacTBOpeHUe N BcacbiBaHMe, YeM Y 06bIuHOro néynpodeHa,

\/ ConocTaBMMas NepeHoOCUMOCTb 1 CONOCTaBUMbII Npodunb 6e3onacHocTn®

JInsuHat pauemunyeckoro néynpo¢ena (RIBL) no cpaBHeHuMI0 ¢ 06bI4HbIM N6YyNpodeHoM

CBepieHNA 0 NnpoAyKTax

JInsuHar pauemuyeckoro nuéynpodena (RIBL) Ourngpar nuéynpodeHa Hatpus

(£)-2-(n-n306yTndeHnn)-nu3rHat

CUHOHUMBI / XMMUYecKoe Ha3BaHue .
NPONMOHOBOW KNCNOTbI

2-(4-n306yTUndeHnn)-NponnoHaT HaTpua anrugpat

Ne CAS 57469-86-8 31121-93-4

BHewHw BuA MopoLok oT 6e510ro 1o NouTn 6e510ro LBeTa Mopoluok oT 6e510ro 1o NouTK 6e51oro LBeTa
lpoun3BoaCcTBEHHAA NoLwaaKka MwuHgeH, fepmaHua Buwon, wtaT Texac (CLUA)

Homep npoaykra 30081848 30260589

Pa3mep ynakoBKku 25 Kkr 50 kr

Homep apTtukyna 56477527 51224063

Homep apTtrkyna obpasua 51287979 (0,1 kr) 51217385 (0,5 kr)

MacTtep-dann npenapata gns Esponol (E-DMF)
HopmaTnBHO-NpaBoBoW cTaTyC npepocTaBaAeTcA no 3anpocy

"lbuprofen, Rainsford, K.D., Taylor & Francis Ltd. London, UK (Benuko6putaHus). 1999;
2Hermann, TW., Gtowka, F.K., Garrett, E.R., J. Pharm. Sci. 82(11):1102-11, 1993;
3 Soergel, F, et al. Int. J. Clin. Pharmacol. Ther. 43(3):140-149, 2005;

MacTtep-dann npenapata gns Esponoi (E-DMF)
1 macTtep-¢ainn npenapara ans CLUA (US-DMF)
npenocTaBAAoOTCA MO 3anpocy.




UcknountenbHoe KayecTtBo n HOPMaTUBHO-NMpPaBOBaA NnoaAepPKKa

KomaHpaa otaena HopMaTBHO-NPABOBOro COOTBETCTBUA

Pharma Solutions paboTaeT BO MHOIVX CTPaHax 1 pernoHax un
0611agaeT MHOTOIETHVIM OMbITOM, NMO3BOSAIOLMM HALLUM KSIMEHTaM
PerncTprpoBaTb rOTOBbIE SIeKAapPCTBEHHbIE MPenapaThbl Mo BCEMY MUPY.
Mbl genaem 31o 6naropapsa 3GpHEKTVBHLIM BbICOKOKAUECTBEHHbBIM
3KCMEPTHBIM PeLleHVAM 1 NPOAKTUBHOMY 1 MPO3PaYHOMY O6LIEHMIO.

Hawa KomaHga rnobanbHOro oTAeNna KavyecTtBa nogaepXmnBaeT KIMEHTOB
no Bcemy Mmumpy, pewlas nobble BOMPOCbI, CBA3aHHbIM C Ka4eCTBOM.

PernoHanbHoe npucyTcTBre obecneyrBaeT NPUHATAE ObICTPbLIX
PELIEeHNI C y4eTOM NOTPeOHOCTEN permoHa B COOTBETCTBUN C
MMWPOBbIMY CTaHAAPTAMU B TaKnX 061aCTAX KaK ayauTbl, 3aABIEHNUSA 1
Xanoobl.

B TecHom B3amogencTBumn C BAACTAMU 1 mMeXxayHapoaHbIMU
accoymaymnAMn Mbl NOCTOAHHO COBepPLUEHCTBYEM CBOU CUCTEMDI
KauecTsa, YToObI npenocTaBsiIATb ayywimne ycnyrm Halnm KinmeHTam

Ha Bce bonee 1 bonee Tpe6OBaTeJ'IbeIX PbIHKax. [lna 3TOro mbl TeCHO
COTpyAHMYaeM C NPOn3BOACTBEHHbIMIK MJIOWaAKaMK N OCYLLECTBJIAEM
npon3BoAcCTBO N TeCTUPOBaHME B COOTBETCTBUN C Haanexawen
I'IpOI/I3BO[J,CTBEHHOIZ I'IpaKTI/IKOVI cornacHo nocnegHnm Tpe6OBaHVIFIM
OpraHoB rocynapCTBeHHon BN1ACTV B 0651aCTU d)apMaLleBTl/lKl/l.

JlocTyn K CTaHAAPTHOWN JOKYMEHTALUM MO KauecTBY M K HOPMAaTUBHO-MPABOBbIM IOKYMEHTaM B HacTosLLee BpeMs
6onee adpdeKTMBEH, YUeM Koraa-nmbo. NMonyyaiiTe Balwy AOKYMEHTbI KPYTIOCYTOUHO 1 6€3 BbIXOAHBIX C MOMOLLbIO CBOEN
yueTHol 3anucn WorldAccount nnum 3apernctprpyintecb B HOBOM 6eCniaTHOM OHMAH-MOMOLLHMKE MO KauecTBy

I HOPMaTVBHO-NPaBOBbIM TpeboBaHUAM RegXcellence’, koTopblii NpeaocTaBnseT cobon eanHyio nnathopmy ans
AOKYMEHTOB COOTBETCTBUA HOPMATUBHBIM TPE6OBaHMAM, MOAAUN AOKYMEHTOB U MHOPMaLUK MO ayauTy.
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CBAXKUTECH C HAMU, YTOObI Y3HATb LIEHY.
pharma-solutions@basf.com

TOT AOKYMEHT Unu Nloban MHPopmaLVa, NpeCTaBNeHHas B HEM, He ABNACTCA I0PUAMYECKN CBA3bIBAIOLIMM 06A3aTeNbCTBOM KoMnaHuy BASF, OHI NOATOTOB/EHbI JOOPOCOBECTHO 1 CYMTAIOTCA TOUHBIMM Ha fjaTy BbinyCcKa. EC/IM 0iHO3HaUHO He
COrNacoBaHo UHOE B NMCbMEHHOI GopMe B JOrOBOPE Ha NOCTaBKY UM B APYTOM MCbMEHHOM COT/aLLeHI MeX/y Bamu 1 KomnaHueii BASF, npumeHseTca cneayiouee:

(a) B MakcmanbHoW CTeneHy, He 3anpeLyeHHON AenCTByIoLLMM 3akoHoaaTenbcteom, KOMMAHWA BASF ABHO OTKA3bIBAETCA OT BCEX IPYIUX 3AABSIEHWN, OBA3ATESIbCTB, YCIIOBUM UV TAPAHTUW JIIOBOTO POJLA, ABHbIX
VI MOJPA3YMEBAEMbIX, MUCbMEHHbIX WA YCTHBIX, MO GAKTY UJTN 3AKOHY, BKIIOYAS JTIOBbIE MOAPA3YMEBAEMbIE OBA3ATESIbCTBA, 3AABMEHMA UV YCIIOBMA KOMMEPYECKOW LIEHHOCTW, MPUTOAHOCTU ANA
OMPEAENEHHOW LIENW, YAOBMIETBOPEHWA KAYECTBOM, HAPYLLEHWA NMPAB W MIIOBbIX 3AABNEHWI, OBA3ATENLCTB, YCJIOBUI UM TAPAHTUN, BO3HVKAIOLLIMX B CBA3W C 3AKOHOM, B XOLE SKCIYATALIAW NN B XOLE
KOMMEPYECKOW JJEATENbHOCTW, n HACTOALLMM KOMMAHWA BASF ABHO UCKITIOYAET 1 OTKA3bIBAETCA OT JIIOBOW OTBETCTBEHHOCTW B CBA3M C [IAHHbIM JOKYMEHTOM WV IIOBOVI UHOOPMALIVEW, NMPEAOCTABNEHHOW
3[1ECb, BK/I0Yas, MOMIMO NPOYEro, lo6yIo OTBETCTBEHHOCTD 3a N0Gble NPAMbIE, KOCBEHHbIE, 0CO6bIe UK WTpadHbie YObITKN, CBA3aHHbIE MW BO3HUKLUVE B CBA3 C HUMW, 3@ UCKMIOYEHNEM CryJaes (i) CMepTy Ui TenecHbIX NoBpexaeHni
B CTENeHV, BbI3BaHHOI NCKIOYUTENbHON HEBPEXHOCTbIO KomnaHuu BASF, (i) ymbiLuneHHOro HenpaBoMepHOro NoBeeHNsA, MOLIEHHUYECTBa WU HAMEPEHHOTO BBefieHNA B 3abnyxaeHne, unu (i) B cBA3M € Nlo6GbIM BONPOCOM, B
OTHOLLEHUM KOTOPOTO /ANA KOMMaHNN BASF 6bin0 6bl HE3aKOHHbIM UCKIIOUNTb WK OFPaHNYNTL OTBETCTBEHHOCTb B COOTBETCTBUM C MPUMEHUMbIM 3aKOHO/|aTeNbCTBOM;

(b) nobas nHdopmaumsa, NpeacTaBneHHan B HACTOALLEM [JOKYMEHTE, MOXET GbiTb B 060 BpeMA U3MeHeHa No CO6CTBEHHOMY YCMOTPEHII0 KomnaHuy BASF, 1 HU 3TOT JOKYMEHT, H1 Npe/CTaBieHHan B HeM MHGOPMaLA He MOTYT CYKUTb
OCHOBaHVEM ANA BbINOMHEHNA KaKNX-T160 1 Bcex 06A3aTeNbCTB, KOTOPbIE MOTYT GbiTb Y BaC NO NPOBEAEHMI0 COBCTBEHHBIX MPOBEPOK 11 OLIEHOK;

(c) komnaHua BASF oTKnoHsAeT nio6ble 06A3aTeNnbCTBa U He GyAeT aBTOMaTUYeCKy O6HOBIATL 3TOT JOKYMEHT 1 Nio6yio MHOPMaLIMIO, COAEPKaLLYIOCA B HEM, 3@ UCKNIOYEHUEM CllyYaeB, NPeyCMOTPEHHBIX MPYMEHUMbIM
3aKOHOZaTeNbCTBOM; @ TaKe

(d) nonb3oBatenb HeceT OTBETCTBEHHOCTb 3a NOATBEPXK/AEHME TOrO, YTO MO/b30BaTeNb MOYUYN CaMylo MOC/EAHIOI0 BEPCUIO STOMO JOKYMEHTa OT KoMnaHun BASF cornacHo yctaHoBneHHOMY NOPAAKY.

RegXcellence® aBnAeTca 3aperncTpupoBaHHbIM TOBapHbIM 3Hakom KomnaHuy BASF. © BASF Corporation, 2021. Bce npaBa 3alumiyeHbi.
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