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0 komnanuu LABINDIA

Labindia Instruments Pvt Ltd 6bina ocHoBaHa B 1981 roay
rpynnoi npeaaHHbIX CBOEMY eny nHxeHepoB. Gerofxs Labindia
ABNAETCH OHAM W3 KPYMHEALLIUX NPOU3BOAUTENEN, 3KCNOPTEPOB
1 OUCTPMOLIOTOPOB aHANNTUYECKMX NpubopoB B MHann. B 1995
rogy Labindia Ha4ana npou3BoacTBO TECTEPOB PACTBOPEHUS
TabneTok, pH-MeTpOB, KOHAYKTOMETPOB, TUTPATOPOB 1 MHOMMX
JpYrux Nnpu6opoB, KOTOPbIE HAXOAAT NPUMEHEHIE NPAKTUYECKM
BO BCEX OTPACNSX NPOMbILLINEHHOCTH, TaKNX KaK chapMaLleBTUyec-
Kas, XUMUYecKas, NuLLeBas, HedpTexuMmnyeckas, cMasoyHas,
NPOWN3BOACTBO HANUTKOB, KPACcOK M T. [l., KaK B 0611acTh KOHTpONS
KayecTBa, Tak 1 B R&D.

Mpon3BoACTBEHHOE NOAPA3AEeNeHNe pacrnonoXxeHo B Hasu
Mym6an, UMetoLLiA AOCTYMHYI, Pa3BUTYHO TPAHCMOPTHOK CETb.
3aBo[] MEET XOPOLIO OCHALLLEHHbIA MHCTPYMEHTANTbHbIN LieX

11 IOCTATOYHYH MPOM3BOMACTBEHHYH MOLLHOCTb AJ151 BbiMyCKa
co6cTBEHHO Npoaykumn. Kpome Toro, Labindia ctana nmoHepom
B CO3JaHWK NMPUKNAAHOrO 1 Y4e6HOr0 LiEHTPa, NpeanararoLlero
yNbTPacoOBPEMEHHOE UCCeA0BaTeNbCKOe 060pya0BaHME

11 MOLLIHYO NPODECCUOHANBbHY NOAAEPXKKY. Halll TeXHUYeCKNni
0nbIT B 06NACTN aHANUTUYECKOr0 NabopaToOPHOro 060pya0BaHUS
3a MOCneHue TpK JeCATUNETUS MPUBEST K BbIMYCKY HOBbIX
npu6opoB, COOTBETCTBYHLIMX MEXAYHAPOAHbIM CTaHAapTam
Ka4ecTBa, MPON3BOAMTENBHOCTU, HAZIEXHOCTU, HOPMATUBHbIM
Tpe6osaHuam 1 GLP/GMP Uwes 14 dunuanos u 500 cneyuanuc-
TOB N0 BCeW Mnaun, rpynna gobunack 6bICTPOro ycnexa 3a
MOCIeAHNE HECKOMbKO NIET U NPeBpaTuiach B 04eHb YCMELIHYH
OpraHn3auunio no NpoJaXkam, MapKeTuHry, 06CNy>K1BaHUIO

1 NOAJEPKKe, MPU3HAHHYI0 BO BCeil IHAMK, Kak KNnto4eBon
MOCTaBLUNK COBPEMEHHOr0 KOHTPOJIbHO- M3MEPUTESTbHOTO
060pyI0BaHMS 1 PeareHToB.




TecTepbl pacTBOpPeHUs Tabnerox

DS 14000 (ba3oBblit npubop) DS 8000 (ba3oBbiit npubop)

TecTbl PaCTBOPEHMS SBAAOTCA 04EHb BXHBIM NPUGOPOM KOHTPONS KayecTBa (DapMaLieBTU4ECKIX NPenapaToB, MOCKOMbKY OHW NPOBOASATCA ANs onpefe-
NIEHUS CTPYKTYPbI NIEKAPCTBEHHOIO CPEACTBA, (OU3MONOrNYECKON AOCTYNHOCTY 1 GUOLOCTYMHOCTY NeKapCTBEHHbIX NPenapaTos. [ns npoBeAeHIUs TOYHbIX
1 3DeKTUBHbBIX NCCNELO0BAHNIA PacTBOPeHUs NekapcTBeHHbIX cpefcTs LABINDIA npepnaraet coBpemMeHHbIe TeCTepbl PACTBOPEHNS, KOTOPbIE CreLmMab-
HO paspaboTaHbl Ans metogos USP 1, 2, 5 1 6 u cooteetcTBytOT nocnesHum dapmakonesm (USP/BP/ IP). Takxe [OCTYNHbI Npu6OpbI As BHYTPEHHUX
WNCMbITAHWIA N METO/bI CTALMOHAPHON KOP3UHBI.

CTaHpapTHbIE yHKUMK:

KoHdmrypaums cocyna: goctynHbl moaenu DS8000 (cuctema 6+2 cocyna) u DS14000 (cuctema 12+2 cocynos)

TpoABUHYTHIiA, APYXKeNto6HbIN HTepdenc. YRo6eH ANns nonb3osaTens, COOTBETCTBYET AeicTBytowmM cneumdunkaumam USP IP n EP

Knasuarypa ¢ 3awuTon ot 6pbI3r. ByKBeHHO-LM(POBbIE NPOrpaMMUpyeMbIe KIaBuLLIv U3 NONM3cTepa

BHewWwHWit 6e3B1OPALMOHHbI BOAAHON HACOC ANs PaBHOMEPHO LMPKYNALMUM BOAbI, CO 3BYKOBOI CUIHANN3aLIMEN HA3KOIO YPOBHSA BOAbI HA Ancniee
KOHCTpYKUMS C O[JHAM BanomM C aBTOMATU4ECKOIA PErynnpoBKoii ry6uHbl 25 MM 1 NPoCTbIM NepekntodeHnem mexay Annapatamu | u Il ncknioyaet
PYTWUHHYO NMPOBEPKY BbICOTbI B cOOTBETCTBUN ¢ USP

JlonacTu, KOP3UHbI 1 COCYLbI UMEIOT NTa3ePHYI0 MApPKUPOBKY CEPUiHbIX HOMEPOB A1 06eCMeYeHNs BO3MOXHOCTY OTCEXIBAHUS

Mporpammuoe obecneyexue:

CooTBETCTBME HOPMATUBHLIM TPEGOBAHMAM:

[Tonb3oBaTenbCKoe MHTEPAKTUBHOE NMPOrpaMmMHoe 06ecneyeHne B AnanoroBom pexxume Ans npocToTbl paboThl C 3aLLMUTON OT HEBEPHbIX 3anuncei
®opmar oT4eTa, cooTBETCTBYOWNIA GLP, ¢ 6yKBEHHO-LM(POBLIMM 3aNUCSMU - HA3BAHMAMI NPO6bI, HOMEPa U UAEHTUGMKALMOHHOTO HOMEpa
XpaHeHwe B 3HeproHe3asucumoil namsti 15 meTofoB

Tect MOXHO 3anycTuTb C NnapameTpamut NOCELHEro 3anycka

®yHKUMA 6yOUNbHIKA aBTOMATUYECKN BKNOYAET HArpeBaresib Ans BaHHbl B 3alaHHOE BPeMS

Wutepdenc RS 232C ans nogkntoueHus K MK 1 napannenbHblii NOpT ANs NpUHTEpa

ABTO3anyck B cry4ae 608 nuTaHNA

CncTtembl 0TBEYAIOT BCEM TPEOOBAHMAM, KacatoLLMMCS KBAnNuKaLmum 1 KannépoBku
KeanucukaumoHHble aokymenTsl [Q/0Q nocTaBnstoTcs BMeCTe ¢ npubopamu
[lononHNTeNbHbIE BO3MOXHOCTY (ONUNOHANBHO):

[ucnencep onsa TabneTok, No3BoNAtOLWMIA copackiBaTb BCe 06pasupl 3a OAWH pas,
BMECTE C KPbILUKAMU KOHUYECKOI (DOPMbI C HU3KIAM YPOBHEM MCMAPEHUS YMEHbLLAKT
noTepyu cpeabl BO BPEMS ANMTENTbHOMO LMKNA PaCTBOPEHNS. BCTpoeHHbIe, npeaBapu-
TeNIbHO OTLEHTPOBAHHbIE KPbILIKA 06ECMEYNBaOT aBTOMATUYECKOE LiEHTPUPOBaHNE
cocyAa 1 TO4HOE NO3ULMOHNPOBAHIE IONACTI / KOP3UHBI C BanoM 6e3 UHCTPYMEHTa
(no chapmaxonee)

Cuctema MOHUTOPUHIA TemMnepaTypbl OTAEMbHOTO COCYAa, KOTOpas aBTOMAaTU4ecku
13MEPSET 1 3aNnUCbIBAET TEMNEPATYPy KOKAOro cocyna

lMporpammHoe o6ecneyeHne ans NpoOBEPKN CKOPOCTY BPALLEHNS 1 TeMNepaTypbl




ABTOMaTHYECKaa CUCTEMA /111 ONPE/eNIeHNUs PAcTBOPEHUS TabNeTokK
(Bepcus ¢ nepucTanbTHYECKUM HAcOCOM)

DS 14000 (AsTo) DS 8000 (AsTo)

XapakTepucTukn 6a3osoro npuéopa ans onpefenesns pacTBopenns Tabnerok
(cmoTpy cTpaHmLy 4)

e

CospemeHHas cuctema oT6opa npoo:

KonnekTop chpakuuii anst ot6opa npo6 cooTseTcTByeT Tpe6oBaHusm USP

Cnctema MOHUTOPWHIA TEMMEPATYPbl aBTOMATUYECKM 3anNCbIBAET TEMNEPaTypy BCEX OTAESbHbIX COCYLO0B B 3alaHHbIE MOMEHTbI BpEMEHU

MepecTtanbTUYECKNIA HAcOC:

e 12-kaHanbHblii nepuctanbTuyeckuit Hacoc DS 8000 (cuctema 6+2 cocyna) u 24-kaHanbHblii - DS 14000 (cuctema 12+2 cocysa) npou3BoAcTea
ISMATEC, Lseiuapus

¢ Hacoc ¢ kacceTHoii koHcTpyKupmen «Click'n go» ¢ KannépoBKoi 06beMa C MOMOLLbHO NMPOrPaMMHOI0 06ecreyeHus

Co6op 06pa3uos:

* HagronoBHas KOHCTPYKUWS 415 37IEKTPOHHO 6€30MacHOCTU 11 0TKa30yCTONYNBOI paboThl

o [lat4nk ans onpegeneHns NpaBUibHOMO NOSIOXEHUS LWTAaTMBA C CUrHanu3auumen ans céopa obpasua

e [ins DS 8000 (cuctema 6+2 cocyna): MoxHo co6patb 10x6 unu 16x6 komnnekToB Npo6. [ns yBenuyeHns KonuyecTsa oT60poB Npob B cuCTeMe
npefycMoTpeHbl c60pHble NoTkn 24x6. ns DS 14000 (cuctema 12 + 2 cocyna): MoxHo cobpatb 12 x 6 x 2 komMnnekTa 06pasLios

e [locTyneH BbIGOp Npo6upok 1 Buan ans BIXKX Ha 1,5 mn/ 2 mn

[lononuutenbHble PYHKUMK:

* B03MOXHOCTb NPOBEAEHNS TECTA HA PACTBOPEHME C NCMONb30BaHNeM [ByX 6ydepoB (cmeHa 6ydhepa) oS BOSMOXHOCTW paboThbl ¢ Tabnetkamu ¢
3HTEPOCONHOUNBHBLIM NOKPLITUEM

* B03MOXHOCTb NPOMbIBKI NYTW MEXY TO4Kamu 0T60pa

e (CneunanbHo pa3paboTaHHas CUCTEMA OYUCTKI BCEro MyTu 0T6OPa Npo6 nocne KKAoro Lmukna



DS 14000+ DS 8000+
C NOPLUHEBbIM HACOCOM C NOPLUHEBbIM HACOCOM

XapakrtepucTuku npubopa 6a30B80i Bepcun XapaktepucTtuku npubopa 6a30Boii Bepcuu

YMOMAHYTHI Ha CTP. 4 YMOMAHYTHI Ha CTP. 4

MI0C M0C

HACOCHAS1 CUCTEMA - PP 12 HACOCHAS CUCTEMA - PP 08

* [lopwHeBoii Hacoc - PP 12 ynpaBnsieTcsi MMUKPONPOLLECCOPOM K * [lopwHeBoii Hacoc - PP 12 ynpaBnsieTcs MMKPOMPOLIECCOPOM W
MAeanbHO NoaXoAuT ans otéopa npo6 n3 12 kaHanos MAeanbHO NoAXoauT ang otéopa npo6 n3 12 kaHanos

 [lopwHeBoii Hacoc PP 12 ¢ Kepamuyecknm poTOpOM peLLaeT Bce  [lopwHeBoii Hacoc PP 12 ¢ KepammyeckMM poTOpOM peLLaeT Bce
npo6nembl a6copoLnn npo6nembl a6copoLum

* BbICOKas CKOPOCTb MOTOKA 25 MI/MUH MOXET ObITb AOCTUTHYTA C e BbiCOKas CKOPOCTb NOTOKA 25 MNI/MUH MOXET GbITb AOCTUTHYTA C
TOYHOCTbIO NyuLle +5% TOYHOCTbIO Ny4Lle +5%

e OYHKLMSA NPOMbIBKI *  OYHKLMS NPOMbIBKI

e (COBMECTMMOCTb C NOBEPXHOCTHO-AKTUBHbIMI BELLECTBAMM e COBMECTMMOCTb C NOBEPXHOCTHO-AKTUBHbIMI BELLECTBAMM

CUCTEMA NPOBO0OTEOPA

Cb

AsTOMAaTMyecKnit 0T60p Npo6 B COOTBETCTBUM CO cneundmkaumamu USP. Tpy6kn ans otéopa npo6 onyckaioTcs B cpedy TOfbKO BO BpeMsi 0T60pa
npo6 1 BbIHUMAKOTCA Cpady nocne 0T60pa nNpo6, yMeHbLIass BO3SMOXHOCTb BO3HUKHOBEHUS NIULLIHErO ABIDKEHUS, NEPEeMeLLNBaHNS Ui Bubpauun
Tpy6kn ons ot6opa npo6 pacnonaratotcs cornacHo USP T.e. mocepeanHe Mexnay NMOBEPXHOCTbIO Cpedbl 1 BEPXHUM KpPaem N0MnacTu/KOp3uHbl, Ha
paccTosHNN He MeHee 1 CM OT CTEHKM cocyaa

CucTema MOHUTOPUHIa TeMnepaTypbl 6 COCY0B aBTOMATU4ECKM M3MEPSIET 1 3aNUChIBAET TEMMEePaTypy OTAENbHOT0 COCYAA B 3afiaHHbIX TOYKaX 0TH0-
pa npo6

OP OBPA3LI0B
BoamoxeH ot60p 10X 6 unu 16 X 6 komnnekTos npo6. [ns 60/bLero KonmyecTsa 0T60pa Npo6 A0CTyNHbI C60PHbIE NOTKN 24 X 6
[ocTynHbl noTkn anst BXKX suan Ha 1,5 Mn n 2 mn

HazronosHas KOHCTPYKUMSA ANs 3NEKTPOHHOW 6€30MacHOCTM U 0TKA30YCTOMYMBON paboTbl

[lat4uk Ans onpeaeneHns NpaBuIbHOrO NOIOXKEHUS I0TKA C CUTHaNN3auuen

®nakoH C WMPOKIM FOPAILILIKOM, YTOObI CBECTU K MUHUMYMY BEPOSTHOCTb yTe4Kn SLS 13-3a neHoo6pa3oBaHns
MpocTas cuctema CMeHbl NPOBMPOK, Bian 1 NOTKOB Ans HUX




DS 14000+
CO LUNPULIEBLIM HACOCOM

XapakTepucTuku npuéopa 6a3oBoil BEpcUn
YrIOMAHYTH! Ha CTp. 4

nnc
0cobeHHOCTM cucTeMbl 0T6Opa NPob
Ha c1p. 6

nntoc

Cuctema wnpuueBoro Hacoca npefHasHadyeHa [Ans aBTOMaTUYe-
cKoro oTt6opa npo6 M3 COCydoB TecTepa PacTBOPEHWS TabneTok
DS14000+

BbinonHeHue 3agay «MpombiBka Tpy6OK Ansg npobbl», «BocnosHe-
Hue cpedbl B cocymax» u «PasbasneHne npobbl» (4ONONHUTENBHO
ans 6ynyLumx pa3paboTok)

YnpaenseTcs ¢ NOMOLLbI0 KOHTPONSiepa ¢ MHAMKaLMen paboyero co-
CTOSIHUSA Ha NepefHel naHenu npubopa

BHYTPEHHWIA KOHTYP COCTOMT 13 Te(PSIOHOBOW TPYOKM, ra30HENPOHU-
LiaeMbIX CTEKMSHHbIX LUNPULIEB C TEPNOHOBLIM MITYHXEPOM U KOp-
MyCHbIX KnanaHos u3 PEEK

3anaTeHToBaHHas BbICOKO3(h(heKTMBHASA 1 He TpebytoLLas 06cnyXu-
BaHNA CMCTEMa NpMBOLA ABUraTens

To4HocTb 06bema nyyuie 1 %

DS 8000+
CO LUNPULEBLIM HACOCOM

LABNOA

XapakrepucTtuku npubopa 6a30B0oii Bepcuu
YIOMAHYTBI Ha CTP 4.

nnwc
0cobeHHOCTM cucTembl 0T60PA NPO6
Ha cTp.6

nnoc

CucTtema WnpuLeBoro Hacoca npeaHa3HavyeHa ans aBTomaTuye-
CKOro oT6opa npo6 13 COCyAOB TeCTePa PacTBOPEHMs TabneTok
DS14000+

Bbinonuexue 3agay «pombiBKa Tpy60K Ans npobbi», «Bocnon-
HeHWe cpefbl B cOCyfax» W «PazbaBneHne npobbl» (FONOAHM-
TenbHO AN 6yayLmx paspaboTok)

YnpaBnsieTcs ¢ NOMOLLbIO KOHTPOMEpa ¢ MHANKauuen paboye-
ro COCTOSHMSA Ha nepeaHeit naHenu npuéopa

BHYTPEHHWIT KOHTYP COCTOMT U3 Te(PIOHOBOW TPYOKM, ra3oHe-
NPOHULAEMbIX CTEKASHHBIX LUNPULEB C TECDNOHOBLIM MAYHXe-
POM W KOpNYCHbIX KnanaHos 3 PEEK

3anateHTOBaHHas BbICOKOI(h(heKTMBHAA 1 He TpebytoLwlas 06-
CNYXXMBaHWA CUCTeMa NPUBOAA ABUraTens

BCTpoeHHas (DYHKUMA OYMCTKMW, BbIMOMHAEMAR B KOHLE Kax-
[0ro Tecta, 06ecneynBaeT HMCTOTY BCEro MyTW XMAKOCTU [0
CneaytoLLero 3anycka, 13beras nepekpecTHOro 3arpsa3HeHns 1
agppekTa nepeHoca OLHON Cpefbl B APYryto

[poTOKON Banugaunn ans KOHTpons 06bema npobbl, BOCNONHE-
HIS N NPOMBbIBKN

LLnpuubl n KnanaHbl paboTalT NapanienbHo A 06ecneyeHns
CUHXPOHHOW PaboTbl BCEN CUCTEMbI

ToyHocTb 06bema nyywe 1 %



Cuctema onpepaeneHus pactBopeHus TabneTok

C NOPLUHEBbIM HACOCOM
W aBTOMAaTH4ecKoW 3aMeHoM (hunbTpa
DS 8000+

LABINDIA

Mpepaucnosue.

PacTBopeHue cHnTaeTcs 04HUM U3 Hamb0mee BaXKHbIX TECTOB KOHTPOMS Ka4eCTBA NIEKapCTBEHHbIX NpenapaTos. PacTso-
peHue BNAETCS NPOBEPEHHbIM UHCTPYMEHTOM ANS NPOrHO3MPOBAHNS B3aUMOCBA3M in Vivo 1 in vitro u ncnonb3osaxns
LOPOrOCTOALLMX KIIMHUYECKNX WUCCef0BaHIiA s ONpefenenns 61oakBrnBaneHTHocT, kpome RLD (npenapara, Bknto-
YEHHOro B pePePEHTHbIN CNNCOK).

TecTMpoBaHue pacTBOPEHNUS MOYTW KAXAOr0 TBEPAOr0 NEKAPCTBEHHOr0 npenapara Ans nepopanbHoro NpuMeHeHus
NPUBOANT K MyTHOMY pacTsopy. OT60p nNpo6 U3 cOCyAO0B AN PACTBOPEHWS AOMKEH COMPOBOXAATLCA 3TanoM (hunb-
Tpauuy, 4To6bl U36aBUTLCS OT HEPACTBOPEHHBIX KOMMNOHEHTOB U YCTPAHUTb NOTEHLNANbHbIE NOMEXM BO BPEMS KO-
4eCTBEHHOr0 onpeAenexns ¢ nomoLysto Y®/suaumoro cnektpocpoTometpa nam BIXKX.

[Mpouecc py4HOro TeCTUPOBAHMSA HA PacTBOPEHNe TpebyeT MHOIO BPEMEHN A1 NMOATOTOBKI 06pasLoB, TakMX Kak coop
06pa3LoB, qunbTPaLMA N NOPOXKAAET CBA3AHHBIE C 3TUM YEN0BEYECKME OLUNOKM.

OcHOBHOW NP06MEMOI COBPEMEHHBIX AHANMTUKOB SIBASETCA FPOMO3AKWUIA mpouecc dunbTpauuu npob ansg YO- u
B3XKX-aHanu3a. ®unbTpbl 4OMKHbLI 3aMEHATLCA HOBbIMI NOC/E KAXA0r0 MHTepBana 0Téopa.

Kak noka3blBaeT onbIT, hunbTpaums npobbl Yepes punbTp 0,45 MKM ¢ NOMOLLbIO 06bIYHOI KOHCTPYKLIMM NEpUCTanb-
TU4ECKOr0 Hacoca Unu LUNPULEBOro Hacoca MPakTUYeckM HEBO3MOXHA. Halle HOBOe M306peTeHne [okasano, YTo
cunbTpaums 0,2 MKM 4Yepe3 NOPLUHEBOI HACOC BbICOKOTO [1aBNEeHUs ABNSAETCS NPOCTOIA, TOHYHOIA 11 3KOHOMSILLEN Bpe-
MS CUCTEMOI. Takum 06pa3oM YMEHbLUAKTCH NOTepM Npu KOHTPONE Ka4yecTBa W NOBbILIAETCH NPOU3BOLUTENBHOCTb.
9Ta naes fana poxaerne Hoson cucteme DS 8000+, cocTosiLeit U3 BaHHbI 1S paCTBOPEHNS, MOPLUHEBOTO HACOCa,
YCTPOIACTBA CMEHbl (DUNIbTPA W KONeKTopa npoo.

Xapaktepuctuku 6asoBoit mogenu LABINDIA

 (CucTema Ha 6a3e MUKPOKoOHTponnepa Advance cooTeeTcTByeT nocneaHum Hopmam USP / EP / BP / FDA

» (CucTema ¢ Moaynupyemoil BOASIHOI 6aHeil ¢ KoHdurypaumeii cocynos 6+2 (3+1, 3+1) no3sonser nposoanTs
CPaBHUTENbHbIE UCCNEA0BAHNS

o KOHCTPYKLMS C OAHMM BasiOM — NPOCTast CMeHa 10nacTit Ui KOP3WHbI 663 HEOBGXOAMMOCTI PEryAIMPOBKIA BbICOTbI

 Bce nepemeLunBatoLLne 3NEMEHTbI UMEHT Na3epHY0 MapKMPOBKY C CEPUIHBIM HOMEPOM ANS ayTeHTUMKaLn

 [lucneHcep Ans TabneTok C KPbILKAMN C HU3KOW MCMAPSEMOCTbIO AN CHUDKEHUS NOTEPb CPEefbl Npu ANUTENbHOM
NCMONb30BaAHNN

* LleHTpupytoLLee KONbLIO COCyAa FrapaHTMpPYeT, YTO COCYAbl PACcMON0XKeHbl POBHO 11 MapaniefibHO 0cK Bana B COOT-
BETCTBUN C pekomeHaaumsmu USP no BepTMKanbHOCTY 1 LIEHTPUPOBAHMIO COCY/0B

* [lporpamMmHoe o6ecneyeHune, coBmecTumoe ¢ GLP, ¢ aHeproHesaBucumoii namsTbto Ans xpaHeHus 15 metono8

e MoHWTOpUHT TeMNepaTypbl OTAENbHOIO COCYAa As COOTBETCTBUS TpeboBaHusaM USP (zononHuTenbHo)

e BCTpoeHHOe nporpammMHoe 06ecrneyeHne ansa nposepkn 060poTOB, TEMNEPATypbl 1 06bemMa BOCMONHEHNS

 [lapannenbHbli NOPT 4ns ¢BA3M ¢ npuHTepoM u MK ans 3arpy3ku gaHHbIX



lMopwHeBo# Hacoc YcTponcTBO CMEHbI (PUNbTPOB
PP 08 FC 08

Hacoc nopwHesoi-PP 08

DYHKUMN

MopLuHeBoii Hacoc-PP 08 ynpasnsieTcs MUKpONpOLECCOPOM 1 MAeanbHO NOAXOAMT Ans 0T6opa npo6 u3 6, 7 unu 8
KaHanos

MopLuHeBoit Hacoc-PP 08 ynpowaet dunbTpauno o6pasua nepes c6opom ¢ nomowpto dunstpos 0,2 mkm (cooT-
BeTCTBYeT Tpe6oBaHuam Papmakonen CLUA n apyrux Gapmakoneii)

MopuHeBoii Hacoc PP 08 ¢ kepamuyeckum poTopoM peLuaeT Bce Npo6iembl ¢ abcopoLneit

Bbicokast CKOPOCTb NOTOKA 25 MA/MUH MOXKET ObITb JOCTUTHYTA C TOYHOCTbO Nyywe 1 %

@OYHKLNA NPOMBIBKI 415 YMeHbLUIEHUs npo6iem ¢ nepeHocom obpasua

YcTpoiicTBo cmeHbl thunbTpoB-FC 08

DYHKUMN

YcTpoiicTBO aBTOMaTU4eckoii cmeHbl dounbTpoB FG 08 ynpasnsieTcs MMKPONPOLLECCOPOM W NpefHa3HAYeHo ans
0/IHOBpPeMeHHoN chunbTpauun 6, 7 unu 8 nuHuii oT6opa Npo6

FC 08 ncnonb3yeTcs B co4eTaHUM C NOPLLHEBLIM HacocoM Bbicokoro aasneHus LABINDIA-PP 08 ¢ chunbTpaumeit ao
0,2 MKM

YctpoiicTBo cMeHbl counbTpoB FC 08 npeansHo noaxoaut ans online UV VIS unu offline c6opa npo6 ans B3aXKX-a-
Hann3a

bnok FC 08 BcTpoeH HenocpeACTBEHHO B NUHUIKD 0THOPA Npo6

Bbicokas eMmKoCTb xpaHunuiia — ao 96 unbTpoB 0HOBPEMEHHO 06€CNeYBaET HENPePbIBHbIA COOP OTPUNLTPO-
BaHHbIX Npo6 13 16 To4ek oT60pa (MOXET 6bITh pacluuper Ao 20 To4ek 0T60pa Npob)

ABTOMAaTMYECKAs 3aMeHa 1CTMONb30BAHHbLIX MEMOPAHHbIX (PULTPOB Ha HOBbIE MEXAY KaX/bIM UHTEPBANIOM 0T6Opa
npo6. YcTpaHsaeT Takune NnpobsiemMbl Kak, Hanpumep, 3acopeHne unbTpa

Mcnonb3ytoTes cTaHaapTHble 25 MM 04HOPa30Bble MALTPbI LUNPULEBOrO TUMa

icnonb30BaHHbIe (OMNbLTPLI ABTOMATUYECKM YAANAOTCA U COBMPAIOTCA B KOHTEIHEP NOC/e 3aBepLUEHNs KOXKA0ro
LnKna
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CTAHJAPTHBIE ®YHKLIUN

e Cootsetctaue aeiicteyrowwmm USP BP, IP

* Pa3paboTaHo TakuM 06pa3oM, 4TOObI CBECTI K MUHUMYMY PYTUHHYIO Balngaumio

* MoTOpM30BaHHbI NOALEMHbIA MeXaHu3M ans 6ecllyMHOi paboTbl 663 NOMOLLM PYK

e ABTOMaTMyYeCKas MeLuanka ¢ PUKcMpoBaHnem riy6uHbl Ha 25 MM 0T AHa cocyfa cornacHo Tpe6osanmam USP 25 MM + 2 mm)
e (QaHOBanbHas KOHCTPYKLMA C BbICTPOI 3aMeHOI lonacTei 1 KOP3NUHOK (annapatos 1 1 2)

e ABTOMaTn4ecKas ycTaHOBKa cOpacbiBaHNA TabneToK

o KOHCTPYKLMS KOHMYECKON hOPMbI 411 HU3KOr0 UCNapeHus

* Undposoit gatunk Temnepatypbl (TexHonorus DTS) ¢ yHuKanbHbIM LndposbiM 1D

e Xumunyeckn cToikue cocyabl u3 nonukap6oHata U ctekna ¢ kpbilukamu, cooTseTcTBytoLmMmMu USP/BP/IP
* Akpunosas BoAsHas 6aHs C XOPOLLER BUAUMOCTbIO U NEPeSHNUM CANBHBIM KIlanaHoM

* B03MOXHOCTb CMeHbl 6ydhepa 6e3 npepbiBaHus Tecta

* (OT4eT 0 NpoBEpKe Temneparypbl, NPO6bI 1 06beMa BOCNONHEHUS

e BcTpoeHHblii nopT USB ans nofknto4eHns NpuHTepa, pe3epBHOr0 KOMMPOBAHIS 11 BOCCTAHOBEHMUS AaHHBIX
 JlazepHas MapKUpOBKa CTEKNAHHbIX COCYAO0B, IONACTEN N KOP3UH

e ABTO3anyck B cnyyae c605 NUTaHUs

e 7-[0AMOBbI LUBETHOI AMCNIEN BbICOKOTO Pa3peLleHnsi C CEHCOPHbLIM UHTepencom

*  BHewwHUA UnMpKynaTop BOAbl, 06eCneynBatoLLnil OTCYTCTBIUE BUOPALY

21 CFR YACTb 11 COOTBETCTBUE

o KOHTPOJIbHbIA XYpHAN N9 BCeX AeNCTBUIA C BOSMOXXHOCTbIO MOUCKA, CO3LaHNEM W Meya-
Tbl0 OTYETOB (OMLMOHANBHO)

e 200 ID nonb3oBateneil ¢ 6yKBEHHO-L{MDPOBLIMIA 3ANUCAMI UMEHM NONb30BATENS, Napons
1 BblGOpPA NPUBWIIETIA HA OCHOBE POJEn

* MHOroypoBHeBbIe POSiN C 3aLLMTOI naposiem

o AyTeHTUGMKALMS NONb30BaTeNs BbINOHAETCH AN KaXA0I onepauum

e Qaitn otyeta B hopmarte PDF moxeT 6biTb CO3AaH C NOMOLLbHO NeyaTit

e USB-neyatb ycTpaHsieT HEO6X0AMMOCTb B MOCNEA0BATENbHOM NOPTe NS NOAKIIOYEHNs K
npu6opy, 1 NoNb30BaTENlb MOXET pacneyaraTb ero Ha JI0KanbHOM UK CETEBOM MPUHTEPE.

o OYHKUMS 3NEKTPOHHON NOANNUCK (LOMONHUTENBHO)

e [locTynHbl CPeACTBA PYYHOTO apXMBMPOBAHINA 1 PE3EPBHOr0 KOMNPOBAHMUS JAHHbIX

* B03MOXHOCTb NOAKNIOYEHNS K NokansHoi cetu (Ethernet),uto o6neryaer pesepsHoOe konu-
pOBaHNe [aHHbIX B OOLLYIO CETEBYIO Nanky (AOMONHUTENbLHO)




DS 8000 DS 14000

(c nopLiHeBbIM Hacocom) (c nopwHeBbIM Hacocom)
SMART SMART

21 CFR
YACTb 11
COOTBETCTBUE

CTAH[IAPTHbIE ®YHKLUN

YcoBepLUEHCTBOBAHHbIIA, HA 6a3e MUKPOKOHTPONepa: yao6HbIi Ans NONb30BaTeNs, COOTBETCTBYET AeCTBYOWMM cneundmkaumsm USP IP n BP
Cuctema ¢ Moaynupyemoil BOASHON 6aHel ¢ koHdurypauuei cocynos 6+2 (3+1, 3+1) no3sonseT NpoBOAUTbL CPAaBHUTENbHbIE UCCIEA0BAHNS
OpHoBanbHas KOHCTPYKLMA C GbICTPOI 3aMeHOI NonacTeit  KOp3uHOK (annapatoB 1 1 2) yCTpaHseT PYyTUHHYIO NPOBEPKY BbICOTbI B COOTBETCTBUN C
USP

Jlonactu, KOp3uHbI 1 COCY/ibl UMEIOT 1a3ePHYH MapKMPOBKY C CEPUAHBIMI HOMEPaMNA

AsTOMAaTMYeCKNiA AecneHcep TabneTok — cépacbiBaeT 6 06pa3LoB 3a OAKUH pas3

KpbILWKM C HU3KUM YPOBHEM MCMAPEHNS:

» KPbILWKU KOHUYECKON hOPMbI C HU3KOI NCNAPSEMOCTBHO CHUKAKOT MOTEpM cpefbl Npu AIMTENIbHOM UCMOJIb30BAHNN

» BCTPOEHHbIE NMPEABAPUTENLHO OTLEHTPOBAHHbIE KPbILIKN; 6€3 PY4YHOMY CHSTbS UM YCTAHOBKM KpbILEK. 3TO 06eCne4ynBaeT aBTOMATUYECKOE LieH-
TPUPOBAHME COCYAA M TOYHOE MO3ULNOHMPOBAHNE NONACTW/ KOP3WHBI C BarioM 6e3 CheunanbHoro WHCTPYMEHTA B COOTBETCTBUN C TPe6OBaHUAMM
thapmakoneu

COBPEMEHHbIIl An3aiiH:

» [IpocTas ycTaHOBKa 1 domkcaums cocyaos, cuctema Ease-align no3sonset cocyaam npocto ckonb3nTb Ha MecTo (Bionet Locking). Yxxe ycTaHoBneH-
Hble COCY/ibl HUKYAA He YN/bIBYT, AaXe KOraa nycTble

» BO3MOXXHOCTb KOHTPO/S TeMMepaTypbl COCYAA C NOMOLLbI0 BHeLIHero aatynka Temnepatypbl RTO (pt 100)

7-[0AMOBBIA LUBETHON AMCTNEN C BbICOKMM Pa3peLleHeM 1 CBHCOPHbIM 9KPaHOM

BHeLWwHMiA 6e3B1OPALMOHHbI BOLAHON LIMPKYNALMOHHbIA HACcOC

Mnioc
21 CFR YACTb 11 COOTBETCTBUE
(Ynommuraerca Ha ctp. 10)

Mnioc
HACOCHAfI CUCTEMA 1 CBOP IPOBb
(YnommuHaetca Ha crp. 6)



AKCECCYAPbI

150 mn. KomnnekT manoro o6bema CTeKNAHHBIN cOcyf C KOMbLIOM [epxatens TabneTkn
Metchopmuna (USP)

—

Perynupyemas kaHions ans otéopa npo6 Ha6op ans «Intrinsic Dissolution» Tnckn - USP 5
Kopauna ans Tabnetok ®enogununa JlonacTtHble MeLLanku py3una
%

USP MeTopa 6 - Bpaluatowuiicst uunnnap Aueiika ona masein

o 4

BanupauvorHbIit KOMNAEKT BKIHYAET:

* TepmoMmeTp

* TaxomeTp

e Habop ans ucnbiTaHMin Ha KonebaHus

* llamepuTens Bubpaumn

* LleHTpupoBaHue

* YCTPOWCTBO ANS ONPefeneHus rayonHbi

Ha6op Ans ncnbiTaHWin Ha Kone6aHus Taxometp Lindbposoit TpaHcnopTup

»' QQ

13meputens Bubpaummn YCTpPOICTBO ANs ONpeaeneHuns rnyonHbi YCTPOICTBO AN15 LEHTPUPOBAHMS COCYAO0B U Bana

PRy




TecTep pacnagaeMocTH
Tabnerok DT 1000+

OcobeHHOCTH

CoOTBETCTBYET AGMCTBYIOLIMM CreLNdNKaLUAM

USP, IR, BP n apyrum chapmakonesim

[iBOiiHOIA Taiimep (KOp3WHbI Gy[yT UMeTb UHAMBUAYamb-
HbIli Taitmep) 1 ABOIHOI NpUBOA (KaXaas Kop3nuHa npu-
BOAMTCA B ABVKEHNE OTAENbHBIM MPUBOAOM)
CneunanbHo pa3paboTaH Ans KOHTPONS KayecTsa v Mpo-
3BOACTBA 0ObI4HbIX TAGMETOK C rNaaKoi 060M04KON U
)KENaTUHOBBIX Kancyn

lporpammupyemas Temnepatypa u Bpems

[Mpo3payHas akpunoBas BoasHasa 6aHs ¢ NOACBETKON
ANs NyyLlei BUAMMOCTM

B03MOXHOCTb NpOBeEHNA TeCTa ¢ ABONHLIM Bydhepom
3BYKOBAS CUrHaNM3auUmns HU3KOr0 YPOBHS BOAbI C MHANKA-
LUuei Ha gucnnee ans obecrneyeHns 6e30MacHOCTM
JloCTynHbI BHELUHWE AaT4yMKK TemnepaTypbl Ans oTaenb-
HbIX CTAaKaHOB

B0O3MOXHOCTb huKcaumn BpeMeHW pacnaga OTAeNbHON
TabneTki/Kancynbl

TecTep pacnagaeMocTH
Tabnetok DT 1000

DYHKUUKU

YCOBEPLUEHCTBOBAHHBI  MUKPOKOHTPOMMEp,  YOO0OHbIN
ANS Nonb30BaTens, COBPEMEHHbIA AW3aiH NpojykTa ¢
OYKBEHHO-LIMPOBLIMI NMPOrpaMMHbLIMI KNaBuLamm 13
BOLOHENpPoHNLaemMoro nonuactepa. [lonb3oBaTeNnbCKoe
VHTEPAKTUBHOE NPOrpamMMHoe 06ecrneyeHne B AUanoro-
BOM pexume

CooteetctByeT cneumndukaumam USP EP, IP ASTM u 1. p.
BopsHas 6aHs 13 Npo3payHOro akpuna ¢ noACBEeTKOI ans
NyYLUeit BUaNMocTu

Kop3unHbl aBTOMATMYECKN NOLHUMAIOTCS B KOHLE TecTa
B03MOXHOCTb UCNOSIb30BaHMSA ABOMHOIO 6ydhepa
3BYKOBas CMrHan3auUms HU3KOro ypoBHS BOfbI C MHANKA-
Lmeit Ha gucnnee ans o6ecneveHus 6e30nacHoCTy




TecTep

UCTUPAEMOCTH TabneTok

DyHKUMK

lMoMHOCTBIO COOTBETCTBYET TPE6OBAHUAM (hapmakoneu
no ctaHgaptam USP/EP

Bnaroyctoiiumnas  6yKBeHHO-LM(poBas  Knasuarypa
Ansi BBOJ)a Ha3BaHMs 1 HoMepa 06paslia, a Takxke UAeH-
TUMKALMOHHOTO HOMEpa aHanu3a

Pexxum pabotbl no BbI6OPY Nonb3osatens - Gyet unm
Bpewmsi

ABTOMaTIYeCKast BbIrpy3ka TabneTok B MHAMBUAYasb-
HbliA NOTOK Anst 06pa3uoB NOCNe 3aBepLUIEHUS KXA0r0
umkna

MosopoT nonatok B 6apadare Ha 10 rpagycos (cornac-
HO pekomengaunn ®apmakonem CLLA)

[MpocTas chpoHTanbHas 3arpyska obpastia
B0o3M0OXHOCTL NOCTaBKK abpa3nBHOro 6apabaHa
PeXxum noficyeTa npoLeHTHOI NOTePU MacChl NPU UCTH-
paHum

WNHTepdeiic cB3u ¢ Becamn AN nepeaadqn 3HaveHui
Macchl B PeXNUMe OHNaH

TecTtep
HaCbIMHOW NMIOTHOCTH

e

DyHKUUKU
e [lonHOCTbIO COOTBETCTBYET TpeboBaHWAM hapmakonen

no ctaHaaptam USP/EP, ASTM

ABTOMATUYECKNA pacyeT creaylollx nokasatenen: Ha-
CbIMHAs NNOTHOCTb, 06bEMHas NIOTHOCTb, UHAEKC CXKIA-
MaemocTy

[Ba rie3na ans unnunapos emkocTbio 100 u 250 mn
JononHuTenbHbli uunnHap ans tecta ASTM - cTekno
Ha 10 mn, 25 mn n 50 mn. Ons USP 111: uununap u3
Hepxxasetower ctanu Ha 100 mn

OBLLINE XAPAKTEPUCTUKHK

*  [IHanKaumsa owmnbKn ang oTCReXuBaHus npobnemsl

e (dopmar oT4eTa, Co0TBETCTBYIOLNA GLP, ¢ 6yKBEHHO-LMMPOBLIMU 3anncamu

HasBaHua nNpo6bl 1 Homepa ID, Apyrix napameTpos

e BCTpPOEHHbIE Yacbl peanbHOro BpEMeH Ans pacneyaTki 0T4eToB
e VHTepdheiic RS 232C ans noakntouenus K MK 1 napannenbHbiid NopT ans

npuHTEpa



Tectep TBépaoctu Tabnetok - TH 12 SMART

9 MNAPAMETPOB
BEC TOJLLIMHA IJIMHA -~ TBEPAOCTb  LUMPUHA

DYHKLUK:
e 7-A0AMOBbIA ANCNNEN BbICOKOrO Pa3peLleHns ¢ eMKOCTHbIM CEHCOPHbIM 3KPaHOM U MHTEPAKTMBHBIM Npo-
rpamMMHbIM 06eCneyYeHNeM NoNb30BaTENS AN NPOCTOThbl PaboThl C 3aLLUTON OT HEBEPHbIX BBOJOB
* B03MOXHOCTb 0TOGPAXEHWS AATbI U BPEMEHI CO BCTPOEHHbIMI YacaMil PeanbHOro BpeMeHm
* 12-n0o3nLMOHHAR Kapycenb [Nsi aBTOMATUYECKOTO M3MEPEHIs NapamMeTpoB 06bekTa - TONLIMHA, AnvHa/aua-
MeTp, BEC, LUMPUHA U TBEPAOCTb
e ABTOMATMYECKMIA 3anMyCK MOXET BbIMOSHATLCS HEMPEPbIBHO /1S NPAKTUYECKN HEOrPaHUYEHHOTO KONNYecTBa
LI1KNOoB
* ByKBEHHO-LMKPOBbIE 3aMUCK Ha3BaHs 06pa3Lia U MAEHTUHUKALMOHHOTO HOMepa/HoMepa napTumn
* [lopsinKoBbIit HOMEP 3amycKa eXKeIHEBHO MEHSIETCS 1S ayTeHTUUKALMN KaXI0ro 3anycka Tecta
e B kaxnom ot4eTe VIM4, ID 060pyaoBaHus ¢ cepuitHbiM HOMepoM Npubopa
* Kanu6poBka no TBEPAOCTH, TOMLLMHE U ANVHE/AUAMETPY/ILNPUHE:
0 Kanu6poBska 1 npoBepKa TBepAOCTY - 3 TOUKM ‘
0 Kanu6poBka 1 npoBepKa TONLMHbI - 3 TOYKN
0 Kanu6poBka AnuHbl/AamMeTpa/LWnpuHbl o 2 TO4KaM 1 NpoBepKa no 3 To4Kam
0 DyHKUMS HaNOMUHAHMS O KanubpoBKe
* bBbicTpbiit CTAPT Ans u3mepeHus WNpUHbI, TONLWMHGI, ANWHbI/AnaMeTpa n TBePAOCTU UAW BCEX NapameTpoB
cpasy
e ABTOMATMYECKas CUCTEMA OYULLIEHIS TPAEKTOPUM [IBVUXKEHUS OT OCKONIKOB, MycOpa i Mbin
o ABTOMATMYeCKOE LIEHTPUpOBaHWe TabneTKi AN U3MEPeHNs AnUHbI, LNPUHbBI/ AnameTpa
e (CneunanbHas «kaHaBka» Ans Nnyyilero no3uLyuoHNPOBaHNs 06M10HIOB
o OyHKUMS 0CTaHOBKMN «CTapTa» Npu NPeBbILLEHNN NPEAENbHOr0 3Ha4eHIUs CO 3BYKOBbIM CUrHaNoM 1 MHAMKALM-
el co06LLEHNI Ha anucnnee
 [lo6aeneHa pyHKums «[lay3a»/«Bo306HOBNEHME» NPU U3MEPEHUI TBEPAOCTM AN NPABUNIbHOMO BbIPABHNBAHNS
TabneTku
* VHankauus «Error» nomoraeT nosib30BaTeNll0 06HAPYXNUTb NPO6IEMbI
* MeToZ NMHEIHOrO CMELLEHNs ¢ BOSMOXHOCTbI0 BbiGopa ckopocTy 0T 0,2 o 1,6 mm/cek (war 0,2 Mm/cek)
* bbiCTpoe ABVMKEHWE BNEPEN 11 HAa3a NOMAtOLLEr0 YCTPOCTBA SKOHOMMUT BPEMS BbINOSTHEHMS TecTa
PeaynbTupytowee paspeterne 0,1 H, 0,01 Mm B ieHb B ka4ecTBe BbIGPAHHON efNHNLbI N3MEPEHUS




Tectep T8épaoctu - TH 1050S

dyHKumMM 12-N03MLMOHHOI Kapycenu

e COMND — o

YCOBEpLUEHCTBOBAHHBI COBPEMEHHDI MUKPOKOHTPONNEP C YLOOHLIM 151 N0Nb30BATEN AU3aAHOM U OYKBEH-
HO-LMHPOBON KNaBuatypon

12-n03MLMOHHAR Kapycenb Ans aBTOMATMYECKOro M3MEepeHUs NapameTpoB: TOLWMHbI, WNPUHbI, AuameTpa/
JMWHbI, TBEPAOCTH, BECa

LLnpokuit AnanasoH U3MepeHnin u eauHUL, USMEpPEHMS:

. Teepgoctb: o1 2N 1o 500N (no 600 onumoHansHo) (N, Kp, KgfSc, Pound)
. Ouametp/OnunHa; ot 2,0 MM 10 32,0 Mm
. [lnanazox namepexns TonwmHbl: ot 0,2 mm ao 15,0 mm

Bec: WHTepcheitc aBTomaTuyeckux Becos — Sartorius/Mettler, koraa BbibpaHa byHKLMS nepeaada AaHHbIX C
BECOB

ABTOMATUYECKOE U3MEPEHNE MOXET BbIMOMHATLCS HenpepbiBHO Ans 1-99 TabneTtok. Havyano Tecta MOXHO ne-
pe3anycTiTb npu c60e NUTAHWS C COXPAHEHNEM MOCNEAHNX BBEAEHHbIX NapamMeTpoB

bonbluas 3HeproHe3aBncMman NamsTb A1 XpaHeHNs faHHbIX: 99 MeTof10B, pe3ynbTaThl NONb30BaTENeN 1 jaH-
Hble Banuaauum

ABTOMATUYECKas CUCTEMA OYNLLEHNS TPAEKTOPWI ABKEHUS OT OCKONKOB, MyCOpa W Mblnn
Kanun6poBka TeH30aaT4MKa N0 3 TOYKaM CO CTaHAAPTHbIMU TUPSAMN

Kann6poBska LiNPUHBY/ ANUHbI/AMaMeTpa 1 TONLLMHbI N0 3 TOYKAM CO CheLnanbHbIMI BCTaBKaMu
CootBetcTBytOLLMiA GLP 0T4eT ¢ pesynbTatamu, MeTOAaMu 1 AaHHbIMI BanuaaLmui/KanuopoBKu

€O BCTPOEHHbIM MHTEPCEACOM NPUHTEPA C NApaienbHbIM NOPTOM

[Ba yposHs - a] ADMIN u b] USER ¢ 3awutoit naponem ans peAakTMpoBaHus v BanmaaLnm
BcTpoeHHbIi fBoiiHoi nHTepdeiic RS 232 C ans nepenayun faHHbix Ha MK, a Takxe Beca TabneTki




Tectep TBépaoctu - TH 1050M

OYHKLN

YCOoBepLUEHCTBOBAHHbIA [13aiiH Npubopa Ha OCHOBE MUKPOKOHTPONNEpPA ¢ 6YKBEHHO-LNGPOBLIMI KNaBuLLa-
MU 13 BOAOHENPOHMLAEMOro nonmactepa. [onb3oBaTenbckoe UHTEPAKTMBHOE MPOrpaMMHOe 06ecneyeHne B
JNanoroBoM pexume Ans ynobcTea paboTbl ¢ 3aLUTORA OT HEBEPHbIX 3aNUCEi

EnuHas cTaHLus aBTOMATMYeCKOr0 M3MEPEHIUs NapameTpoB TaBNETOK — TOMLLMHbI, LUNPUHbI, AMAMETPa/AfnHbI,
TBEPAOCT 1 Beca

XpaHeHue B 3HEProHe3aBMcKUMOii namati 99 MeToA0B ¢ 3anncaMu HazBaHus obpasua 1 Homepom ID ans pans-
HeliLlen ayTeHTUurKaLmumn

ABTOMATUYECKOE M3MEPEHNE MOXET BbIMOMHATLCS HenpepbiBHO Ans 1-99 TabneTok. Havano Tecta MOXHO ne-
pe3anycTuTb npu c60e NUTAHWUS C COXPAHEHNEM MOCNEAHNX BBEAEHHbIX NapaMeTpoB

TNuHeitHoe nepemeltenne 0,2, 0,4, 0,6, 0,8, 1,0, 1,2, 1,4, 1,6 Mmm/cek ¢ GbiCTpbIM ABMXKEHNEM «breaking arm»
Brepes 1 Hasaf, YT 3KOHOMMUT BPEMSI BbINOMHEHNS TecTa

ExxenHeBHOE M3MEHEHWe NOPsiAKOBOr0 HoMepa 3anycka, u Beogumoe CUSTOMER NAME ¢ cepuitHbiM HoMe-
pom npubopa B 0T4eTE AENAOT CUCTEMY HAAEXHOIA 1 coBmecTUMOil ¢ GLP

[Ba yposHs - a] ADMIN n b] USER ¢ 3awuToii naponem ans pefakTupoBaHus 1 Banuaauni. 25 nonb3osarensam
MOTyT 6bITb MPUCBOEHbI UMEHA 1 NapPOSb

BCcTpoeHHbIe Yackl peanbHOro BpeMeHU [i1s 0TOOPXKEHIUS AaTbl U BDEMEHI HA AMCIIIEE U HA pacneyaTke
Kanu6poBka TeH30aaT4MKa No 3 TO4KaM CTaHAAPTHLIMU TUPSMK

Kann6poBska LiNPUHBY/ ANUHbBI/AMaMEeTpa 1 TONLLMHbI N0 3 TOYKAM CO CreLnanbHbIMI BCTaBKaMu

BbICTPbI 3anyck Ansi HE3aBUCUMOr0 U3MEPEeHUs TONLLIMHbI, AUAMEeTPa/AfuHbI, TBEPAOCTI UMK BCEX napame-
TPOB OZIHOBPEMEHHO

VHAMKaLmMs oWmnbKI Ha anCniee co 3BYKOBbLIM CUrHanoM NoMoraeT nofib30BaTeN0 KOHTPONNPOBATL MPOLECC.
CosmecTumocTb npuHtepos Deskjet, Inkjet n maTpuyHbIx NpuHTEPOB

B03MOXXHOCTb 3arpy3ku jaHHbIX Ha 6a3e MK ¢ ucnonb3oBaHuem nporpammHoro obecneyenus EDC 21 (onumo-
HanbHO)




Tectep TBépaoctu - TH 2050S

CETr— TH 2080 8

{ LABINDIA  automaTic TRBLET HARDNESS TESTER .‘

OYHKLNIA:

YCOBEpLUEHCTBOBAHHbI COBPEMEHHbIN 13aliH NPOAYKTa HA OCHOBE MUKPOKOHTPOSIEpa ¢ 6YKBEHHO- Lngpo-
BbIMM MPOrPaMMHbIMI KNaBULLAMK U3 BOAOHENPOHNLAEMOr0 nonnactepa. Monb30BaTeNibckoe MHTEPAKTUBHOE
nporpammHoe o6ecneyeHne B AnanoroBom pexxume Ans yao6crea paboThl ¢ 3aLLMTON OT HEBEPHbIX 3anucen
24-n03MUMOHHas Kapycenb Ans aBTOMATUYeCKOro M3MepPeHIs NapameTpoB TabneToK - TOMLLUMHbI, AnMHbI/ Ana-
MeTpa, BEca, LUMpUHbI 1 TBEpAOCTI. COOTBETCTBOBaHME TpeboBaHUo dapmakonen no TectuposaHuto 20 Tabne-
TOK 32 OZJWH LKA

ABTOMATUYECKAs CUCTEMA OYNLLEHNS TPAEKTOPWI ABIKEHUS OT OCKONKOB, MyCOpa 1 Mblu

XpaHeHue B 3HeproHe3aBucuMoii namsaTit 99 MeTOA0B ¢ 3anucsiMu Ha3BaHus 06pasiia u HomepoM ID ans fganb-
HelLeil ayTeHTMrKauum

ABTOMATMYECKOE N3MEPEHME MOXET BbINOMHATLCS HenpepbiBHO Ans 1-100 TabneTtok. Hayano Tecta MOXHO
nepe3anycTuTb Npu c60e NUTaHUs ¢ COXPAHEHUEM NOCNELHIUX BBEJIEHHbIX NapaMeTPOB

TNuHeitHoe nepemellenne 0,2, 0,4, 0,6, 0,8, 1,0, 1,2, 1,4, 1,6 Mmm/cek ¢ 6bICTpbIM [BMKEHNEM «breaking arm»
BMepes 1 Hasaf, YT 3KOHOMUT BPEMS BbIMOMHEHNS TeCTa

EXxeiHeBHOE N3MeHEHMe NopsiiKOBOro Homepa 3anycka 1 Beoaumoe CUSTOMER NAME ¢ cepuitHbiM HOMEpOM
npu6opa B OT4eTe IENAT CUCTEMY HafleXKHOIA U coBMecTUMOiA ¢ GLP

[iBa yposHst - a] ADMIN n b] USER ¢ 3awwuToit naponem Ans pefakTupoBaHus 1 Banugauui. 25 nonb3osartensm
MOryT 6bITb MPUCBOEHBLI UMEHA 1 MApO/b

BCTpoeHHbIe Yachl peanbHOro BpeMeHU s 0TO6PXKEHUS AaThl 1 BDEMEH HA AMCIIIEE U HA pacneyaTke
Kannbpoka TeH304aT4MKa No 3 TO4KaM CTaHAAPTHLIMU FUPSMK

Kann6poBska LNPUHBI/ ANVHbI/AMaMeTpa 1 TONLWMHbI N0 3 TOYKaM CO CrelnanbHbIMI BCTaBKaMu

BbICTPbIA 3anycK NS HE3aBUCUMOr0 U3MEPEeHUs TONLWMHbI, AUAMETPa/ANUHbI, TBEPAOCTN UMK BCEX Napame-
TPOB OAHOBPEMEHHO

VHAnKaumus owm6KM Ha aucniee co 3BYKOBLIM CUrHanIOM NMOMOraeT Nosib30BaTeNt0 KOHTPONPOBATL NPOLECC
CosmecTumocTs npuHtepoB Deskijet, Inkjet u maTpu4HbIX NpUHTEPOB

B03MOXHOCTb 3arpy3ku iaHHbIX Ha 6a3e MK ¢ ucnonb3oBaHuem nporpammHoro obecneveHust EDC 21 (onuuo-
HasbHO)



TecTep ana onpeaeneHus
—_— LLeJIOCTHOCTH YNAKOBKH

=

e MoHOXpOMHbIiA rpacpuyeckuii aucnneit 128 X 64

* BykBEHHO-UM(POBAA Krasmarypa

e [octynHbl 20 TecToB 1 10 METOAOB C yKa3aHWEM [aTbl i BPEMEHU
* TlocTaBnseTcs B KOPNyce U3 HepXKaBeloLlen cTanu

e LAN, RS-232, BCTPOEHHbI# MUHU-MATPUYHbIA NPUHTED

e 3awwTa nonb3oBarens naponem

e Bbi6op eauHuL namepexus mm Hg / Psi / kPa

e PaspexeHne: He xyxe 600 Mm.pT.CT.

e B komnnekT noctasku BxoauT akcukatop 12 groiimos (30 cm)

Mpubop Ans onpeaeneHus TOUKKU NNaBNEHNS
(MR-VIS +)

OYHKLUW:

e 3anaTeHTOBaHHAs TEXHOMOTUS - UIBMEHEHWE NHTEHCUBHOCTY OTPAXKEHHOTO CBETa 06pasLoM

e OnpenensieT AnanasoH NnaBneHus 1 TeMnepaTypy nnaBneHus pasnuyHbIX 06pasLoB

e Co0TBETCTBYET npoLeaype avanasoHa nnasnequs USP no knaccy 1 A u meTomy EP 2.2.60

e Pexum paboTbl BbIOUPAET NOMb30BATENb - PY4HON 11 aBTOMATUYECKNI

e Haubonee noaxoanT Ans NopoLLKOOGPasHbIX GEMbIX 1 LBETHbIX 06PaA3L0B, HO TAKXKE MOXET UCMOMb30BaThCS
IS Pa3noXUBLLNXCS 06PA3LIOB, a TAKXKE BOCKOBbIX 1 MONUMEPHbIX 06pa3LioB

e BcTpoeHHas (pyHKLMS KannGPOBKNM Mo 2 TOYKaM B COOTBETCTBMM CO cTaHaapTamu USP

e Pacneyatka B co0TBeTCTBUM ¢ GLP ¢ ykasaHuem Ha3BaHus o6pa3iia, Homepa ID, nathbl, BpeMeHu U T. .

o [pachuyeckuii 0TYET O TeMNepaType ¢ MHANKALIMEN Ha4ana u KOHLa NiaBKu

e Yno6Hoe nporpamMmHoe o6ecneyeHne ¢ namsTbio Ha 20 MeTof0B

e (CpeAcTBO 0TOGPXKEHMS NapamMeTPOB/pe3ynbTaTos Ha akpaHe (MR VIS +)



Tutpartop
no Kapny ®uwepy

®ynkyuu KAFI +

CootseTtcTByeT cTaHgaptam USP/BP/JP/EP/IP/ASTM.
bbicTpasi B3aMM03aMeHsieMOCTb MMMOPTHBIX BIOPETOK
C WHTENNeKTyanbHbIM pacno3HaBaHueM o6beMa —
5/10/25 mn

[ocTynHa online leak rate correction

Perynupyemasi CKOpoCTb Ha OCHOBE MUKPOKOHTPOE-
pa, MarHuTHas mMeLuanka ¢ UpoBOoii MHANKaLMe
Bo3moxHOCTb XpaHeHus 50 meToa0B

Mocneatne 10 pe3ynbTaToB MOTYT GbITh COXPAHEHbI 1
pacreyataHbl CO BCEMI HE0OXOAMMbIMI NapameTpamm
®opmar oTyeTa, cooTBeTcTBYOLMIA GLP, ¢ 6yKBEHHO-
UNHPOBLIMI 3anucAMIU UMeHK o6pasua u Homepa ID,
napameTpa TUTPOBaHWA, AaTbl ayTEHTUDMUKALNN
[ByxypoBHesbiit naponb (ADMIN & USER) ans 3awm-
Tbl COXPaHEHHbIX METO/10B OT /10600 HeNpaBnIbHOro
CNONb30BAHNS UN HEXENATENTbHOr0 N3MEHEHUS
MporpammHoe o6ecneyeqne cosmecTumoe ¢ MK u
BCTPOEHHbIN MHTEP(ENC BeCOB

ABTOMATUYECKUN
TUTpaTop

®ynkumm TITRA +

BbINONHAET BCE TWUMblI TUTPOBAHWUS - KUCHOTHO-OCHOB-
HOe, BOJHOE, HEBOAHOE, OKWUCNUTENbHO- BOCCTAHOBM-
TenbHOe, KOMMNEKCOMEBTPUYECKOE, apreHToMeTpuye-
ckoe, KF- TuTpoBaHue, o6paTHoe TUTpOBaHMe
CootseTcTByeT cTaHmaptam USP/BP/JP/EP/IP/ASTM.
IMnopTHbIe 6IOpeTKI pasnnyHoro o6bema - 5/10/25 mn
MoxXeT Ucnonb30BaThCs Kak NpocToit pH-mMeTp ¢ 0To-
6paxeHnem 3Ha4YeHuii pH, mB

Bo3amoxHocTb XpaHeHus 50 meTo0B

®opmart otyeTa, cooTBetcTBytolmin GLP, ¢ 6ykBeHHO-
LUNCHPOBLIMI 3anucaMi UMeH o6pasta 1 Homepa ID,
napameTpa TUTPOBaHWS, faTbl ayTeHTUDUKALIMM
[ByxyposHesbiid naponb (ADMIN & USER) ans sawmtbl
COXPaHEHHbIX METO/I0B OT HeMpaBOMEPHOrO UCMONb30-
BaHWs UMK HEXENaTeNbHOro U3MEHeHNs!
MporpaMmmHoe 06ecrneyeHne COBMECTUMOE
BCTPOEHHbIN MHTEPeNC BeCoB

BbICTPOE 1 NPOCTOE NepekmnoyeHne ¢ pexnma TUTPoBa-
HWsl Ha PeXUM TUTPOBaHUS No Kapny duiiepy

¢ MK u



KAFI SMART

DYHKLUM:

7-0t0AMOBBIA 60MbLUOA CEHCOPHBIA 3KpaH C YLOOHLIM
rpachuyecknm MeHto

OHnaiH-rpacomyecknii aucnnen ans aHannsa namee-
HUI 06pasLia

OTO6paXEHMe Ha 9KpaHe COCTOSIHWA HAMOSIHEHHOCTM
wnpuua

EMKOCTb XpaHeHnst faHHbiX 2 b Ans MeToAo0B, a Takxke
pesynbTatos

USB-coeamHeHne Ans noakntoyeHns dnewwkm

MonHoe cooTsetcTeue 21 CFR Part 11 ¢ 6 ypoBHAMK
naponen ¢ pasfnyHbIMU BapUaHTaMN NPUBUIETWIA, KOH-
TPOMbHBIM XXYPHANIOM 11 31IEKTPOHHON MOANNCKI0

21 CFR
YACTb 11
COOTBETCTBUE

v

TITRA SMART




KJIHOYEBbBIE OCHOBbI COOTBETCTBUA 21 CFR YACTb 11
Oco6exnoctu LABINDIA
1. 7-p10iiMOBbIif CEHCOPHbII 3KpPaH

[uncnnei BbICOKOTO paspeLlenns ¢ noNb30oBaTenbCKnM UHTEPMECOM U MHTEPAKTUBHBLIM NPOrpaMMHbIM 06eCne4eHnem ans
NPOCTOTbI 3KCNIyaTalun

2. TloakntoyeHue K NoKanbHoi cetyn
Bo3moXHOCTb NOAKN04eHUs K nokanbHoii cetu (Ethernet) o6neryaet pe3epBHOE KONMPOBaHNE JaHHbIX B O6LLYIO CETEBYIO
nanky (BONOAHMTENbHO)

3. KoHTponbHblit XypHan
OTo6paxeHue BCex AENCTBUIA C BO3MOXHOCTbIO MOMCKA, CO3MAHNEM W NEYaTbo 0TYETOB

4. HeorpaHuyeHHOEe KONMYECTBO NOJIb30BaTENEH
HeorpaHuyeHHoe KONM4ecTBO UAEHTUMKATOPOB NONIb30BATENEN C 6YKBEHHO-LIMDPOBLIMIA 3aNMCAMUN UMEHN NONb30BATENS,
napons 1 Bbi6opa NpuUBMErnii Ha OCHOBE PO

5. MuoroypoBHeBas 6e30nacHOCTb
MHOroypoBHeBble PONK C 3aLUUTON NApoNemM — aAMUHUCTPATOP, MEHeIPKEp, PYKOBOANTENb 1 NONb30BATENb

6. Monb3oBaTenbckue ponu
AyTeHTUMKALNS NOMb30BATENSs BbINONHSAETCS A KOXA0A OnepaLun, BbiNOfHEHHOI NONb30BaTENEM.

7. Hacrpoiika wa6noHoB 0T4ETOB
®aiin otyeTa B hopmate PDF MOXeT GbITb CO3[aH C MOMOLLbIO NeYaTy

8. InexTpoHHbLIA XypHan yyeTa npuéopos
YcTpaHsieT Heo6X0AUMOCTh B Ne4aTHOM 060pYyA0BaHNN

9. Wutepdpeiic neyatun
USB-neyatb ycTpaHseT Heo6XoAMMOCTb B NOC/eA0BaTeNbHOM NOPTe ANS NOAKN0YeHUs K npuéopy. Monb3oBatenb MOXeT
pacrevatbiBaTh Kak Ha NOKanbHOM, TaK 1 HA CETEBOM MPUHTEPE.

10. InekTpoHHas noanuch
®YHKLNOHAN 3NeKTPOHHOI noanucH

11. ApxuB 1 pe3epBHOE KONMPOBaHUE AAHHbIX
JloCTynHbI CpeacTBa Py4HOro apXMBMUPOBAHUSA
11 BOCCTAHOBNEHNS. BO3MOXHOCTb PE3EPBHOMO
KonupoBaHus yepe3 USB
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