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TeMnepaTtypHoe KapTupoBaHue

CKNnagoB, XonoAunbHbIX KaMmep, aBTOTPaHCNopTa
B chepe hapmMmaleBTUKN U NULLLEBON NPOAYKLUN
B COOTBETCBUM cO cTaHaapToM GMP 1 npnka3om Ne646H

npOBOD,I/IM KOMMJIeKc obcnegoBaHum v pelaeM 3alaydn B KOHTPOIJe
TeMrepartTypHbIX PUCKOB B PaMKaX 3akKoHOOarTesJIbCTBa
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100% Hawnx KNEHTOB [apaHTna cobnoaeHUA

NPOLUIN NPOBEPKY ycnosun npukasa Ne646H
MwvH3gpaBa

[encteyem no opuumnanbHoMy
Yyek-nucty MuH3gpasa



3ayeM HY)KHO NpoBOAUTDb
KapTUupoBaHue noMeLwleHuva?

KapTupoBaHne — 3TO KOMMJIEKC MEPONPUATUN,
NPoOBOANMbIA C Lenbio NpoBepKu u obecnevyeHuns
HeoO6Xo4UMbIMIN YCNOBUAMUN AN XpaHEHUS
papmMaueBTU4ECKON NpoaAyKUUN N NULLEBON

npoayKLuumn.

[log ycnoBusiMun XxpaHeHns nogpasymeBaroTcs Kak
KNuMmaTun4eckune ycrnosus, Tak 1 nopagok paboTol
NH>XXeHepHoro obopyanoBaHnNsA NoMeLLeHNSA (CUCTEMBI
BEHTUNAUUN, KOHONLNOHNPOBaHUSA, XONoAUIbHOE
obopynoBaHue n T.4.).

Pe3ynbTaToOM KapTupoBaHMne rnomMeLuleHuin
SIBNISIETCH BbINYCK AOKYMEeHTaUuun NnoaTBepXxaaroLLen

NX BbINOSIHEHNE C HeoBXoANMbIMU PeKOMeHAaLNAMN
N 3arnycK CUCTEMbI MOCTOAHHOIO KOHTPONS
KNIMMaTU4eCcKnx napameTposB.
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Ha sakoHopgaTtenbHoM ypoBHe GMP

BBefleHa B Poccuun ans nponssoauTenen,

a Ans Bcex KoMnaHun papmaueBTu4ecKoun
oTpacnun BCcTtynun B cuny npukas MmnHucrtepcraa
sapaBooxpaHeHunst 646H ot 31.08.2016 ropa.

B cooTBETCTBUM C AaHHBbIM NPUKa30M BCE CKiafbl, uMetoLmne dapm
NNUEH31ID, 0653aHbl MPOBOAUTL OMPEAENEHHYIO NPoLeaypy no
TeMnepaTypHOMY KOHTPOJTHO.




UTo BKNOYaeT B cebns
KapTupoBaHue noMeLwleHusa?

22

AHanns n BbIABNEHNE TemnepaTypHOoe KapTupoBaHune CospaHne JoKyMeHTauum YcTaHOBKa CUCTEMBI
PUCKOB Npu NpoBeaeHum cknapa (Kapta pacnpegenenuns N pekomeHaauuin no MOHUTOPUHra
TeMnepaTypHOro KapTUpoBaHus Temneparyp) KOPPEKTUPYHIOLLUM Mepam




OcHOBHbIE 3Tanbl KAPTUPOBaHUSA:

BusyanbHbIN
OCMOTpP obbeKkTa

®

AHanNn3 NMH>XeHepHbIX
cucteMm obbekTa

®

YcTaHoBKa
norepos

(5)
24

CbeM OaHHbIX
C NNOrepoB 1 aHann3

HaHeceHne To4ek yCTaHOBKMN
NIOrepoB U NnnaH NoMeLLEeHNSs
NCXoas N3 onpeaeneHHbIxX

Ha NpenbiayLleM aTane PUCKOB

OdopmneHne npoTtokona
N oTYyeTa no sanugaunu

OnpegeneHne
PUCKOB

(4)
S

YcTpaHeHne puckos
00 NpoBefeHns
KapTupoBaHUs



Kak npoBoganTcsa

KapTupoBaHue

INEeKTPOHHLIE (norrepe),
KOTOPLIE ONPeaenAoT:
MocCymanmusano lNopaase KonaeGaratn
‘ AL Ny "D M XONOOHe M OTRNOMEMTS
TOMOODATYEY TO 0 OFT HOPMES

BEnarogapm OTOTaM, NOITY s adhaa
@ C POIToPOB, COTERYAMMKN MOTYT
ONPeROMNATE, HACKONMLKO
' ‘ TOMDEDATYERA M BN MOCTS
B DOMOUISHMN COOTEBOTCTEYET TOM,
T KOTOPARA NPOMMCAard B 20mOoMax,
: B TIROR® CLONNETh MOl XOURMAN»
POOSCTINOENGE TN OOOEION
SWTOOW MO YRUINE »0 DO TN



Ha ocHoBaHuM oTyeTa

no BanuaaLlum NnpouMcxoaguT
paspaboTka NpoeKTa CUCTEMbI
MOHUTOpPMHra

Mpouecc MOHUTOPUHIa BKNKOYAET KapTUpoBaHue no
nokasaTensm TemnepaTypbl U BNaXXHOCTU, pe3ynbTaThl
KOTOPOro NO3BONAKOT ONpPeaenTb 30HbI C
KPUTUYECKUMW TeMnepaTypamu.

[Nog ycnoBnamMn XxpaHeHns nogpasyMeBakTCA Kak
KNMMaTu4ecKune ycnoBus, Tak U nopagok paboTsl
NH>XeHepHoro obopyaoBaHnsa NoMeLLeHns (CucTemMsl
BEHTUNALWN, KOHOULMOHNPOBaHNA, XONoguibLHoe
obopygoBaHue 1 T.4.).
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Monb3oBartenb Bcerga MoXXet
NPOCMOTPETb BCe flaHHble,
oTobpaeHHble B rpacdnyeckom
BMAe, UCTOoNb3Yysa YA0GHbIA 1
NOHATHBIN MHTepdeiiC.

Mbl MCnonb3yeM
CUCTeMYy MOHUTOPMHra
«WirelessSensorTags»

OcHOBOWN Takon cUCTEeMbI ABNSAKOTCS
CEHCOpPHbIe Term aBTOHOMHOIoO TUNa,
KOTOopble AaT BO3MOXHOCTb NPON3BOANTDb
KOHTPOJMb cpa3y Xe NO HECKONbKNM
napameTpam: TemriepaTtypa, OTHOCUTeibHas
BNaXXHOCTb, ABWKEHME, YO/ HaK/I0Ha,
OCBELLUEHHOCTb.
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Ona nepegayn nHpopmaymun BbicTpasa ycraHoOBKa
NCNoNb3yKTCA pagnuo cBA3b CUCTEMbI B TEHEHUN
C fjaTyumkKamum, 1 OHA

B OT/INYUN OT APYrUX CUCTEM
KOTopbIM TpebyeTcs nposoja
ANS nepefayun gaHHbIX



YTo Bbl NONyuuTe B UTOre TepMoKapTMpOBaHue
nposeaoeHAa Bcex npoueayp- NO3BOJIUT BbIABUTD:

B pe3ynbraTte nccnepoBaHnsa hopMnpyeTcs NnosHbIiA
OTYET O NPOBEAEHNN TEMNEPATYPHOIro KapTUpPOBaHUS,
KOTOPbIN NO3BONT YNYYLUNTb NPaKTUKY XpPaHeHUs U
obopoTa TEPMOYYBCTBUTENBLHOWN NPOAYKLWN.

O,D,HOpO,ElHOCTb pacripeeiieHnAa BO3AYLWHDbIX
Macc N HaTn 30HbI ¢ Hanbonee 6ﬂaFOI'IpVIFITHbIMVI
yCcnoBuAMU ONA XpaHeHUA.

XonofgHble 1 ropsvmne 30Hbl — MecTa C APKO
BblPaXXeHHbIMN CBOMCTBaMW TeMnepaTypbl
B 60MbLUYH UM MEHbLLYKO CTOPOHY.

MecTa, roe TeMmnepartypa MeHsieTcA Yallle,
4YeM B APYrMx Mectax — Tak HasblBaeMble
30HbI PUCKa NU3-3a BANAHNE BHELUHNX

hakTopOoB.

YnoBneTtBopseT N1 TeMnepaTypHbIA PeXunum
NoMeLLeHNRA, TPeBoBaHUAM K XPaHEHMIO.

100%

NPOXOXXAEHUSA NPOBEPKMU
MuH3gpaBa n Bcex apyrux
NPOBEPOK




NMPUKA3 MUH3[PABA 646H

«006 yTBEPXASHUN NpaBua HagnexXxallen
NPaKTUKN XpaHeHUs1 U NepeBO3KN NNIeKapCTBEHHbIX
npenapaTtosB A8 MEAUUUNHCKOIO NPUMEHEeHNN»

Uto byaerT, ecnn
He NpoBOAMTDb
KapTupoBaHue
nomMelwleHua?

B kaxkgom nomelleHnn ons xpaHeHna Heobxoanmo
nogaepXXmnBaTb KNMMaTUYeCcKnun pexxum, cobnrgas
TemnepaTypy U BNaXKHOCTb BO3yXa, YCTAaHOBNEHHbIE
thapmakonenHon ctatben Nam HopMaTUBHOM
OOKYMeHTauunen Ha nekapCcTBeHHbIe cpeacTea.

Kakue MoryT 6biTb NOCNeACTBUSNA:

Hano)xeHne agMnHUCTpaTUBHOro wrpadga
@ Ha ropugnyecknx nuy - ot 100 000 py6.,

no 600 000 py6.;

[NpuocTaHoBneHe OeATeNbHOCTY
Ha cpokK Ao 90 cyToK;

nnan nnieHne nmueH3nn rnpu

@ OTkas B nosay4eHnn MnueH3nn
ee Haan4mn.



KoMy HY)XHO NpoBOAMTD
TeMnepatypHoe KapTupoBaHMUe:

NMpounssoacTBam MeauunHCKuMm ABTOnNapkam, KoTopble [MpousBoacTBam NMULLEBON
NeKapCTBEHHbIX CPeACTB opraHnsauusam NepeBO3AT MeANKaMEHTbI npoaykKuun




O Hac

KoMmnauuna «PROLOGER» cneunann3npyercsa Ha npoBeaeHun
TeMnepaTtypHoOro KapTupoBaHna NomMewieHNn N yCTaHOBKON CUCTEM
MOHUTOPUHra, coonogan sce ycnosusa ctaHgapta GMP n npukasa Ne 646H.

oT 150M? bonee 5 ner bonee 150 100%
no 20 000Mm?
onbIT pa6o1'b| CO cKJlagamu OonbIT Ka>XA4oro BbINMOJIHEHHbIX pa6OT Halwlnx KJIMeHTOB I'IpOLLU'IM

N Op. NOMELLEHNUSIMU NHXXeHepa B KoMaHae No KapTUpPOBaHWO, Banugaunm npoBepKy Munnsgpasa
N KOHCYNbTauum No nony4eHnto
NNUEH3NN



O Hac

lpenMyLllecTBa

Mbl cnegyeM BCEM rocyaapCcTBeHHbIM
HOpMaM U 3aKoHaM

Hawwn cpefncTBa TeMneparypHoro MOHUTOpPUHra BHeCeHbI

B PEECTP CPeACTB N3MEpPEHNA N UMEKOT PeErncTpaumoHHoe
yaocToBepeHne Munagpaga.

O6opygoBaHne n nporpammHoe obecrieHeHne
cootsercteyetr 21 CFR 11 n pernameHtam GMP, GDP,

NMepcoHanbHbliii MEHegKep

[ns KaXkaoro KnneHTa Mbl BblgensiemM nepcoHansHoro
MeHeKepa, KOTOPbI OTBEYaEeT 3a KOMMYHUKaLWIO.

Mcnonb3yeM KayecTtBeHHoe
obopyaoBaHue

Hawm norrepbl UMeIOT BCO HEOOXOANUMYO paspeLunTenbHY
OOKYMEHTaUuK: cepTudurkaT cpeacTB N3MepeHust
N MegULIMHCKOE PEerncTpaunoHHoe N3MepeHme.

Mei siBnsiemMcsi eqUHCTBEHHbIM OuLmaibHbIM
ANCTPnbLIOTOPOM TeMmnepatypHbIx norrepos B CHI
LuBenLjapcKon KoMmnaHum Switrace.

BbinonHaeM paboTy noa Knwoy

[lpepocTaBnsieMm KoMmnnekc paboT oT Banugauun,
KapTUpPOBaHUs, yCTaHOBKN CUCTEMblI MOHUTOPUHIa
[10 KOHCYNbTaUUM No NogroToBKe K NpoBepKam.



) HacC

KnoueBana KkomaHAaa

Bnagnmup HUM4eHKD

MHAEeHEpD, KOMMEDYECKHMH
AMpEKToR

OnbIT 1 pe3ynbraThl

12 neT B cihepe KOPNOPaTHEHBX

(OUHAHCOB, Donee AsYX NeT B
chepe TEMNEePaTYPHOrD KOHTpONSA
Ha CKManax W B NOrMCTHEE.

Henawck nepooHaneHEM

ANCTPUERETOPOM LUEEWLAPCKOrD
Npor3s0aUTEnA Switrace SA no
CHI.

[Mpoxogun oSyvYeHKUe No
TEMNEPATYPHOMY KOHTROMNH CO

LUEEAUAPCEMMY CNELMANMCTaMM, 8

TaHe B CEYEHOBCKOM
yHUBEpCHUTETE I Mockea.

& KaK 3KCHISNT 8 oQnacmu
PUHSHCOS CYLUIMEND SonpoC
MOHLUITIOPDUHZE XOMooosol e
KITHYESRIM 8 BONDOCE YYEMS
PLUCKOE KaYyecmea MpodyKuUy. »

"-
| ’,u
EereHum JlyueHko

PykoBOOWTENE OTAENS
BanWOaUMK W KapTUpOBaHMA

Bonee 15 NeT onkuiTa B cipepe
MPOMBILUNEHHON dapMaUmrK,
XpaHeHWR U TPAHCNoPTHUPOBEN
NexapCTEEHHBX NPpEenapaTos

Hac Has3kEaM «mooU-TPUOoDE S,
8 Mbi MpOCIMo MobUM Ce0é 0eno



Hawm ycnyrum

KapTupoBaHue cknapa

Banupauna dapmaleBTU4eCKOro
ckKnaga

KapTupoBaHue TpaHcnopTa

ApeH[ia norrepoB TeMnepaTypbl

TeMneparypHoe
KapTupoBaHue antek

Tex. noanep>xkKa obopynoBaHus
Wireless Sensor Tags

JInueHsnpoBaHue
chapmaLeBTU4ECKON
neAaTenbHOCTIU

MOHUTOPUHI TeMnepaTypbl U BNaXKHOCTU




CToMMOCTb KapTUpOBaHUA

400 py6. (1 kB. M)

obuwasa nnowanb
KapTUpOoBaHUS
no 250 kB. M.

296 py6. (1 kB. M)

obwaa nnowanb
KapTupoBaHus
oT 250 KB. M.

120 py6. (1 kB. M)

obuwas nnowanb
KapTupoBaHus
ot 1000 kB. M.




Halwun Kencol

KoMmnauua: 000 «Onbrop»
¢apmau,eBTV|quKa;| KOMIMNaHUA

3apauva: el
MOHUTOPUHI TEPMOPEXUMa CKiaaa npoayKLUn. |

PeweHue:
YcTaHoBka cuctemMbl MOHUTOPUHra WST. "

UTor:

PaboTbl NpoBeaeHbl B KOPOTKNE CPOKM
N C HEDONbLUMM BHOO)KETOM, KIMMEHT
pPaboTon CUCTEMbI OOBOJIEH. R




Halwun Kencol

KoMmnauuma: 000 «3ntTa»
[lponsBoguTens TepMonadbuibHoOu NpPoaAyKLUUn

3apava:

TepMokapTpoBaHue cKNnagckux 1 NPon3BoOACTBEHHbIX
NOMELLIEHNI Nepen NPOBEPKON.

PeweHue:
[TpoBeneHne TEPMOKapPTUPOBaHUS.

UTor:
PaboTbl NpoBeaeHbl B TpebyemMble CPOKWN,
KJIMEHT NpoLLen NpoBepKy 6e3 3ameyaHuiA.




Halwun Kencol

KoMmnaHua: 000 «KceanMen»
[lponsBoguTens TepMonadbuibHoOu NpPoaAyKLUUn

3apava:
[logrotToBKa HOBOIro hapmMaueBTUYECKOro
cKnaga ons nosy4YeHns nUUeH3nu.

PewweHue:

[lpoBeneHne TepMOKapTUPOBaHUSA, KBanudukauum
XoniognnbHoOro obopynoBaHus, yCTaHOBKa
CUCTEMbI MOHUTOPWHIA.

UTor:

PaboTbl NpoBeaeHbl B Tpebyemble CPOKU, KITMEHT
NONYyYUN NNLEH3UIKO, NMPOBEPKY NPOLLEN

6e3 3amevaHu.
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CepTudukartbl KavyecrTBa
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ATTECTAT
BbIJIJaH KOMITAHUH

Prologger

MHH : 231298480675

anpec : ya. boasmoi CasBHHCKHH NEpEyIoK ,
a. 11, BLl CasBuHCcKHii

YAOCTOBEPAET, 4TO Jiorrepnl iButton -
ONTHMAJIbHBIC BICOKOTOYHBIC H3MECPHTE/IbHbLIC
YCTPOMCTBA JUISA NPOBEJACHHUSA TEMIIEPATYPHOIO |

KapTHPOBAHUS M BaJIWIALIHH.

T “anie" -J- 8

»
-
~/
-

¥ .
3= D)

Hayswo-mexwuveckas aadopamopus “InHn"

www.elin.ru

Aapec ans nepenuckie 111397 Mocksa, a'n 54, 2 OD0 «HTJIxDaHue
Tea: +7(909) 694.95.87, +7 (916) 389-18-61
Texmwmeckas noanepasa: +7 (985) 043-82-51
Hiveprer: www elinm, e-mail: mbosicclinrm

000 «Hayyno-mexnuvecxan nabopamopus «3nexmponnsie Hucmpymesmsi» (000 «HT/ «3nMis)
sensemca pazpabomyuxom u npoussodumenem «Komnnexcos usmepumensibix WST Pesusops,
ebinycxaembix coznacno 4211-003- 755525306-17 TY
U exmovenHbix 8 Mocydapcmeennsil peecmp cpedcme usmepenul P® nod womepom 70433-18
Ha OCHOBaHUU

Ceudemenscmea 06 ymeepxdesuu muna cpedema uamepanuil RU.C 32.004 A No 63099 om 07 03 20182, |

CEPTUOUKAT

HACTORLMM YAOCTOBEPRETCR, UTO
HumuyeHko Bnagumup Bnagumuposuy

npowen obyyeHue Ha Temy

«Paboma c xomnnexcom usmepumensHeim WST Peeusop, npedwasnavesusim ons
8LINONHEHUR Pabom NO OUeHKE COOMEEMCMEUN MPOMBILNEHHOU NMPodyxuuy u npodyxuuy dpyaux
8UODS, 8 MaKKe UHbIX 0OBEKMOS YCMaHoBNeHHLIM 3axoHodamenscmeom Pocculickol Pedepayuu
obrzamensHbiM MPeGOBaHUAM, & MOM YUCNEe asMOMAaMUIUPOSEHHOZ0 KOMMPONS napamempoe
MUKDOKITUMAma 6 Npou3eodcmeeHHsLIX noMmewerunx, nabopamopusix, cxnadax u xonodunbHbIx
Kamepax apMaueemuieckux U MeGUYUNCKUX yIpex0eHuls.

Mo nporpamme:

Modzomoeaxa xomnnexca WSTR K UCNONLI0EAHWIO NO HAIHEYEHWO, 68 M.Y. NOPACOK 6e0da
KOMII/IOKCE 8 SKCyamayuio, 0CoBeHHOCTIU NOGKMOYEHUR Me208 K MeHedxepy, NodKmoveHue
mexedwxepa WST-ETM.

Opeanusayus cucmenm monumopurza WST wa 6aze xomnnexca(-oe) WSTR

Hcnonsaoeanue seb-cepsuca WST_WebUl npu skcnnyamayuu cucmem WST, & mu
Hacmpouxa (yHKUUOHUDOBAHUS MeHEeOXepos U mMe208, & MOM Yucne OnR Pacceiiky
yeeooMumensHbix CoobLeHu

Memodura nosepku xomnnexca WSTR.

Jara peiaaan: «20» centabps 2018 r,
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DapmauesTuyeckan KOMNaHuA
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MuHuctepcteo OG0pPOHLI
CanutapHas 4actb B Mockee
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mLDBGER

OcTraBbTe 3a8BKY U Mbl NpeaocTaBuM
BaM becnnarHbiM Bbie3sa cneuvanucra
M NepPBUYHYI0 KOHCYNbTAaLMIO.

3 (499) 229-77-11
prologger.ru

119435 , MockBa, 3aropogHoe wocce, a.1, kopnyc 2, cTp. 7



