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ALFASIGMAY

Koutpoas casecTsa- coprudnkar unannsa M 201904001
Quality Gontro! - Certificete of analysts Nr: 201804001

| L1
Mpoayxr - Product |

copun mrlh amanuaa  Jlata npowrsoserna

. : Copen a0
®mokcym J200 anTa-Xa ME Baich Analysia date Expiry Date
FLUXUM 3200 LU -0.3 ML 20176 24/06/2019 012819 a1/2022
Moxmarenu Hopuu - Limits Enasoap: mmepenns Peasyasraru
Analysis M Make unit of measure Result
b i il | Mﬂl. Max.
Onkcanme (B | Mpospasman MHAKOCTH OT GecuBeTHON 40 CaeTNO-
| WenToro useTa CooTtmeTormysT
APPEARANCE Pre-fifled syringe containing a transperent fiquid colorlesa
to ight-yellow Comples
UbeTHocTh fonwen BLIASPXMEATE CPABHOHNS C FTRNOHOM
upeTHocTR BY4 CooTnercrayer
COLOR | || Solution must be not more intensively colored than BY4 Complies
5 | ; ; || !
NpoapavkocTs - | RonweH Suims npo3paYMbIM MNN ALepRMRATL
cpasxenie ¢ aTanohou | Coommercreyer
CLARITY OF THE SOLUTION Solution must be transparent or corresponds to etalon | Complies
pH 5.0 7.5 8.0
NoammuKocTs (MoTOROM renu-
anexTpodopess) ' ! Coornercrayer Cooraercrayer
ELECTOPHORESIS Complies to standard Complies
Cpeanan macca 4000 €000 ARNLTON 5450
AVERAGE MOLECULAR MASS 4000 8000 dalton 5450
Monoxynnpsan Macca < 3000 Da 30 % 26
MASS WEIGHT <3000 , 30 % 28
| | 1] ‘ ‘
Monexynapuan Macca ot 3009 ao 00b01 8% | eo % 57
MASS WEIGHT BETWEEN 3000-8000 50 60 % 67
Haanexaemuilt 0Gbom 03 MN 0.3
EXTRACTABLE VOLUME 0.3 mi 0.3
2nTH-Xa MKTUBHOCTS _. 90 110 % 92
ANTI-FACTOR XA ACTMTY | 980 110 % 1K 92,
Cnpnna»focru ! Aormet Guite crepunutbim Cdmmmuyw
STERILITY TEST Complies to Ph.Eur. g; Complies
ANOMANBHAR TOKCHYHOCTD Bonmxen Guirs ne ToxcHvinig : o
ABNORMAL TOXICITY Compfies to Ph.Eur W "
a 0 ph
Nots; &

APPROVED




ALFASIGMAY

Kontpoas xssecras- uprn{mmr anassa M 201904001

Quality dontm! - Oumchta mq. Nr: 201904001

l'lpo,qyin' = Product copum mm anaame  JiaTa npenssoscTRa Fonen go
®nsoxcym 3200 auti-Xa ME Baich Analysis Manufacturing date Explry Date
FLUXUM 3200 LU - 0.3 ML 20176 244062019 012019 01/2422
foxmarenu Hopass - Limits EaN8HLM HIMepenia Posyasram
. Analysis Mux Mauc unit of measure Result
| L] Min. Max.
BaKTSPHANLHbS SNACTORTHHG 0.01 Ed/anT-Xa ME <0.01
BACTERIAL ENDOTOXINS 0.01 EUN.U.aXa <0.01
MOXaHMVBCKME BINIOUSHMS RMAUMLIG Horoxun: oTeyreTeosams npu BMIYANLHOM KONTPONS Cooreercrayer
VISIBLE PARTICLES Abseant Complies
MexannupcKmMe BKMNIOYEHHA ngumnm
SUBVISIBLE PARTICLES |
CONTAMINATION“ PE E
YacTuust paamepom 210 mkm 6000 Kon-so/unpay 864
PARTICLES 2 10 pm 6000 n/syringa 854
HacTHub: pasuepom 225 MM 800 Kon-sohunpeay, 1
PARTICi.Es 225 um 600 n/syringa 1
i , .
| 1 i
| i !
i | i !
| { :
! | )
Note: l
Control Manaqer
Dr.C.Trezza |
APPROVED
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