CERTIFICATE OF AMNALYSIS MNO:  LH000H4Y
LOT Nk 18033
COMMODITY: Lactose-PP 200 Mesh , pharmaceutical grade

[TEM MNO: 35S
MANUFACTURING DATE:  20.06.2018 EXPIRATION DATE: 19062021

Specification; mim. 29.8% Lactoae-monchydrate - white, crysialline, edourless powder
- Mo selvents, lisied in the ICH Q3C Guideline are used in our manufacturing process.

Physical-chemical tesis Method Limit Hesult
= appearance of powder white white
= clany of sodutinn Usp 41 /P17 clear clear
- cilor of solution (extinction 400 nm) LSP 41 P 17 = 0,04 0, M8
- protein and light-absodbing impuritics
extinction (210 « 220) nm USP 41 /PhBur %/ JF 17 =025 43
extinction (270 - 300} mm USSP 41/ PhEur, 2717 =007 0,003
- acidity ar alkalinigy (ml 0] M NaOH) USP 4] /Ph.Eur. 37 JP 17 = D4 ml 0.2 mi
- specilic rolatien [cal. on anhydrowes basis) USF AL/ Ph.Eur, 97 JF 17 +54 47 - +55,9° + 550 °
- pespdue on ignition ¢ sulfated ash USF41 /PhEur %7 JP 17 =00 % 0,03 %
- loss an doang ISP 41/ PhEur, 27 IF 17T 20.5% D11 %
- water n. Karl Fischer 4,5-5,5% 51 %
- pH 100 % solution JR5S 447
- pamicle size <A pm TR Y (En0aiow |[<90pm 92,0% [0z
= todal plate conenl CASO-Agar, MCH42h = [0vg = %
= coli<lest LST-Bouillon, 36°CE4ER - negative’g negative’g
- enterobacteriaceas WRBD-Agar, 17°C/24h negative’sg negative’g
- moulds YGC-Agar, 25705 max 1{Kg = livg
- wEasts WG Agar, 25°C/5d max 1ivg = liNg
External tesly last results: Lot 15823 prod. on: 07052018
- heavy metals: - Pb, As, Cd, Mi, Ca, ¥V EustEiase £ 05 ppm
- HR Dmect Mooy hualaer 5 .,5 Fpﬂ'l
- aflatoxin M1 § 6d LFGB = 0,05 ppb
- polychlommated biphenyls [DF 75C; 1991 corresponds to peliutant mazimem quaniities
- pesticide IOF 75 199) corresponds o residue maximum quantities
- E. cali i 64 LFGH < 11,1 ig (MPMN)
- Listenia monccytogenss ¢ salmoncllae L 64 LFGA not detected in 252
= Biacillus cercus E 64 LFGB = TlWvg
- coapulase-positive staphylococous E64 LFGB nol detected in Ig
- Clostrndium perfringens E6d LFGB = [ivg
- sulphite reducing anacrobic spore fonners VDLUFA MTiE4 = 0,3 g (MPN)
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