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Biologische Heitmittel Fleel GmbH

Baden-Bader, Germany
QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product: ENGYSTOLS, tablets Ne 50 in containers
Inogyreuis: EHITCTOJI, Tabnerrcn NeS0 y ronreiinepax
Bateh No: 04564 Batel quantity produced in total (packs): 25804
Hontep cepii: 04564 Kineriers nponyxnii s copii (ymaxosox): 25804
Manufacture Date 05/12/2023 Registration license number: UA/2053/02/01 validity period unlimited
Hata supoGuunTEA: 05/12/2023 Honep pecerpaniiinoro mocelyuenss: UA/2053/02/01 Tepntin aif Heofnexenyii
Expiry date: 11/2028 Country of origin: Germany
Tepmin npuaaTrocTi: 11/2028 Kpa¥ua moxopxenss; Hineuunna
Testing point/ Specification / Resulis / Control methods/
Horaznurn sracmi Creunizarin Pezpasmani Memadu xonmpomo
Description Circular, planar tableis with facet, Corresponds QCM, It. 1,visually
Omise Xpyrai nuwocki Tabneriy 3 dackoro. Binnosiaae MK, n.l, Bisyanbio
Odour Odorless io slightly sweet. Odourless QCM, It. 2, Ph. Eur, 2.3.4
3amax Be3 3anaxy 10 3/16rKa CONOAKYBATOrG. Kes samaxy. MK, n.2, Epp.P. 2.3.4
Colour White {o yellow-white. White QCM, IL3, visually.
Koaip Bin dinoro no monTo-Ginore. BEinuit, MICH, 1. 3, sisyaanno.
Average weight 301,5 mg £ 5% 3014 mg. QCM, It. 4, Ph. Eur, 2.9.5
Cepegus maca 301,5 Mr+5% 3014 mr. MK, 1. 4, €ap.d. 2,95
Uniformity of the mass Must correspond to Ph, Eur, Corresponds QCM, It. 5, Ph. Eur, 2.9.5
Onnopinnicrs macu Mae signosigaTn €sp. @, Bianosigae M, n. 5, Epp.D,2.9.5
Disintegration time Max, 15 min, I minutes, QCM, It. 6, Ph. Eur. 2.9.1
Poanananus Maxe. 15 xb. 1 xamamHH, MIA, n. 6, Esp.$.2.9.1
Friability Max. 1,0 %. 04% QCM, It, 7, Phi. Bur. 2.9.7
Crupaniers Mare. 1,0%. 04 % MI{H, n. 7, €sp.P. 2,9.7
Hardness 30-70 N, 41N QCM, 1t. 8, Ph, Eur. 2.9.8
Criiikicrs o 30-70 H. 41 H MK, n. 8, €up. @, 2.9.8
03RABRIOBANHA
Microbiologigal purity Ph. Eur. 5.1.4: QCM, It. 9, Ph. Eur. 2.6.12,
TAMC: max, 10* CFU/g, <10 CFUlg 2.6.13
TYMC: max. 10} CFU/fg. <10 CFU/g
Staphylocaceus aureus (in 1 g): absence, Corresponds
Psendomonas aeruginosa (in 1 g): absence, Corresponds
MixpeBienoriuga €sp. @, 5.1.4: MK, . 9, €ep.D. 2.6.12,
HIeTOTA TAMC: maxc. 10 KYO/r, 2.6.13
TYMC: maxe. 10! KVO/r., o0
Staphyloceceus aureus (& 1 r): BigcyTaicrs. / X
Psendomonss aeruginesa (r 1 r}k BilcyTHieTy '5

Site of manufacture: Biologische Heilmittel Heel GmbH, Dr.Reckeweg-Str. 2-

Manufacturing and guality control license number: DE_BW_01_MIA 2023 0

Bupobiua sinenuns: Bionoriwe Xaiiasmirrens Xeens T6X, H-p Pexes

Hoarep niessii na supobuiures 1a KeHTpOJI0 sikoeri: DE_BW_01_MIA, 2033

atey, HiMeuynua,

has been manufactured, meluding
packaging/labeling and quality control at the above mentioned recognized building in full compliance with GMP requirements of the lacal
regulatory authority and with specification in the marketing authorization of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. 8 ¥ y:;‘\

Lfuse st nidmsepdncyio, mo nacedena sutie ingopatanin £ cnpasareisoio ¥ mounoio. Cepin npenapay tr‘ﬂ'r?é?ﬁ:‘:‘aut‘ié\!l ,‘?;\moag: yucni
Ynakoaana i nepesipena, o Meyivox Hporedypr RONMPORIo TKOCHE 110 Ia3HaN el arnle eupabny i 8 noaniti %\ {Onoeni do
stisoz npaaiy Haneserol Bupobiunyol Hpawmine (GMP), aemanoeneniee Micyesise pezynas,
cidnagidneemi do cnenugixayii, nepedbaverux y Hivensit im aupobruymso Kpatin-innopn: {

nepedbaverim dnn docriducpeaitux nikapeskux 3ncatls, Hosgneimania cmocogno aupobu
nepeaipene, § Gyro ecthanooneno, we cona ionosidae cintozast Hanesenoi Bupobunvot Hpata

Name / IIB Verena Wieland / Bepena Benend

Signature / Migmne: [L{:@@M{

P'osition { Mlocapa: Quality Control Manager/ ¥noonosancenia acoba 3 Reitmponio axocmi
Date of release / Mlaa Bunyeiy cepif 5 TIPOOAsK: 17.01,2024
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