b B Elu pu Jliku Ta KocmeTUKa 4.4., KonpusHuusa, XopBaTis
DenaprameHT KOHTPOJTIO AKOCTH

CEPTU®DIKAT AHAII3Y CEPII
No: 040000973303

Mponykr / ynakoeka / puHok : Adnokpem emonieHt / no 50 r/ YA

Cepis Ne : 24667030 Data supodnuutsa: 03.2020
Kop 12295 Tepmin npugaTtHocTi: 03.2024
KinbkicTb: 2.468 Wt

lMokasHUK Bumoru PesynbTat
30BHIlLHI BUNSA Ginuii, romoreHHuit kpem 6e3 CTOpOHHIX BKIIOYEHb sinnosigac
pH
45 55 5,0
IneHTnikaLis GeHsvnosoro cNMpTy XpOMBTOrpama 3paa ~ XpomaTorpami CTasgapTy
signosigae
BMicT GeH3UIoBoro cnvj
Ty 9,0 11,0 warfr 9,88
MicT Ge [+] T
Bui H3ANIOBOro CVPTY 90,0 1100 % 98,8
MIKPOBIONOF I4HA YACTOTA
3arasibHa KislbKicTb aepoBHUX MikpoopraHiamis (TAMC) + 3arasibHa KinbkicTb LBineBux/apoxxosux rpybis (TYMC)
He Oifblle 100 KOE/r <10
Staphylococcus aureus B 0,51 Biacy THi BificyTHICTD
Escherichiacolis 0.6 r ElOCyTHI BiCyTHICTE
Pseudomonas aeruginosas 0.51 BiaCyTHi siACYTHICTS
Candidaalbicansp0.5r sincyTH BIACYTHICTb

BucHosok: Lium niarsepmkyemo, WO 3a3HaueHa iHdopMallis € goctosipHoio | TouHoto. Lis cepis npoaykTy bysia 3pobneHa, Bkioyaloum
YNakoBKy Ta NepeBipKy AKOCTi, Ha BUILEBKa3aHOMY BUPOBHUYOMY MalinaHumKy B NOBHI BignosigHocTi fo Bumor GMP Ta creupdikauii Ta
HOPM peecTpaLjitHoro nocsiA4eHHA KpaiHu imnopTepa. YnakoBka cepii Ta pesynbTatu aHanisy 6ynu nepesipeHi Ta BU3HaHi BianosigHUMI
BuMoramu GMP.

BunyuweHo: TAMAPA TETEU, Mdbapm,YHre M.
YnosHoBaxeHa ocoba
Lleit AOKYMEHT MICTUTb ENIEKTPOHHWIA RIZRKC. 02.04.2020
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B E l u p 0 Pharmaceuticals and Cosmetics Inc., Koprivnica, Croatia
Quality Control Department

BATCH CERTIFICATE
No. 040000973303

Product/packing/market: Aflokrem emollient/4a 50 g/ UA
Batch No 1 24667030 Manuf. date : 03.2020

Code 12295 Expiry date : 03.2024
Quantity : 2.468 pcs

Test Requirement Result
Appearance white, smooth and homogeneous cream without clots
and foreign matter
complies
pH
4.5 55 5,0
Identification of benzyl alcohol Rt (sample) = Rt (standard)
complies
Content of benzy! alcohol
9,0 11,0 mg/g 9,88
Content of benzyl alcohol
90,0 110,0 % 98,8
MICROBIOLOGICAL PURITY
Total aerobic microbial count (TAMC) +
total combined yeasts/moulds count (TYMC)
not more than 100 cfu/g <10
Staphylococcus aureus in 0,5g absence
absence
Escherichia coli in 0,59 absence
absence
Pseudomonas aeruginosa in 0,59 absence
absence
Candida albicans in 0,5g absence
absence

| hereby certify that the above information is authentic and accurate.

This batch of product has been produced and released at the above mentioned site in full compliance with the GMP requirements

and with the specifications in the Marketing Authorisation of the importing country.
The batch records were reviewed and found to be in compliance with GMP.

Released by: TAMARA TETEC, MPharm. Univ. Master
Qualified Person
This document contains e-signature. 02.04.2020
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