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Pharmaceuticals and Cosmetics, Inc.,
Ulica Danica 3, 48 000 Koprivnica, Croatia
bBeayno, 7KK T2 KOCMETHER, 1.1.,

eyn. Maniua 5, 42000 Konpuprnus, Xopsaris

QUALITY CONTROL DEPARTMENT

OTAEN KOHTPOJLI KAYECTRA

BATCH CERTIFICATE
CEPTHOHUKAT KAUECTBA CEPHU
Product name: AFLODERM, cream, 0,5 mg/g 20 g in tube Nel  Manufacturing date; 03.2020
Haumvenosanke npoaykra: A®OJIOIEPM, kpeu, 0,53 Mr/T, 20 r y Tv8i Nel Hata npouzsoacTea: (5.2020
Batch No: 23072050 Expire date: 05.2023
Cepus Ne: 23072050 I"oxen no: 05.2023
Quantity: 9947 pesa'20 ¢ Crpannna | w3 2
KoaduecTso: 9.947 yn. no 20 r
Marketing Authorization in Ukraine: UA/11379/01/01 valid till 09.02.2021
Peructpanoryoe yioctosepense B Yrpaune: UA/11379/01/01 geficrayer no 09.02.2021
Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020
3axmoueHHe NoATBep K AcHNs cepTruxaTa GMP: Ne 259/2020/C-644 o1 23.07.2020
Manufacturing authorization: Ne381-10-05/162-17-16
Junen3ua =a ripoussofcTeo: Ne3§1-10-05/162-17-16
Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia
[TpouseonuTens: Benymo, nexkapersa i KOCMETHKa, A4, XOPBaTHs
Manufacturing site: Ulica Danica 3, 48 000 Koprivnica, Croatia
Anpec npoussoacTea: Byl [aniua 3, 48000 Konpusruws, Xopsaris
PARAMETERS REQUIREMENTS RESULTS
APAMETPBI TPEBOBAHIS PE3YJBTATHI
APPEARANCE White homogenous cream. Complies
CITMCAHHE Densii roMorCHHEBIH KpeM, CootseTcrayer
FILLING MASS Average filling mass is not less of declared mass. Individual 206¢
filling mass differ from average filling mass by no more than -1,1 %to2,1 %
=10 %.
MACCA COAEPHIMOTIO Cpeauas Macca HaNOJIHSH!A TyD HE MCHES 3a3B/ICHROTO 206
roauyecTsa. MunnpnayaTeEas Macca HaOIHCHER TYGRL -L1%a02.1%
MOFKET OTIHHaThCA OT CPEAHETO 3HACHHA He Boiee deM Ha
+10%.
PARTICLE SIZE 99 % of particie < 60 pm 100 %
100 % of particle < 120 um 180 %
PA3MEP YACTHI] 99 % wactun < 60MrM 100 %
100 % gacran < [20mxM 100 %
pH 40-33 4,5
IDENTIFICATION OF Retention time of main peak in the chromatogram obtzained Complies
ALCLOMETASONE DIPROPIONATE with sample solution corresponds to retention time of the
(HPLC) alclometasone dipropionate peak in the chromatogram
obtained with standard solution.
WIAEHTHOUKALIMA Bpessa yaepuBanyus GCHOBHOIC HHKA HA XPOMATOrpamme Coortsercrayer
AJTKIIOMETA30OHA JHUMPONKHOHATA HCOBITYEMOro pacTROPa A0UDKHC COOTRETCTBORATE BPEMEHH
(B3XX) YASPKHBAHHA MHKA ATKIOMETA3OHA JHIIPOIHORATE Ha
XPOMATOIPAMME CTAHASPTHOTO PACTROPE.
IDENTIFICATION OF Size and position of the principal spot in the chromatogram Complies
ALCLOMETASONE DIPROPIONATE obtained with sample solution corresponds to that obtained
(TLC) with the standard solution.
HAERTHOHKAIIMA Pasmep  TIOAOMKEHIE OCHOBHOTO TIATHA Ha XPOMATOTPAMME CootreteTRYET
AJIKIEOMETA3OHA JUINPOITAOHATA HCTBITYEMOTO PACTBODE NOMKHEl COOTBETCTROBATE PA3MEpY
(TCX) H [I0TOMCHUIO TTHTHA Ha XPOMATOTPAMME CTaHAAPTHOTO
pacTBopa.
IDENTIFICATION OF CHLOROCRESOL Retention time of peak of chlorocresol in the chromatogram Complies
obtained with sample solution corresponds to retention time
of chlorocresol peak in the chromatogram obtained with
standard solution,
HAEHTHOHUKALIMS XTOPKPEZQOTA Bpems yaepKHBaHMS MHEA XIOPKPE30/Ia Ha XPOMATOIPaMME CoorpeTcTayer

HCTIBITYEMOrO PAcTBOPA AO/KED COOTBETCTBOBATL BPEMEHH
VACPKHBIHHS [1HKE XIOPKPE30/a Ha XPOMATOrPaMMe
CTAHMAPTHOTO PACTBOPA
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Pharmaceuticals and Cosmetics. Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 5, 48 000 Koprivnica, Croatia
Beayno, JiKH T2 KOCMETHER, 4.,
Byl jlzniza 5, 48000 Konpusuung, Xopsatis

OTAENT KOHTPOJIA KAHECTBA

BATCH CERTIFICATE
CEPTUOHUKAT KAYECTBA CEPHHA
Product name: AFLODERM, cream, 0,5 mg/g 20 g in tube Nel  Manufacturing date: (3.2020
Haumenosasue npoaykra: AGJIOHAEPM, xpem, 0,5 mr/r, 20 ry 1y6i Nel  JlaTa mpoH3BOACTEA: 05.2020
Batch No: 25072050 Expire date: 05.2023
Cepus Ne: 25072030 Tozex nc: 05.2023
Crpanuua 2 n3 2
PARAMETERS REQUIREMENTS ' RESULTS
TTAPAMETPLI TPEGOBAHNA PE3YJILTATDHI
RELATED SUBSTANCES 1 6a-methylprednisolone dipropionate — not more than 1.0% 0,139 %
Alclometasone 2-brom- 17.21-dipropionate — not more than 0.158 %
1.0%
Any single unknown impurity — not more than 0.5% 0.061 %
Sum of all unknown impurities — not more than 2,0% 0,061 %
Sum of all impurities — not more than 3,0% (.358 %
TTOCTOPOHHUME IMPUMECH 1 6a-MeTHANPEAHH30IOH IUNPOTHORAT — He Bones 1,0% 0,139 %
Aaxnomerasen 2-6pom-17,21-aunponuonar — e Sonee 1,0% 0,158 %
JlzoBan enuHyiHAg HELICHTHOUIHPOBAHHAS NPHMECH — HC 0.061 %
Honee 0,5%
CyMMa BCEX HEHASHTH(IHIIMPOBAKHLIX IpHMecei — e fozes 0.061 %
2.0%
Cyania Boex nipuvecedi — He Sonee 3.0 % (3.358 %
CONTENT OF | 1 gof cream contains 0,475 — 0,525 mg alclometasone 0,495 mg
ALCLOMETASONE dipropionate, ie. 93.0 ~ 105,0 % of the declared content. 65.0 %
DIPROPIONATE
KOJIMYECTBEHHOE i r kpema conepiuT 0,475 — 0,525 MT ATKIOMETA30HE 0,495 mr
OIIPEAENEHHUE aunponuonars, T.2. 93,0 — 1035,0 % ot 3agsicHHOTO 99.0 %
ANKITOMETA3Z0OHA KOAHISCTRA
JANPOIIMOHATA
CONTENT OF CHILOROCRESOL 1 g of cream contains 0.90 — 1,10 mg of chlorocresol, 0.994 mg
i.e. 50.0—110,0 % of the declared content. 994 %
KOIMWYECTBEHHOLE 1 r xkpema cozepxut 0,90 — 1,10 Mr xa10prpesona. 0,994 ur
QUIPEAENEINAE XJTOPKPE3IQJIA T.¢. 90,0 - 110,0 % ot 3aABISHHOI0 KOIHUSCTRA 294 %
MICROBIOLOGICAL PURITY TAMC: 10° CFU/g <10
TYMC: 10! CFU/g <10
Staphviococcus aureus in | g - absence Absence
Pseudomonas aeruginosa in 1 g - absence Absence
MHUKPOEHOJIONAYECKAA TAMC: 10° KOE/r : <10
UHCTOTA TYMC: 10' KOE/T <10
Staphylococcus aureus B 1 © - OTCYTCTBYCT OtcyTeTRYET
Pseudomonas aeruginosa B 1 T - OTCYTCIBYET QreyrcTByeT

Conelusion: 1 hereby certify that the above information is authentic and accurate. This batch of product has been produced, including
packaging, labeling and quality control, and released at the above mentioned site in full compliance with the GMP requirements and
with the specifications in the Marketing Authorization of the importing country. The batch record was reviewed and found to be in
compliance with GMP.

Saxmouckne: HacTOAIUA NOITBEPKIAEM, UTO BHINCYKA3AHHAA MEQOPMAIMS SBIACTCS AOCTOBEPHOH M TOWHOH. [anuas cepus
npoaykTa Oblfa MPOW3BCACHA, BETIONA# YUAKOBKY, MAPKMPOBKY M TIPOBEPKY XadecTea, K BINYILCHZ HA BRILICYKA3AHHOH
ItPOM3BOACTBEHHOM MIOWATKE B MOMHOM COOTBETCTBHN ¢ Tpefosamuami GMP n HopMamu CeUdpUKALHY PErHCTPALHOEHOTO
¥a0CTOBEpeHUS CTPANb! HMTOpTepa. [IpoToX0 Ha cepHio GUI NPOBCHEN 1 IPHIHAH COOTBETCIBYIONIMM tpeboeannam GMP,

Qualified Person: _ il :
I. Kaltié, M.Sc.Spec. ;ﬁ;.;?ig';ﬁ Vg
VTI0AH0MOUSHHOE JIHLO! / .@w‘ﬁ&,.gm_g s
W Kamrud, Mp.cil. criell

Date:  19.03.2020
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JIEPXKJIIKCITYKBA YKPATHA
TEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHiBCBKIN OBJACTI

npocnekT Banepis Jlobanosckkoro, 51, m. Kuis, 03110, Ten/taxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
NPO SIKICTh BBE3€HOTr0 B Y KpalHy JIiKapchKOro 3acody

17.08.2020 Ne 39218/20/10

ADJJIOJAEPM
(HaiiMeHyBaHHA Nikapcekoro 3aco0y 3rifHO 3 peecTpallitHUM ITOCBiIYeHHAM)
kpem, 0,5 mr/r; mo 20 r y Ty6i; mo 1 Tydi y kaproHHiil magui
({popmMa BHNYyCKY, AO3YBaHHH, B [AKYBAHHA JiKapCEKOro 3acoby)

Homep peectpauitinoro nocsiggenns UA/11379/01/01 cpox aii peectpauiitnoro nocsimuenns 09.02.2021
Cepis mikapcekoro 3acoy Ne 25072050 Kinekicts BBE3eHOrO0 nikapcekoro 3acoby 2000

BupoGuuk Benyrio, ik Ta KOCMETHKA JI./1., XOpBaTis
(nafiMeHyBaHHs BUPOOHHKA TiKapCRKOTO 3ac00y, KpaiHa MOXO0MKeHH )

BreseHo B Vipainy CuinbHe yKpalHCBKO0-€CTOHCHKe NiANpHeMcTBO ¥ dopMmi ToBapHCcTBa

3 o0MexkeHo1o BitnoBigansnicTio "Onrima-Papm, JIT/", inent. xon:
21642228
(HaliMeHyBaHHA Ta koA 3a €/IPTIOY ropuauyHoi ocodn abo npissuue, iM'a, no Sarekosi GiznaHoi

0cOBH - TAMPHEMILA, 1T Miclle TPOKHBAHHS TA peecTpauiiinui HoMep 00IKOBOT KADTKH ILIaTHHKA
noAaTKiB ab0o cepis Ta HOMEp nacnopTa)

TIpoTokoa Bizyannuoro xoutpono six 06.08.2020 Ne 2509/1.

3a pesyNbTaTaMH JIepKaRHOTO KOHTPOINK) BCTAaHOBNEHO, MO Jikapchkuii 3aci0 Bmeseno B VYkpalny 3
A0OTPpHMA 3aKOHOABCTERA INOMO 3a0e3medeH s SKOCT] JIiKapChKUX 3aco0iB.
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