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Pharmaceuticals and Cosmetics, Inc..
Ulica Danica 3, 4% 000 Koprivnica, Croatia
BEJIVTIO, mixy Ta KOCMETHKE, 1.A..

sy Jlanina 3, 48000 Konpusnuug, Xopeariz

QUALITY CONTROL DEPARTMENT

OTIEJI KOHTPOJLI KAYECTBA

BATCH CERTIFICATE

CEPTHOHUKAT KAYECTBA CEPHM

Product name: AFLODERM, ointment 0,5 mg/g, 20 g in tube Nel Manufacturing date:  08.2019
Haumenosanue npoxyrra: AGIOIEPM, mask 0,5 Mr/r, no 20 ¢y Ty6i Nel Hata npouszepoacrtea:  08.2019
Batch No: 23295089 Expire date: 08.2022
Cepus No: 23295089 Tomex no: 08,2022
Quantity: 8. 754pesa'20g Crpanmua I w3 2

KonwgecTro: 9.754 yn. no 20T

Marketing Authorization in Ukraine: UA/11379/02/01 valid till 13.01.2021

Perucrpauncnuoe yaocTosepenne B Yrpaune: UA/11379/02/01 nelictayer o 13.01.2021

Conclusion of confirmation GMP: Ne 259/2020/C-644 from 23.07.2020

3armoueHue NOATBEp K IeHNA cepruduxata GMP: Ne 259/2020/C-644 ot 23.07.2020

Manufacturing authorization; Ne381-10-05/162-17-16

JluieHsns Ha npou3eoncTso: Ne381-10-05/162-17-16

Manufacturer: Belupo, pharmaceuticals and cosmetics, Inc., Croatia

Tpcuseoantes: Belnyno, TekapeTBa H KOCMETHEA, f1.1., XOPRaTHd

Manufacturing site: Ulica Danica 5, 48 000 Koprivnica, Croatia

Anpec npoussoacTea: Byn. Jlaniua 5, 48000 Konpusrunsg, Xopsatis

PARAMETERS REQUIREMENTS RESULTS
MAPAMETPGI TPEBOBAHUS PE3YJIBTATBI

APPEARANCE Celourless to light yellow homogenous cintment without foreign Complies
matters.

OITMCAHHE Tomorennas Masb 0T GECLBETHOIO 10 CBETI0-EIITOI0 HBeTa 83 CooTeeTcrayer
MOCTOPOUHUX BRIKOUCHUH.

FILLING MASS The average filling mass per tube is not less than the declared 207¢
content, Individual filling mass does not differ from the average -1.3..3,0%
filling mass for more than 10 %,

MACCA COIEPXKUMOIC Cpeanss mMacca HaNoMHeHRT TYD e Menee 3a9BCHEOr0 20,7 r
kou4ecTBa. MHANBHIYANEHAY MACCA HAMOTHCHHS TYOB! MOKET -1,3..3,0%
OTIIMHYATECA QT CPCAHEro 3HaueHMs He Sonee veM Ha + 10%

PARTICLE SiZE Not more than 60 pm <60 pm

PAIMEP YACTHLL He Soace 60 MxM < 60 mrm

pH 5,5-6,5 5.8

IBENTIFICATION OF Retention time of main peak in the chromatogram obtained with Complies

ALCLOMETASONE  DIPROPIONATE | sample solution corresponds to retention time of the

(HPLC) alciometasone dipropionate peak in the chromatogram obtained
with standard solution.

WIABHTHOUKALIFS Bpeys yiepHBaHHS OCHOBHOTO [THKE HA XPOMATOTPAMME CooTBeTeTRYET

AJIKIIOMETA30OHA HCIBITYEMOrO PACTROPA JIGKHO COOTBETCTEORATE BDEMCHH

JTHIPONHOHATA (B3HX) YACPAHBALHA [THKE A71KIOMSTa30Ha MNNPONHONATA Ha
XPOMATOTpaMMe CTAHJIAPTHOTO PacTROpa.

IDENTIFICATION OF Size and position of the principal spot in the chromatogram Complies

ALCLOMETASONE DIPROPIONATE obtained with sample solution comresponds to that obtained with

(TLC) the standard solution.

WAEHTHOHKALTMSA PazMep H NON0KEHHE CCHOBHOTO NISTHA HA XPOMATOIPAMME Cootsercrayer

AJIKIIOMETA3OHA HCTIBITYEMOTO PACTBOPA A0/KHD] COOTBETCTBOBATEL PAIMEDY U

JHITPOTIMOHATA {TCX) 0I0KCHHIO NATHA HA XPOMATOTPAMME CTRHAAPTHOIO PACTEOPA

RELATED SUBSTANCES l6a-methylprednisolone dipropionate — not more than 1,0% 0339 %
Alclometasone 2-Br-17,21-dipropionate — not more than 1,0% 0.188 %
Any single unknown impurity — not more than 0.5% <LOQ*
Sum of all unknown impurities — not more than 2.0% <LOQ*
Sum of all impurities —not more than 3,0% 0.527 %

HNOCTOPOHHUE NPUMECH | 6a-MeTHANPEIHA300H AUTpoTHOHAT — He Sonee 1,0% 0.339 %
Angnomerazon 2-Br-17,21-amnponuonar — xe Sonee 1.0% 0,188 %
Jhobas neunertudHUHpOBaHHEAS NpHMecE ~ Be Gonee 0,5% <LOQ*
CyMma scex HeuaACNTHOHUHPOBAHHEIX IpuMecel — He Gonee < LOQ*
2.0%

Cymma Beex npeneceii — ue Sojiee 3.0 % 0.52/4
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Pharmaceuticals and Cosmetics, Inc., QUALITY CONTROL DEPARTMENT

Ulica Danica 3. 48 000 Koprivnica, Croatia
BEJIVIIO, nixd Ta KOCMETHKS, A.4.,
gy Janiua 5, 48000 Konpupsuns, Xopsatisa

OTOEN KOHTPOJI KAYECTBA

BATCH CERTIFICATE
CEPTUO®UKAT KAYECTBA CEPHUU
Product name: AFLODERM, ointment 0,5 mg/g, 20 g in tube Nel Manufacturing date: 08.2019
Hauvenosanue npoaykra: ADJIOIEPM, mass 0,5 mr/T, no 20 ry ydi Nel Jara npouseonctea:  08.2019
Batch No: 23295089 Expire date: 08.2022
Cepua Ne: 23295089 Tomen xo: 08.2022
Crparnta 2 w3 2
PARAMETERS REQUIREMENTS RESULTS
HNAPAMETPLI TPEBOBAHUA PE3VJILTATDI
CONTENT OF 1 g of ointment contain 0,496 mg/g
ALCLOMETASONE 0,475 — 0,525 mg alclometasone dipropionatc, 99.2 %
DIPROPIONATE i.e. 95,0 —103,0 % of the declared content
KOMHMYECTBREHHOE 1 T M334 COJSRHT 0.496 my/r
QIPEJAEAEHHE 0,475 — 0,523 Mr aANKNOMETA30HA JUITPOITHOHATA, 99.2 %
ATKJIOMETAZOHA T.2. 95,0 - 105,0 % 0T 3a%BACHHOTO KOMMYECTHA
JIUTIPOITHOHATA
MICROBIOLOGICAL PURITY TAMC:10% cfu/g <10
MHEKPOBHOJIOTUYECKAS TYMC: 10 cfulg <10
YHCTOTA Staphylococcus aureus in 1 g: absence Absence
Pseudomonas aeruginosa in 1 g absence Absence
TAMC:10° KOE/r <10
TYMC: 10' KOE/r <10
Staphylococcus aurens B 1 1 OTCYTCTBYCT OTCYTCTBYCT
Pseudomonas aeruginosa 8 1 v; 0TCYTCIBYET Oreyresyer

* LOQ — apelen KOAHUECTBEHHOTO ONIPCACICHMA

Conclusion: 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 imperting country. The batch record was reviewed and found to be in
compliance with GMP., :

3akmouenue: HACTOAIMM NOITESPAKAACM, UTO BBIIEYKa3aHHad uHGOpMALWA ABAKETCA nocroseproil ¥ TouHoH. [amuas cepus
npoAyKTZ OLIIA NPOW3BEICHA, BKMOWAA YIAKOBKY. MAPKHPOBKY # [DOBUPKY KadeCTsa, M BhUIVILEHA HA BbIICYKA3aHHOH
NpPOUZBOACTRCHHOH TIOMAIKE B NOJHOM COOTBETCTENM ¢ TpeboparmaMu GMP 1 HopMaMu creIu(GUKAMHE perdcCTPalMoHHOro
YAOCTOBEPEHMA CTpaHsl nmilopTepa. [Iporeko Ha cepuio ObLI IPOBEPEH U TIPH3HAH COOTBETCTBYIOMKM TPeGOBAHHIM GMP.

Qualified Person:

I. Kalgié, M.Sc.Spec.

Y ITONnHOMOUSHHOES JIHIL0:
V. Kamanu, Mp.CLL crner,
Date: 09.09.2019
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JEPKIIKCIYXBA YKPATHA
JEPKABHA CJIYKBA 3 JIIKAPCBKI{IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npocnekt Banepis Jlo6anorcekoro, 51, m. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
NPO SIKiCTHL BBE3€HOro B YKpaiHy JikapesKoro 3acofy

17.08.2020 Ne 39219/20/10

ADJOAEPM

(nalimenyBanms nikapcrkoro 3acoBy 3riHO 3 PeeCTPALiiHEM MOCBIT9CHHAM)
ma3b 0,5 mr/r mo 20 r y Ty6i; mo 1 Ty6i y kapronniii mauni

((popma sumycky, Mo3yBaHHs, BUA NAKYRaHHS TiKapCHLKOTO 3ac00Y)

Homep peectpauiitaoro nocsiguenns UA/11379/02/01 crpox xii peecrpauiiinoro nocsimerns 13.01.2021

Cepia mikapcekoro 3acoly Ne 23295089 KinbkicTs BBe3eHOTO NiKapcskoro 3acoby 2000
BupoGHHK benymo, miku Ta KocMeTHKa, .., X0pBaris
(nafiMenyBanns BHPOOHMKA NIKapCEKOTO 3ac00y, Kpaina NOX0IKeHHS)
Baesero B Yipainy CrinbHe yxpainchLKo-ecToOHCbKe NiAIpAEMETBO Y opMi TOBapHCTBA
3 o0mMexeHo010 BinoBizanbHicTIo "OnriMa-®apm, JIT/", izenr. xox:
21642228

(nalimenypanna ta kox 32 €OPIIOY wopuauunoi ocobu afo npisBuie, iM'A, 110 GaTekOB (iznanol
ocoGH - miznpremMus, Tl Micue NPOXHBaHHS Ta peecTpauiiinuii HomMep 06IIKOBOT KAPTKH ITATHHKA
nofatkie aGo cepin Ta HoMep nacnopra)

IIporoxoa BizyanbHoro kourponsoe six 06.08.2020 Ne 2509/2.

3a pesyIbTaTaMu JEPKABHOIO KOHTPONIO BCTAHOBNEHO, IO JKApCHKMil 3aci6 BBe3eHO B VYkpainy 3
A0TPpHMA “BHNOT 3aKOHOJABCTEA NIO0 3a0e3MeeHHs SKOCTI IIKapChKHX 3ac00iB.

( Ouexciit COJIOJIPATA

J
\(Mrmc) (iminiann Ta npizeume)
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