AEPKABHA CIIVKBA 3 JIKAPCHEKUX 3ACOFBIB TA KOHTPOJILIO 3A
HAPKOTHKAMMH ¥ KHiIBCBKIN OBJIACTI

npos. Ceitawunoi Hauil, 3, m.Kuis, 02099, ten/fakc: (044) 363-06-50
E-mail: dis.kofdls. gov.ua, Kog €JIPITOY 37078774

BHCHOBOK
npo AKicTL BEe3enoro B Ykpainy aikapcskoro 3acody

17.10.2024 Ne 50580/24/10

BEJIOJEPM

{naiimenypannx aikapesrore sacofy arinmo 3 peecrpauiiiis nockigYeHHIM)
Ma3k 4TS 30BHIIHLO0r0 3acTocyBanns, 0,05 %; mo 30 r y Ty6i; wo 1 Ty6i B kapromuiil Kopoui

{{fopma BURYCKY, ROIYBaHNEE, BH TAKYBAHHY MKIPCLKOI® 3acoBy)
Homep peecrpaniiiszore nocsiguenna UA/9695/02/01 crpox aii peecrpaniiinoro nocsingensa 02.10.2024
Cepin nikapeskoro sacofy MNe 26051084 KinmekicTs Baeseltoro nixapeskoro 3acoby 300

Bripo6uuk Genytio, mikM Ta KOCMeTHKA A.4., XOpBarTia
(uaiimetrynating BupofiENKa TiKApCLKOro 3acofy, KpalHa HOX0ZKCHH)

Bgeseno B Yxpainy Chisibie yKpailHChbKO-eCTOHCBKE NIAUPHEMETRO Y opMi ToBapneTsa
3 ofiMexeHor Bianosigansaicrio "Onrima-®apm, ITA", ixent. roa:
21642228

(noiivenysadha 1 xox3a €APTIOY wopimivzoi ocofiis abo npiseiue, is's, 1o Gatbkobi disei
oeobi - nizupyemua, T sicue npokiearas Ta pecetpaniitiuil Homep oBaixoRol KAPTKR MAGTHIKA
HodaTxis 200 cepis Ta BOMCP nacnoepTa)

IIperoxon sisydsusioro kewrpoino sig 15.10.2024 N 3014/9.

3a  pesyibTATAMH IEPKABHOTO KOHTPOMO BCTAHOBACHO, (0 Aikapeskuil 3aci6  seeseno B Yipainy 3
JOTPHMAHHAM BHMOT 13KOHOABCTBA MIOA0 3a0S3MEYCHHS AKOET] NIKAPChRIX 3acobis.

//é . @2/ Bixtop CTE®KIBCHKH

W . T~ 5
(4 (naniey (iHiniasm Fa npizeke)}




Pharmaceuticals and Cosmetics dud, QUALITY CONTROL DEPARTMENT
Danica 5, 48000 Koprivaica, Croatia

BC.TI}’I'H"). JIEM T8 KOCMETHRA ¥ 91 P

sy, Janing 5, 48000 Konpusrmy, Xoparis

BHUIUTKOHTPOMO AKOCTI

BATCH CERTIFICATE
CEPTH®IKAT SIKOCTI CEPIT

Product name: BELODERM, ointment for external use  Manufactring date: 08.2024
1,05 9., 30 g in tube Nel

HaiMernysans nmosvKeTy: BEJOJEPM, stazs g 308015010 Hata pupodiauirsa: 08.2024
sacrocysainit 0,05 % no 30 ry Ty6i Nel

Batch No: 26051084 Expire date: 7.2028

Cepis Ne: 26051084 Tlprpgarindi 1o (7.2028

Quantity: 4.947 pesa' 30 ¢ Cropiuxa 132
KiabicTs: 4,947 yr. o 30 ¢

Strength of actionfactivity: 1 g of ointment contains 0.640 myg of betamethasone dipropionate, which corresponds to
0.500 mg of betamethasone;

Cra gitfarusuicrs: | r Mazi mictuts Getameraszony gunponionary 0,640 Mr, wio sixnorinae 0,500 Mr Seramerazouy;
Marketing Authorizaton in Ukraine: UAMGY5/02/01 unlimited

Peccrpauifine nocsimuenns » Yxpaini: UA/9G95/02/01 aie Geactpoxono

Conelusion of confirmation GMP: Ne 497/2023/C-1001 from 07.09.2023

Brcnosor nixrsepukenis ceptidgicaty GMP: Ne 497/2023/C-1001 8in 07.09.2023

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

Jlitersis pa pupodumirso: Nedsi-10-05/162-17-16

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

Bupobung: Bexyiio, mxH Ta K0OCMETHRE, AR, XoppaTia

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

Aapeca supodnuirsa: By Haniua 5, 48000 Konpusumis, XopsaTis

PARAMETERS REQUIREMENTS RESULTS
IMAPAMETPH BUMOI'H PEIVILTATH
APPEARANCE While semitransparent homogenous ointment. Complies
OImiC Bind, Harisnpo3opa roMOr e Mash, Bianosigae
IDENTIFICATION OF The retention time of the main peak in the chromatogram Complies
BETAMETHASONE abtained with the sample solution corresponds to the
retention time of the betamethasone peak in the
chromatogram obtained with standard solution.
LIERTHDIKALLLST Yac yrpHuMysanEs OCHORHOTO THRY Ha XPOMATOTRAMI Bianopiape
BETAMETA3OHA BHIPOGYBAHOTO POIUMITY MAC BIAIORIAaTH Hacy
YIPIMy BRI TEKY DETAMETIBOHY Ha XPoMaTorpasi
CTAHIAPTHOIO PUSHIIY
pH OF AQUEOUS EXTRACT 50 7.0 6.2
pH BOJHOIO BUNYVUEHHA
AVERAGE FILLING MASS Not tess of nominal mass, filling mass varfation of average is 3006¢
not more than £10 % 0.7 610 1,9 %
CPEPIJIHA MACA BMICTY He menm nomipansiof, siaxmtenus Macy svicty tybu sig 3061

YITAKOBKH

cepebol He dinpwe 10 %

0.7 %10 1.9 %

PARTICLE SIZ13
POIMIP HACHTHOK

Not more than 60 pny
He Bianme 60 Mrv

<60 pm
< O MrM

RELATED SUBSTANCES

Betamethasone-1 7-propionate: not more than 0.5 %
Betamethasone-21-propionate: not niore than 0,5 %

Fach of individual unknown substance: not more than 0.5 %
Sum of all related substances: not more than 2.5 %

< LOQ¥

< LOQ*

< LOG*
not-detecred

Beravermon-1 7-nponionar: me Simem (0.5 <% < LOQ*
BU3HAYMEHHA HOMIIOK Beramerason-2 -nponionar: we Ginsw 0.5 < LOQ*
Komnol imauBiyassiol nelaenrihikoramo aoMimki: He < LOQ®

Binnme (L5 %
Cysta yeix nosmimor; ne dinnme 2.5 %

RE BHARICHO

MICROBIOLOGICAL PURITY TAMC: 10" cfuig <10
TYMC: 10) efu/g <10
Staphyincaceus aurcis in | go ahsence Absence
Psewdomonas aeruginosa in 1 g: absence Absence

MIKPOBIQOTTYHA UHCTOTA TAMC 10°KYONr <10
TYMC: 10! RYOfr <10
Stapirvlococcus aureits 8 1 s pliacyTHs Bigeyis
Psetidemonas aerngingsa s 1 T pincyres Bincyros

/oo

cvee o P GE 4’279 LT 2 /4%




Pharmaceuticals and Cosmetics d.d, QUALITY CONTROL.DEPARTMENT
Danica 5, 48000 Koprivnica, Croatia

Benyrio, Jiku 18 ROCMETIKa S,

syt Hanina 5, 48000 Koupusr, Xopravis

BIIALTKOHTPONO AKOCTI

BATCH CERTIFICATE
CEPTH®IKAT AKOCTI CEPI

Product name: BELODERM, ointment for external use  Manufacturing date: 08.2024
0,05 %, 30 g in tube Nel

Haimerry sanist npoaycry: LEJOGEPM, masw suist 3oBHIINLOTO Hata supodnnursa: 8.2024
sacrocypanng 0,05 % o 30 ry Ty6i Nel

Batch No: 26051084 Expire date: 07.2028

Cepis Ne: 26051084 Ipumatinii go: 7.2028

Cropiuka 23 2

PARAMETERS REQUIREMENTS ~ RESULTS
NHAPAMETPH BUMOI'H PESYJILTATH
CONTENT OF BETAMETHASONE 0475 - 0,525 mgfe, 0,502 mgfg
1.¢. 95,0~ 1050 % of the deckured content 1004 %
KEILKICHE BUIHAYVENHA | 0475 - 0,525 surév (1,302 medr
BETAMETA3ZOHA ado 95,0 - 15,0 % wig saspicuol kigsroer 1004 %%

FLOQ -~ ek KEBRICHOTO BHIHANCHI

Conclusion: I horeby certify that the above information is authientic and accurate. This batch of product has been produced. tieluding
packaging, fabeling and quality control, and ieleased 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,

Buenosor: Ty nizrseporyeso, mo simessasii indgopstanin ¢ gocrosipiiono { roanmo. Hata cepis npoaysry Gyita nposesigia,
BIJHOMAIOWS! YIIMKOBKY, MAPKYBAHUA T3 NCPeBiPRY SKOCTL, | BHIVINCHD Hd. BIMNCBRAZAHOMY BHPOOHHYOMY MaHAAHMHKY B NOSHiH
Biavtonlwocti 3 suvoravy GMP 12 yopsasil cierpdiranii peectrputiitnoro noesiuenus kpaiuy ivoopraepa. [Ipotokea va cepho
Oyp nepenipernmit | puznatmit siznosimm ssoray GMP,

Qualified Person;

1. Kalgi¢, M.Sc.Spec.
Yrnosrogamena ocoba:
LKamuuu, Mp.ait, erien
Dated/[laras 17.09.2024
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