NexapcTea # KOCMATHKA A.0., Konpraxuua, XopBaTHA
Aenaprament XOHTPONS KAauecTsa

_@muvn

CEPTUOUKAT AHATW3A CEPUY

Ns: 040001002269

NponyKT { ynakopka / peinoK: Benoaeps® Mass A/Hap.npus. 0,05% ! no40r/PY

Cepun Na : 25601070
Koo 027
KonuyecTeo ! 24,560 wr

flata npowasoAcTBa : 07.2020
Cpox roaHOCTH 1 07.2025

HopmarhaHaR AOKY MEHTSUNA: [l NO$4BT/02-2507 18 + wamt. 1.0 NO44678102-101219

fokasatent TpeGoBanuA PeaynbTart
OnUCaHUS OAHOPOLHER NONYNPOIPaYHan Mk Benoro yeeTa
CoOTRETCTOYET
ToANMHHOCTS (BOKX) XPOMBTOrPAMME ofpaua = XPOMATOIRAMME cTanaapTa
cooTERTCIBYET
CpapHoe AHAYEHVC MACCH CORDPMMMOTO
HO MEHER 40 r 40,8
Macca COREPHAMOND KawA0R OTAGNBHOR
YTBKOBEA ye mewee 90 % oF YRBIAHNOR HA ITMKOTXE
CODTHATCTRYST
pH
i e 50 70 82
Pamep 4acTHU
e bonee 60 MKM <50
?QBGTBEHHHE NPUMECH (BANX)
BoTanMeTasoN-1T-NROMKDHET
we Gonee 10 % «0Q*
Semuau:ou-z‘l-npnnnnun
we Gones 1.0 % <00t
ToGan SAHHHIHER HeseHTRHLIApOBaHIDR
npHMEcs
: wo Gonee 1.0 % <LcQ*
Cynmma BCax npumecei
we Gonee 26 % A0Q*
KopuuecTosHioe oNPAAENEHHD (BIAC0)
0,450 0,525 mrlt 0,408
KonW-4ecteenHoa onpaaensHne (BINXK)
90,0 106.0 % @08
MMKPOEHO!IOI‘MHECKAR YUCTOTA
OBues WEno BIPOBHIX Gaxrepuil 1
APONOKEALIX B rusecHesna rpudos {CyMmapio) ”
Ho Gonee 10 KOE! <10
Staphylococous aureus elr QTCYTETBHE
pTCytCTEME
Pseudomonas genugingsa B 1r aTCyTeTRNG
arcyTCTONE
Lata newami 30,07.2020, 08:02 Crpanvua 1/2




@ BElupo NekapcTsa W koGMETUKA AL Konpuauwua, XopeaTks
[enapTamenT KOHTRONA Ka4ecTBa

CEPTUOUKAT AHANIU3A CEPUA
Ne: 040001002269

TipoayxT | ynakoBxa { petiox: Genoaept® maae pfuap.npum. 0,05% /no40r! PY
CopuANe 25601070

Noxa3saTenk TpebosaHHa PeaynkTaT

®

100 ~NPagEn KoNWHECTBERHOM onpeaenexna

AamniougHne. HacTonwMM NOATRERKGBEM, HTO PHILICYKAIAHAER PHEHOPMAUMA fApNALICR AoCTOBEPHOA ¥ TONHOR.

JlauHan oapyA NPOAYKTE GuUNa NPOKIEEABHE, BUTONAR ynBKORKY W N1POBEPKY Ka4eCTRA. HE SLALEYKAIAHHOR NpoUIBOACTBEHHOR
TUTOAIAANE 8 NONHOM conTaETETMA ¢ TPaBORBHIAMA GMP n cneLdkaleR n HopMaMn PBIVMCTRAUMOHKAMC YAOCTOBOPEHHA
CTROHE HMAODTERR, Ynaxobed CCpym ¥ peaynuTatel aHANMI Eout NPODEPEHL! W NPUIHBIE] COUTOATCTOYIOUIAMK TpebudaHvas GMP,

._BELU?O
lijekovi i kozmetika. d.d.
KOPRIVNIGA

BhinyUleHo: VIBAHA KPAAWHA, Mdapm -3
YnonHoMoueHHoe Nuo <7 @ a
[IDMHGA AGKYMENT COASPRMT INEXTPOHHYIO NOANHCE, 29,07.2020
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@Biwpﬂ d.d., NexapcTBa ¥ KocmaTHKa, KonpuBHWua, XopBaTna
. — it

MPUNOXEHUE
K CEPTUOUKATY AHANU3A CEPVU
Ne 040001002268

nponywynaxoaua!phmom Eenoaepn® Madb p/Hap.npuM. 0,05% / no 40 rl/PY

Copua N2 1 25601070 Aara NpOM3BOACTER 1 07.2020
Koa 0127 CpOK FOAHOCTH 1 07.2025
KonryecTao 24,560 wT

TpeBopaH®e PesynbTar

Mo40re anomMvnresoi TyGe. OteepcTye TyOo!
aavuiero memBpaHoi, TyGy 3akpbisaloT
nonmamnenouoﬂ KPBILLEUKOR © Hapeakon v
npoBORHUKOM. OpHy TyBy BmecTe © WHCTPYKLWER
N0 NPUMEHEHNIO NOME 2107 B KAPTOHRYIO NaKY.
Ha nepBr<HON yNaKobKe {ryBe) Ha pyCCKOM A3BIKS
yKa3blieaoT:

e HazpaHue cbupmu-npomaop.wrenn. cTpaHy

» norotun* cbupmm—npomaop.menn

« TOpProBoe HaMMEHODIHUE npenapara®

s  MEKAyHapoaHoe HENaTeHTeBaHHoE
HavMeHoBaHne
nexapeTBEHHYIO popmy
KOHUEHTRaLMK
KOMMYecTeO npenapaTa B ynaKoBke
Ha3eaHne u cofepaHve peicTaylowen
geujectpa B 1 7 MaN
ycnoBwR XpaHeHUA

e oXpaHuTb B HeaoCTyNHOM AnA neten

pacTe!»

« Homep cepun’’

« ropeHpott
Ha eTOpHuHOM yNaKoBKE (mp'rormoﬁ nadke) Ha
pyccKoM A3bIKe ykasbiealoT:

+ HE3BAHWE cpupmu-npomaaop.mem. anpec,
MapknpaBka cTpany
« norotun” ¢upmm-npomasonmanﬁ
TOproBoe HaymeHoBaHwe npenapaTa°
MmenayHapoaroe HenaTeHToBanHoe
HaUMeHoBaRNe
neKkapcTBeHHYo chopmy
KOHLUSHTPaLMK
KonuHecTso npenapara 8 ynakosKe
HaspaHwe u COAGPWAHNE Al cTBYIOWErS
gelecTBa B 1 r Mau
nepedeHb gcrioMorarennHbX peljecTe
yonoBuUA xpaHeHuA
«XpanuTh B HeaoeTynHOM ANA petei
mecrel»
«OTnyck Ges peuenta.?
pemmpauvtomoe ypocToBeperne
«Croco6 NpUMEHEHNA: CM. MHCTPYHLIMIO. 2
HOMEP CEpYA
«(ponaBeAeHo:?
«opeH po»

NokazaTenb

YnaxoBKka COOTBETCTRYRT

cooTBETCTBYET
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Huua, XopBaTua

@nﬂupu d.d., NekapcTea # KocmeTnka, Konpue

NPUNOXKERWUE
K CEPTUOVKATY AHATIU3A CEPWN
Ne 040001002269

npomnlynaxoanalpmuou: BenoaepM® masb A/Hap.Nput. 0,05% /no 40/ PY
Capun No . 25601070

Nokasatenk TpeBoBaHne

* [loroTun cbnpmu-npousaonmenn HaHOCAT
NATVHCKAM LpNETOM.

» Homep cepvu v Cpox FOAHOCTY HAHOCAT Ha
KkpomKy TyObt B npouecce npouaBoacTea.

Ha nepBu4HYio ¥ BTOPUUHYI0 YNAKOBKY HaHeceH
MapkupoBka npomsonc'raeﬂnbm thapmakoa. coOTBETCTBYET
Ha BTOpHUHYIO yNaKoBKY HaHeGeHbl CpencTao

naeHTUGVKaLWK B puae AsyMepHoro WTPUXOBOTO
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T0prosoh eAn
HOMEP TOProBov eAuHMLIE. y

Xpanenve Mpu TemnepaType e aniwe 25 °C. 5
@ox FOAHOCTH 5 ner
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YNONHOMOHEHHOS nuue:
\AsaHa KpaiiuHa, Mdapm
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() BELUPO

Pharmaceuticals and Cosmetics Inc., Koprivnica, Croatia
Quality Gontrol Department

BATCH CERTIFICATE
No. 040001002269

Product!packinafmark-t: Beloderm ointment 0.05% /240 g /RU

Batch No : 25601070 Manuf. date +07.2020
Code 10127 Expiry date 1 07.2025
Quantity 124.560 pes
Normatlve documaentation: M NO14678/02-250718 + var. .n ND14679/02-101219
Test Requirement Rosult
Appearance white semiransparent hamogenous aintment
complies
1dentification (HPLC) Rt (sample) = R (standard)
complies
Average fifing mass
net less than 40 9 408
Individual filling mass nol 1a98 than 90% from declored
complies
pH
50 1.0 6.2
Panicle size
not more than 60 pum <80
RELATED SUBSTANCES {HPLC)
patamethasone-1 7-proplonale
not more {han 1.0 % <L0Q
Eallmelhuone-ﬁ-aropinna\a
not more than 10 % <LOQ
- Any single unkaown Imnpurity
not more than 1.0 % <L0Q
The sum of all impurites
not more han 25 % <00
Gonlent (HPLC)
0,450 0,525 my’g 0,498
Content (HFLC}
80.0 105.0 % 99,6
MICROBIOLOGICAL PURITY
Totol count of acroblc bacteria, yoasts
and moulds (n sum) i
not more than 10 chug <10
Staphylpcoccus aureus inig sbsence
absence
Pseudomanas aaruginosain 19 absence
psbsence

Print dete; 30.07.2020, 08 .00
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@ BE[UPB Pharmaceuticals and Cosmatics InG, Koprivnica, Croatla §

Quality Control Department i

Zi

_“I

BATCH CERTIFICATE

No. 040001 002269 |

Y

Product/packing/market: Beloderm cintment 0,06% ja40giRY §

BatchNo @ 25601070 E

i

Test Requirement Result H

1 hereby certity (hal tha above information is authentic and accurale.

This batch of product has been praduced and relessed a1 the above mentianed site in full compliance with the GMP requirements i
and wilh (he specifications in the Macketing Autharisation of the importing county.

The hatch records were reviewed and found to be in compliance with GMP. i
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3ELUPQ
oKIvIE Kozmetika dd
KOPRIVRICA

e ——
Released by: [VANA KRAJINA, MPham. %

Qualified Person (7 L
This document conteing e-slgnature. 29.07.2020
Print date: 30.07,2020. 08:00 Page2/2
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BELUPO Pharmaceuticals and Cosmetics Ltd. Koprivnica, Croatia

TEBHUN_promsceutiat snd Gosmetes 19 SO —

ANNEX TO
BATCH CERTIFICATE
Ne 040001 002269
product/packing/market: Beloderm ointment 0,05% 14409/ RU

Batch No + 25601070 manuf, Date -+ 07.2020
Code 10127 Expiry date : 07.2025
Quantity 1 24.560 pes
Tost Reguiremant Results

40 g in aluminum fube. The neck of tube is

protected by membrane. For closing of tube Is used

Package polysthylene cap with screw thread and a spike for complies
breaking. One tube with the leaflet is packed into

cardboard box.

On the primary package {tube) in Russian:
» name of manufacturer, country
company logo” of manufacturer
trade name of product®
international non-propriety names
dosage form
strength
amount of product in package unit
name and content of active ingredient in1g
of ointment
+ storage conditions
« Keepoutof reach of children [«XparnTb B
HefloCTYNHOM ANA peTen mectel»
+ batch number**
o expiry date®*
On the secondary package {cardboard box) in
Russian:
. name of manufacturer, address, country
company logo® of manufacturer
trade name of product®
international non-propriaty name
dosage form
strength
amount of product in package unit
name and content of active ingredient in1g
of gintment
fist of excipients
storage conditions
« Keep out of reach of children /aXpaHuTb B
HeaocTYnHOM ANA AeTen mecteh
. Over the counter / €OTNycK Gea peLenta.»
marketing authorization number
Method of administration: see leaflet/
«CnocoB npumeHeHns: CM. MHGTPYKUMIO.?
batch number
manufasturing date / «Fpou3BEAEHO®
expiry date / «[oaer AOP

Labeling complies

® ¥

barcode

o T S

PR oy T e

e ET

-

ey e TR T TR

ke T8 PPy 4 T & DR

-4 L P

.

=

SRt £

g

= e
g




als and Cosmetics Ltd. , Koprivnica, Groatla ‘

@Biwpg pharmaceutic

ANNEX TO
BATCH CERTIFICATE
Na 040001002269

Froduct!packingfmarket: Beloderm ointment 0.05% 14409/ RU
Batch No . 25601070

e

Requirement
¥ Company loga of manufacturer I8 printed in Latin.
++ gatch number and expiry date is applied on the
edge of tube in-process.

Manufacturing pharmacode is applied on the
primary and the secondary package.

The means of identification in the form of two-
dimensional barcode. global identification number
of the trade unit and individual serial number of the
trade unit are ap olied on the geconda nackaging.

Al the temperature not more than 25 °C.

Shelf life 5§ years y

e

o

Labeling complies

“I
Qualified Person. %
{vana Krajina, MPharm.

’Wﬁ’& IR

~ BELUPO
fijgkovi : kozmatixa, d.d.
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