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BAUSCH- Health

BATCH CERTIFICATE
CEPTHU®IKAT SIKOCTI CEPII
S ) o ._ . — .
Mperapar B MOME-JIEPM?: KpeM, 1 Mlir, nolSr B TySax J'Ial
Pharmaceutical form cream
Jlikapcbka gopMma _ _ KpeM _
Country of manufacturer { Poland
Kpaina - BUpOOHHK _ L Honpa
Active Pharmaceutical Ingredient strength Mometasone furoate 1.0 mg
Cuna nii ) . Mowmerazony @ypoar 1,0 Mr
I Product bulk index
| e 4690
Bupo6HuuHi iHaeKC OaJky . L
Product No. finished index
1N : | 469U
| THOEKC KIHHEBOTO NMPOMYKTY _ 3
Batch No. bulk 109160
| HoMep cepii Ganky _
Batch No. finished product
e 109161
Homep cepii roToBoi nposy Kuii F -
Date_of manufacturing 09.2021
Jara pupobHuITBA
Expireddate 09.2023
TepMiH NpUAATHOCTI _Lﬁ_ | _
Number of units released to the market 5 000
KinpkicTh OAHHHIE, BHINYIIEHHX Ha PHHOK
Package size and type .
Po3mip 1 THH YNIAKOBKH no 15 ry Tybax Ne _l )
I‘I;Tumber .of. Markfatmg Author.:lzatlon UA/10968/02/01
Homep peecTpallifHOro nNocBIAYEHHA e
| JI\._;I.armfz-}ctu.rmg License 191/0036/15
iLleH31 Ha BHPOOHHMLTBO
| Certificate of GMP Compliance of a manufacturer | IWPS.405.33.2019.KXW.1
| Ceprudikar ignosigHocti GMP Bupobuuka WTC/0036 01 05/58
. - » ¥ L
| i\{danufacturmgsﬁq, packaging, quality control dapmsason Ensda A.T., Monsma
1 HaliMenyBaHHs, MICLIE3HAXOMKEHHA Ta HOMEDP : |
; s : ., 58-500 M. €nenn I'ypa, Binuentero [Tona, 21, TTonsiua
NineHs3 JUISHKH BHPpOOHHNTBA 1 KOHTPOJIK AKOCTI __ o . .
Storage conditions | Store at a temperature not higher than 25°C. Do not freeze.
‘VmoBu 36epiranus 36epiraTi npH TeMnepaTypi He Buie 25°C, He
| 3aMOpOXKYBaTH.
o Analysis}_e_sults o
Pe3y/ibTaTH NPOBEACHHS AHAJI3Y
Tests Requiralents ' ' | Results
[loxasHuKH AonycTHMI MeXi _ Pe3ynLTaTH
Characteristic a white or almost white uniform mass with —

| Onme | characteristic odor
Bina abo Maibxe Oina oxHopinkHa Maca 3
XapaKkTEepHHM 3al1axoM

| 'Avefage conféﬁ't'of the cream in tube NLT 15.0 [g]
Cepennilf BMicT KpeMy B TyOi | He Menme 15,0 fr]
L pH 4,0 - 6,0
1/3




| Tdentification of mometasone-ﬁ.lroate1

BAUSCH- Health

.

Viscosity
B'askicTs

'1000-3000 [mPa-s]
1000-3000 [mITa-c].

1583 [mlTa-c]

Identification of mometasone furoate
IneuTHdikaLig MoMeTa3oHy $ypoaTy
a) HPL.C method retention time

a) Metron BEPX wac yTpHMaHHA

a) The retention time of the main peak of

mometasone furoate on the chromatogram of
the test solution must coincide with the
“refention time of the main peak of
mometasone furoate on the chromatogram of
{ the standard solution

a) Yac yTpuMaHHA OCHOBHOTO HiKy
MoMmeTasoHy dypoary Ha XpoMaTorpamMmMi
BUIIPOOOBYBAHOT0 PO3YHHY ITOBHHCH
CHIBIIANATH 3 YaCOM YTPHMAaHHS OCHOBHOTIO
AiKy MOMETa30Hy (pypoary Ha
XpoOMaTorpaMMi cTaHIapTHOro po3uHHY

meets test

1 Bianosigae

InesTudikanis MoMeTa3oHy Pypoaty

solution and the standard solution must be

b) The UV spectra of the peaks of the test T

| meets test

| This product i is in confonmty with reqmrements of UA/10968/02/01
{ Hpoayxuig signosinae suMoram UA/10968/0

2/01

2/3

| b) HPLC method UV spectrum | identical
{ 6) Merog BEPX Y@ crextp 6) VO criextpy nikis gocnimkysaHoro | Bianosinae
| PO3UHHY i CTAHZAPTHOrO PO3YHHY NOBHHHI
| N . m . | 6YTH INCHTHYHEMH .
Chromatographic purity of mometasone
furoate (HPLC) l
| Xpomarorpadiyga uucTOTa MOMETA3OHY | L~ ey ros
dypoaty (BEPX) | 0,00 [%]
a) impurity RR 1. 2 | a) NMT 0.30 [%]
a) gominika RR 1.2 . | ____a) e 6inswe 0,30 [%] |
Chromatographic purity of mome.tasone
furoate (HPLC)
XpoMaTorpagiuHa 4YUCTOTdA MOMETA30HY | |
pypoaty (BEPX) 0,00 1%}
b) individual impurity b) NMT 0.30 [%] |
|_6) iHnuBigyansHa JoMilka 6) He 6inbure 0,30 [%]
Chromatographic purity of mometasone
| furoate (HPLC)
XpomartorpagiuHa yHcTOTA MOMETA30HY P
| bypoary (BEPX) %00 %]
| ©) sum of impurities ¢) NMT 0.60 [%]
B) ¢yMa JNOMILIOK o ~ B) e Ginswe 0,60 [%] B N
Assay of mometasone furoate
| in 1 g of the cream
KinbkicHu# BMicT MOMeTa30Hy ¢dypoarty B ] 0.950 — 1.050 [mg] [mr] : 1,005 [ur}
rKkpeMy
Microbiological purity TAMC < 10° CFU/g
Mikpob6ionoriuna yHcToTA 3arajibHa KiIbKICTh aepoORUX meets test
| MikpoopranizMis ue 6inpime 102 KYO/T | BinnoBifae
TYMC<10'CFU/g - meets test
3arayibHa KiNBKICTH APLKOKOBUX | UBiNeBMX | Bianosinae
| rpubis He Ginpwe 10! KYO/r
Absence of Psendomonas aeruginosa in 1 g

BincyrHicts Pseudomonas aeruginosa s 1 1 /7] BiyepRiide,

| Absence of Staphylococcus aureus in 1 g ' @fmeetd st o\ A\
. Bincythicts Staphylococcus ayreus B 1 ”’ | Binnopigpe " 1% 2.4
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Certification statement -
I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP,

3agpa npo cepTHiKauio | |
[luM f MiATBEpIKY:O, LIO BUIEBKa3ana iHdopManis € nocTosipHOI Ta TouHOW. Lig cepia mpoxykuii Gyna
BHIOTOBJIEHA, BKJIIOYHO 3 YNAKOBKOIO / MapKyBaHHAM | NMPOBENEHO KOHTPONb I SAKOCTI HA BHILE3ragaHHX
HinsHKax, y MOBHIlf BinnosimnocTi 3 BUMoramu GMP MiCHeBOTO peryJjisTOPHOIO Oprady Ta CrelH@ikalisMHu B
I03BOJi Ha Mponax KpaiHH-iMnoprepa abo cneuwudikanii ToBapy s JOCHiINYBAHMX JIiKapCBKHX 3acoOiB.
ITpoTokoay BUPOOHHUITEA, YNIAKOBKH Ta aHaNi3iB Gy/u neperyiaHyTi i BectaHOB/eHa BingnoBiauicth GMP,

Date/[lata Qualified Person/YnoBHOBaxeHa 0¢06a
06.10.2021 Signature /TIignuc
mgr Edyta Koziowska

(g’
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