Famar A.V.E. Anthoussa Plant / ®amap A.B.E. Autoycca Mnant Page/cr. |1
Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
AHTOYCa ABeHio 7, AHTOyca ATTuka, 15349, Mpeuis S

Certificate of analysis/Ceprudpixar ananisy

1. | Name of product/ Hasea npoaykTa BRUFEN® RETARD / EPY®EH® PETAP B
2. | Country of the manufacturer/ Kpaina supobnk | Greece / I'peyis . _
3 Registration certificate number in Ukraine/ UA/18243/01/01

Homep peecTpauiiHoro noceigyeHHA B YkpaiHi

800 mg ibuprofen /
800 mr ibynpodeH
Prolonged-reiease film-coated tablets / Tabnetxn
NPONOHIOBAHOI Ail, BKPWUTI NNIBKOBOK 0B0NOHKOI0

4. | Strength/ Cuna aii

5. | Pharmaceutical form/ Jlikapceka hopma

5 Size and type of the package/ Poamip i Tun 14 tablets in blister, 1 blister in carton box /Mo 14
|| ynakosku Tabnerok y bnictepl, no 1 Gnictepy y KapTOHHIKh kopoBui
; Batch number/ Homep cepii 50822PC
' Batch size / Poamip cepii 21.173 packs/yn.
Date of manufacture/ [laTta snpobHuyTtsea 06.11.2023
8.
| Batch Release date / lata sunycky cepil 28.11.2023 L
g Expiry date/_,[la'ra 3aKIHYEHHS TEPMIHY 31 10.2026
NpyaaTHOCTI
' 10. Name, address and manufacturing license Famar A.V.E. Anthoussa Plant,
numbers for all sites responsible for Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
manufacturing process and quality control/ ®amap A.B.E. Antoycca NnaHr,
Hasea, agpeca ta HOMEpK fHLEeH3I Ha AHTOycCa ABeHiO 7, AHToyca ATTrKa, 15349, pewis
BUPOOHMUTBO ANA BCiX BUpoBHUKIB,
BIANOBIAANBHUX 33 BUPCDHUUMA NpoLec Ta Manufacturing Authorization / MiLeHain Ha BUPOBHWLTRO
KCHTDOIMbL AKOCTI No.0000001284/20/3 ]
11. | Results of analysis/ PeaynbTatu ananisy See table below/ QuvBs. Tabnuuie HwKue
) Results of analysis/ Peaynbtatu ananisy
Parameter tested Acceptance limits Results
KoHTponkosaHui napamerp | DonycTumi mexi | PeaynbyaTty
Appearance { Onuc White, pillow-shaped, fiim-coated tablets/ Complies / Bignosigae

binoro xoneopy, nogytukonogiGHoT hopmu
TabneTky, BXpUTI NNiBKOROK 06OMOHKOI0

Identification / IneHTHdixkayin

- retention time (HPLC) / Complies / Bignosinae Compiies / Bignosigae
JYac yTpumyesaHus (BEPX)

- retardation factor (TLC) / Complies / Bignosinae Complies / Bignosigae
_Sakrop yrpymysaHHs (TLIX)
Purity / Yucrora

Degradation products / Mpoaykru

poanagy:
- 4-isobutylacetophenone / <0,3%" | <=0,1 %
4-i306yTnnauerodeHoH
- each unspecified £0,3% <=0,1%
degradation product / koxHui
HeigeHTdIKOBaRUA npoay«T poanagy
- {otal degradation product / 20,7 %" <=0,1 %
3aransHa cyma NpoAyKTiB poanaay
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Content of Ibuprofen /
BmicT ibynpodeny

760 — 840 mg per tablet (95,0 — 105,0 %
of label claim) /
760 -- 840 Mr Ha Tabnetky (95,0 ~ 105,0 %

_Bif 3a8BNEHOMC BMICTY)

801mg/mr (1001 %)

Uniformity of mass (n=20)/
OgHopigHicTb macu (n=20)

No more than 2 of 20 units may deviate more
than +5% of the average weight, nane unit
may deviate more than £ 10% /

He Oinbiie 2 3 20 inavBigyanbHKUX mac
TabneToK MOXYTb BigXUnaTuca Sinbil Hix Ha
t 5 % Bia cepefHboi Macy, xoaHa
Higueigyansta Maca (e MOXe BIAXMASTUCH
OinbWw KX HaA £ 10 %

Complies / Bignorigae

wan e s e

Average weight per tablet (n=20) / 1007 — 1113 mg/mr 1061 mg/mr
CepenHn maca rabnerku (n=20) (1060 ma/mr + 5 %)
Dissolution / Po3unneHHs
L1 for 6 tablets / gna 6 TabneTtox Each tablet complies to /
KoxHa TabneTka pianosinae:
after 10 hoursfuepes 10 roaun: 20-40% "' | 26 %
after 16 hoursfuepes 16 rognd: 35-60% "' | 44 %
after 22 hours/uepes 22 roguHu: 50 -80% ' | 63 %

l.2: for additional 6 tablets (conducted
in case L1 fails) / ans gpogaTtrosux 6
TabnceTok (y punagky 11enignooigl iocTi
L1)

La: for additional 12 tablets (conducted |

in case Lz fails) / ans poaaTtkoBux 12
TabneTok (y BUNagy HepianoBigHOCTI
L.2)

Average of 12 tablets complies with L limits /
CepefHe 3Ha4eHHs 12 TabneTok siqnosigae
Moam Ly

All tablets comply to /

Bci TabneTtku BignesigaroTh:

after 10 hours/yepes 10 rogun: 18 ~ 44 % 1
after 16 hours/uepes 16 roanx: 31,5 -66 % !

CepeaHe 3naveHHn 24 TabneTox Bignosigae
Mexam L1

Not more than 2 tablets outside L2 limits / He
Oinbile 2 TabnieTok He signoeigac Mexam Lo

All tablets comply to /

Bei Tabrnietku BignosigatoTh:

after 10 hours/vepes 10 roguH: 16— 48 % 1
after 16 hoursfuepes 16 roquH: 28 —72 %
after 22 hours/yepes 22 roguHn: 40 — 96 % 1

Not conducted /
He nporoannocs

Not conducted /
He nposoannock

Microbiological Purity 2/
MikpoGionoriyHa uncrora 2

- TAMC / 3aransHe uucno aepobHux
MIKpOOPraHi3mia

- TYMC / 3arankHe 4ucno
APCKAXOBUX i NicHABWNX rpubis

- Escherichia coli

< 10° CFU/g / KYOIr

< 102 CFU/g / KYO/r

Absence/g / BiacyTHicTb/r

Not tested /
He TecTtyBanocs

! - percentage of the label claim of Ibuprofen / npouenT Big 3aneneHoro BMICTY IBynpodeny;

? ~these tests are not routinely carried out, but compliance with the specification is verified by testing one batch in

hundred or annually, whichever is more frequent / i BunpoBysaHHs He NPOBCAATLCS PYTUHHO. BIQNOBIQHICTL

cnevmdikallit nepesipaeTLEN LWNAXOM BUNPoBYBaHHA oaHiel cepi i3

TOrQ, Lo BIADYBAETLLS YacTilte,

V.01

cra abo oguH pa3 Ha PiK, B 3aNeXHOCTI Big
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Famar A.V.E. Anthoussa Plant / ®amap A.B.E, Autoycca Mnaut PagelerT.

Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
AHTOyCa ABeHio 7, AnToyca ATTuka, 15349, Mpeuis

12.

Comments/ KommeHTapi

13.

Ukraine / YxpaiHa

Certification statement/
3asBsa npo cepTugikayio

This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the local Reguiatory
Authority and with the specifications in the Marketing Authorization of
the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP /

linm nigTBepaxylo, WO BsuljesxkasaHa IHQOPpMaLIR aBTeHTMYHa Ta
BipHa.  [lawa  cepis  npenmapaty  BupobneHa  (BKMtouaHOYM
ynakoBky/MapkyBaHHR  Ta  KOHMTPONb  SIKOCTI)  BULIEBKAZAHUM
BUPOBDHUKOM{-amu1) B MOBHIW BignosigHocTi BuMoram GMP micueBoro
PETYNATOPHOIO Oprany 7a 3JaTBepiieHum crieundikadiaM siqnosigHo
Ao PeecTpauiiHoro noceBigueHHs Kpaisu-imnopTepa. LBokyMeHTauis 3
BupobHUYTBA cepi, ynakoBKkM Ta TeCTysaHHA nepemipexa, Ta
BCTAHOBMEHQO il BiAROBIAHICTE BuMoram GMP.

4.

Name and position/title of person
authorizing the batch release/
IM'st Ta nocana ocobu, Wo
BiANOBIAGE 33 BANYCK cepil

Stylianos Katsoufis / Head of Quality Management
Qualified person / YncaHoBamxeHa 0coba 3 AXOCT]

5.

Signature of person authorizing
the batch release/ Mignuc ocobw,
L0 BIANOBIAEE 3@ BUNYCK Cepil

S A

16.

Date of signature/ Nlata nignucy

23n 2023 [ 29 4| 2023

V.0l
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