JEPKABHA CIYXKBA 3 JIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KAIBCBHKIN OBJIACTI

npos. Ceitnmunol Haail, 3, m. Kz, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ke@dls.gov.ua, Kog €JIPTIOY 37078774

BHCHOBOK
npo AKICTH BBE3EHON0 B YKpaiHy JIKAPCHKOIO 3aC00y

25.08.2023 Ne 41377/23/10

BPYGEH® PETAPJ

(naitMenypanug Tixaperkora 3acody 3TiTHO 3 PEECTPAIIIHEHM TOCBIIHCHIIN)
TalJeTKH NPoJIoHroBaxoi Afl, BRpHTI niaiBKoBo 06o0HKoI0, o 800 Mr; mo 14 Tataerox y
Gaicrepi, mo 1 Gaicrepy y xaproniiii kopodui

{(hopsa snsmycky, A03YBAKHA, BRI NakyBaHHA Nikapeskoro 2acoby)

Homep pecerpanitinoro nocsinvenns UA/18249/01/01 crpox aii peecrpagiitnoro nocsinsenss 17.03.2025

Cepin aixapesxoro sacoby Ne 53987PC KinsKicTh BBE3eHOT0 Aikapebkoroe sacoby 1440
BupoGrmx ({amap A.B.E. Auroycca Ilnaut, Fpenis
(saiimenyBanng supobsnka TiKapCLKoro 3acoBy, Kpainn noXoAKEHHH)
Breseuo B Yxpainy CrhiazHe yKpaiHCLKO-2CTOHChKE AAPHEMCTBO Y ropMi ToBapHCTBA
3 omeskenolo Bignopinansnicrio "Ontiva-®apm, AT, ineur. xon:
21642228

(afiMenypaRRe Ta Kog 2a EAPIIOY wpuanynoi acofi ado npizpwnle, in'a, o Sathkoni diznanol
0cobH - miEnpremun, T MicLE TPOXKHBARHS Ta peecTpaniiinuil HoMep 0BNIKOROT XAPTHIL NAATHIKA
noparkis abo cepis Ta Homep macnopzra)

Mperokon sizyassnoro keirrpenmo sig 23.08.2023 N 2614/2.

3a pe3yAbTATAMM EPKABHOTO KOHTPOMK BCTAHOBACHO, IO THKApCeXMid 3acid  meezeno B Vipainy 3
JOTPHMAHHAM BHMOT 32XOH0ARCTEA IONO aabesredeHnd AKOCT AiKAPCLKHX 3ac00iE.

Bovacgrany aepyts

{npiassiLite T3 iniuiam)

>



Famar A.V.E. Anthoussa Plant / ®amap A.B.E. Aktoycca MnaHT

Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
AHTOYCa ABeHio 7, AHToyca AtTiika, 15349, Mpeuin

Certificate of analysis/CepTudikart aHaniay

Page/cr. |1

1. | Name of hroducu Hassa npopykra BRUFEN® RETARD / 6PY®EH® PETAP]]
2. | Country of the manufacturerf KpaiHa supoBHuk | Greece / Mpeuis
Registration certificate number in Ukraine/
i Homep peecrpadiiitoro noceigyeHHs B Yipaidi UA1R242/0001
- 800 mg ibuprofen /
4, Strength/ Cuna gil 800 wr iGynpocbeH
. , Prolonged-release film-coated tablets / TaGneTku
2 _Pharmaceutrcal form/ lliapceka cpopma NPCNOHIOBAHOT 4il, BKPUTI NAIBKOBOK 0B0N0HKOKD
6 Size and type of the package/ Poamip i Tun 14 tablets in blister, 1 blister in carton box / Mo 14
) YNaKoBKW TabneTok y Gnictepi, no 1 GnicTepy y KapTOHHIA KOpOBL
7 Batch number/ Homep cepii 53987PC
' | Batch size / Poamip cepii 22.122 packsiyn.
Date of manufacture/ lara supobuuytea 26.05.2023
8.
Batch Release date / [lata punycky cepii 19.06.2023
Expiry date/ [laTa 3akiHyeHHs TepMiHy
9. P ——— 30.04.2026
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. AHToycca MnaT,
Hasea, agpeca Ta Homepu niyensii Ha AHTOYca ABeHto 7, AHToyca ATtuka, 15349, Mpeuia
BMpOGHULTBO ANA BCiX BUPOGHHUKIB,
BiAnoBiAanbHYX 3a BUpoGHUWMIA npolec Ta Manufacturing Authorization / MiyeHais Ha BupoGHUUTRO
KOHTPONb SIKOCT! No.0000001284/20/3
11. | Results of analysis/ Peaynbtatv ananiay See table below/ Jua. Tabnuuio Huxye
Results of analysis/ Pesynntatu ananiay
Parametor tested Acceptance limits Results
OHT i Donyerumi mexi . N Peaynbraty
Appearance / Onuc White, pillow-shaped, film-coated tablets/ Complies / Bignosigae

Binora Konbopy, nogywkonoaiGHoT chopMu
TabneTku, BKPUTI NAIBKOBOK 060NCHKOIO

Identification / lnenTudpixauin

- retention time (HPLC) /
Jac yTpumyBaHHa (BEPX)

- retardation factor (TLC) /
thakTop yTpumysarHs (TLLX).

Complies / Bignoeigae

Complies / Bignoeigae

Complies / Bignoainae

Compilies / Bignosigae

Purity / YucToTa

| Degradation products / MpogykTw
poanagy:

- 4-isobutylacetophenone /
4-iaobyTunaietodeHoH

- each unspecified
degradation product / kKowHMA
HefAeHTUGIKOBaHWMA NPOAYKT poznagy

- total degradation product /
3aranbHa cyma npogykTis poanapy

£0,3%"

£0,3%1

<0,7 %1

<=0,1 %

<=0,1%

<=0,1 %
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Famar A.V.E. Anthoussa Plant / ®amap A.B.E. Autoycca MnaHT Page/cr.
Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
AHTOYCa ABeHio 7, AHToyca ATTuka, 15349, Mpeuis

Content of lbuprofen / 7860 - 840 mg per tahlet (95,0 - 105,0 % 798mg/mr (100,0 %)

BmicT iBynpodeny

of label claim) /
760 — 840 wr Ha TaBneTky (95,0 — 105,0 %
Bif} 335IBNEHOFC BMICTY)

Uniformity of mass (n=20) /
OgHopiaHicTb MacH (n=20)

No more than 2 of 20 units may deviate more
than +5% of the average weight, none unit
may deviate more than £ 10% /

He Binbwe 2 3 20 iHgMRigyansHux Mac
TabneTok MOXYTb BigxXUNATHCS BinbL Hix Ha
+ 5 % Big cepenHLol Macy, XoaHa
iHAMBIDyarbHa Maca He MOXe BIXMNSTMCS
BinbLy HiX Ha + 10 %

Complies / Bignorigae

Average weight per tablet (n=20) / 1007 - 1113 mg/mr " 1062mgimr
Cepennna maca Tabnevku (n=20) _ (1060 mg/mr £ 5 %) .
Dissclution / PoaynHenusn
Li: for 6 tablets / ana 6 TabneTok Each tablet complies to /
KoxHa TabneTtka signosigae:
after 10 hours/uepea 10 roguH: 20-40%"% | 29%
after 16 hoursfuepes 16 roquH: 35—60% ! | 48 %
after 22 hours/4epea 22 roaunu: 50~80% ' | 68%

Le: for additional € tablets (conducted
in case L+ fails) / una goparkoswx 6
Tafnetok (y Bnagky HesignosigHocTi
L1)

Average of 12 tablets complies with L1 limits /
CepepHe 3HavyenHn 12 TaBneTok eignosigac
mexam L

All tablets comply to /
Bei tabnetiu pignosigaioTs:

after 10 hours/uepea 10 roguH: 18 ~44 % 1

after 16 hours/uepea 16 rognu: 31,5-66 % 1 |

after 22 hours/uepes 22 rofiHu: 45— 88 % 1

Not conducted /

He nposogunock

La: for additional 12 tablets (conducted
in case | 2 fails) / ang nofatioRwx 12
Tabnetok (y BUNagky HeBignoBigHOCTI
L2)

Average of 24 tablets complies with L1 limits /
CepefiHe aHadveHHn 24 TafineTok Bignosigae
Mexam L1 .
Not more than 2 tablets outside Lz limits / He
Ginblie 2 TaBneTok He Bignorinae mexam La

All tablets comply to /

Bei TabneTky BigNOBIAAIOTE:

after 10 hoursfuepes 10 roguH: 16 -48 %1 -
after 16 hours/uepes 16 roguH: 28 -72% 1 .
after 22 hoursiyepes 22 roanmHu: 40 -96 % 1 ¢

Not conducted /
He npoacawnock

Microbiological Purity 2/
Mikpobionoriuna yncroTa *

- TAMC / 3aranbHe yncno aspoBHmnx
MmikpoopraHiamis

- TYMC / 3aranbHde uicno
ApixaxoBux i NNiCHABKUX rprbie

- Escherichia coli

=102 CFU/g / KYOQIr

<102 CFU/g f KYOIr

Absence/g !/ BigeyrHicTe/r

1 Noi tested /

He Tecrysanocs

! ~ percentage of the label claim of Ibuprofen / npouieHT sia 3asBNEHOrO BMICTY BYNpobeHy;
2 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 / ui BUNpODyBaHHA He NPOBOASTLCA PYTUHHO! BiANOBIAHICTL

cneuucbikalil nepesipAeTLCA WNAXOM BUNPOBYBaHHA 0aHie! cepii i3 exa

TOrQ, WO BifHYBAETLCR YacTille,
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Famar A.V.E. Anthoussa Plant / ®amap A.B.E. AnToycca Mnant Page/cr. |3
Anthousa Avenue 7, Anthousa Attiki, 15349, Greece /
AHTOYCa ABeHi0 7, AHTOYCa ATTHKa, 15349, Mpelis

12. | Comments/ KommeHTapi Ukraine / YkpaiHa
13. | Certification statement/ | hereby certify that the above information is authentic and accurate.
3anea npo cepTudikauii 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 Regulatory
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 /

Uum nigTeepaxylo, WO BWleBKasaHa iHGOPMALIA aBTEHTUMHA Ta
BipHa.  [aHa  cepia  npenapary  BupobneHa  (BKMIOYAIONM
YNaKoBKy/MapKyBaHHs T&  KOHTPONb  SIKOCTI)  BULIEBKA3IaHUM
BUpoGHWKOM(-amu) B noBHIA BignoeigHocTi BUMoram GMP micuesoro
PerynfiTopHOro opraHy Ta 3aTeepaxeHum cneundikayiam sianoeigHo
Ao PeecTpauiiiHoro nocaigyeHHs KpaiHu-imroptepa. [lokymeHTauia 3
BUpOGHMUTBA Ccepil, ynakoBKM Ta TECTYyBaHHR nepeeipexHa, Ta
BCTaHOBIEHO T signosigHicTe BrMoram GMP.

14. | Name and positionftitle of person | Christos Bakavos/ Quality Operations Manager/QP

authorizing the batch release/ Qualified person / YnosHoeaweHa acoba 3 sKocTi
IM’'A Ta nocaga ocobu, Wo
Bifnosifae 3a BunNyck cepit L~
15. | Signature of person authorizing
the batch release/ MMignuc ocabn,
Lo BiANOBIAaE 3a BUNYCK Cepil
16. | Date of signature/ Nata nignucy | ~
OLAUG 2023

V.01 ED: 17-Aug-2020 HA AAD: 17-Aug-2020
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