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Abbvie S.1.1./A66al C.p.n.,

S.R. 148 Pontina KM 52, SNC - Campoverde di Aprilia
{loc.Apellia) ~ 04011 Aprilia (LT), Haly/ _

C.P. 148 INouTina KM 52, CHC - Kamnosepae ai Anpinia
{nox Anpinia) — 04011 Anpinia (AT}, ITania

Certificate of analysis/ Ceprudikar ananiay
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1. | Name of product/ Hasea npoayxry BRUFEN®BPYOEH®
2. Country of the manufacturer/ Kpalua sipolnuk | Haly/ Iranis
Registration certificate number in Ukraine/
3 Homep peecTpauifinore ceprudlkara g Yrpaidi UA/13154/02/01
4. | Swength/ Guna AT 600mg ibuprofen / 600mr iSynpodeH
5 | Pha tiea formy Nixa hopma Eifervesaent granuies 800 mg/ Fpanynu wmnyyl no 600
8. fr‘;fma:&‘y” of the packaga/ Fosuip Twh 30 sachets in carton box/ 30 caLue B KaPTOHHH KOPOBLI
7 Batch number/ Homep cepll 1208813
"1 Batch size / Posmip cepl 10368 packsiyn.
Date of manufacture/ lara svpobHurea 08-2023
8.
Batch Release date / flsTa sunycky cepit 16 Oct 2023
9 Expiry date/ [laTta saxkivdenHn Tepmivy
~__| NpuparHocTi 28:202¢
10. | Name, address and manufacturing ficense AbbVie S, S.R. 148 Pontina KM 52, SNC -
numbers for all sites responsible for Campoverde di Apritia {loc. Aprilia) — 04011 Aprllia (L.T),
manufacturing process and quality conbrolf Italy /
Hazsa, agpeca Ta HoMBpH Nilensilt Ha AtBei C.p.n, C.P. 148 Nouriva KM 52, CHC -
BupoSHULTED ANA Beix BUPOOHUKE, Kamnopepge gi Anpinia (nox. Anpinia) — 04011 Anpinia
BignoBiAsALHIX 33 BUPpOOHUYUI npoLec i (7T, lrania
HOHTPONb RKOCTI
Manufacturing Authorizationdlilensia Ha swpobakuTeo
n.a # 150/2022 del 11/11/2022
11. { Results of analysis/ PesynuTaTu asanisy See table below/ Jus. Tabnuyo Hukue
Results of analysis/ PesynuTaru aHanis
rampter d Acceptance limits Results
H¥y napam L Aonyerwd Mexi Peaynuraru
Physical characteristics 7 ®iavyni :
XBpaxTepHCTHKM
Appearance / Onnc Fine to coarse granules/ Fpandynn Big Complies / Bignoeinae
APIGHIAK A0 KPYNMIEX
Color / Konip White / Binore konsopy Complies / Bignoaigae
QOdour / 3anax Orange aroma | AnenscHHOBAR Complies ! Bigrosigse

{dentification Ibuprofen, UPLC /

OaHOPIAMICTL A030BAHMX ORMHUWLE,
YEPX

Bignosinae Sep. ®apm. 2.9.40

laenTrdixauis 16ynpodhen, YEPX Positive / [losurvens Compées / Bi &
Uniformity of Dosage Units, UPLC / Compily with Eur,Ph, 2,9.40/ Complies / Blanoelpae

Disintegration Eur.Ph."Granules”/
Posnananna €ep. $apm. " panyns”

Complies / Bignosigae

Assay lbuprofen, UPLC / KinekicHe
BuadaveHHA IBynpoden, YEPX

NMT § min!neﬁl.nbwe XBURMH
570 mg - 630 mg (957 Da% atlo X 99 %
the dec!areda oyffi P Ty

5% 105 % i \
GHY JOKYMEHTIB Wg

Degradation products / Npogyxmy
Herpapauit:
4-isobutylacetophanone, UPLC /
| 4-izobymwnaustoderon, YEPX

3 otherbupﬁmn

Any other dagradation
Products, UPLC / byab-ax fHwi

npoaykTy gerpagadil, YEPX

NMT 0,10%, rela the |buprosa@ / [
conmtent { He Gine ’BI#IM&B\’ 37
pmicTy IBynpodey i lain, MW

> Duproien

NMT 0.7%, relative to the

Total degradation products UPLC /
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AbbVie S.r.1./A668i C.p.n.,

5.R. 148 Pontina KM 52, SNC - Campoverde di Aprilia
(loc.Aprilia) — 04011 Aprilia (LT), Italy/

C.P. 148 NMowriHa KM 52, CHC - Kammoeepae Ai Anpinia
(nox.Anpinia) - 04011 Anpinia (JTT), Iranis

Cyma nposyrie gerpagauil, YEPX

content/ He Binbile 0.7% BIGHOCHS
BMicTy iGynpodhery

Microbiotogical Quality, Ph. Eur.5.1.4.,
2.6.12, 2.6.13/ MikpoSionariuxa
queToTa, €ep. Papm. 5.14., 2.6.12,
2813

TAMCH

TYMC

E. ColitW

Not tested / He Tectysanocs

NMT 10* CFU/g /He Ginewe 103 KYO!r
NMT 102 CFU/g /He Blnbwe 102 KyOrr
Absentin 1 g/Bigeytnae 1r

" These tests are performed at least on one batch every 10 or annually. / Ui sunpoByeanHs BYROHYKITLCH He
MEHLUE KK H3 OpHiA cepil 3 kotiux 10 a0 wWopiuHo.

12. | Comments/ KomeHTapi

Ukraine / Yrpaina

13. | Certification stetement/
dasea npo cepTdikaLi

I hereby cerlify that the above information is authentic and accurate.
This batch of product has been manufaclured, 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
racords were reviewed and found fo be in compliance with GMP. /

{Uum niaTeepxylo, WO BULIEBUKNAREHa HOOPMELIA € aBTRHTUWIHOW i
gipHolo, Lo cepie  npenapary  supofineWo  (BKIMCUAGYH
YNEKOBKY/MEDKYBAHHA T8 KOHTROML  RKOCT)  BMILEBK3IAHHM
sMpOGHUIOM ¥ nosHil BignosiaHocTi 3 sumoraMw GMP nokansHoro
PEIYNATOPHOMG OPrady i 3 3aTBEpAEHHMK CreuudikalismMK rgHO 3
PeccTpauiiinum nocsiguenHam kpaTiu-iMnoprepa. [okymMenTauic Wono
BMpOGHUUTEA cepll, yNaKkoBrM [ TeCTYBaHHS nepesipeno, | BCTaHOBNEHS
1V signosifHicTs aumoram GMP. '

14, | Name and positionfitle of person | Valeria Ruggeri

autharizing the batch release/
IM's T2 nocana ocobu,

BinnosigansHol 33 sMNycK capil

Quallfied person / YnoBHos@xkesa ocoba 3 sxoct

15. | Signature of person authorizing

the batch release/ Miamsc ocoby, % : é’)&bﬁu AL alr 2303

signosigansHoi 2a suayck cepli
6. | Date of signature/ fjaTa nianuoy

16 Oct 2023
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