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ol AbbVie S.r.L./A66eu C.p.n.,
Q - 1%,/ g S.R. 148 Pontina KM 52, SNC - Campoverde di Aprilia
(loc.Aprilia) — 04011 Aprilia (LT), Ttaly/
C.P. 148 Nontura KM 52, CHC - Kamnosepae av Anpunua
(noxk.Anpunma) ~ 04011 Anpunma (1), Utanua
Certificate of analysis/CepTudukar ananuza
1. | Name of product/ Hazsanue npogykra BRUFEN®/BEPYOEH®
Country of the manufacturer/ Crpata -
% npou3E0AUTEN: ltaly/Mranus
Registration certificate number in Ukraine/
3. | Homep perncTpaumnoHHoro cepruchukaTa B UA/3154/01/01
Ykpaure )
' ; " 100mg/5ml ibuprofen/
4, Strength/ Cuna peiicteus 100MHEun 16y Hpodet
Pharmaceutical form/ Jlekapcteersas opma Syrup/ Cupon
: 100 ml in vial; 1 vial with measured syringe in carton
6. ?gﬁ:‘;}iwpe of the package/ Pasmep u tvn box/ o 100 mn Bo dnakoHe; no 1 nakoHy ¢ MEPHBIM
WNPULIOM B KEPTOHHON KopoGke
7 Batch number/ Homep cepun 1137631
Batch size / Paamep cepiin 57600packsiyr.
Date-of manufacture/ [lata npoussogcTea 10.2020
8.
‘Batch Release date / [lara esinycka cepuy 16.11.2020
9, Expiry date/ JaTa 0KOHYaHUA CpOKa rOAHOCTY 09.2023
10. | Name, address and manufacturing license AbbVie S.r.l, S.R. 148 Pontina KM 52, SNC -
numbers for all sites responsible for Campoverde di Aprilia (loc.Aprilia) — 04011 Aprilia (LT),
manufacturing process and quality control/ ltaly /
HaseaHue, agpec v HoOMepa nuuUeHIui Ha ABBeu C.p.n., C.P. 148 MNMoxTuHa KM 52, CHC -
NPOU3BCACTBO AN BCEX NPOU3BOLUTENRA, Kamnoseppe au Anpunua (nok.Anpunua) — 04011
OTBETCTBEKHbIX 32 NPOM3BOLCTBEHHLIA Npolece | Anpunua (NT), WUTanus
% KOHTPONb Ka4ecTea
Manufacturing Authorization / JluueHsna Ha
npoussogcTeo 122/2019 of 06/09/2019
11. | Results of analysis/ PeaynsTtarhl aHanuaa See table below/ Cm. Tabnuyy Huxe
Results of analysis/ Pe3ynbTaThl aHanuza
Parameter tested Acceptance limits Results
KonTponupyeMblii napamMerp Honycrumbie rpaHuubl Pesynkrarsl
Physical characteristics / ®uanueckue
XapaKkTepucTHKY;
Appearance / Onucarue Syrupy suspension / CuponooBpasias | Complies / CooTeeTcTRY ST
CYCeH3usa
Color{ Upet Orange / OpamxeBbli Complies / CoatBeTcTByeT
Odour / 3anax. | Orange aroma / ANeNbCUHOBLIN Complies / CooreTcTByeT
Identification / MaoeHTUbMKaLus;
HPLC - Ibuprofen / BS»KX- Positive / Mo3uTUBHbI® Complies / CooTBeTcTRYET
WBynpocbeH : _
TLC @ or IR @ — [buprofen / TCX @ Positive / Mo3uTUBHBIR Complies / CooTBeTcTBYET
unu UK & - UBynpoden i
TLC ~ Colorant® / Kpacutenp © Positive / Mo3uTBHBLIR Complies / CoaTBeTCTBYET
HPLC - Methyl 4-hydroxybenzoate / Similar retention time to the reference | Complies / CooTBeTCcTBYET
B3X - MeTun-4-rugpokcubensoart standard / Bpewms ygepxwveanus nuvka
: UCMBITYEMOro pacreopa BOMKHO
COQOTBETCTBOBAThL BpEMEHW
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3 i - AbbVie S.r.[./JABGBH C.p.A.,
QOO = SR. 148 Pontina KM 52, SNC - Campoverde di Aprilia
- (loc.Aprilia) — 04011 Aprilia (LT), Italy/
C.P. 148 MNoxTrHa KM 52, CHC - KaMnosepge a1 Anpunma
(nok.Anpunua) — 04011 Anpunua (NT), Utanus
YHAEPMMBAHWA  NWMKa  CTaHAapTHOro
pacTeopa
HPLC - Propyl 4-hydroxybenzoate / Similar retention time to the reference | Complies / CooTsercrayeT
B3XX - Nponun-4-ruppokcubensoat standard / Bpems ygepxvsaHua nuka
NCnbITYeMoro pacTeopa HJomKHO
COOTBETCTBOBATh BpEMEHN
YOEPKUBAHUS  NUKa  CTaHgapTHOro
pacTeopa
HPLC: - Sodium Benzoate / BOMX - Similar retention time to the reference | Complies / CooTseTcTayeT
Harpusa GeHzoar standard / Bpemsa yaepxusaHua ouka
UCMBITYEMOTO pacrsopa OOIMKHO
COOTBETCTBOBATh BpPEMEHMU
YOEDXKUBAHWSA  MUKA  CTaHASPTHOro
pacreopa
pH at 20°C/ pH npn 20°C 3,6-4,2 4.0
Weight/ml at 20°C / Macca/mn rnipu 1,28-1,31 g/ml / r/mn 1,29 g/ml
20°C
Uniformity of Mass of delivered dose / | Complies with Ph. Eur. / Complies / CooTBeTCTRYET
OIHOPOQHOCTL Macchl 403, [omkHa COOTBETCTBOBATL
U3BTIEkaeMbiX U3 MHOrO4030BbLIX | Tpebosanuam Erponeiickon
KOHTEWHEPOR Dapmakoneu
Assay, HPLC, Ibuprofen / 95 - 105 mg/5 mi (95 to 105% of the 99 mg/5 ml
KonuyectseHHoe onpedenaHue, declared value)/
B3XX, Ubynpocex 95 — 105 mr/ 5 mn {95% ~ 105 %
OT 338BNEHHOrO Konuyecrea)
4-isobutylacetophenone, HPLC / 4- NMT 0,3%, relative to the ibuprofen 0,0 %
usobyrunauerodeHoH, BIXX content / He Gonee 0,3% or
coaepxanua nbynpodexa
Methyl 4-hydroxybenzoate, HPLC / 4,0t0 6,0 mg/5 mi (80-120% of the 5,0 mg/5 mii
MeTtun-4-rugpokcunbersoar, BaMX declared value) / 4,0-8,0 mr/ 5 mn (80-
120% sasBnerHoOro Kenu4ecrea)
Propy! 4-hydroxybenzoate, HPL.C / 2,010 3,0 mg/5 ml (80-120% of the 2,5 mg/5 mll
Mpenun-4 rugpokcnbeHzoaT, BOWX declared value) / 2,0-3,0 mr/ 5 mn (80-
120 % 3asBneHHOro Konu4ecTea)
Secdium benzeate, HPLC / HaTpus 10,0 t0 15,0 mg/5 ml (80-120% of the 12,6 mg/5 mill
BeHzoar, BEMKX declared value) / 10,0-15,0 mr/ 5 mn
(80-120 % 3asBNEeRHOro KonuyecTsa)
Microbiological Quality ®!, Ph. Eur./
MukpoBuonoruyeckan wuctoTa ®), Esp.
Dapm;
0 CFU/g
TAMC / OBujee xonusectso aepobrbix | Not more than 102 cfu/g /
MUKPOOPraHuaMos ‘ He Gonee yem 102 KOE/r
0 CFU/g
TYMC / OBee konuyecTso Not more than 10" cfu/g /
nnecHesbLIX/GpoNOKessIX rputos He Bonee yem 107 KOE/r _
None detected
E. Coli Absent from 1 g/ OtcyretayeTB 11
{(a) These are alternative identity tests that may be performed on the packed product / AnbTepHaTUBHbLIE TECTb
uaeHTUhKKaLMY, KOTOPbIE MOrYT NPOBOSUTLCH Ha FOTOBOM NEKAPCTBEHHOM CPeACTBe (B KOHEYHON YNaKoBKe),
(6) This test is not performed routinely, but the product will comply of tested / TecTt He NPOBOAUTCA PYTUHHO, HC B
Cryvyag TecTUPOBaHMS NPenapaT JOMKeH COOTBETCTBOBATL TpeBoBaRMsM.
_(B) These tests are performed at least on one batch in every 10 or annually / TecT nporoguTcs Ha 1 cepun uz 10
UNU eXerogHo.
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AbbVie S.r.l./AB6eK C.p.51.,
S.R. 148 Pontina KM 52, SNC - Campoverde di Aprilia
(loc.Aprilia) — 04011 Aprilia (LT), Italy/

C.P. 148 NonTuHa KM 52, CHC - KaMnoeepae av Anpunua
" (nok.Anpunua) — 04011 Anpvnua (IT), UTtanus

12. | Comments/ KomMmeHTapum Ukraine & CIS / Ykpauna & CHI
13. | Certification statement/ | hereby certify that the above information is authentic and accurate.
' 3amBneHue o cepTudMkaLmn 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. /
HactosigMm  noATBEPMAAK0, YTO BLILEUSNONEHHAA UHGOPMAaLMS
ayTeHTVMH2 W BepHa. [aHHaA cepus npenapara npowssegeHda
(BKMioMaA  YNaKoBKy M KOHTPOMb  KaYeCTsa)  BbILLEYKA3aHHBLIM
npou3eoAuTESIEM B TNONMHOM CcOOTBETCTBMKM ¢ TpebosaHusmu GMP
NOKaNsHOrO  PerynaATopHOro opraHa W C  yTBepXKIeHHbIMY
creunpnkaumamm — CornacHo  PErucTpauyoHHOMY. YAOCTOBEPEHUIo
CTpaHbl-umnopTepa. [oKyMeHTaLMs No Npou3BOACTEY CepuM, YnaKkoBke
W TECTUPOBAHUIO NPOBEPEHa, W YCTEHOB/IEHO e CooTBeTCTBME.
TpebopaHuam GMP.
14. | Name and position/titie of person | Valeria Ruggeri
‘authorizing the batch release/ Qualified person / YnonHoMO4YEHROE fIMLO NO KavecTsy
YIMa 1 BOMKHOCTL NyLa,
OTBETCTBEHHOIO 33 BbINYCK
cepun
15. | Signature of person authorizing \
the bateh release/ Mognuce \‘j\
nwua, CTBETCTBEHHOro 3a QQLQO/‘% e Ab AR o
BEINYCK Cepurn
16. | Date of signature/ ata nognuew | 16/11/2020
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JIEPXJIIKCIIYXBA
AEP)KABHA CJIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIN OBJIACTI

npocnekT Banepis Jlobanoscekoro, 51, M. Kuie, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo SIKICTb BBE3€HOI0 B Y KpaiHy JlikapchbKoro 3acody

14.01.2021 Ne 73854/21/10

bPY®EH®

(HaHMeHyBaHHA NIKApCbKOro 3aco0y 3TiHO 3 peecTpaliiHHM MOCBIIYEHHIM )
cupomn, 100 mr/5 ma no 100 ma y daakoni; no 1 ¢iakony 3 MipHHM IINPHIOM Yy KAPTOHHIH
Kopooui

(hopma BUNYyCKY, 103YBaHHA, BHI NAKyBaHHA JIikapchbKOro 3acoly)

Howmep peectpauiitroro nocsiguenns UA/13154/01/01 crpok aii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3aco0y Ne 1137631 KinbKicTb BBE3€HOTO JliKapchkoro 3acody 2280
BupoGuuk A66g1 C.p.11., ITanis
(HaliMeHyBaHHSA BHPOOHHKA NiKapcLKOTro 3acoly, KpaiHa MOXOIAKEHH)
BBeseHo B YkpaiHy CninbHe yKpaiHCbK0-€CTOHChbKE MiANPHEMCTBO Y GOpPMi TOBapHCTBA
3 oOMezkeHoI0 BignoBigaabHicTo ""OnriMa-@apm, JIT/L", inen. kox:
21642228

(HakMeHyBaHHA Ta koj 3a €/IPIIOY ropuau4Hoi ocobu abo npissuLe, im's, no 6aTekoBi BiznuHOT
0co0H - MiAnNpHEMLIA, Ti MicLe MPOKMBAHHS Ta peecTpauiiHHi HoMep 001iKOBOT KapTKH MaTHHKA
noaatkis abo cepis Ta HOMep nacnopra)

Iportokon BizyansHoro koutposo Bin 04.01.2021 Ne 4710/1.

3a pe3ynbTaTaMW [€pKAaBHOrO KOHTPONIO BCTAHOBJIEHO, WO JiKapcbKuii 3aci® BBeseHo B YKpaiHy 3

JOTPHMA 10T 3aKOHOABCTBA W00 3a0e3NeUeHHA JKOCTI JIIKapCLKHX 3ac00iB.
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