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KAT SIKOCTI QUALITY CERTIFICATE
“Ta |l Certificate number : 88361 (F150839)
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Vame of product : BEKCANTIH® CALLE ! Dexalgin ® sachret

Homep pecerpauiitHoro noceinuenns | Marketing authorisation number : UA/9258/02/01

Depxasa-supobunk / Country of manufacturer: Icnanis / Spain
Howmep cepil / Batch number : 43854

Po3swmip cepil / Batch size : 11585 yn. / units
Rara saupoGunurea ! Date of manufacture : 09/09/2024
Rara s3akikueHun Tepminy npupartHocTti / Expiry date : 0972027

Lara sunycky cepii / Date of release : 01/10/2024

Hixapcwka qropma / Dosage form .
TpaHyny AN OpanbHOro posuuHy no 25 mr/ Granules for oral solution, 25 my

Cuna aifaxrusnicTs / Strength/polency -

1 OAHOAO30BKI NAKET MICTMTh AEKCKETONPOMEHY TpoMeTamony 36,80 mr, WO exBiBaneHTHo nekckeronpodeHy 25 mr/
1 single-dose sachet contains 36,90 mg of dexketoprofen trometamol equivalent to 25 mg of dexketoprofen

Poamip Ta run nakysasun | Package size and type:
0 10 OAHOLO30BUX NAKETIB 3 IPaHYNaMM y KapTOHHIA KopoBLli 3 MapRYBaHHSAM YKDATHCEKOK MOBOIO
10 single dose sachels in a cardboard box labelled in Ukrainian
HaiiMeHyBaHHS | MICHE3HAXOMKEHHA BUPOBHHKA, WO IAMCHI0E BUPOGHUUTBO «in bulky /
Name and address of production site .
NaGoparopioc Menapiri C.A. — Ansthore X1, 587, bapanona, bapcenosa, 08918, lcnaris

Laboratorios MENARINI S.A. - Alffonso Xl1l, 587, Badalona, Barcelona, 08918, Spain
Homep niuensii Ha supobuuuyee / Authorisation number: 324E

HaiMenyBaHHA § MICUE3HAXOMKeHHS BUPOBHMKA, WO 3RINCHIOE NaKyBaKHA |
Name and address of packaging site .

Naboparopioc Menapini C.A. — AnscoHe X1, 587, baaanona, Bapcenona, 08918, lcnanis
Laboratorios MENARINI S.A. - Affonso Xii, 587, Badalona, Barcelona, 08918, Spain
Howmep niuensii va supobuuuTeo / Authorisation number : 324E

HaimeryBaHHSA | MICHEIHAXOMKEHRA BUPOBHNKA, IO 3AIRCHIOE KOHTPOL AKOCT /
Name and address of quality control site:

NaBoparopioc Menapini C.A. — Anbgone Xil, 687, Baganona, Bapcenona, 08918, lcnakis
Laboratorios MENARINI S.A. - Affonso Xii, 587, Badalona, Barcelona, 08918, Spain
Homep niueusii va snpoGHuyTBO / Authorisation number : 324E

HalMeRyBaHHA | MICLE3HAXOAKEHH BUPOGHUKA, IN0 BUNYCTUS cepilo B obir /
Name and address of refeasing site;
NabopaTtopiac Menapiti C.A, — Aredorc XII, 587, Bapanona, bapcernona, 08918, icnaHis
Laboratorios MENARINI S8.A. - Alfonso Xil, 687, Badalona, Barcelona, 08918, Spain
Homep niuenaii Ha BupobHuuTBo / Authorisation number : 324E

NOKAZHKK PEAVITLTAT/

CHEGHeALA

Oauc / Description

3oHiwniA Burnsg YKOBTI rpaHynn 3 NUMOHHIAM 3aNaxXoM Ta cmakom/

) Bignoeipae / Complies
Appearance Yellow granules with lemon flavor and taste

Hac posunHeHHn

o L s2xs [ 22min 2xs | 2min
Dissolution time
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JTY CERTIFICATE

‘Howmep cepii / Batch number : 43854
Homep ceptudikara / Certificate number: 88361
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FOKASRHI!

SYABTATI

Bmict sopu { Water content $1,0% 02%

He Binslue 2-x 3 20 nakeria aigXMNSIOTHCR
BifL cepenHLoi Mack Binslue HbK Ha £7.5
%, i ®opeH Ginsie Hbx HA + 15 % / Nof
more than 2 of 20 sachets deviate more
than + 7,5% from average (hass, no
sachet daviate more than = 15%

OaropigHicTs Macu / Mass uniformity Bignosigae / Complies

Yacw yrpumysasHs nikis
AeKokeTONPOeHY Ha XpoMaTorpamax
sunpoBOBYBAHOIO T& €TANOHHOMC

lpeHTMhiKaLlist BeRCKETo! T \ -
A cpikafist fexcreTonpodieny TpomeTamony / pO3vrHIB rnoBuHHI 36iraTues / TNoautusno / Positive

Identification of dexkeloprofen trometamol )
Retention time of dexketoprofen peaks on

the chromatogram of sample and
reference solutions must match.

@

IneHTnchikauin XiHoniHosoro xastoro (E 104) [

. Sompli He aaunocst/ Not performed
Identification of quinoline yellow (E 104)* Bignosinae / Cornplies fIROBOAMN 2/ Not performe

KirnbKicH1#A BMICT AEKCKETONPOPEH
A pocpeehy 95 - 105 % Big aasangHoi kinbkocTi / of the

ometamony ! Quantitative content of 101,2 %
™ v Q declared quantity 3
dexietoprofen trometamol
KinbkicHui smict R-(-}-eHanTiomenpa /

o P £1,0% 017 %

Quantitative content of R-(-}-enantiomer

KirbricHuii BMICT AomMituor™/
| Quantitative content of impurities™

BCboro AOMILLOK (Kpits R-(-)-eHanTiomepa) / 506% He nposopunocs / Not performed
Total impurities (except R-{-)-enantiomer)

Cyna inerTudikosaHnx LOMILIOK
(kpim R-(-)-enautiomepa) / Total identified 20,4 % He nposopunioca / Not performed
impurities (except R-=-enantiomer;

Trator escrrura snbanaci- 1 ~ Torng F1LI%S, Fohe 73, Hoja B76435 - NULF AS128181

Lomiwka 11/ impurity 1 £0,1% He nposogunocs / Not performed
Lomiwa UL 7 impurity Jif 501% He nposogunacs / Not performed
Pomiwa V 1 Impurity V s01% He nposognnocsa { Not performed

Fpoaykr posknaay A / £02% He nposoaunoca / Not performed
Deacradation product A ;

fipoaykr posknaagy B /
poayxv p AY <02% He nposoaunoca [ Not performed

Degradation product 8

poayxr poswiagy C /
poAy«TP ad $0,1% He nposogunoca / Nol performed

i Degradation product C
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ASWH® CAILE 1 Dexalgin ® sachel

Howmep cepit / Batch number: 43854
! Homep ceptudikara ! Certificate number: 88361
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CTIEHeKALLA

KinbKicHH BmicT gomiwok®/
! Quantitative content of imputities”
Cyma Helaenmidikosanmx gomitok / Tofal

. v . 502% ' He nposopunocst / Not performed
unidentified impurities ’ poRoA pett

Heinerudpikosani AoMiliki, okpemo / £01% He nposoaunocst 7 Nol pé’rfarmed

Individual unidentified impurities
MikpoBionoriuda yncrora* /
Microbial purity™

TAMC f TAMC He Binowe 10° KYO/r He nposogunocs / Not performed
Not more than 10° CFU /g
TYMC 7 TYMC He Ginuite 10% KYOIr/ He nposogunoca / Not performed
Not more than 10 CFU /g
BigeyrHicTs Escherichia coli/ Absence of BigcytHicTs Escherichia colis 11/
Escherichia coll Absence of Egcherichia coli in 1 ¢

He nposopunoca / Not perforrned

B

* BurpoBysaHHa NPOBOAATL Ha Nepwnx 10 cepinx, gani Ha oaHil 3 10-Tn cepii, He plawe 1 cepif va pik
The test is performed for the first 10 batches, then 1 out of 10 batches, not less than 1 batch per vear

* BunpoBysanis NPOBOAATL Ha Nepluvx 3-x cepisix a nepwmx 10-T1 cepin, gani va oaHif 3 10-Tu cepilt, He piawe 1 cepii Ha pik
The test perform for the first 3 batches out of the first 10, then [ out of 10 batches, not fess than | batch per year.

3ansa Npo cepruikauilo: LMM s 3acCBIAUYI0, WO HABEAeHa BULLE iHopmais © [OCTOBIPHOW Ta TOUuHO. LiKo cepio
nponykyii Byno supoGaeHo (BritloHaIcUN nakyBaHHA/MEpRYBaHH#) Ta NPOBEABHO KOHTPOML 11 AKOCTI Ha BULE3a3HAYEHIA
AinbHul y noskid sianosigrocti a sumoramu GMP, BeTaHoBINEHUMY MICUEBIUM PEIYNATOPHUM OPraHomM, & Takox BIANOBIAHO
10 creuvdikaLifi, Wo MICTATLCS Y peecTpauiiHomy A0CHE KpaiHi-iMnopTepa. NpoTtokonu BUpOBHNUTBAR, NakyBanHs Ta
aHasisis 6YNO NepernsHyTo Ta BCTAHOBNSHO BignosigricTe GMP

34, folic 72, Holy BIE45S - NLF ACFIIRIR:

Certificate statement: | 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 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 he in compliance
with GMP.

- Temo 1

Datos escrnam abiansaon

Bigain sabeaneuents sikocti (Kepisuuk cnyw@u sixocti)! Quality Assurance (Head of Quality Service)

Pamou Ec?(éﬁ o flonec ! Ramdn Esquerdo Lopez
06/10/2024

Crop. / Page 3




