CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
KOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.

Complies /
Binmosinzae

Average content mass /
Cepexun maca BMicTy

Approximately 382 mg per capsule (depending
on the content of the pellets)

BMICTY IeneT)
Bumorn: 343,8-420.2

384,2




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

derova

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria,

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OAMHHUIb: Complies with: / Bignosinae sumoram:
- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTupHui Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0
Owmenpasory mg/capsule; 95.0 - 105.0 %) /
20,0 mr na xancyny (Bumorn: 19,0 - 21,0
Mr/kancyiry; 95,0 - 105,0 %)
Dissolution rate /
HIsaaxicts posunHenns
Diclofenac sodium (gastric | At least 90 % remaining content in pellets /
juice resistance) pH 1.2: after | onativerme 90 % BMICTY 3a/IMINacThC B \
2 hours / Maknodernaxy nenerax 3 ! 8 \3/\

83043, Germany

Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 93] 200, http:/Awvww, -8e1ova-group.com/en/gtc

de‘] '\'.




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insine wix

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

¥
CEPTU®IKAT SIKOCTI NIKAPCLKOrO 3ACOBY aenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality rohe

full compliance with the GMP requirements assigned
specifications of the registration dossier approved in/Uk;
records, packaging and analysis records, were reviews

;3 \ ce with GMP. / Lum
 Gepis npoaykuii 6yna
) #KOCT] Ha 3a3HAUeHif




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

e

By '.ll\\ bR
SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany St M S
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Complies /
Binmosinzae

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
KOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.

Average content mass /
Cepexun maca BMicTy

Approximately 382 mg per capsule (depending | 3842
on the content of the pellets)
Limits: 343.8-420.2 mg/caps
brn3eko 382 Mr Ha kancy
BMICTY IeneT)

Bumorn: 343,8-420.2 mrjic

JTOKY MEHT

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83083

Phone +49 (0) 8061 931 Qt, Fax +49 (0) 8061 931 200, http:/iwww.aen Vg Lo




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

20,0 mr wa xancyny (Bumorn: 19,0 - 21

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0
Owmenpasory mg/capsule; 95.0 - 105.0 %) /

Dissolution rate /
HIsaaxicts posunHenns

Mr/kancyiry; 95,0 - 105,0 %)
((,

%& “Ei

Diclofenac sodium (gastric
juice resistance) pH 1.2: after
2 hours / Maknodernaxy

At least 90 % remaining content in pellefe .
MonaiiMermme 90 % pMicTy samimaerscs

&n

nenerax

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria,

83043, Germany

Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conven/gtc

derova




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

0,0 %

f ¢ P Minmannt's €A 3
(l,"na \ll”:\ bt

-

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

v
CEPTU®IKAT SIKOCTI JIKAPCLKOTO 3ACOBY daenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original paclesgéai st Sperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriramsHil ynakosmi mpd Aeire s
HENOCTYNHOMY JUIN AiTel Micwi.

I -mentioged site in

) ‘fegulatory authrity /4
nelipinak predudt, viafiufacturing

records, packaging and analysis records, were reviewed and found to .--.-'-' ] me‘ﬁ;;t

5 MATBEPIURY10, MO HABEXeHa BAIe indopManis ¢ JOCTOBIPHOIO Ta TOUHO, LIT

BUrOTORJICHA, BKIIOYAIOWH NIAKYBAHHs, MADKYBAHRS T4 MPORCHEHHS KOHTPOMIO SKOCT] Ha 3a3uaveqi

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, hﬂp:flwww.aenova-group.conﬂen/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

> aaw.
TOKYM EHTIB

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte

s i s \"\
Apa MO



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
KOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij

Complies /
Binmosinzae

Average content mass /
Cepexun maca BMicTy

Limits: 343.8-420.2 m
Banssko 382 Mr ua i
BMICTY IeneT)

384,2

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

20,0 mr B2 xancyny (Bumoru: 19,0-210 _
Mr/xancyiy; 95,0 - 105,0 %)

PZACIIIN N

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) /

Dissolution rate /
HIsaaxicts posunHenns

¥ ~3p,
%’ ji 813 )
S/ y MEHTI

Diclofenac sodium (gastric
juice resistance) pH 1.2: after
2 hours / Maknodernaxy

At least 90 % remaining confesy/ix pellets /

MonaiimMermme 90 % suicTy B@i“

nenerax

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Sermpn
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:/Avww. aenova-grous Sk 2

derova




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6inbme mix 0,2

0,0 %

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

¥
CEPTU®IKAT SIKOCTI NIKAPCLKOrO 3ACOBY aenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMimox

Microbiological purity* /
Mixpo6ionoriuna unerora*
Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /
microorganisms (TAMS) / KYOr/r Bimmosigae
3aranere aueno aspobrux
Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /
(TYMS) / 3arancHe umcmno KYOrr Binnogrimac
ApiKIKIB TA ILAICHABAX
rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae
*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pix),

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulaf 2

specifications of the registration dossier approved in Ukraine for medieffiad*

records, packaging and analysis records, were reviewed and found to bg A4 )
A NiXTBEPIIKYIO, IO HaBEAeHa BALIE intdopManis e BOCTOBIpHOIO Ta [ 030;
BHIOTOBJIICHA, BKITIOIAIOWN TIAKYBAHHS, MapKyBAHRs Ta TpOReHeHR} XOmT

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germd) )
Phone +49 (0) 8061 931 01, Fax -+49 (0) 806] 931 200, htip:f;’www.aenova-grou sy s



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

/ TOKY MEHTIB

e

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEHpO30porc Bill POXEBOIO RO KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
KOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij
Gin0ro 20 35€TrKa KOBTOIO KONbOPY. -

Complies /
Binmosinzae

Average content mass /
Cepexun maca BMicTy

Approximately 382 mg persfipenlé

[\
on the content of the pe P st
g/ gapsaleyy U EHITIE

e
yny .

a
o
@

011 51 H‘ﬂf?‘.c :

Banssko 382 Mr ua i
BMICTY IeneT)

384,2

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Gemi_a;ii)"_'

'& Ty \&
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Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

{ aenova

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

juice resistance) pH 1.2: after
2 hours / Maknodernaxy

MonaiiMermne 90 % sMicTy samimaerhes B
neneTax

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTupHui Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHSA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) /
20,0 mr na xancyny (Bumorn: 19,0 - 21,0
Mr/kancyiry; 95,0 - 105,0 %)
Dissolution rate /
HIsaaxicts posunHenns
Diclofenac sodium (gastric | At least 90 % remaining content in pellets / plies

.1

i

e B
/: T0Bizag %,
» J -
2

%,

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conve ,
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

0,0 %

#

TOKYMEHT]

"BafM” |

e

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

¥
CEPTU®IKAT SIKOCTI NIKAPCLKOrO 3ACOBY aenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMimox

Microbiological purity* /
Mixpo6ionoriuna unerora*
Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /
microorganisms (TAMS) / KYOr/r Bimmosigae
3aranere aueno aspobrux
Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /
(TYMS) / 3arancHe umcmno KYOrr Binnogrimac
ApiKIKIB TA ILAICHABAX
rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae
*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pix),

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory_ a
specifications of the registration dossier approved in Ukraine for medicidai
records, packaging and analysis records, were reviewed and found to be o
A NiXTBEPIIKYIO, IO HaBEAeHa BHIIE InOpManis € AOCTOBIpHOIO Ta 4 .
BHIOTOBJIICHA, BKITIOIAIOWN TIAKYBAHHS, MapKyBAHRs Ta IPOBSEHHSY KA

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germatis
Phone +49 (0) 8061 931 01, Fax -+49 (0) 806] 931 200, htip:f;’www.aenova~group b



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

» nad k.
. "MEHTIE
JTOKY MEH

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
JKOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.

Complies /
Binmosinzae

Average content mass /
Cepexun maca BMicTy

&

on the content of the pellets)
Limits: 343,8-420.2 mp/capsule /
Bnu3spko 382 Mr Ha kancyny (zai
BMICTY IeneT)

Bumornd: 343,8-420,2 mr/kancyny

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

20,0 mr na xancyny (Bumorn: 19,0 - 21,0
Mr/kancyiry; 95,0 - 105,0 %)

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) /

Dissolution rate /
HIsaaxicts posunHenns

Diclofenac sodium (gastric
juice resistance) pH 1.2: after
2 hours / Maknodernaxy

nenerax

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria,
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.co

83043, Germany
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insine

0,0 %

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

¥
CEPTU®IKAT SIKOCTI NIKAPCLKOrO 3ACOBY aenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory authority and with
specifications of the registration dossier approved in Ukraine £57 };‘;ﬁ‘;ﬁ-l 1] uct. Manufacturing
records, packaging and analysis records, were reviewed and / : in ik
A DIATBEPOKYIO, IO HABEXEH2 BAINE in(opManin € JocTo P rc: )'rlil é‘?{’{??ﬁ-& :

BUrOTOBJNICHA, BKIIOYAIONH NTAKyBaHHsL, MAapKyBaHHAS Ta , _ HHA KO oot Ha 3asraveni

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, {3
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fw

\wet-grc-up.co:)m;’en/,gte;‘:‘3
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

2 naa
TOKYM EHTIB

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ Hazsa, aapeca Ta HoMep JimeH3i1

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,

BHpOOHUYOT RiNBHUI HiMeaunna
Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044
Quality specification / Acceptance limits / Donycrami mexi Results /
IToxasuuku axocTi Pesynerarn
Appearance / Onuc Hard gelatin capsules, size 1, elongated, capsule | Complies /
cap — pink to brown opaque, capsule body — | Binnosinae
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
HOBTOTO KOJILOPY, BMICT KallCYJId - IIENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.
Average content mass / Approximately 382 mg per capsule (depending | 3842
Cepexun maca BMicTy on the content of the pellets)
Limits: 343,8-420.2 mp/capsule / —
Bnu3asko 382 Mr Ha kancyny (3aIeXuTh Bid LA NEnn i o
BMICTY YICNCT) / L Ke
Bumorn: 343,8-420,2 mr/kancyny AOKYMEHT] s

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

{ derova

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OAMHHUIb: Complies with: / Bignosinae sumoram:
- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTupHui Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0
Owmenpasory mg/capsule; 95.0 - 105.0 %) /
20,0 mr na xancyny (Bumorn: 19,0 - 21,0
Mr/kancyiry; 95,0 - 105,0 %)
Dissolution rate /
HIsaaxicts posunHenns
Diclofenac sodium (gastric | At least 90 % remaining content in pellets /
juice resistance) pH 1.2: after | onativerme 90 % BMICTY 3a/IMINacThC B
2 hours / Maknodernaxy nenerax

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conven/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

0,0 %

- [ 4 *
JOKYME

'fEa.!l

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

v
CEPTU®IKAT SIKOCTI JIKAPCLKOTO 3ACOBY daenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymobu 36epiranns: 36epiraty OPHTiHANBHIN yrakosui Tpu TEMIIEPATY i AE- T e T52

VRS BUINE LN ¥
] S reiem Lo ki 1
HEROCTYNIHOMY AN AiTel Michi. ) _
"‘.*L ,—llﬂ B 0/'
SL ANKYMEHTIB %
41 TH Yateh of prodw "
n

b gien qﬁﬁmﬂ
aulhortt: d wih
-

1 MXTBEP/IKYI0, IO HABENeH? BRInE inopmanis € focTobipHOO Ta TOUHOID, Lg cepinifior

BHIOTOBJIICHA, BKITIOIAIOWN TIAKYBAHHS, MapKyBAHRs Ta TIPOBSACHHA KOHTPOMIO SKOCT] Ha 3a3HaueHii

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, hﬂp:flwww.aenova-group.conﬂen/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

-

foe At TR
JOKYMEH

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/e




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ Hazsa, aapeca Ta HoMep JimeH3i1

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,

BHpOOHUYOT RiNBHUI HiMeaunna
Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044
Quality specification / Acceptance limits / Donycrami mexi Results /
IToxasuuku axocTi Pesynerarn
Appearance / Onuc Hard gelatin capsules, size 1, elongated, capsule | Complies /
cap — pink to brown opaque, capsule body — | Binnosinae

yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEHpO30porc Bill POXEBOIO RO KOPHYHEROTO
KONMEOPY, KOPIIYC  Kamcynu
HKOBTOIO KOJLOPY, BMICT Kancyiu -
G110r0 JIO 371€TKa KOBTOIO KONBOP

Average content mass /
Cepexun maca BMicTy

Approximately 382 mg per caps
on the content of the pellets)
Limits: 343,8-420.2 mp/capsule /
Bnu3spko 382 Mr Ha kancyny (zai
BMICTY IeneT)

Bumornd: 343,8-420,2 mr/kancyny

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

derova

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria,
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.co

83043, Germany

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OAMHHUIb: Complies with: / Bignosinae sumoram:
- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHSA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) /
20,0 mr na xancyny (Bumorn: 19,0 - 21,0
mr/kancyiry; 95,0 - 105,0 %) - N SN
Dissolution rate / o@‘ 2 ‘"‘“‘Q{--?oo
Hisupxicrs posunnenns // s ‘.l.mﬁ;\
Diclofenac sodium (gastric | At least 90 % remaining content in p étd /O™ T Com lies/ 25_
juice resistance) pH 1.2: after | onativerme 90 % BMICTy 3amiIna m; . L E Gﬁlcmnae *,
2 hours / Tuxnodenaky nenetax g\ w/3
ol ¥ {\:\ i * /)




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio

pH 1.2/6.8: after 1 hour at 50% - 70% / Binx 50 % mo 70 % Complies /
pH 6.8 pH/pH 1,2/6,8: Binnosinac
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH Not less than 80 % / He menwe 80 % Complies /
6.8 / pH 1,2/6,8: nicnsa 6 Binnosinace
roaune-B pH 6,8

Omeprazole (gastric juice At least 90 % remaining content in pellets / Complies /
resistance) pH 1.2: after 2 [MonatiMerme 90 % BmicTy 3amumaeTses B Bignosinae
hours / OmMempasony meseTax

(cTifikicTe go nii
LILLYHKOBOI'Q COKY )
pH 1,2: nicna 2 rogusn

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %) / He menme 80 % | Complies /
(Q=75 %) Bignosigae

Not less than 80 % (Q=75 %) / He menime 80 % | Complies /
(Q=75 %) Binnosigae

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 % 0.0%

Not more than 0,2 % / He

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

v
CEPTU®IKAT SIKOCTI JIKAPCLKOTO 3ACOBY daenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the aheve mentioned site in
full compliance with the GMP requirements assigned by the local r g
specifications of the registration dossier approved in Ukraine for *’ a pradust, dfadturing
records, packaging and analysis records, were reviewed and found to bﬁ ompliéﬁb’e%mf GNP, \ HM
1 MXTBEP/IKYI0, IO HABENeH? BRInE inopmanis € AOCTOBIPHOIO Ta THeE 5y it i |
BHIOTOBJIICHA, BKITIOIAIOWN TIAKYBAHHS, MapKyBAHRs Ta MPORSNEHHS

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, German
Phone +49 (0) 8061 931 01, Fax -+49 (0) 806] 931 200, http:f/www.aenova~group.



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry DUODICLASA, modified-release capsules, hard shell, 10
(strength, dosage form, pack size and | capsules in a blister with labeling in Ukrainian, 2 blisters in a
type / mo3yBaHR4, mikapchka gopma, | pack with labeling in Ukrainian and English /

pO3Mip 1 THIT YTaKOBKH) AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [litoua pewosuna | Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01
HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024
BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and | Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
manufacturing authorization number | Bavaria, 83043, Germany / Csice Kenc ['M6X,

/ Hazsa, aapeca Ta HoMep JimeH3i1 I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
BHpOOHUYOT RiNBHUI HiMeaunna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification / Acceptance limits / Donycrami mexi Results /
IToxasuuku axocTi Pesynerarn
Appearance / Onuc Hard gelatin capsules, size 1, elongated, capsule | Complies /

cap — pink to brown opaque, capsule body — | Binnosinae
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEHpO30porc Bill POXEBOIO RO KOPHYHEROTO
KOIBOPY, KOpIyc KalCynd HEOpo3oporo
HOBTOTO KOJILOPY, BMICT KallCYJId - IIENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.

Average content mass / Approximately 382 mg per capsule (depending | 3842
Cepexun maca BMicTy on the content of the pellets)

Limits: 343,8-420.2 mp/capsule /

Bnu3spko 382 Mr Ha Kancyny (3aIexuTh Bil
BMICTY IeneT)

Bumornd: 343,8-420,2 mr/kancyny

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

L aenova

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

20,0 mr na xancyny (Bumorn: 19,0 - 21,0
Mr/kancyiry; 95,0 - 105,0 %)

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) /

Dissolution rate /
HIsaaxicts posunHenns

Diclofenac sodium (gastric
juice resistance) pH 1.2: after
2 hours / Maknodernaxy

At least 90 % remaining content in pellets /
MonaiiMermne 90 % sMicTy samimaerhes B
neneTax

e

m
@‘aﬂbmnaé‘“ 22,

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conﬁen/ '
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

SW188 CAPS GmbH -~ Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, German
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

¥
CEPTU®IKAT SIKOCTI NIKAPCLKOrO 3ACOBY aenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMimox

Microbiological purity* /
Mixpo6ionoriuna unerora*
Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /
microorganisms (TAMS) / KYOr/r Bimmosigae
3aranere aueno aspobrux
Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /
(TYMS) / 3arancHe umcmno KYOrr Binnogrimac
ApiKIKIB TA ILAICHABAX
rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae
*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pix),

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above-mentioned site in
full compliance with the GMP requirements assigned by the local regulatory sttty and~sith
specifications of the registration dossier approved in Ukraine for medicinal / ((in
records, packaging and analysis records, were reviewed and found to be in co yliay

A NiXTBEPIIKYIO, IO HaBEAeHa BALIE intdopManis e BOCTOBIPHOIO Ta TOUHO, ’lf

BHIOTOBJICHA, BKITIOTAIOYH TTaKyBaHH1, MapKYBaHAA Ta MIPORCHeHHT KOHTDOITE

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax -+49 (0) 806] 931 200, http:f/www.aenova-group.comfen/ e



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui
3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ Hazsa, aapeca Ta HoMep JimeH3i1

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,

BHpOOHUYOT RiNBHUI HiMeaunna
Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044
Quality specification / Acceptance limits / Donycrami mexi Results /
IToxasuuku axocTi Pesynerarn
Appearance / Onuc Hard gelatin capsules, size 1, elongated, capsule | Complies /
cap — pink to brown opaque, capsule body — | Binnosinae

yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEHpO30porc Bill POXEBOIO RO KOPHYHEROTO
KONMEOPY, KOPIYC KalCynH  HEOpo3oporo

Average content mass /
Cepexun maca BMicTy

JKOBTOTO KOJILOPY, BMICT KalcCyJdu - NENEeTH Bijl
6inoro Ko 3merka KOBTOroessEY.0 "0 5,

BMICTY 1eneT)
Bumor:: 343,8-420,2 MY

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/Awww.aenova-group.com/en/gte



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

aenova

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OAMHHUIb: Complies with: / Bignosinae sumoram:
- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTupHui Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpkicue
BH3HAMEHHSA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %) P e
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 SO 5 >
Owmenpasory mg/capsule; 95.0 - 105.0 %) / . g %)
20,0 mr na xarcyny (Bumors: 19,0 - 21, &/ NOKYMEHTIB %
Mr/kancyiry; 95,0 - 105,0 %) o
Dissolution rate / B —k
Hisugxicre posunnenns B\~ &
F)i.clofen'ac sodium (gastric | At least 90 % remaxmng content in pcllet‘s% : Cpinglsp% /
Jurce resistance) pH 1.2: after | IlonatiMenme 90 % BMICTY 3aIHINAETECA B & @grgﬁﬁm&e
2 hours / quxnodenaxy nenerax N

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria,

83043, Germany

Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conven/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

0,0 %

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-group.com/en/gtc




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

v
CEPTU®IKAT SIKOCTI JIKAPCLKOTO 3ACOBY daenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMimox

Microbiological purity* /
Mixpo6ionoriuna unerora*
Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /
microorganisms (TAMS) / KYOr/r Bimmosigae
3aranere aueno aspobrux
Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /
(TYMS) / 3arancHe umcmno KYOrr Binnogrimac
ApiKIKIB TA ILAICHABAX
rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae
*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pix),

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at g tempera
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIPH TEMITGEH r~ =S
HENOCTYIHOMY JUBY AiTel Mic. )

Conclusion: I hereby certify that the above information is authentic and g
has been manufactured, including packing/labelling and quality control £
full compliance with the GMP requirements assigned by the local reghilag

specifications of the registration dossier approved in Ukraine for medichial\s

records, packaging and analysis records, were reviewed and found to be in co Spilace-with GNP/
1 MXTBEP/IKYI0, IO HABENeH? BRInE inopmanis € AocTobipHOO Ta TOUHOID, ‘-]'?" Aykuii Byna
BHIOTOBJIICHA, BKITIOIAIOWN TIAKYBAHHS, MapKyBAHRs Ta TPOBEACHHA KOHTPOIIO SKOCT] Ha 3a3HaueHii

th- G VE

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, hﬂp:flwww.aenova-group.conﬂen/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI NIKAPCBKOIO 3ACOBY

acnova

Product name / Hazea npoaykry
(strength, dosage form, pack size and
type / mo3yBaHHs, Jikapchka (opMa,
PO3MIp 1 THIT YITAKOBKM )

DUODICLASA, modified-release capsules, hard shell, 10
capsules in a blister with labeling in Ukrainian, 2 blisters in a
pack with labeling in Ukrainian and English /
AYOHLIKJIA3A, xancynn 3 MOAH(IKOBAHMM
BHBUIEBEHHAM, TBEPHi, to 10 xancya y 6iictepi 3
MapKyBaHHAM YKpaiHCHKOIO MORBOIO, IT0 2 GaicTepu y nauui

3 MapKYBAHHAM YKPATHCLKOIO TA aHTINIHCEKOI0 MOBAMHK

Active substance / [lirouya pedoBrHa

Diclofenac Sodium 75 mg, Omeprazole 20 mg /
Huiodenax Hatpito 75 mr, OMenpazon 20 mr

Manufacturing country / Kpaina- Germany / HiMmewunua
BHPOOHUK

Marketing authorization number / UA/20096/01/01

HoMep peecrpaniifHoro nocsiguenns

Batch number and size / Homep cepii | 1519640100

Ta PO3MIp 78 696 packs / 78 696 ynakosox
Date of manufacture / lata 01.2024

BUPOOHHITBA

Expiry date / Tepmin npuaarnocti 01.2028

Manufacturer name, site address and
manufacturing authorization number
/ HazBa, anpeca Ta HoMep Jimensii
BUPOOHHYOT HINBHUII

Swiss Caps GmbH, Grassinger Strasse 9, Bad Aibling,
Bavaria, 83043, Germany / Csice Kenc ['M6X,
I'paccinrepirrpacce 9, Bax AitGainr, Basapis, 83043,
Himequnna

Manufacturing authorization DE_BY 04 MIA_2024 0044 /
Jlinensix na supobunuteo DE_BY 04 MIA 2024 0044

Quality specification /
IToxasHux# sxocTi

Acceptance limits / Honycrami mexi

Results /
Pesynerarn

Appearance / Onne

Hard gelatin capsules, size 1, elongated, capsule
cap — pink to brown opaque, capsule body —
yellow opaque, capsule content — white to lightly
yellow pellets. / Trepai memaTusHOBI Kamcynu,
posmipom 1, BHAOBXKEHI, KpHIIKa Kancymu
HEOpo30porc Bil POKEBOTO OO0 KOPHYHEROTO
KOJBEOpY,
KOBTOTO KOJILOPY, BMICT KalCyJd - NENETH Bij
G1710r0 JIO 371€TKa KOBTOIO KONBOPY.

Complies /
Binmosinzae

Kamcy i

KOpITyC HEOpo30poro

Average content mass /
Cepexun maca BMicTy

Approximately 382 mg per capsule (depending
on the content of the pellets)

BMICTY IeneT)
Bumorn: 343,8-420.2 mfj/i

384,2

WHATEK N BI
TOKYMEHTIB

p

I IHIT Y
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTU®IKAT AKOCTI NIKAPCBKOIO 3ACOBY

Uniformity of dosage units:
/ OgHopigHicTs H030BAHHX
OJHHHIb:

Complies with: / Bignosinae sumoram:

20,0 mr B2 xancymy (Bumorn: 19

- Diclofenac sodium / - Ph. Eur. 2.9.40 (CU)/ - €sp. dapm. 2.9.40 Complies /
- Muxnodenaky Harpiro (MeTO1I0M IPAMOTO RH3HAUEHNS) Bimmoeinae
- Omeprazole / - Ph. Eur. 2.9.40 (CU) / - €ap. ®apm. 2.9.40 Complies /
- OMenpazony (METOZOM MPAMOTO BU3HAYCHESA) Binnosigac
Disintegration / Complies with Ph. Eur. 2.9.1 (max. 30 min) / Complies /
Posnagaunn Biznosigae sumoram €sp. $apm. 2.9.1 Biamosigae
(MaxcuMyM 30 xBuIHE)
Identification; /
Inenradicanis;
Diclofenac sodium / Complies with standard / Binmogigae crannapry | Complies /
Huxnodenax matpito Binnorinae
Omeprazole / Omenpazony Complies with standard / Binmosinae cramnapry | Complies /
Bignosinae
Colourants in a capsule Tested on empty capsules / Complies /
shell* / Bapsuukis B Brnpobysanna nposouThes Ha MOpOKHIX Bianosigae
oGonoHIi Kancynu* Karncysiax
Titanium dioxide {(E 171) / Positive / ITosuTurHMi Complies /
Turany mioxcuz (E171) Binmosigae
Iron oxide yellow (E 172)/ Positive / TloanTupmmit Complies /
3aniza oxcny xorTui (E Bianosinae
172)
Iron oxide red (E 172) / Positive / TlosutrBHMi Complies /
| 3amiza oxeng yepBoHni (E Bimnosigae
172)
Assay / Kinpxicne
BH3HAMEHHA
Diclofenac sodium / 75.0 mg per capsule (Limits: 71.3 - 78.7 75,7
Huknotenaky narpito mg/capsule; 95.0 — 105.0 %) /
75,0 Mr Ha xancyry (Buvora: 71,3 — 78,7
Mr/xancyiny; 95,0 - 105,0 %)
Omeprazole / 20.0 mg per capsule (Limits: 19.0 - 21.0 20,7
Owmenpasory mg/capsule; 95.0 - 105.0 %) / —

Dissolution rate /
HIsaaxicts posunHenns

Diclofenac sodium (gastric
juice resistance) pH 1.2: after
2 hours / Maknodernaxy

At least 90 % remaining co
MouaiimMermme 90 % suicTy
nenerax

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, G i DA
Phone +49 (0) 8061 931 01, Fax +49 (0} 3061 931 200, http:ffwww.aenova—group.conﬁen/gtc
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CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI IHKAPCBKOIQ 3ACOBY

i aenova

il
o

HaTpito (CTiliKiCTh KO Hii
HUIYHKOBOTO COKY)
pH 1,2: micna 2 roaus

Diclofenac sodium /
Huxnodenaky Hatpiio
pH 1.2/6.8: after 1 hour at
pH 6.8 pH/pH 1,2/6,8:
nicist 1 ropvmn B pH 6,8

1.2/6.8: after 6 hours at pH
6.8 /pH 1,2/6,8; micna 6
roavH-B pH 6,8

50% - 70% / Bin 50 % mo0 70 %

Not less than 80 % / He menme 80 %

Complies /
Bianoeinac

Complies /
Binnosinace

Omeprazole (gastric juice
resistance) pH 1.2: after 2
hours / OmMempasony
(cTifikicTe go nii
LILLYHKOBOI'Q COKY )

pH 1,2: nicna 2 rogusn

At least 90 % remaining content in pellets /
[MonatiMerme 90 % BmicTy 3amumaeTses B
neneTax

Complies /
Bignosigae

Omeprazole / Omenpazony
pH 1.2/6.8: after 45 minutes
at pH 6.8 / pH 1,2/6,8: micna
45 xsuman 8 pH 6,8

pH 4.5/6.8: after 45 minutes
atpH 6.8/

pH 4,5/6,8: micna 45 xsunun
B pH 6,8

Not less than 80 % (Q=75 %)/ He merme 80 %
(Q=75 %)

Not less than 80 % (Q=75 %) / He meniie 80 %
(Q=75%)

Complies /
Bignopigac

Complies /
Binnoeigac

Related substances /
Cyuponiaui fomimgs
2-[(2,6-dichlorophenyl)
amino] benzaldehyde
(Diclofenac impurity B) /
2-[(2,6-nuxnopodienin)
aminc] 6eHsangeria
(luxnodenaxy

nomimka B)

[2-[(2,6-dichlorophenyl)
amino] phenylmethanol
(Diclofenac impurity C) /
[2-[(2,6-puxnopodenin)
aMiHo] QeHinMeTanon

Not more than 0,2 % / He 6i1pmue mix 0,2 %

Not more than 0,2 % / He 6insme mix 0,2 %

A‘ﬂ

SW188 CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germ
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http://www.aenova-grou

0,0 %

l)—hj.._o Ry
‘-\\\_,ffog




CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

v
CEPTU®IKAT SIKOCTI JIKAPCLKOTO 3ACOBY daenova

o

(Huxnodenaxy
JoMinika C)

Other related substances, Not more than 0,2 % / He 6innme mix 0,2% 0,1%
single impurity / Iurmi
CYTIPOBiAHI ZOMIIIKH,
OOUHAYHA JOMIHIKa

Total impurities / Cyma Not more than 2,0 % / He 6inpime Hix 2,0% 0,2 %
JoMiIIoK

Microbiological purity* /
Mixpo6ionoriuna unerora*

Total aerobic Not more than 10° CFU/g / He 6imsme wix 10° | Complies /

microorganisms (TAMS) / KYOr/r Bimmosigae

3aranere aueno aspobrux

Mikpoopraniamis (TAMC)

Total yeasts and moulds Not more than 10? CFU/g / He 6insme mix 10* | Complies /

(TYMS) / 3arancHe umcmno KYOrr Binnogrimac

ApiKIKIB TA ILAICHABAX

rpubis (TYMC)

Escherichia coli Absent/g / Marots 6yt BiacyTaiMa/T Complies /
Binmosimae

*The test is not a batch routine test (at least once a year). / *BunpoOyranuy He € pyTunHAWM
BUNPoOYBanuaM cepii (monatiMenme oaun pas Ha pik).

The batch meets requirements of QCM for MA Ne UA/20096/01/01. / Cepis Bianosinae BuMoram
MK na PIT Ne UA/20096/01/01.

Packaging, labelling and expiry date meet the requirements of QCM. / Ynakosxa, mapkysanns ra TepMiH
TPUZATHOCT BIANOBIAArOTE BEMoram MICH.

Storage conditions: keep out of the reach of children in the original package at a temperature below
25 °C. / Ymonn 36epiranns: 3bepiraty B opHriransHilt ynakosui TIIPH TeEMIIepatypi we Buie 25 °C y
HENOCTYNHOMY JUIN AiTel Micwi.

Conclusion: I hereby certify that the above information j¢
has been manufactured, including packing/labelling v/ ali
full compliance with the GMP requirements assig o~
specifications of the registration dossier approved t
records, packaging and analysis records, were reviewed ! Oiphg
A NiXTBEPIIKYIO, IO HaBEAeHa BALIE intdopManis e 3\ }21@0}0 Ta TOuHGR0:. Hg/cepin npoaykuii yna

BHIOTOBJICHA, BKITIOTAIOYH TTaKyBaHH1, MapKYBAaHAA Ta W

SWISS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Gerisiy
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, hﬂp:flwww.aenova-group.conﬂen/gtc



CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT

CEPTUDIKAT SIKOCTI NIKAPCHKOTO 3ACOEY derova

s

BupobHuYik pimanni y moemil Bigmomimmocri 3 Bumoramu GMP, BCTAHOBNEGHHMM MiCHEBMM
PETYJIATOPHAM OPrasoM, a TAKOX BIANOBINHO A0 cneUHdikal(if, w0 MicTsATECA B peecTpauilBoMy
HOCkE, 3aTBCPIDKCHOMY B YKpaiHi [uts nikapchroro 3aco6y. IIpoToxons BHpoBHHITRA, NAKYBAHHS Ta
NpoBeneHHA BUNpoOyBans 6ynM nepeBipeHi Ta BCTAHORIEHO BiAMOBIAHICTS BUMOram GMP.

Issued by / Bunano

Head of Quality Control / Qualified Person / YnosroBaxkeHa ocoba:
KepiBHAK 3 KOHTPOMIO IKOCTI

Thiemo Grusla / Tiemo I'ycna Stephanie Maidl / Credanis Ma#inn

Date / JJata: 14.01.2025 | Date / Ilata: 14.01.2025 5 ( f o 1 (}QQ

5 nad
TOKYMEL ITIB

SWiSS CAPS GmbH - Grassingerstrasse 9, Bad Aibling, Bavaria, 83043, Germany
Phone +49 (0) 8061 931 01, Fax +49 (0) 8061 931 200, http:/fwww.aenova-group.com/en/gte
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