Ceptudikar aHanisy
BuUpobHUK:

CBICC KAMC Tm6X, Mpaccinrepwrpacce 9, 83043
bap AiGniHT, HimMeuurHa

CropiHka 1i33

Lenvta Meaiken NpomoywH3s Al
Otvenbaxracce 26

CH-8001 Utopux Onuc:

[aTa BupobHuuTBa:

Homep cuposunu / Cepia:

MNepen3amosneHHs /

Kateropisa:

Homep martepiany 3aMOBHMKa:
Cepia 3aMOBHMKa:
Homep 3amoBHUKa:

TepmiH NpuAaTHOCTI:

06’eKT iHcnekyii 40000181115 Big 21.02.2024

BnaHK KomnaHii

Oara: 11.03.2024

60017092 / 1491860102

ApreTT panig 75mr Ne20, kancyau
KULWKOBOPO34YMUHHI TBEPAI
03.2023

1258585/AM

103652
03.2027

Mpoueaypa
XapaKkrepucruka
Crneundikauia AaKocTi
MeTon

OanHuua
BUMIpPY

HUKHA BepxHsa
mexa Mexa

MoKa3HuK

NabopaTtopin KOHTPONIO AKOCTI
Onuc
Onuc
BizyanbHo
Teepaj enaTtuHosi Kancynu, posmipy 2

Konip KpuwKu Kancynu
Konip KpuLiKu Kancynu
BizyanbHo
YepBOHa, HENpo3opa

Konip kopnycy Kancynu
Konip kopnycy Kancynu
BizyanbHo
YepPBOHMIA, HEMPO30PUNA

Onwuc BmicTy Kancynu
Onuc BMicCTy Kancynu
BizyanbHo
rpasynu Big 6inoro 4o KpemoBoro KoNbopy

Bianosinae - -

Bignosigae - -

Bianosiaae - -

Bignosifae - -

CepefHA maca BMICTy Kancynu
CepeAHs Maca BMICTY Kancyau
Bianosinae €8p. ¢. 2.9.5
mr/THK = minirpam / T8epay enarmHosy Kancyny

mr/THK

240,23 211,95

OA[HOPIAHICTL 4030BaHUX OAUHULD
OaHOpIiAHICTD A030BaHMX 0 AUHULb
Bignosigae sumoram €sp. papmaxonei
€sp. . 2.9.40

Bianosinae




Ceptudikar aHanisy
BUpOBHUK:

CBICC KANC I'm6X, Mpaccinrepwpacce 9, 83043
bap Aii6ninr, HimeyurHa

Lenvta Mepiken MpomoywHs Al
Orenbaxracce 26
CH-8001 Uropux

CropiHka 2133

Homep cuposunu / Cepis:
Onuc:

[Larta supobHuyTsea:
NepeasamoBnexHs /
KaTteropia:

Homep matepiany 3amoBHMKa:
Cepia 3aMOBHUKa:

Homep 3amoBHMKa:

TepmiH npuaaTHocTi:

Bnaxk KomnaHii

[Oata: 11.03.2024

60017092 / 1491860102

ApreTT panig 75mr Ne20, kancynm
KULLIKO BOPO3YMHHI TBEPAI
03.2023

1258585/AM

103652
03.2027

Mpoueaypa
Xapakrepucruka
Cneuundiralis AKoCTi
MeTog

OpunHnyA
BUMIpY

MNoKasHuK HUKHA BepxHs
mexa Mexa

Po3nagaHHA
Po3napaHHs
Binnosinae Bumoram €sp. papmaronel
€ep. $.2.9.1

Bignosinae - -

laenTudikauin TLUX
laeHTudikauia TLWX
AuknodeHak HaTpito
Bignosinae craHaapTy
TWX-007

Bignosigae - -

Tutany giokeup, E 171

Tutany aiokeng, £ 171

BapBHMKK B 0B0N0OHUI Kancynu

TecT NpoBOAUTLCA HA NYCTUX TBEPAUX KENATUHO BUX
Kancynax

No3ntmeHo

ALLG-030

Bignosigae - -

3anisa okcupg wosruid, E 172

3aniza okcuA KoBTun, E 172

BapBHUKK B 0HONOHLI Kancynun

TecT NPOBOANTLCA Ha NYCTUX TBEPAUX KENaTUHO BUX
Kancynax

MNosntmexHo

ALLG-030

Bianosinae - -

Epurtposun, E 127

Epurposun, E 127

bapBHUKK B 06010HLI Kancynu

Tect NpOBOAUTLCA Ha NYCTUX TBEPAMUX HENaTUHOBUX
Kancynax

Bignosipae ctaHpaprty

TWX-119

Bignosigae




CepTtudikar aHanisy

BupobHUK:

CBICC KANC IM6X, MNpaccinrepwpacce 9, 83043
bap Aii6ninr, HimeuunHa

Oenvta Mepaiken NpomoywHs Al
Orexbaxracce 26
CH-8001 Uropux

Cropinka 3i33

Homep cuposunu / Cepis:
Onuc:

[aTa sBupobHuuTea:
Nepen3zamosneHHs /
Kateropisa:

Homep matepiany 3amoBHMKa:
Cepisa 3amMoOBHUKa:

Homep 3amoBHMKa:

TepMiH NnpuAaaTHOCTI:

BnaHk KomnaHii

[Oara: 11.03.2024

60017092 / 1491860102
ApreTT panig 75mr Ne20, kancynu
KULWKOBOPO3YMHHI TBEPAI

03.2023

1258585/AM

103652
03.2027

Mpoueaypa
Xapakrepucruka
Cneuundikauis akocTi
MeToa

OanHuuA
BUMIpY

MNMoKasHUK

HuxkHA
mexa

BepxHs
mexa

KinbKicHe Bu3HaueHHA [uKknopeHak HaTpito
KinbkicHe Bu3HaueHHA AuknodeHak HaTpito
UV-033 abo LC-007

mr/THK = minirpam / TBepAay »KenaTuHoBY Kancyny

(Mexi: 95 — 105 %)

mr/THK
75,0 mr/THK

74,63

71,25

78,75

PO34YMHEHHA 2 rOAUHKU
Po34yMHEHHA 2 rogunHun uknodeHak HaTpito
Micns 2 roaut (pH 1,2)
FRS-030
€sp. ¢.2.9.3

%

10

Po3unHeHHA 2 roauHm + 45 XBUAUH

Po34UHEHHA 2 rognHu + 45 xBunuH AuknodeHak HaTpito

Micns 45 xsunun (pH 6,8)
He meHwe 80 % (Q = 75 %)
FRS-030

€sp. .2.9.3

%

100

80

Yucrora laeHTudikoBaHi NOOAUHOKI Miku
Yucrota |aeHTMdiKOBaHI NOOAMHOKI NiKK
He 6inbwe 0,2%
LC-008

%

0,0

0,2

Yucrora He ineHTugikosaHi NnooAMHOKI NiKu
Yucrora He ineHTMdIKOBaHI NOOAUHOKI NIKK
He 6inbwe 0,2%
LC-008

%

0,0

0,2

3aranbHa KinbKicrb AOMiWOK
3aranbHa KinbKiCTb AOMILLOK
He 6inbwe 0,6%
LC-008

%

0,0

Oata, Im's, KepisHuK BiAAiNY KOHTPONIO AKOCTI

18 6epesHa 2024 Markus Biirgle /nignucaro/




Ceprudikar signosigHocri Bnavk KomnaHii

BUpoBHUK:

CBICC KAMNC I'mbx, MpacciHrepwrpacce 9, 83043 CropiHka 131 [Oara: 11.03.2024

Bag AbniHr, Himey4yunHa

Mar. /Cepis: 60017092 / 1491860102 [aTa nakyBaHHA: 03.2023

Onwuc: ApreTT panig 75mr Ne20, [aTta cTpoky npuaatHocti:  03.2027
Kancy/ M KULWKOBOPO3IUYMHHI
TBEpAI

Homep PeecrpaujiiiHoro UA/13123/01/01 Kpaina-imnoptep (bulk)

NocBiAYEeHHA:

MakyBaHHA/TuN: 8 Bnictepi (10x2) Nikapcbka popma: Kancyau KULLKOBOPO3YUHHI

TBEPA

KinbKicTb: 6,664 ynakoBoK

3amoBHUK-Mar./Cepis: /

3amoBHUK-ONKC;

Mar, /Cepis (bulk): 60012196 / 5000135631 [Oata supobHuurea (bulk):  03.2023

Onuc (bulk): THK Ankno MSR 75/2 Po3mip cepii (bulk): 150,000.00 oa.

BupobHuui AinbHUL:
[x] Temmnep Ipnangis Nimitea, Kinnopraix, Mpadcrso Keppi, Ipnaxaia; M1042/00001

MakyBanbHi ginbHUL:
[x] Csicc Kanc 'mbx, MpacciHrepwTpacce 9, 83043 bag AnbniHr, HimewunHa; DE_BY_04_MIA_2024_0022

3rigHo EMEA/MRA23/01 i fonoBHeHHA 16 Ao HacraHoBu 3 GMP My rapaHTyemo:

[JaHuM A NiATBEPAMKYHO, L0 BULLEBKa3aHa iHGOPMaLia ToUHa | KopekTHa. [aHa cepia 6yna BUPOBAEHa, BKNOYAKOUM YNaKOBKY/MapKyBaHHA
i KOHTPO/Ib AKOCTI, Ha BULLEBKa3aHMX BUPOBHMUMX AINAHKAX B NOBHIK BiANOBIAHOCTI 3 BUMOramu HanexHoi BUPOBHMYOI NpakTHku Ta
cneunoikauii Toprosoi niueHsii KpaiHu-imnoptepa. [aHa cepia 6yna supobneHa BIANOBIAHO A0 AKTYaNbHWUX | 33TBEPLAXKEHUMM
BUPOBHUUMMM IHCTPYKLIAMM, IHCTPYKLIAMK 3 YNaKyBaHHS i IHCTPYKLIAMMW NO NPOXOAMEHHIO KOHTPOAIO. 3BiTH NPO Cepilo, BKAKOUYaKOUU 3BITH
Npo BUPOBHWULUTBO, NaKyBaHHA Ta KOHTPONI, Bynn NpoaHani3osaHi Ta BU3HAHI TaKMMK, AKI BIANOBIAAIOTL BUMOram HanemHol BUpo6HUUOT
NPaKTUKKA. Pe3ynbTaT KOHTPOMIO, BMPO6AeHOro B npoueci BUPOBHWUTBA, BiAMOBILAOTL aKTyaNbHUM | 3aTBepAMeHum pobounm
iHCTPYKLUiAM. Pe3ynbTaT TECTOBOrO KOHTPOIO Bignosigatots cneuudikauism Bunycky cepii. BUpoBHMuMiA NpOTOKOA | NPOTOKON TECTYBaHHA
Bynu nignucaHi HaNEeKHUM HUHOM.

Cepis Bionosigae 3aTBepareHum cneuudikauisam i 6yna sMnyweHa YNoBHOBaXeHOoW ocoboo ana:

[-] npopax BignosigHo Ao JonosHeHHAM 16 oo Eeponeiicbkoro KepisHuurea no GMP, § AMWHYV i CratTi 51 KepiBHMUTBa 2001/83 / €C
3riAHO NiATBEPAMEHHIO B KpaiHi iMnopTyBaHHA

[x] BignpaBKku KNieHTOBI

[ -] BUnycK cepii Npy BiABaHTaXKEHHI He 3aMiHIOE NPOLEAYPY BUNYCKY cepii 3riAHO 3 eBPONeiicbKMM 3aKOHOAABCTBOM

[x] BMNYCK cepii npu BiABaHTaKeHHI HE 3aMiHIOE NPOLeaypY BUNYCKY cepii 3rigHO NOKaNbHUX 3aKOHOAABCTB KPaiH, Wo He BXOAATL 40
cknaay €C.

BipxuneHHn:

B npoueci BMpobHWLTBA, TECTYBAHHA Ta NaKyBaHHA:
[x] He Bia6YNOCA HIAKUX B MPOLLEC OPIEHTOBAHMUX / 3HAUYLMX ANA BUNYCKY Cepii 3MiH / pesynbTaTis nepesipok, Wo He BiAnoBsiaaoTs
BUMOram cneundirkauii

[-] BUABNEHO BiAXWMNEHHA / pe3ynbTaT NepesipokK, AKi He BignosiaaoTs BUmoram cneundikauii, axki mornn 6 8n fPidebia AKICTD
KiHLLeBOro NPoAYKTY. 3BT Npo BigxuneHHs 6yn0 NpoaHanizoBaHo i NiATBEPAXKEHO YNoBHOBaeHOH 0cobo b6
[-] AopaBanaca BaxnvBea iHbopmaLin WOAO AKOCTI.

DNara, Im's, Mignvc YnosHoBaxeHoi ocobu
21 Bepe3sna 2024 Stephanie Maidl /nignucaxo/




Certificate of Analysis

Manufacturer:

Swiss Caps GmbH, Grassingerstrasse 9. 83043 Bad Aibling, Germany

Deita Medical Promotions AG
Oetenbachgasse 26
CH-8001 ZURICH

Inspection Lot 40000181115 from 21.02.2024 A

Page 1 of 4

Mat.No./Batch:
Description:

Manufacturing date:

PR-Order/Cat.:
Cust.Mat.-No.:
Cust.Batch:
Cust.No:
Expiry date:

aecnova

Date: 11.03.2024

60017092 / 1491860102
Argett rapid 75 mg 20er,
gastro-resistant capsule, hard
03.2023

1258585 / AM

103652
03.2027

Procedure
Characteristic Unit
qual. Specification
Method

Value

Lower Upper
Limit Limit

QC-Lab
Appearance -
Appearance
visually
Hard gelatine capsules, capsule size 2
Colour Capsule Cap -
Colour Capsule Cap
visually
red opaque
Colour Capsule Body -
Colour Capsule Body
visually
red opaque
Appearance of Capsule Content -
Appearance of Capsule Content
visually
white to cream-coloured pellets
Average Fill Weight
Average Fill Weight
Complies with Ph. Eur. 2.9.5
mg/HGC = milligram/ hard gelatin capsule
Uniformity of Dosage Units -
Uniformity of Dosage Units
Complies to requirements of Eur. Pharmacopoeia
Ph. Eur. 2.9.40
Disintegration -
Disintegration
Complies to requirements of Eur, Pharmacopoeia
Ph. Eur. 2.9.1.
Identity TLC -
Identity TLC
Diclofenac Sodium
complies to standard
TLC-007
Titanium Dioxide E171 -
Titanium Dioxide E171
Colourants in capsule shell -
Tested on empty hard gelatine capsules
Positively
ALLG-030
Iron Oxides yellow, E 172 -

mg/HGC

SWISS CAPS GmbH - Grassingerstrasse 9 - 83043 Bad Aibling - Germany

Managing director: Thomas Lemke, Jan Kengelbach

complies

complies

complies

complies

240.23

complies

complies

complies

complies

complies

Phone +49 (0)8061 931 01 - Fax +40 (0)8061 931 200 - Country court Traunstein HR B 8972

The General Terms and Conditions of Sale and Delivery apply: http://www.aenova-group.com/en/gtc

211.95

259.05
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Certificate of Analysis aenova

Manufacturer:
Swiss Caps GmbH. Grassingerstrasse 9. 83043 Bad Albling. Germany Page 2 of 4 Date: 11.03.2024
Mat.No./Batch: 60017092 / 1491860102
Description: Argett rapid 75 mg 20er,
gastro-resistant capsule, hard
Manufacturing date:  03.2023
PR-Order/Cat.: 1258585 /| AM
Cust.Mat.-No.:
Cust.Batch:
Cust.No: 103652
Expiry date: 03.2027
Procedure Lower Upper
Characteristic Unit Value Limit Limit
qual. Specification
Method
Iron Oxide yellow, E 172
Colourants in capsule shell -
Tested on empty hard gelatine capsules
Positively
ALLG-030
Erythrosine E127 - complies - -
Erythrosine E127
Colourants in capsule shell -
Tested on empty hard gelatine capsules
Complies to standard
TLC-119
Assay Diclofenac Sodium mg/HGC 74.63 71.25 78.75

Assay Diclofenac Sodium 75.0 mg/HGC
UV-033 or LC-007
mg/HGC = milligram / hard gelatin capsule
(Limits: 95 - 106%)
Dissolution 2 hr % 1 0 10
Dissoiution 2 hr
Diclofenac Sodium
After 2 hours (pH 1.2)
FRS-030
Ph. Eur. 2.9.3
Dissolution 2hr +45 Minutes % 100 80 -
Dissolution 2hr +45 Minutes
Diclofenac Sodium
After 45 minutes (pH 6.8)
Not less than 80 % (Q = 75 %)
FRS-030
Ph. Eur. 2.8.3
Purity Identified Single Peaks % 0.0 - 0.2
Purity Identified Single Peaks
Not more than 0.2%
LC-008
Purity Un-identified Single Peaks % 0.0 - 0.2
Purity Un-identified Single Peaks
Not more than 0.2%

LC-008
Total Impurity % 0.0 - 0.6
Total Impurity
Not more than 0.6%
LC-008
CEPTH®DIKATIB
SWISS CAPS GmbH - Grassingerstrasse 9 + 83043 Bad Aibling * Germany Mot

Managing director: Thomas Lemke, Jan Kengelbach
Phone +49 (0)8061 931 01 - Fax +49 (0)8061 931 200 - Country court Traunstein HR B 8972
The General Terms and Conditions of Sale and Delivery apply: http://www.aenova-group.com/en/gtc




Certificate of Analysis . aceriova

Manufacturer:

Swiss Caps GmbiH, Grassingerstrasse 9, 83043 Bad Aibling, Germany Page 3 of 4 Date: 11.03.2024
Mat.No./Batch: 60017092 / 1491860102
Description: Argett rapid 75 mg 20er,

gastro-resistant capsule, hard

Manufacturing date:  03.2023
PR-Order/Cat.: 1258585 / AM
Cust.Mat.-No.:
Cust.Batch:
Cust.No: 103652
Expiry date: 03.2027

Procedure Lower Upper

Characteristic Unit Value Limit Limit
qual. Specification
Method

Date, Name, Head of Quality Contral / Q%‘dm
yA

oz

Markus Blrgle

SWISS CAPS GmbH - Grassingerstrasse 9 - 83043 Bad Aibling - Germany

Managing director: Thomas Lemke, Jan Kengelbach

Phone +49 (0)8081 831 01 - Fax +48 (0)8061 931 200 - Country court Traunstein HR B 8972

The General Terms and Conditions of Sale and Delivery apply: http://www.aenova-group.com/en/gtc




Certificate of Conformity aernova

Manufacturer:

Swiss Caps GmbH, Grassingerstrasse 9, 83043 Bad Aibling, Germany Page 4 of 4 Date: 11.03.2024
Mat./Batch: 60017092 / 1491860102 Manufacturing date: ~ 03.2023

Description: Argett rapid 75 mg 20er, gastro-resistant capsule,hard  Expiry date; 03.2027

Certification No: UA/13123/01/01 Import-Country(Bulk): —

Packing/Type: in blister (10x2) Dosage form: gastro-resistant capsule, hard
Quantity: 6,664 Packs

CS-Mat./Batch: !

CS-Description:

Mat./Batch(Bulk): 60012196 / 5000135631 Manufact.date(Bulk):  03.2023
Description(Bulk): HGC Diclo MSR 75/2 Batchsize(Buik): 150,000.00 ST

Manufacturing sites:
/' Temmiler Ireland Limited, Killorglin, County. Kerry. Ireland; M1042/00001

- 3
Packing sites: 224 _ 6022 cocr. 2403202 HST
% Swiss Caps GmbH, Grassinger Strasse 9, 83043 Bad Aibling, Germany; DE_BY_04_MIA 28250+

According EMEA/MRA23/01 and Annex 16, GMP-guidelines we insure:

I hereby confirm that the above information is authentic and accurate. This batch of product has been fabricated/manufactured, including packaging/
labelling and quality control at the above mentioned site(s) in full compliance with GMP requirements and with the specification in the Marketing
Authorization of the importing country. This batch has been produced in accordance with the valid and approved production instructions, packaging
instructions and test instructions. The batch records including manufacturing, packaging and quality control were reviewed and found to be in compliance
with GMP. The results of inprocess controls comply with the valid and approved work instructions. The test results are in accordance with the release
specifications. The production protocol and the test protocol were duly signed.

The batch corresponds with the agreed specification and has been released by a qualified person for:

[l] trade according to appendix 16 of the EU-GMP-guidelines,§ 16 AMWHYV and article 51 of the guideline 2001/83/EC in
accordance with the approval of the country of importation

X the despatch to the client

[}] the despatch release does not replace the QP-release in accordance with the EU aw

Nthe despatch release does not replace the release in accordance with the national law from non-EU nations

Deviations:

In the production, testing and packaging there was:

B.no release refevant deviations / QOS results

[J] deviations / OOS results, which could have influence on the quality of the product. The deviation report was valued and approved
by a qualified person (see Annex)

[l in addition relevant informations with regard to the quality are added

Additional Comments/Remarks:

—

Date, Name, Signature Qualified Person

| Stephanie Maidi
21, Mirz 2024
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SWISS CAPS GmbH - Grassingerstrasse 9 - 83043 Bad Aibling - Germany

Managing director: Thomas Lemke, Jan Kengelbach

Phone +49 (0)8061 931 01 - Fax +49 (0)8061 831 200 - Country court Traunstein HR B 8972

The General Terms and Conditions of Sale and Delivery apply: http://www.aenova-group.com/en/gtc




JTEPJKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitiunoi Hazii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOI0 B YKPAaiHY JiKapcbKOro 3aco0y

06.05.2024 Ne 21609/24/10

API'ETT PAIILQ

(naliMeHyBaHHS JIIKApCHKOTo 3ac00y 3TiHO 3 PEECTPALIHHAM MOCBITIEHHSM)
Kancy/M KAIIKOBOPO34YMHHI TBepi mo 75 mr; mo 10 kancya y 6Jicrepi; mo 2 6aicrepu y
KapTOHHIiN Kopooui

(bopma BHITYCKY, 103yBaHHS, BU MTAKYBaHHS JIIKapCHKOTO 3aco0y)
Howmep peecrpaniitnoro nocsiguenns UA/13123/01/01 crpox nii peectpaniitoro nocsizuenns 02.10.2024
Cepis nikapcbkoro 3aco6y Ne 1491860102 KinsKicTh BBe3eHOTO Jikapchkoro 3acoby 6664

Bupo6Huk Csgicc Kanc I'M6X, Himeuunna, Himeuunna

(naiimMenyBaHHs BUPOOHHMKA JIIKApCHKOro 3aco0y, KpaiHa MOX0KEHHS)

Bgeseno B Ykpainy TosapucTBo 3 oomMexenor BinnosinansnicTio "JIEJIBTA
MEJIKEJI", inent. kon: 39448817

(naitmenyBanHs Ta ko 3a €J/[PTIOY ropuanunoi 0cobun abo npi3BuiLe, iM's, 110 6aTbKOBI (izuaHOT
0co6H - MiAnpUeMIs, i MicLie TTPOXKKUBAHHSA Ta PEECTPALIHHIN HOMEpP 00JIiKOBOT KapTKH MJIaTHHKA
nojatkie abo cepist Ta HOMep TacropTa)

Iporokoa Bizyansnoro koutpoio sin 02.05.2024 Ne 1176/1.

3a pesynbTaTaMM JIEP)KABHOTO KOHTPOJNIO BCTAHOBJICHO, ILI0 JHKapchkwWi 3aci0 BBe3eHO B VYKpaiHy 3

JAOTPHUMAHHSAM BUMOT 3aKOHOJABCTBA I[0/10 3a0€3MEUEHHS SKOCTI JIKapChKHX 3aco0iB.
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