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1. | Name of product/ Hazga nponykry OMACOR®/OMAKOP

2. | Country of the manufacturer/ Kpaina BupoBruk Germany/ HiMeuunua

3 Registrati’cin certiﬁcatfe number ip Ukr'?i'ne/ Homep UA/10147/01/01

peccrpaniinore nocsigyenns B Yxpaini
1000 mg omega-3-acid cthyl esters 90,
comprising 460 mg eicosapentaenoic acid
(EPA) ethyl esters and 380 mg
docosahexaenoic acid (DHA} ethyl esters
(enclosing also antioxidant a-tocopherol) /

4. | Strength/ Crna aii 1000 wmr etwnoBoro  edipy  omera-3-
HCHACHYCHUX SKUpHUX Kucnot 90, mo cinany
soro pxomats 460 mr erumosoro edipy
eitkozancuTacHosol kucnory (EIIK) i 380 mr
eTHNOROro edipy HOKO3areKCacHOBOI KMCIOTH
(ArK) (s AKOCTI AHTHOKCHAAHTA
BHKOPUCTORYETHCS 0-Toxodepom)

5. | Pharmaceutical form/ Jlikapchka dopma iggoczgsules 1000 mg / Kancysu M’k o

6. | Size and type of the package/ Posmip i Tvn ynakosky ignzaf;;linl:xgzti??ol 1b(§t;ii;1;;c;xxf0§)i6ui

7. | Batch size / Posmip cepii 3009 packs/yn.

3 Date of manufacture/ ara supoOuuLTBa 07.2023 (in digits only)

* | Batch Release date / ara sunycky cepil 15.12.2023 (in digits only)
9. | Expiry date/ Jlara 3axinuenns repminy nprgaruocri | 06.2026 (in digits only)
10. | Name, address and manufacturing license numbers - Abbott Laboratories GmbH, Germany

for all sites responsible for manufacturing process
and quality control/ Haasa, agpeca ta nomepu
niyensiit ua BupoGHULTBO ANs BCiX BUPOGHUKIB,
BIAFOBIANBHMX 32 BUPOOHHYMI HPOLEC 1 KOHTPONL
AKOCTI

(release of finished product), Justus-von-
Liebig-Strasse 33, Neustadt, Niedersachsen,
31535, Germany.

Manufacturing Authorization
DE NI 02 MIA 2022 _0013/41401/H-144;

- GM Pack ApS, Denmark (primary and
secondary packaging), Plastvaenget 9, DK-
9560 Hadsund, Denmark.

Manufacturing Authorization 101076;

- Patheon Softgels B.V., The Netherlands
(manufacturing “in bulk” and batch control), De
Posthoornstraat 7, 5048 AS Tilburg, The
Netherlands.

Manufacturing Authorization 4955 F;

- BASF AS, Norway (batch control),
Framnesveien 41, NO-3222 Sandefjord,
Norway.

Manufacturing Authorization 23/07910-2.

« AdGorr JaGoparepis I'm6X, HiMeyunna
(piamopizannpuuii 3a Bunyck cepil), fOcryc-
¢ou-JliGir-Ulrpacce 33, Hoftnrranr, Hinkua
Caxconis, 31535, HiMeuunna /

Jliuensin Ha BUPOGHUUTBO
DE NI 02 MIA 2022 0013/41401/H-144;
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- '™ Hex AnC, Janisa
(BiznoBinaneHui 32 NEPBMHHC | BTOPHRHE
nmakyBanns), Ilnacrsenrer 9, JIK-9560
Xancynp, Janis.

Jiuensis Ha sapobunntso 101076;

- Hareon Codrixens Bb.B., Hizepnanau
(siamroBinankHui 3a BUPOBHNUTEO
Hepoadacoranol npogyxuii i KOHTPONL cepil),
Jle Tlocroopuctpaar 7, 5048 AC Tinbypr,
Hizepnanan.

Jlinensis na upobruuTBo 4955 F;

- BAC® AC, Hopserin (sianosigansuuit

3a KOHTpPOJK cepif), Ppamuecseen 41, HO-
3222 Cangedropn, Hopseris.

Jinensia na supodunuTee 23/07910-2.

11, | Results of analysis/ PesynwraTy ananizsy See table below/ Ius. Tabnumo mnxye
Parameter tested / Acceptance limits / Results /
KourpoasoBandit napamerp HJonycrumi mexi Pesyainwrarn
Appearance/ Onue Oblong transparent soft capsule size 20, | Complies /

filled with light yellow oil/ {osracra | Birnoinae
nposopa M'uka xancyna posmipy 20,
HanoBHeHa onigro  6IiN0-KOBTYBATOTO
KOABOPY
Average fill weight/ Cepeans maca Min/min. 925 mg/mr — max/maxc. 1075 | 990
JAMOBHEHHR mg/mr
Ph.Eur/ €0.2.9.5
Uniformity of mass/ Oanopinmicts macu | Complies / Bianogizae Complies /
Ph.Eur/ €3.2.9.5 Bianosisae

Disintegration/ Posnaganua Max./make. 15 minutes/ XBHAUH 8
Ph.Eur/ €8.0016/2.9.1
Hardness/ Teepaicts Min/min.7,5 N 9,5
Organic impurities/ Oprauivai xominkn
Acid value/ Kncinorue uucno Max. 2,0 mg KOH/g /makc.2,0 mr 0,1
Ph.Bur/ €. 1250/2.5.1 KOH/r
Peroxide value/ Ilepokcuare uncno Max. 10 meg/kg / makc.10 Mexs/kr 2
Ph.Bur/ €®. 1250/2.5.5
Anisidine value/ Anizuaunose yucno Max./make.17 2
Ph.Eur/ €®. 1250/2.5.36
Absorbance at 233nmy/ [Tornunanus Max. 0,55 AU/ make.0,55 Ol 0,27
nptt 233 rm Ph.Eur/ €D, 1250/2.2.25
Oligomers/ Oniromepu Max 1 area %/ maxc, 1 % nomi 1
Ph.Eur/ €.1250/2.2.30
Identification/ Inenrudpixanis
Ph.Eur/ €®. 1250/2.4.29
Eicosapentaenoic acid ethyl ester C20:5 n- | Positive / ITosnrusna Complies /
3, EPA EE / eruiosoro edipy Bixnosinae
eiikozanenracHoBol kuciotu (EE EIK)

C20:5 n-3
Identification/ Inentudinanis
Ph.Eur/ €D, 1250/2.4.29
V.06 ED: 12-Feb-21 HA AAD: (02-Oct-19
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Docosahexaenoic acid ethy! ester C22:6 n-
3, DHA  EE / -erunosoro edipy | Positive / Tlosutasna Complies /Binnosinae
jnoxosarexcacaorol xucnorn (EE JI'K)
C22:6 n-3
Assay/ Kinbxicue suanavenns, Ph. Eur./
€. 1250/2.4.29
C20:5 n-3, EPA EE / Erunosuii edip EITIK | Min./min. 430 - max./maxc. 4935 465
C20:5 n-3 mg/capsule/ Mr/anc
C22:6 n-3, DHA EE / Erunosuit edip Min./min. 347 - max./makc. 403 381
JIK C22:6 n-3 mg/capsule/ mr/kamnc
EPA and DHA EEs / Evvnosi adipu EITK | Min/min. 800 - max./maxc. 882 827
i JAlK mg/capsule/ Mr/kanc
Total omega-3-acid EEs/Cymma EE Min./min.90 % (wiw) 91
oMera-3 KHCJIOT
EPA, DHA, C18:3 n-3, C18:4 n-3, C20:4
n-3, C21:5 n-3, C22:5 n-3/ EIK, IT'K,
C18:3 n-3, C18:4.n-3, C20:4 n-3, C21:5 n-
3,C22:5n-3
Other ethy! esters n-3 / Iurui erunosi
ehipy n-3 KUPHHX KHCIOT:
C18:3 n-3EE Max 1% area / makc. 1% nomi 0,1
C18:4 n-3 EE Max 5% area / makc.5% nuoti 2,4
C20:4, n-3 EE Max 3% area / maxc.3% rurouy 0,6
C21:5,n-3 EE Max 3% area / make.3% momi 2,1
C22:5, n-3 EE Max 6% area / makc.6% ruiowi 3,0
Related compounds/ Cynposinsmi
AOMILIKH
Ph. Bur/ €.1250/2.4.29
C 14:0EE Max 1% area / maxc. 1% miour 0,0
C18:1,n-9 EE Max 1% area / Makc. | % ruton 0,0
C20:4, n-6 EE Max 5% area / Maxc.5% nnomi 2,2
C22:5,n-6 EE Max 3% area / maxc.3% rutouti 0,9
Largest unidentified single peak / Max 0,5% area / makc.0,5% ruromi 0,3
Ha#6insimuni ueinentudixopanuit
oxpemMuit rmx
Total unidentified peaks/ Cyma Max 2% area / Makc.2% mmomi 0,6
HeiieHTHhIKOBAHUX HiKkis
Antioxidant / AuTHOKCHXAHT
Identification, a-Tocopherol/ Positive/ TosmrusHa Positive/ TTosurusna
{nenrudikanis, a-roxodepony
Assay, a=Tocopherol/ Min/min, 3,2 - max./makc. 4,8 mg/caps / | 3,9
Kinbricne spsnayenns, a-1okodepony Mr/kanc
Microbiological Quality /
Mixpob6iooriuna wnerora,
Ph. Bur/ €D, 5.1.4, Ph. Bur/ €0
2.6.12/2.6.13
-TAMC Max/maxc. 10* CFU/g (KYO/r) <10!
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-TYMC Max/make. 10 CFU/g (KYO/r) <10

-Bile-tolerant gram-negative bacteria /

I'pamueratusri 6axrepii, crikiki go xosai | Max/maxe, 10* CFU/g (KYO/r) <10!

-E.coli

-8.aureus absence/1 g/ sigcyrnicrs/1 r Absent/ BincyTus

-Salmonella absence/] g/ BigcyTHicTs/I T Absent/ BincytHs

absence/10 g/ sigcyrnicts/10 1 Absent/ Bigcyrus

The analytical methods listed under Identification, Assay, Related compounds, Antioxidant and Organica impurities are
analyses of capsule fil ¥V scix sunpoBypanuax igentudixauii, KiILKICHOrO BU3HAYEHHS, CYNPOBIAHAX LOMIILOK,
AHTHOKCHIAAHTIB T4 OPraHiyHUX AOMIMIOK, aHANI3 NPOBOAATS Ha BMicT] Kancymu,

12. | Comments/ Komesrapi

Destination country: Ukraine / Kpaina-imnoprep: Ykpaina

13,

Certification statement/
3anea npo ceprudikanio

| I hereby certify that the above information is authentic and

accurate. ‘This batch of product- has been manufactured,

including packaging/labeling and quality control at the above
mentioned site(s) in full' compliance with the GMP
requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records
| were reviewed and found to be in compliance with GMP. /
IaM  MiATBEPIUKYIO, 1HO  BHIICBHKIaNeHa imopmauis €
aBTeHTHYHOW i:BipHOW. Lljo cepito npenapary supofnedo
(BKIMIOYAKOYM  YIAKOBKY/MAapKYBaHHA Ta KOHTPOJIE xxouu)
BHILEBKA3aHUM "BUpOOHMKOM Yy TOBRIR  BianosipHocTi 3
puMoramu  GMP IOKaABHOIO - PETYRATOPHOTO OpraHy i 3
3aTBEPKCHAMH cncuml)ixaui;mu 3riano 3 Peectpawiinum
HOCBI{HCHHSIM Kpamn 1MnopTepa ]onyme;mauilo‘ moso
BHPOOHHLITBA cepu ynaxom«m 1 TeCTYBaHHH TiepesipeHo, i
BCT&HOBHCHO i munomuulcrb sumoram GMP.

14. | Name and position/title of person :
authorizing the batch release/ Im'a 1a | David Schwarzer' ,

| mocana ocofum, BiNMOBIAANBHO] 3a R

| Bunyck cepil _ alified Person/ Yno:},lmnax(eﬂa ocoba
15, | Signature of person authormng the
batch release/ Thinuue ocobn,
BIAOBIAANBHOT 34 BHIIYCK cepil ;
16. | Date of signature/ Jlara nignucy = /
: SR SRR ' R D B b
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