S, Ay
AEPJKABHA CJYXBA 3 JIKAPCHLKHX 3ACOBIB TA KOHTPOJHO 3A
HAPKOTHKAMM Y KHIBCHKIHA OBJIACTI

nipoB. CaiTmyanol Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis ko{@dls.gov.ua, Kog CAPIIOY 37078774

BHCHOBOK
PO AKICTHL BBE3CHOI0 B Y KPATHY NIKAPCHKOro 3ac06y

27.12.2023 N2 65143/23/10

CMODJIIILH 20 %

(eafiMeRYBaHRA RiEAPCEKOT0 33¢00Y 2riAHO 3 peecTpaniiiHEM HOCBIAHEHHAM)
eMyJbcid AaA iHgysiii; no 100 ma y paakoni

((hopma BUMYCKY, ZOIYBAHHA, B NAKYBaHKA NikapcsxoTo 3ac0by)

Homep peccrpauiiinoro nocsiggenus UJA/13846/01/01 crpox nif peectpaniitaore nocsimuensa 05,07.2024

Cepis nixapepkoro 3acoby Ne 16SF8163 Kinekicrs BeezeHoro aikapeexoro zacoby 420
Brpobuik (MDpeseniyc Kabi Apcrpia 'm6X, ABcTpis
(#tafiMeryBaHHA BIpobHIIKa JIKapeEROro 3acoby, KpaiHa noxoTseHH )
BeeacHo B YEpainy CuinkHe yRpaiHChRO-eCTOHCHKE MiANPIeMCTRO Y dropMi TOBAPHCTBA
3 ofmemeriolo BignosigaaesxicTio "Onrima-Dapm, JITH", ixenr. vox:
21642228

(HaliMenysanus Ta kox 32 €APTIOY wopamuaiol ocobn abo npisemile, im'e, no 6aThKoBi Giznanoi
ocabn - Bignpiesi, i Micue NPpoKIBIHAR T PCECTPAREIHEDN HoMep ODMIKOBOT KAPTKI! (IATHRKS
noxarxie abo.cepid 72 HOMEp MIACTIOPTA)

N poToxen BisyaasHoro kourpomo sin 27.12.2023 Ne 4140/6,

3a pesynpTATAMM  NICPWABHOTG KOHIDOMIO BCTAHOBJCHG, UG JNKAapehkni  3acid  BBeacHo B YrpdiHy 2
AOTPHMAHHAM BsMor 30KOHOARBCTBA LIGAO 1abe3neyeHus HKOCTI HiKapChKUX 3aceiIB,

B.o. 3aCTynH

LeprasHoi GE

3acc16m.'ra KO I .
I'pﬁna'i_[i{ﬁ;ﬂ'AMA'F’I

(niuiany 'ra npnuume}
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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAIZY ']'] :I:EBSIENSUS

CertcoS Fresanius Kabi Austria GmbH
Haowap cepmugbiramy 00E73243 Ppaseuiyc Kati Ascmpia MesX
Hafnerstrassa 38
Xagwepwmpacee 36
8055 Graz, Austria
BOSS Mpay, Ascmpin
TelTen +437316/240-0
Lizenge (Myoxair Na 4801686

SMOFlipid 20%/ CMO®INIA 20%

Articlel Apmuxy 2473034

Dosage form, strengihl Mivapcexa ghopua, doayearne: emulsion for infusiond ey necin gna iHdyyain

Package size and type/ Poasip ma mun naxysassa, 100 mil in bottlel no 100 mn y gnaxosl

Registration numben' Homep peccmpayilngas nocadvenns: UAN Z846/01101

Batch number’ Howep cepd. 165F8163

Manufacturer, country/ Bupofkue, xpafa; Fresenius Kabi Austria GmbH, Austria/ dpesediye Kadl AscTpin MmGX, Ascrpla
Supplier Mocmavansuux: Fresenius Kabl/ @pezewiyc Kadi

Manufacturing date/ Jama supoSwiymen: 26.06.2023

Expiry datel Mpudamyud do: 28.06.2025

Amount released’ Posup copi. 2880

Activity! Cuma O axmuasicms:
1000 ml solution contains [ 7000 LT DOSYLNY MICTIUME:
active ingredients! Al pevosuny:

s.u-;a-hamul refined | OniR COEBA PRQIHOBRHA Sl g irh

Trighycandes medeum-chain Tpurfepuin CEpeL Moo Ranipara &g i)
Olive oil refined | Qi anvescea padivcaana gin
Fish oil purified / Pw'sustil Mup CHALBHHA gl

exciplenis! domouwrd pevosuny: egg yolk phospholipids | docponinion seunono monTea, giycendl / rniuepas, DL-g-tocopherol / DL-a-Tokogeepaen, sodium cleate f
HETRIR oneaT, sedium hydrooide / marpin fapoeceg, water for injection / Boga gnn iKcrLA.

Test/ Specification’ Resultl

Mokazrux Creygughinaiyin Peaynsmam

Appearance ! Onwe while, homogeneous emulsion / Conform / Bignoaiaae
FOMOTEHRE BMyNbCIA, BINOro KONLoDY

Idantification: The retention fime of the main peaks of fally acids in the Conform | Bignonigat

Fat acide: Caprylic acd, Capre asid, Oleic acid, chromalogram of the i85t solition should comespond 1o the retention

Lincleic acid, Eicosapeniaencic acid, Ocosahexaenoic  time of the main peaks of fatty acids in the chromategram of the

acd / siandard soution obiained in the section “Assay” /

Ipeumegiauis: Y yTPUMYEAHAN GEHOBHIK NKIE HAPHIN KACNOT HE XPOMATOIPEMMI

Wl weCNOTW  KANPMAOBA KWCNOTA, KANPHHOBR eanpofioByBAHOND POSUMHY MA3E Blgnoalgatd Macy yTpaMyBasHA
HWCNOTA, ONSTHOBS KWCNOTE, AiHONGHa  ©ACnoTa, CCHOBHMK MKID BHPoHX FRCNOT Ha XPOMATOMPAMMI CTEHABPTHOMD
SHKD3ANEHTAEHIEA EACNOTA, QEDAATEKCACHORD poOdLMMY, OTPMMAHOD B POIAin aKinskicHE: BHEHAYEHHAS

EMCRATA

pH T5-080 B2

Glycercl, mgimi 2E-276 253
e, Mrian

Sodiuem, menalimi <50 35
HaTpid, Maonsfuan

Pheapharua, mgl f 421 - 518 457
OO, M

DL-a-Tocapherol, maiml / 160 - 230 167
DL-g-Torochepon, Mriin

Free fatty acids, megl ! 230 20
BinbHi sapel ACNoTH, Meken

Assay | 26 -48 a4
HINEaCHE BRIHEHERIRA SHUDHWE KACNOT:

Capryiiz acid, mgiml /

KANpHNOBA KACNOTAE, Mrin

Capric acid, mg/ml | 10-30 5
KBNPUHOES KRCNoTa, Miin

Olelc acid, mg/mi / 45 -T0
onaiscea KRCNOTA, Mifun

Linoleic acid, mg/mi { 28 - B0
NEHCNARS KWCNOTA, MIfsn

Eicosapentaencic acid, mgim | =7
EAXSIANEHTAEHORE KNCRATA, AN

Oeosahaxaenic acid, mgiml/ 2-7
CRCARMEKCACHOBA KMonoTa, sarfun

Total fat, mg!mi f 201 -223
SaraneHui BnedcHal BaicT, MriMn

Pricdadt Haden Genschar 25 Fassag 8082023
Cowstitt rast papaTied ™ T

Bz w017 % 7972 2023 Wﬂ@



CERTIFICATE OF ANALYSIS
CERTHORAT AHATISY 'h FRESENIUS
KABI
Certeos Freseniug Kabl Austia GmoH
Homep capmighixamy 00673243 Mpesaniye Kabi Ascmpis MuEX
Hafnerstrasse 36
Xagpuepuwmpacce 36

BOSS Graz, Auttria

8055 Mpan, Acmpia
Tel/Ten +43/316/245-0
Licensa //Tigosain Ne 480166

SMOFlipid 20%/ CMO®NINIAQ 20%

Asticlel Apmusyr: 2473031

Dogage form, strengihy Mkapcssa ghopua, doayganus. emulsion for infusions emynscin ana ingyia

Package size and type/ Poduip ma mun nasyeas. 100 mi in bottlel no 100 mn y danasomi

Registration number! Houep peecmoauiineed moceiduass. LIAM IB4EM01/01

Balch numbed Howep capli 185F8163

Manufacturer, countryl Bupoliuk, kpaikg: Fresenius Kabi Austria GmbH, Austria/ ©pedesive Kabi Ancrpla Mwbx, AscTpin
Suppller Mocmavansswe Fresenius Kabis @pezeniyc Kabi

Manutaciuring date’ Jama supoSiuymaea: 26 06.2023

Expiry date! Mpwdamnud dor 26.06.2025

Amount releasad’ Pannp cent 2880

Test/ Specification/ Result/
Moxaznur Creyugixauyin Paaymsmanm
Distribustion of fat emulsion particle size / 100 % 100 %
i MMPOBH YACTOK My necil possipos
=5 prm (nea)
Mean globule size, pm [ =05 0.4
Cepeanin poawip yacTor, Mo
Bactenal endoboxins, EW/m / %05 =05
Baxrepianes exgoroxcism, OEn
Staritity/ Sterile / Conform / Blgnosigae
CTRDANEHICTY Ngenapat wak GyTW CTEpUNBHAM
Sheif e / Tepaly npudamwoemi 2 years | poga Conform / Bignoalgas
Expiry date - imprint £ 26.08.2025 Canform / Blancelpae

Mpudamiud 85 - Hadpmoaann

A
T == FRESENIUS
Qualifled Persond jf KABI

¥noarvoaawena ocofa: 3 h 21.07.2023

Statement A-B0S5 Graz, Hafnerstrasse 36

| haraby cartidy that the above information ks authentic and accwrats, This balch of product has been manufaciured, including packaginglabeling and quality contro! at
the abave mentionad sde In full compllance with the applicable GMP-requirement and with the specification in the Marketing Authorization of the importing country.
The batch processing, packaging and analysis records wene reviewed and found to be in compliance with GMP.f

Fanea Apo cApMUIRALI,

Narirs midmaspdwgmn, o wasedens suupe lhpopuaca ¢ docmoaiswon | mousos. Lia cepls noodyarny Byna BUa0MOaness, SXTONSONL MERYRSHE  MADKe I ma
KOMITMPONE AROCMI G0 NOSE0SHT HA SUBIaInayenid Minsauy ¢ nosid eidncaidvocmi 3 susmosamy GMP ma cneyudhmayiess Peccrmpayilnoss docoe Rpaiuu
mapmeps. 3anucy NP0 SUPOSHLLMED, MAKYREHMNA MB BHEMNY COOT G)ny nepeaipan] ma suinan sidnosismimy GMP.

Prrivvinad HaOpywoassss: Christing Gersciar Wpocmme Mesuap 1868 3058



