CERTIFICATE OF ANALYSIS

CEPTUDIKAT AHASIZY FRESENIUS

KABI

Cert.co. Fresenius Kabi Austria Gmbit

Homep cepmuchinarty G0696722 @peasniyc Kabi Ascmpist TuGX
Hafnerstrasse 36
Xadhwepwmpacce 36
BO55 Graz, Austria

> 855 (pay, Ascmpin

TelTen.+43/316/242-0
License /fliuensin Ne 480166

AMINOVEN 15% / AMIHOBEH 156%

Articla! Apmuryrr: K532091

Dosaga form, strength/ /likapceka chopma, Bosyeanks. solution for infusion/ poavux dara inghy3id

Package size and type! Poauip ma rmun naxysanas: 500 mi in boitles ! no 500 mit y haanonax

Reqistration number/ Homep peccmpauidnozo noceidusins: UA0432/01/03

Batch number! Homep cepli 16SFB137

Manufacturer, couniry/ Bupobnuk, koaina: Fresenius Kabi Austria GmbE, Austria/ ®peaeniyc Kabi Agcmipia FMEX, Ascmpin
Supplierf Mocmavanssuk: Fresenius Kabi/ &peseniye Kabi

Manufacturing date/ Jama supobuuymea: 06.2023

Expiry date/ fpudamuud 40 06.2026

Amourt released/ Poauip cepii. 430

Activity/ Cupa i, akmuericms:
1000 ml solution gontains 7 1000 MR SO3YUHY MICHIUMS]
aclive ingredients/ diioy/ pevosunl.

L-alanine / L-anaxbs 2500 ¢ {1)
L-arglrine / L-aprisis 20,00 g ()
L-valine / L-eanin 580g(n
L-histidine / E-ricugiH 7309
Glyging / Tnilpn 8,50 9 ()
Leucing / L-nefugss 89049 ()
Lysineacetate / L-nlavnauerar 15,655 g (1
corresponding 1o L-ysine / B nepepaxynky ka L-niskh 11,10 g {n)
L-soleucing ! L-isonedums 5209 (1)
L-methionine / L-meTioHid 3800 (0
L-serine / L-ceput 9,8Cg (n)
Taurine / Taypus 20049}
L-proline / L-nponiv 17.00 g {r)
L-fyrosing { L-TAposuH 440g ()
L-thigoning / L-TpecHin 8.80¢ (1)
L-tryptophan / LTpuntadban 1,809 (n)
L-phenylalanine / L-texinanauix 55049 (1}

Excipients { donombrni pewosunu: glacial acetic acid / knenoTa oyTosa nNeoAsHa, water for injections/ Boga pns iWgkain, matic acid/ kucnota abnysna,

Test/ Specification/ Resultf

forasnug Cneyudbivaiin Pesynsmam

*Appearance solulion / Onue poaynny clear solution not more infensely coloured than reference Conferm [ Bignosigae
solution Y7 /

*Y7 —colourless or slightly vatiow sotution / NPO3OPUE POFILH, CTYNiHL 30BEPENEHHR HE MAE NepesilyyBaTH

Beibapanwii abo iz anerka woBTysaTHM SIATIHKOM POSUHH eTanoH Y7

Identification ! laerTwhikayia the quantitative determinafion serves as identity proof 7 Conform / Bignosigae
KINbYICHE GUSHANEHHS CIKRUTE SOKAI0M IaeHTUdIkauil

pH 55-83 59

Assay ! Kinbkicke auanaqesta 25,000 (23,750 - 26,250} 24,732

L-Alaning, gt/

L-Anauin, r/n

L-Argirine, git 20,000 (19,000 — 21,000} 19,786

L-AprinTe, N

L-Valine, g/ { 5,500 {5,225 - 5,775} 5451

L-Banis, #in

L-Histiding, gfi / 7,300 (5,035 - 7,865) 7,288

L-Fictuany, rfn

Glycine, g/l / 18,500 (17,575 ~ 19,425) 18,403

Eniuus, Mn

L-Leucing, g/l / 8,800 (5,455 — 9,3458) §,768

L-Neduws, rfa

L-Lysine, g/t / 14,100 {10,545 — 11,655) 11,053

L-flisus, fn

L-lsoleucing, gil/ 5,200 (4,940 — 5,480) 5127

L-l3pnediguH, /n

E-Methionine, git / 3,800 (3,610 ~ 3,990) 3,798

L-MeTuotis, on
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATNIZY

Cert.co./
Homep cepmudgpinamy 00690722

FRESENIUS
HABI

Fresenius Kabi Austria GmbH
Ppazenivc Kabi Ascmpia MabX
Hafnerstrasse 36
Xathrepumpacce 36

8055 Graz, Austria

8055 [ paly, Ascmpis

Tel.tTen +43/316/249-0
License /Jiuen3is Ne 486166

AMINOVEN 15% / AMIHOBEH 15%

Arliclef Apmukyn. K§32091

Dosage form, strengihy /ikaposka gopma, GoaysanHs: solution for infusion! posuun @na iHbysitl
Package size and typa/ Posmip ma mun nakysands: 508 mi in bottles f mo 500 Mnry hrananax
Regisfration number/ Hosep peecmpauiiinozo nocaiduenus. UAIM0432/01103

Batch numberf Homep cepii. 165F8137

Manufacturer, country/ Bupobruk, kpaina: Fresenius Kabi Austria GmbH, Austrial ®peseniyc Ka6i Aecmpin FmGX, Ascmpin
Supplierf Mfocmavaseruk: Fresenius Kabl/ ¢peseniyc Kabi

Manufacturing date/ Jama supobauumas: 06,2023
Explry datel Mpudameui do: 06,2025
Amount released! Poasip cepll 480

Test/ Specification! Result

Nokazunux Cneyudbinauis Pazynomam
L-Sering, g/l f L-Cepun, t/n 9,600 (9,120 - 10,080) 9,450

Taurine, g/l ! Taypun, rfn 2,000 (1,800 - 2,100) 1,870

L-Proline, g/l / L-Fiponin, rin 17,000 {16,150 — 17,850) 16,841

L-Threonine, gt ! L-TpsoHin, r/n 8,600 (8,170 - 9,020) 8,440

L-Tryptophan, git / L-Tpuntodan, t/n 1,600 {1,520 — 1,880) 1.589
{-Phenyialanine, gil / L~Deninanauis, r/in 5,500 {6,225 - 5. 775) 5,471

L-Tyrosing, g/l { L-TuposuH, /n 0,400 (0,580 - 0,420} 0,403

Acetate, mmol { AueTaTi, MMONLIN 142,5 - 157 5 1498

Malate, mmol!t ! Manari, mMmonsin 38 —-46 44

Density, g/mi/ Myctuna, o/mn 1,0472 - 1,0524 1,0498

Particulzate matter /Mexaniuki BRNIOUEHHA

Subvisual particles f Hesnawmi

2 10 pm (M) Nat more than (He Sinbwe} 25 particles (vactoi)f mi (Mn) 4 { l {mr)

= 26 pm {win) Not more than (He Ginbwe} 3 particles {4acto)/ mi (Mm O/ ml ()

Visible pariicles / Bugumi Practically free from particles / MaioTh GyTd BiacyTHE Conform / Bignosinag
Extinction / OnTudHa rycTuHa = 0,050 4,018

Free ammonia, ppm / <5 1

Binenui amiax, ppm

Extractable volume / nit. nominaf / Conform / Bignosipas
O8’enm, WO BATRIZETHCA He ueHLls HoMIHansHOO

Sterility/ Sterile / Conform f Bignosigas
CrepuibHicT Pozudn M3g ByTi CTepUunbHuM

Bacteriai endatoxins, 1U/mi / =05 <02

BaxrepianbHi eRgoToxevAn, OEMn

Sheif fife / Tepmin npudamuoccm!

2 years f poxn

Conform / Bignosigas

Expiry date — imprint / 06.2025 Conform / Bigniosifias
(Tpudamuuii 80 — HadpyKosaro
Dafte of manufacture — imprint 06.2023 Conform / Bignosiage
Lama supobpuumesa — HadpyrogaHo .

| FRESENIUS
Qualified Person/ Lo e A0
Vnoanoaawensa ocofa: Mag. A Wasmansdorff {Mar. A, Bacmarcaopdd) el 03.01.2024

Statemant:

Signature/ nianuc

Fresenius Kabl Austria GmbH
A-BO5S Groz, Hafnerstrasse 30

| hergby certify that the above information is suthentic and accurate. This batch of product has bean manufactured, including packaging/labeling and quality controt at
{he above menfioned site in full compliance with the applicable GMP-requirement and with the specification 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./

3aaga Npe cepmupikaiio.

Hanuw nidmeepdxyio, o HasedeHa auwe iHgapMauis & 0ocmoaipHo | moyHo. Us cepist npodykmy 6y/1a au20Mmosnens, GRITIONEIONY NAKYIatHR / MAPKYESHHA ma
KoRmpons AxoCT GyAo nposedeHo Ha sullesganavenill dineHuyl & noexill eiInoEIdROCIY 3 sumozamy GMP ma cnsyudikauico Peecmpaujincao 0ocbe Kpaiv

iMAopmaepa. 3anucy RED BUPOSHULMED, NAKYEanHA ma aHasi Cepii Oy nepesipenri ma suanai sidnoeidrusu GMP.

Printed’ Hadpyxoaano: Richier QeraldPixmeg Huepaned 01.07.2024
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