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SHARING EXPERTISE 34212 Germany
Certificate of Analysis
Ceprudikar ananisy
Brand name ; Aminoplasmal ® Hepa 10% Imponting countries:  Ukraine
Toproea nassa: Amixonnaamans ® Cena 10% Kpaina-ivnoprep: Yxpaina
Material number ; 3653671 Batch number : 241778081
Homep marepiany Homep cepif
Manufacturing DE_HE 01_MIA_2022_0043 Product Licence No:  UA/5099/01/01
authorization No: Homep
Homep niversii peecipatifidoroe
Ha BHPOGHHLITEO: HOCBIZMEHHR
Swrength/potency:  10% Manufacturing date: ~ 2024:04-28
CunafaxtusuicTs: Hara supofmurrea
Package sizeand  Bottles 500 ml x 10 Expiry date : 03.2027
lype : Dnaroui no 500 ma x 10 Tepmist npraaThocti
Titne i poamip
YIIBROBKH
Dosage form : Selution for infusion Release Date: 2024-05-14
Dopma sumycky  Poawmm g indysiit Hara sunyexy
Manufacturing B.Braun Melsungen AG, Germany  Product licence B.Brann Melsungen AG,
site : /Am Scwerzelshof [, 34212 holder : Germany
Bupobuux: Melsungen, Germany BaacHuk Carl-Braun-Strasse 1,
b.Bpayn Menuwsynren AT, peecrpauifivoro 34212 Melsungen, Germany
Himeyunna/ /An Weepuenssrod TOCBIRYEHHA: B.Epayn Menssyuren Al",
1,134212 Menmynren, Himeutinua/ Kapn-Bpays-
Himewwrva(xommpos scacmi. Wrpacce 1,
dirwasiisipvioni ounposysasms, 34212 Menzaywren,
,-mxpogi_ouoaf:ii :u:mpoﬁ}muu:(armmwmu Himeumsa(ge prodiigma,
A&M Stablest GmbH (Ornithine PRILAND 1A Sopliha yraxuska,
Laé!am), Kopem'ikussls-. 6, 30126 suwex cepi
Bergheim, Germany/ A&M CroGreer
UM6X (Opritiiny naxran),
Konepirikurrp, 6, 50126 Beprxaiiy,
Hismewarna (xonmpons axoemi-
dizrunttrinivnd ernpot Iysanns)
Specifigation ; PFS-0462 Released quantity : 1920 PC
Creuwdixauis _ Bunywesa kinexicrs: | 920 dnaxonia
GMP certificate DE_HE_OI_GMPW2022_0060 Released quantity 192
No: {packs): 192
Ne ceprudixary Bumymena kinexicrs i ]
GMP: (ynakosox): IR N
Characleristic Requirement Result ™~ L o
XapaxrepueTHis Bumorn Pedynerar: v oL
Extractable volume Not loss than the nominal volume of container complies .
06%em o auTaracTacr He meHwe vomisatenoro 00'emy xonTelinepa sinmosigpe
Appearance of solution clear colourless up to faintly straw-coloured complicy '
Onwue posunny solution, free from particles
Mpo3opuil polunk Bin Gesbapenoro no Grigo- Biznioninag
COROM RHOIO KONROPY, NPAKTHYHO Ge3 BU/HAMBIX
HACTHHOK _
Kdentification: the identity of sodium, chloride, acctates and the complies
different armino acids are given by each specific
IneHTHikavin assay
ineaTidixauite narpiio, XNopHAiB , aueTatis i sirnonigae

pisnux aminokHeNoT onkca B posaini
«Kinekiche susnavtenus» ans KOXKHOTO
KOMOOHERTA

pH-valuc 5.5-6.5 6.2
Buananenns pH :

Ly o 453499
L4 10 Y




B.Braun Mefsungen AG,
B B RAU N Carf-Braun-Strasse 1
SHARING EXPERTISE 34212 Germany
Certificate of An alysis
Ceprudikar aHanxizy
Brand name: Aminoplasmal ® Hepa 10%
Topropa azea; Aminonnamans ® Cena 10% Page2 of 3
Material number: 3653671 Batch number: 241778081
Homep marepiany Homep cepii
Characteristic Reguirément Resuit
XapaKkTepHCTHKH Bumorn Peaynsrar
Degree of colouration of solution not more intensely colored than reference solution complies
BYé
Crynins 3aGapeneuns POIHHY e Ginble inrencueo 3aGupenennii, nix Binnoeigac
pedepenTruit porum BY6
Clarity and degree of opalescense clear (< 3 NTL) complics
FIposopicrs i crynine onanecueduii  npozopuii (<3 HOK) Billnosinae
Subvisible particles Z 10 mem < 25 particles/ml coniplies
large volume parenterals 2 25 mem <3 particles/ml
¢ 100 mi per container)
CyBauaumi yacTicn = 10 MKM <25 unctruor/Mn BiAnOBiNAE
Benukuit o6en NapeHTEPAIBHOrD 2 25 MKM < 3 uacTHroK/MA
pasunky (> 100 sn/komrreiinep)
Sterility must be sterile complics
Sterility test according to Ph.Eur, nobinen Byt cTepinbHiM Bignosinac
Crepunsricrs
Tect na crepumsnicte 3rigHo Ph.Eur.
Bacteria! endotoxins <23 [Wml complies
Bakrepianuni ennoroxcnny 2.5 MOAu sianosinae
Assay
Kimbkicie suzsavenus
Isoleucine 8.096 - 9,504 g/l 8,799 g/
Isonefiuyin r/n r/n
Leucine 12.512 - 14.688 g/ 13,533 g/l
Tleitusn N v/n
Lysine Acclate 9.752 - 11.448 Al 10,603 gA
Jlizuny auerar t/n r/n
Methionine L104-1.296 g/ 1,222 g/l
MeTionin r/r rin
Threenine 4.232 - 4.968 g/ 4,588 g/
Tpeonin /n rin )
Valine 9,752~ 11.448 gAl 10565 g1
Banin r/n efn
Arginine 8.096 - 9.504 g/l 8,759 g/ °
Aprinin rin tn; .
Histidine 4324 - 5.076 g/l 4,686 g/l
TicThauy r/n rin
Alanine 7.636 - 8.964 g/| 8,282 g4
Ananiy. ¥ L/ NS
Glycine 5.796 - 6.804 g/) 6,306 g/t
Crinag e/n £/n
Asparagine H,0 0.506 - 0.594 g/l 0,530 g/1
Acmapariny sonorinpar r/n rn
Aspartic Acid 2.300 - 2.700 g/I 2,489 g/l
Acnaparinosa xucnota r/n rin
Glutamic Acid 5.244 - 6.156 g/l 5,497 pi
Fnyrasinosa kienora r/n t/n
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SHARING EXPERTISE 34212 Germany
Certiflcate of Analysis
Cepruadinar ananiszy
Brand name: Aminoplasmal ® Hepa 10% £3
Toprosa nazsa; Aminonaasmans, ® lena 10% Page3o
Material number: 365367) Batch nuiiiber: 24] 77808 1
Howmep watepiany Howep cepii
Characteristic Requirement Resuli
XapakTepuUCTHRH Bumorn Peaynprar
Pyroglutamic acid <0256 git 0.160 g1
Miporaytaminona sHenora rin rin
Omithine HCI 1527~ 1.793 g/l 1,630 g/
Opsitiny rinpoxnopun r/n r'n
Omithine lactam < 100 mg/l 37 mgA
OpsiThiy nacram mrin Mr/n
Proline 6.532 -~ 7.668 g/l 7,100 g/i
Mponin r/n n
Serine 3.404 - 3.996 g/l 3,692 g/t
Cepun t/n r/n
Tryptophan [425- 1575 ¢/ 1,489 g/t
Tpunrodan r/n /n
Phenylatanine 1.520 - 1.680 g/ 1,587 g/l
Preninanauin r/n rin
N-Acetyltyrosine 0.817-0.903 g/l 0,849 g/l
N-auernmruposun r/n rn
Acelyleysteineg 0.736 - 0.864 g/l 0,824 g/l
Aueruamicrety 4 rfn
Sodium 0.24-2,38 mmol/l 0,36 mmol/t
Harpii MMOAIL/T MMons/a
Chiloride 9.36-12.44 mmolA EL,16 mimol/l
Xnopuim MMOL/ T MMOAL/A
Acelate 48.8-54.0 mmol/l 51,3 mmol/l
Aueraty MMOIR/TT MMOS/
B. Braun Melsungen AG
B.Bpayn Mensaynuren Al
Quality Control
Kontpons axocri
Darthe Feunersenger

ifjcgtion staig

I hereby certify 1hae the above information is mhentic and accurate, This baich of |

Aabelling and quality control at the abave
and with the specifications in the Marketing Authorisation of the importin

dsite in full

wens reviewed and found 10 be fn éompliance with GMP,

UuM = nixreepnsxyo, o mi

product has been manufactured, inchuding packaging
¢ with the GMP tequirements of the locat Regulatory. Authority
g couniry. The batch processing, packaging and anolysis necords

ua { rowma, Eln cepix npoayxuil Gyna BupoGrens, LLaG LT

XY RINIAAAPKYBAHIA | KONTPOAL AKOCTE, 118 BHeTIHAYCHIR AineRiny noanill siosiasocTi Ko sisor GMP sricuesoro perysTopHOrD
oprany.i creundixauill peecrpautifinot aokyswirauil xpalni-innoprepa.

Bupolinnureo, noxysoisi/sapky s | amuis cepii Gyn

B{BRAUN

B. Braun Melsungen AG
Hospital Case

Qualified Person

Kristira Rieck

D-34212 Melsun

**#+End of Ceniﬁcatc“y

Kineus ceprudikary

MEPCFANYTi | BiFBRRE TaKIMIL, W0 BiANGRLIAIOTS GV,

B. BraunMclsungen AG
B.Bpaywn Menbiytren AT

Hara/Dite 2024-06-20
Quslified Person
YnosHoswKena ocolia

K.Rieck




