JIEPKABHA CJIVIKEA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
V AHIITPONETPOBCHKIA OBJIACTI

Juinpo, ma.CoBopHa,4, k. 601-605, 49005, Tex. (066)3454171
E-mail; dIs.dp@dls.gov.ua, Kon €APTIOY 37070665

BHCHOBOK
npo sKicTs BBe3eHOro B YKpaiHy JiKapchKoro 3aco0y
15.11.2023 Ne 57872/23/04
TENITPAJI®

(nakiMeHyBaHHs Aikapeskoro 3aco0y 3riaHo 3 peecTpauifiniM MOCBiAYEHHAM)

MopOIIOK JiodinizoBaHull s po3uHHy 1 in'exuiii mo 500 mr, 5 ckasHHEX (IaxoHis 3
noponikom Jiogizizopanum 1a 5 aMIy1 3 po3IMHHHKOM (1-ni3uH, HATPiIO rigpoxkcH/, BOAA
ans in'exuiii) mo 5 M B KOHTYPHil 9apyHKOBIi ynaxoBui, 3ane4aTaniil aTIOMiHiCBOIO
dossror; no 1 koHTypHiill uapynkosiii yNaxoBIi y KapTOHHil KopoOui

((popma BuITYCKY, 103YBaHHA, BHJI MAKYBAHHA nikapcekoro 3aco6y)

Homep peecrpamittroro nocsinuenns UA/6993/02/02 erpox aif peecTpauifinoro nocsimuenns 01.01.2099

Cepin nixapchkoro 3acofy Ne 53374TB23 KinpKkicTs BBe3eHOrO nikapceskoro 3acoby 5036
BupoGHuk Ilendapm Cen Pemi , @panuis
(ualimenyBauns BupobHMKa Nikapcekore 3acofy, kpaiHa TIOXODKEHHS)
Baeseno B Ykpainy ToBapHcTBO 3 06MeskeHo10 BianopinanenicTio "BaJlM", ixent. kon:
31816233

(nafimeryBaHHA Ta koZ 3a €JIPTIOY iopuauuroi ocobu abo npissuime, iM'q, 110 GaTbKOBI
dismanol ocobu - mianpuemits, i Micue NpoKiBaHHA Ta pecctpauilinuit Homep c6nikoBOT
KAPTKYM MNIATHUKE I0JATKIB a6 cepid Ta HoMep nacnopra)

TpoTokon Bisyasroro kourpomo sin 14.11.2023 M 07-01/3255/4.

3a pe3yNbTaTaMH OCPXKABHOTO KOHTPOMO BCTAHOBICHO, LIO nmikapchknit 3aci6 BBeseHo B YKpaiHy 3
AOTPHMAHHSAM BHMOT 3aKOHOAABCTBA L0/0 3abe3neueHHs AKOCTI JIIKAPCHKUX 3aC00iB.

B. 0. HauanpHuKa JlepxaBHO] CIIy:KOH 3
NixapchKHX 3ac0o0iB Ta KOHTPOIIO 32
HapKOTHKaMA y JIHiIpONIeTPOBCHKiH

Hixitiuesa Oxcana +38(066)345-41-71



DELPHARM

Delpharm Saint Remy, Rue de [lsla, Saint Remy Sur ,
Avte, 28380, France / Jlendpapm CeH Pewi, Byn. ae m'ins, Page’‘ctop. |1
Cen Pemi Crop Aap, 28380, OpaHuin

SAINT REMY
Cortiticate of analysis /CepTudikar ananiay
1. { Nams of product/ Hazea npoayrry HEPTRAL®TENTPAN®
2. | Country of the manufacturer/ Kpaiva BUpoBHMK FranceXbpauiiis
Registration certificate aumnber in Ukraine/ Homep
3 pescypayii«ore noceigvexHn B Yepaini vaRmkesNziod
4. | Strength/ Cuna ail 500 mg ademstionine / 500 Mr agemetioniHy
tyophilized powder for solution for injection 500 mg /
§. | Phamaceutical form/ Rixapcoxa dropma HOpOWOX NiodinNiaosannd gnR posuMHy ANA iH'enLlik
no 500 wr
5 glass vials with lyophilized powder and § ampoules
with solvent (L-lysine, sodium hydroxide, water for
injection) per 5 mi in blister soaled with alurinum fofl;
— per 1 blister in carton box / § cxnauux dnarosia 3
6. S&zi::‘:‘type of the package/ Poswip i Tun nopolkom niodinizosanam T8 5 amnyn 3
L POFMMHHMKOM (L-niauH, Harpiv riapokcus, eoga gns
e} no § MN B KOMTYPHIA Yapyukosiit ynaxosui,
3aneuaraHiil amosinieaco GonLroo, No 1 KoHTYpHIR
_ Yapyrkonid ynaxosui ¥ kapTORHIN yaoagaLl
7 Batch number/ Homep cepil 53374TB23
' _1 Batch size { Poauip cepll 5036 packsiyn.
3 Gate of manufacture/ fara aapoﬁuuursa 04-08-23
' | Batch Release dats / flara sunycky cepil 06-10-23
9 Expity date/ [laTa sakiHvesnn tapmny 03-04-2¢
i apEaaTHOCH
10. | Name, address and manufacturing !ibeﬂse* Manufacturing. primary packaging and quality confrol
numbers for all sites responsibie for ~ of lyophilized powder; secondary peckaging, quality
manufacturing process and quality contro¥ control and batch release of flnished product 7
Hasua, aapeca T8 HOMSPH AlLEHNN" Ha BupoSHULMSO, ROPBUHHE NAKYSANHR M8 KOHMPOND
supobavyreo Ans Boix swpobrKs, RKoc nOpoUIKg NoGiniT0EaN020; 8MOPUHHE
slancaizantHux 3a eupoBHIui npouec i aKysatHp, KOHMponk AKOCTI Ma aurrycx cepiil
ROHTPONB AKCCTE 20MOB00 NiKapesroeo 3acoly:
* Only for batch redeaser / Tinske ana enpoluwore Delpharm Saint Remy, Rue de lisle, Saint Remy Sur
maRgaHIuka, HlaNoaiAANLHOTO 38 BMNYCK Copii Avre, 28380, France /
FOTGBOTO NPOAYXTY. Dendbapd Cer Pemi, Byn. ne n'ins, Cen Pemi Ciop
Anp, 28380, ®paHuyln
Manufacturing - izati {flinenin Ha
pupoGuuyTeoM I 2022 Z4T
Muonutaci qualily controf and
batch (P solverit] bk \Y BupobHiymeo,
rlopeL i oemi ma suRyek
cepil po .
Famar{A ghitriou str.,
Agiou O -?458, Greece /
damap A yil. Ar. DimiTpiy
: ; Arly liungiy 83 N;ww &mka #56 {peuin
11. | Results of analysis/ Peaynsraru ananisy Ses table b
v.00.D CEY: 23-Jul-21 HA AAD: §5-Oct-20




DELPHARM

Delpharm Saint Remy, Rue de (isle, Saint Remy Sur
Avra, 28380, France / Jendapw Cen Pami, Byn, ne n'lns,
Cen Pami Crop App, 28380, OpaHuis

Pageicrap. |2

yacTkamM (2 25 KmKkm}
Eur.Ph. *Cep.¢apm.*

SAINT REMY
Results of analysis/ Peaynbtary ananiay
1. VIALS WITH LYOPHILIZED POWDER /
1. ®NAKOHA 3 NOPOLUKOM NICPINI3OBAHUM
Parametor tested / Acceptancs limits / Results /
KontponuwoaaHuil napameTtp donyctumimenxi Pe3ynuTaTh
Appearance {visually)/ Practically white lyophilized cake, Complies / Bignonigae
3oaHilLHIA BArNAA {BisyaneKo} free from foreign particles/
fiohinizoBana ywinsHerRa Maca npaKTuiHo
binoro konbopy, BiNbHA BiY) CIOPOKHIX
YACTOK
Uniformity of Dosage Units Eur.Ph.*/ Comply with Eur.Ph.*/ Complies / Bignosigae
QOnHopigHicTs goaoaanux oaviuus €ep. | Bianosinae enmorasm Esp. dapm.”
%E!!.t
Ademetionine fdentification (HPLC by Positive/ Noavrueso Complies / Bignosigae
Reverse Phase)/ '
liesrdinaiin agemeTioniny (meTogoM
oSepnero-pasnol BEPX) _
Ademetlonine [dentification (HPLE by Positive/ Moantneno Complies / Bignosigae
Isoreric Chromatograph) /
laerTrchixauin anemerioniny {MeToaom
BEPX, izomepHa xpomarorpacin) _
1 4-butanedisulphonic acid Positivel MoauTuero Complies / Bignobigac
identification (fon chromatography)
IgeHTwpikalin
] 4-6waﬂnucynb¢woao1 k- {ionHa
| xpouarorpadis) o :
Ademetionine assay, HPLC/ 85— 105 % 100 %
Kinuxicuii emict anemationiny, BEPX i
Degradation products (HPLC} / MpoayxTa
posnagy (BEPX):
~ ADN 7 ABeHin s 0,50% 0.15%
-MYA ! MetuntioageHosnH s 1,70% 0.47 %
| - SAH / S-ApeHoann-L-ToMoyreTETH s 0.50% 0.68 %
- HS 7 T'omocepus 5 045% 0.05 %
- ABL / Z-amino-4-ByTuponaxrod £1,0% 0.2%
- Each Uniknown Degradationd Koxuoro %0,20% 0.05 %
HEERAOMOTO NDOAYKTY PO3Naay — TN
- Total Unknown Degradation/ Cyma % 1,0% ) 0.1%
HERQOMUX NPORYKTIE poanany , i H\j
- Total Degradation/ 540 JIOKY MEHT 11%
Cyma BciX NPOAYKTIE Lo : : " 592-1,
Ademetioning (S, S) isomer content, 'M 15 69 %
HPLC { Bamict (S,8)-iaomepy - » /)
| apemetioniny, BEPX &/
Waler content/ Buicy sogn 52, 5%\\ - % 1.0%
K.Fisher method / Metoa K. diwepa 318 ‘/ S
Stenility/ CrapunisicTs Slerile/ Cre fa .,../ Comghies / Bipnosiae
| Eur.Ph.*fCep. Dapm.*
Particulate Contamination Sub-visible % 6000 particles/vial / [
(210 pm) / Konraminauin cyG-supvmwme- | 5 6000 uactokidnaxon
qacTramm (2 10 Mxm)
| Eur.Ph.*Eep.Qapm.”
Particuiate Contamination Sub-visible % 600 particlasiviat / 0
{225 pm) ! Koxramitaign cyS-aniumimn | s GO0 vacTok/GMaKoH

v.09.D

ED: 23-Jul21

HA AAD: 15-Oct-20




Delpharm Saint Remy, Rue de llske, Saint Remy Sur
Avre, 28380, France / flendpapm Cen Pemi, Byn. ae nine,
CeH Paui Ciop Aep, 28380, Ppanyin

DELPHARM

Page/crop. |3

SAINT REMY
2. RECONSTITUTED SOLUTION / 2, TPUI'OTOBRERWN PO341H
Paramstor tasted / Accaptanca limits / Results /
Konrponsosanui napamerp Oonycrnml mexi PoaynuTati
Appearance/ Colorless to yeliow clear salution, with Complies / Bignosinac
308HiLHIA BurnAg no visible residue/
Nposopuh poavnH sin 6esSapenoro Ao
| KOSTORO KONLODY, B3 Buguamoro ocagy
Dissolution time / Yac poauvHenn s 1 min/ xe 0 min /xs.
PH (Eur.Ph */E€ep.dapu.*) &8 _ 8
Bacterial endotoxing / GaxrepiansHi < 35 EUfml 1 < 35 EQ/n Complles / Binnoaigac
engorokcutir (Eur.Ph.%Cep Gapm.”
3. AMPOULES WITH SOLVENT / 3. AMNIYIY 3 PO3YUHHUKOM
Parameter fosted | Acceptancs limits / Results /
Konrponuoeakui napamerp fonycrumi mex Peaynuratm
Appeararics {visuallyl/ Colortess to light yellow liguid clear, free Complies / Blanobigac
3oenhwwid purnAg {sisyans+o) from foreign particles / Nposopa planka eig
BHOFC A0 BNiRo-xosToro KONbOpY,
| BUIbHA BlA CTOPOHHIX MACTOK
Extractabie volume / O6'em, 1o 5,0~ 5.3 mifmn 52 mi
auraracTecn {(Eur.Ph.*'Cep.dapm.*) :
gH {(Eur.Ph."/€ap.dapm.*) 10,0~106 10.2
L-Lysine content, HPLC / Buict L-nianny, | 90— 110% 1
| BEPX
| Sterifity/ Crepunonicte Sterile/ Crepunbmo Compiies / Bignosipae
(Eur.Ph.*/Cap.®apm.*)
Particulate Contamination Sub-visible 5 6000 particles/ampoule {vacrox/amnyny) | 4
{10 pm) / Konraminayis cyb-snavmuma
uacTkamy (2 10 MaM)
Eur.Ph.*/€ap.dapm,*
Particulate Contamination Sub-visible < 600 particlesfampoule (wacTow/ameiyny) 3
(225 pm) / Kontaminaugin cyS-auanmmmm
NACTREMM (2 25 Mxm)
Eyr Ph."/E€ep.dapm.*
Particulate Contamination visible / Complies / Bignoslaae Complies / Bignosigac
Kour;hu?guia gu.qnuumn YBCTHEMM
EurPh.*
ap apu (' HO Im
* Current Eur.Ph, edition / vmine Bugantn Eap. ¢api/ i ”f,-,}\
5 ,'\\
_,me\ MEHTIBNG A
12. | Comments/ Komentapi : Batch numbey § dyophifired powder/ Homep ceply
E" & . -l..-_.ﬂ-.
\% ¥

T

e

52713PC

PO3HKHHMKE

’Manufacturmg datg/d’f ophilized powder / flata

Batch number of solvent/ Homep cepil poavmiiiia

Manufacturing date of solvent/ flata BupoSHRyTRR

v.09.D

ED: 23.Jul-21

HA AAD: 15-Oct-20




Delpharm Saint Remy, Rue de {1sis, Saint Remy Sur
Avre, 28380, France / Rerdhapu Cen Pemi, Byn. e n'ine,

Page/crop. |4

Cen Pewmi Ciop App, 28380, Ppanuin

DELPHARM
SAINT REMY

03-04-23

Expiry date of solvent/ fere 3axisieHHA Tapminy
NPHABTHOCTI PUIMMHHUKS

03-04-28

Destination countries: Ukraine
Kpathu-imnoprepw: Yrpaiia

13. | Certification statement/
3asea npo cepricikauio

! hereby cerlify that all the manufacturing stages
{including packaging/iabeling and quality control) of
thig batch of finished product have been camied out in
full compliance with the GMP requirements of the EU
and with the requirements of the Marketing
Authorization(s) of the dastination country/countries, /
Uum nigreepaxyo, wic eci  eupoBHud  eTanu
(BxmOvAKMN  NakyRaHMA/MAPKYBAHHA T8 KOHTPONE
Axpcti} uiel cepll rotosoro Rikapcexoro 3acoly Byno
agiAcHeHo B NOBHIA elanosigHocTi 2 Bumoramk HBN
€C Ta 3 BMMOTaM¥  DeECTPALAMOro{-ux)
NOCBIRUEHHA(-HL) KPATHU/KPATH RPHIHANEHHS,

| declare that my signature only applies to the English
text and assume a correct translation / A sansnsio,
WO MIR MANWC CTOCYETECA TINBKR TEKCTY AHITHACLKOID
MOBOI) | NPNTYCKAN XOPEXTHICTL Nepexnany.

14. | Name and positionftitie of person authorizing the | Name
balch release of finished product/ ima Ta nocaga | Qualified person { ynobHoBgXeHa ocoba
0colu, slanoBinanbHOi 3a BANycK cepil roTosoro A . =TS
NiKAPCLROro 3acoby
15. | Signature of person authorizing the batch release | Signature
of finished product / C(lignue  ocobu, 3
signosigansHol 38 Bunyck  cepil  roToBOFD
NiKAPCLEOro Aacoby
18. | Date of CoA signature/ BaTa nigmucy ceprwbixata T
swocri 06 9CT 2028

v.08.D ED: 23-Jui-21
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JEPAKABHA CIYKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCBKIH OBJIACTI

npoe. Ceitnuanoi Hamii, 3, s, Kuis, 02099, ren/parc: ((44) 363-06-50
E-mail: dls.kogedls.gov.ua, Koa €IPTIOY 37078774

BHCHOBOK
Nnpo 9KIiCThL BBE3eHOTo B YKpainy JikapcsKoro 3acody

06.12.2023 Ne 60623/23/10

FENTPAIR

(HaliMenyBang AiKapCLKOro 3aeo0y IO 3 peceTpamiiinny noceiauweimas)
nopomox gioditizosannii 1aa pozunny aa8 in'ckuiil no 500 mr; 5 ckannux gaaxonin 3
nopowkoes Jiedgiaizosanum ta 5 amnya 3 posunnankom (L-aizun, narpin rigpokcen, soaa
A0 in'exuiii) mo 5 ma B KoHTYpHill HapyHKoBiil ynakosui, 3aneyaraniii amomMinicsowo
poasrow; no | Kouwryprii Yapynkosii ynakosui v kaprounii kopobui

(fropasa BIITYCKY, QO0GYBAHHE, BRI AKYBAHHA JKUPCEEOTD 2co0y)

Haomep peecrpaniiinoro nocsiavenns UA/G993/02/02 crpok aii peccrpauiiinoro noceiawenns 01.01.2099

Cepis nikapcrxoro sacoby Mo 53375TB22 KinkkicTs saesenoro nikapeekoro sacofy 6960
Bupoinue Jendapm Cen Pemi, Ppanuia
{HEAMCHYBAMHA BUPOOHIER JKAPCEEOND 33000y, KPaiHl [0X0HE HEN )
Baeieno B Yipainy Cniasne ykpaincsko-ectoneske niinpuemerso v dopyi rosapuersa
3 obmesenon eianoeizannuicrio "Onrima-Maps, JITH", inewr. won:
21642228

{mafivesryaanan Ta kog 33 EPTIOY wpamnaol ocobn abo nprasme, is'H, 0o aTLEDE] JiTapol
OCO0H - TANPHEMILA, T MICUE IRGKHBARHA Ta PEECTPANIHNH HoMep 0BAIKOROT KBPTEN NAXTHHER
FIO/IOTKIS 5f CEpLl Ta HOMER HacnopTa)

Mporokoa eizyansuoro kourpomn sin 06.12.2023 » 3863/2.

33 poIVILTATAME ACPEABHOID KOHTPONID BCTAHOBACHD, IO MIKAPCHEHIT  3acid  BRcicHo B YEpainy 3
JOTPHMAHHAM pHMor :koH0IaBcTEa Woao sabeinedenns SK0CTi Nikapeekmy sacobin.

Bitaniit BOHJIAPEHKO

{imitidmn Ta npiiRNe)

YNEHTIB) =
&

g %

-
w \
po R\*1$




Delpharm Saint Remy, Rue de llsle, Saint Remy Sur
@ Avre, 28380, France / flencapm Cen Pemi, Byn. ge n'lns, Page/ctop. |1

Cen Pewni Ciop Agp, 28380, ®paHtiia

DELPHARM

SAINT REMY
Certificate of analysis /CepTudhikar aHanisy
1. | Name of product/ Hasea npogykty HEPTRAL®/TENITPAN®
2. | Country of the manufacturer/ KpaiHa BupoGHuMK France/®panuis
3 Regislratipvn certificate numnber in Uk[ai_nel Homep UA/6993/02/02
peecTpauiiHoro NOCBIigHEHHn B YKpaini
4. | Strength/ Cuna it 500 mg ademetionine / 500 Mr agemeTioHiny
tyophilized powder for solution for injection 500 mg /
5. Pharmaceutical form/ Jlikapcbxa dropma NopowoK niodinisosanuidi SNA PO3YUHY Ans H'eKUin
no 500 mr
5 glass vials with lyophitized powder and 5 ampoules
with solvent (L-lysine, sodium hydroxide, water for
injection} per 5 mt in biister sealed with atuminum foil:
; 5 per 1 blister in carton box / 5 cknAuux nakoHia 3
B. Siize and type of the package/ Posuip i Tun nopowKom  fliogpinisoeaHm  Ta 5 amnyn 3
¥naresi posynHHKUKOM (L-nisvH, HaTtpiv rigpokcup, BoAa AR
iH'eklil) no 5 MN B KOHTYPHIA YapyHKOBIA ynakoBwj,
3anevataHil anominiesoo onsrow; No 1 KOHTYPHIR
YapyHKOBIA YyNakoBLi ¥ KapTOHHIY ynakosLyi
7 Batch number/ Homep cepii 53375TB22
' | Batch size / Poamip cepii 12144 packs/yn.
8 Date of manufacture/ flata aupoBHuuTea 04-05-23
" | Batch Release date / lata sunycky cepii 05-10-23
9 Expiry date/ [laTa sakiHueHHs TepMiny 03-04-26
) npwpartHocTi
10. | Name, address and manufacturing license* Manufacturing, primary packaging and quality control
numbers for all sites responsible for of lyophilized powder, secondary packaging, quality
manufacturing process and quality controlf control and batch release of finished product /
Haspa, agpeca Ta HoMepw NileH3in™ 4a Bupobruumeo, nepseunHe nakysaHia ma KOHIMpons
BUPOGHIMLTBO AN Bcix BUpoGHWKIB, AKOCMI nopowka nioghinisceanozo; emopunHe
BiANOBIABMNbHNX 33 BUPOBHUUK NpoLec i naKyaaHHs, KOHMPOob AKOCM ma eunyck cepii
KOHTPOAb SKOCTI. 20Moso20 SiKapcurozo 3acoby:
* Only for balch releaser / Tinbku ans enpoBHuyoro Delpharm Saint Remy, Rue de l'lsle, Saint Remy Sur
mMalipanquka, BiANOBIAaNLHOTO 3a BUMYCK cepif Avre, 28380, France f
rOTOBOTO RPOAYKTY. Hendgapm Cen Pemi, Byn. ge n'Ins, Cen Pemi Ciop
Asp, 28380, ®paHujis
Manufacturing Authorization (Nivensia Ha
upoBrnuTteo) Ne 2022_247 4
Manufacturing, primary packaging, quality control and
bafch release of solvent in-bufk / Bupobruymao,
NepeurHe NakysaHHa, KORMPONL AKoomi ma eunycK
cepilf po3vuHHUKa in-bulk:
Famar AV.E. Alimos Plant 63, Ag. Dimitriou str.,
Agiou Dimitriou 63, Alimos Attiki, 17456, Greece /
®amap A.B.E. Animoc MnanT 63, Byn. Ar. imiTpiy,
Arly HimiTply 83, Animoc Attika, 17456, Fpedis
11. | Resuits of analysis/ PesynbTtaru asarnisy See table below/ [ue. Tabnuuwo Humde

(9x o /j_g&@ o L3441

ED: 23-Jul-21 HA AAD: 15-Oct-20




DELPHARM
SAINT REMY

Delpharm Saint Remy, Rue de Fisle, Saint Remy Sur
Avre, 28380, France / flenchapm Cen Pemi, Byn. ae n'ine,
CeH Pemi Ciop Aep, 28380, dpanuis

Results of analysis/ Peaynbtatu aHaniay

Page/crop. |2

1. VIALS WITH LYOPHILIZED POWDER /

1. PJTIAKOHU 3 NMOPOLLUKOM NIOD11ISOBAHUM

Parameter tested /
KoHTponeoBasunil napameTp

Acceptance limits /
HonycTumi mexi

Results [
Peaynbrath

Appearance (visually)/
30BHiLLHIA BUrnAL (BisyanbHo)

Practically white lyophilized cake,

free from foreign particles/

Tliodinizosana ywinbHeHa Maca NpakTadHo
Giroro konbopy, BiNbHa Big CTOPOHHIX
4acToK

Complies / Bignoeigas

Uniformity of Dosage Units Eur.Ph.*/
OpHopiadicTs A030BAHWUX OFUHULL EBp.
dapm.*

Comply with Eur.Ph.*/
Bignosinae sumoram Cep. hapm.*

Complies / Bignosigas

Ademetionine Identification (HPLC by
Reverse Phase) /

laeHTikaLin apeMeTioHiHy (MeTosoMm
obepreno-thastal BEPX)

Positive/ MosuTreHO

Complies / Bianosigae

Ademetionine ldentification (HPLC by
Isomeric Chromatograph) /
lneHridpikallin ageMeTioHiHy (MeTofoM
BEPX, isomepra xpomarorpacbin)

Positive/ NoauTusHO

Complies / Bianosigae

1,4-butanedisulphonic acid
identification (ion chromatography)/
lneHTudikauin
1,4-ByTanaucynehosoRoT K-Ti (ioHHa
xpomaTtorpadis)

Positive! MNoautuexo

Complies / Bignoeigae

Ademetionine assay, HPLC / 95 ~-105% 100 %

KinskicHWiA BMICT anemeTioHiny, BEPX

Degradation products (HPLC) / Mipogyxtw

posnany (BEPX):

- ADN / AneHiH % 0,50% 0.16 %

-MTA / MeTunricanenoanH 5 1,70% 0.44 %

- 8AH / 8-Aperosun-L-FomoLucrein £0,50% 0.07 %

- HS / Fomocepwn = 0,45% 0.05 %

- ABL / 2-amino-4-GyTuponakroH £ 1,0% 02%

- Each Unknown Degradation/ Koxroro £0.20% 0.00 %

HeBIAOMOro RPoAYKTY poanaay

- Total Unknown Degradation/ Cyma <1,0% 0.0 %

HEBIAOMUX TIPOAYKTIB po3nagy

- Total Degradation/ < 4,0% 0.9 %
Cyma Beix npogykTie posnaay

Ademetionine (S, S) isomer content, = 65% 69 %

HPLC / Bmicr (S,8)-isomepy

afemeTioHidy, BEPX

Water content/ BmicT sogn £2,5% 1.0 %

K Fisher method / Metog K. @iluepa

Sterility/ Crepunedicts
Eur.Ph.*/Esp. Papm,*

Sterile/ Ctepunsto

Complies / Bianosigae

Particulate Contamination Sub-visible
{210 um) / KonTamiHawis cyG-suaummumm
vactkamy (= 10 mxm)
Eur.Ph.*/Cep.®apm.*

< 8000 particles/vial /
< 6000 vyacror/dnakoH

Particulate Contamination Sub-visible
(225 um) / KoHtaminauia cyB-suaumumu
vacTkamy (= 25 mim)

Eur.Ph. *Esp.dapm.*

3 600 particlesivial /
< 600 vacrok/pnakoH

V.09.D

ED: 23-Jul-21
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SAINT REMY

Delpharm Saint Remy, Rue de llsle, Saint Remy Sur
Avre, 28380, France / Jencapm Cen Peui, Byn. ge n'lne,
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2. RECONSTITUTED SOLUTION / 2. MIPUTOTOBJIEHWA PO34MH

Parameter tested /
KoHTponsoBaHNA napameTp

Acceptance limits /
Aonyctumi mexi

Resuits /
PeaynbTatsl

Appearance/
3oBHiLWHIA BArNAA,

Colorless to yellow clear solution, with
no visible residue/

Mpo3opuit posuuH sig GesBapsHoro Ao
HOBTOro Konbopy, 663 BUAUMOTro ocagy

Complies / Bigrorinae

Dissolution time / Yac po3duHeHHs

<1min/xe

0 min { x8.

pH (Eur.Ph.*/Eep.dapm.*)

6-8

7

Bacterial endotoxins / baxrepiansHi
eHaoTokckhu (Eur.Ph.*/Esp.dpapm.*)

< 35 EU/ml f < 35 EO/mn

Complies / Bignoeigae

3. AMPOULES WITH

SOLVENT / 3. AMMYIIN 3 PO34YUHHWUKOM

Parameter tested /
KoHTponwoBaHUWi napaMerp

Acceptance limits /
HAonyctumi Mexi

Results /
Peaynurari

Appearance {visually)/
3osHiWHIA BUrNAg {BizyansHo)

Colorless to light yellow liquid clear, free
from foreign particles / Nposopa piguna sig
GesdapeHoro Ao GRigo-XoBTOMG KOALOPY,
BiNbHAa Bil CTOPOHHIX YacToK

Complies / Bigrioainae

Extractable volume / O6'em, wo 5,0 - 5,3 mimn 52 ml
sutaraeTecA {Eur.Ph.Y/Eep.®apm.”)

pH (Eur.Ph.*/Eep.Papm.*) 10,0-10,6 10.2
L-Lysine content, HPLC / Bmict L-nisuny, | 90 - 110% 1M

BEPX

Sterility/ Crepunorictb
(Eur.Ph.*/Cep.dapm.”)

Sterile/ CrepunsHo

Complies / Bignoeigae

Particulate Contamination Sub-visible

< 6000 particles/ampoule (qacTor/amnyny) 4
(210 pm) / Konraminauia cyB-auanmumu
vacTkamy (= 10 mxm)
Eur.Ph.*/€ep.dapm.*
Particulate Contamination Sub-visible = 600 particlesfampoule (4acTtor/amnyny) 3

(225 pm) / Konramivayia cyd-suanmumm
vacTkamu (= 25 mxm)
Eur.Ph.*/Eep.dapm.*

Particuiate Contamination visible /
KoHTamiHauis BUOMMUMEK HacTKaMn
Eur.Ph.*/Cep.dapm.*

Complies / Bianosigae

Complies / Bignoeigae

* Current Eur.Ph. edition / uuiHe Bugadis €sp. dapm.

12. | Comments/ KomeHTapi

nopowka nicdinisosaxoro
53375TB22

04-05-23

04-05-26

52713PC

DO3YUHHWKA

Batch number of lyophilized powder/ Homep cepii
Manufacturing date of lyophilized powder / ,Ela"i'a
BUPOBHKYTBA NopoLLika niodhiniscraHoro

Expiry date of lyophilized powder / aTa aakiHugHHs
TepMiHy npuaaTHoCTI NopollUka Modinizosaxoro
Batch number of solvent/ Homep cepii posquHnKa

Manufacturing date of solvent/ flata BupobHuLTEA

ED: 23-Jul-21]

HA AAD: 15-Oct-20
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03-04-23

Expiry date of solvent/ [lata 3akitueHHA TepMiHy
IIPUMAATHOCTI PO3YMHHUKA

03-04-28

Destination countries: Ukraine
Kpainu-imnoptepu: YkpaiHa

13. | Certification statement/
3assa npo ceprudikauiio

I hereby certify that all the manufacturing stages
{including packagingfiabeling and quality control) of
this batch of finished product have been carried out in
full compliance with the GMP requirements of the EU

and with the requirements of the Marketing
Authorization(s} of the destination country/countries. /
Livm  migTeepgxkyto, wo BGi  BupoBuuui  etanu

(BKNIOUAIOUY  RAKYBaHHA/MADKYBAHHA Ta KOMTPONb
AIKOCTI) LiET cepil roToBOro fikapcbkoro 3acoBy Gyno
3hilcHeHo B noBHIR BignosigHOCTI 3 BUMoramMu HBT
€C Ta 3 BUMOrami peecrpauiiHoro(-ux)
NOCBIAYEHHA{-Hb) KPATHW/KPaTH NPUAHAYEHHS.

| declare that my signature only applies to the English
text and assume a correct transiation / A sassnsaio,
WO Mil NIANKC CTOCYETHLCR TINbEW TEKCTY aHMTHRCHKOI0
MOBOIO | MPUNYCKAIO KOPEKTHICTE Nepeknany.

i4. | Name and positionftitle of person authorizing the
batch release of finished product Im'a Ta nocaga
ocobu, BiaNOBiAanNbHO! 33 BUNYCK Cepii roToBoro
nikapcekorg aacoby

Name
Qualified person / ynosHoBaeHa ocoba
A . STODULLTTS-

15. | Signature of perscn authorizing the batch release | Signature
of finished product / Mianuc  ocofu, (’”‘7?
BifNoBiganbHOT 3a  BUNyCK  cepii  rotosoro k —
RIKaPCLKOTO 3aco6y //es—-—
16. | Date of CoA signature/ flata nianucy ceprudikata -
Ao 06 1T 108

V.09.D ED: 23-jul-21

HA AAD: 15-Oct-20
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