JAEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii CeiTimusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €JPIIOY 37079055

B CHOBOK
Npo SAKICTh BBE3€HOI0 B YKpaiHy JIKapChKOIo 3aco0y

29.04.2025 Ne 21173/25/26

T'EMA®EP-C

(HaliMeHyBaHHA TiKapCBKOI0 3ac00Y 3TLIHO 3 peecTpaniiiHiM IOCBi TIeHHM)
PO3YHH /151 BHYTPilllHbOBeHHHX iH'eKmii, 20 Mr/MJa mo S MJ1 B aMIIy.JIi, o S ammy.1 y 6icrepi,
o 1 daicTrepy B KapToHHIH Kopoo6i

(thopma BHIIyCcKy, 103yBaHHS, BIJI IAKYBaHHA JiKapcEKOIO 3ac00y)
Howmep peecrpaniitaoro mocsimaerrs UA/20517/01/01 crpox aii peectpaniiiroro mocsimuenns 22.07.2029

Cepis mikapcekoro 3acoby Ne 25-002 KinpkicTsh BBe3eHOTO Jikapchkoro 3acoby 2000

IOHI-OAPMA KJIEOH IETIC ®APMACBIOTIKAJI IABOPATOPIEC

BupoOHIK CA, Tperis
(HaiiMeHyBaHHS BIIPOOHIIKA TiKapCEKOTO 3ac00y, KpaiHa TOX0DKeHH:)
Bseseno B YkpaiHy TOBAPHUCTBO 3 OBMEZKEHOIO BIIIIOBITAJIBHICTIO

"BYCT ®APMA", ixent. xox: 44107410

(maiiMeHyBaHHA Ta KoJ 3a €IPIIOV ropmumrdHoi ocodn abo mpizpnmie, iM'sa, o 6aTEKOBI (izIraHOL
ocoDM - MiMpHeMITs, il MicIle IPOKIIBAHHSA Ta peecTpalliiiHiii Homep 00IiKOBOI KapTKI IUIATHIIKA
TOJATKIiB abo cepisd Ta HOMep IacIopTa)

IIpotokoa BisyaasHoro konrpo.aio Bix 29.04.2025 Ne 1404/01.10-25/5.

3a pesynsTaTaMi JepKABHOTO KOHTPONIO BCTAHOBIEHO, MO JIKAPCHKIII 3acib BBe3eHO B VYKpaiHy 3

JOTPHMAHHSM BIMOT 3aKOHOAABCTBA MO0 3a0e3MeUeHHS AKOCTI TiKapChKIX 3ac00iB.

Haganpauk Muxkomna XOJIOJIEHKO

(mmocazioBa ocoda oprafy JiepKaBHOT'O KOHTPOIIO) (minmic) (igimiam1 Ta mpi3BIIIEe)

ML.IL



CEPTU®IKAT rOTOBOI MPOAYKUIT

AHanis Ne

FEMA®EP-C, po3yuH 0518 eHympiwiHb08eHHUX

= 1106
UNI-PHARMA BIAZLN1 KOHTPOIO AKOCTI Cneundikauji
, = EN 09.06.02 UPH. Eur Ph.
Huana npagysny [Litoua PeuosuHa MNakysaHHA

iH’exyiti 100m2/5mn AMIT1.(20mr/mn)

3anizo Caxapozsa

Ynak. X 5 amn x5mn

: TepmiH
[lata BUroTOB/NIEHHA Homepwu cepii Ha ynakosu,i fipRpaiGeT
03/02/2025 25-002
/02/ 01/2028
XimiuHUA KOHTpONb
Tectn Cneuyudikauia Pesynbtatn
N Mpo3opwid, 3nerka B’A3KUIN po34MH KOPUYHEBOTO . .
1 30BHIWHIA BUrNAA Bignosigae
KONbOpPY
loeHTUdiKaLiA
a) Konboposa peakujia 3anisa 3’ABNAETLCA YEPBOHWUIA KOJIP Mo3uTUBHUIA
b) Caxaposa -metogom BEPX MopiBHAHHA 3i CTAaHAAPTHUM HacoM YTPUMYBaHHA Mo3uTUBHUIA
2 c) MonekynsapHa maca Komnaexcy MeTtopg BEPX Mo3uTUBHUIA
MW=34.000-60.000 Da 35,954
MN=NLT 24 000 Da, 27,230
i MW/MN=NMT 1,7 1,3
3 KinbKicHe Bu3Ha4eHHA 3ani3a (Il) 95,0 % - 105,0 % 102,5%
4 KinbKicHe BU3Ha4YeHHA caxapo3m 260-340 mr/mn 303,3 mr/mn
5 0O6’em LLLO BUTAraETLCA ByAb-fKM1 OAMHAPHWIA KOHTEWHEP He meHLWwe 5,0 mA 5,1 mn
6 Mutoma sara npu 20 °C 1,135-1,165 1,153
7 pH npwn 20 °C 10,5-11,1 10,8
8 JIyXHiCcTb Big 0,5 000,8 man HCIO,1 N 0,52 mn
9 OcmonapHicTb 1150-1350 mOcmons /n 1298 mOcmonb /n
10 KanamyTHicTb PO341MH He NoBUHeH ByTU KanamyTHUM Bianosigae
MexaHivHi BKNKYEHHA : :
< Bes BUOAMMMX YaCTUHOK Bignosigae
11 Bugumi yacteu .
. Po3mip = 10pum: NMT 3000 4acTUHOK/amn. 94 yacTUHOK/amn.
HeBnanmi 4acTkm .
Po3mip = 25 um: NMT 300 4yacTUHOK/amn. 8 YyacTWHOK/amn.
12 BmicT xnopuais 0,012% - 0,025% 0,020 %
13 NimiT 3ani3a (1) NonaporpadiuHo < 0,4 % w/v 0,1%
BiacyTHICTb HU3bKOMONEKYIAPHUX BiacyTHicTb nonaporpadiyHo Bignosigae
14 s
komnnekcis Fe(ll) Ta Fe(lll).
15 OpaHopigHICTb 0ANMHMLUD A03YBaHHA AV<L1%(L1=15) 4,7
bionoriydi Tectn
Tectn Cneuudikauia PesynbTtatu
CTepunbHiIcTb CTepubHUA CTepuibHUIA
2 BakTepianbHi eHAOTOKCUHM (LAL) He 6inbwe 35 MO/mn <12,5 MO/mn
CTAH TAPHU HPOﬁﬂ,EHO
Lia cepina Bignosigae cneuundikauii
Oata Mignuc AHaniTMKa
Miénuc / Mogypi A. Midnuc / EneHi HreHTi
aHaNiTUK KOHTPOJIKO AKOCTI aHaNiTMK KOHTPOJIIO AKOCTI
02/04/2025 Mignuc meHeaepa 3 KOHTPOJIKO AKOCTI

Midnuc / Aiakoc .
Ximik, marictp

MeHegKep 3 KOHTPOJIKO AKOCTI

NMT - He Binbwe / Mot More Than
MNLT - He meHwe Hix/ Mot Less Than

Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A.
14th km National Road 1 Building A & Building B, Kato Kifisia Attiki ,14564,Greece
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UNI-PHARMA

Pharmaceutical Laboratories S.A.

OcraTouHuii BUNYCK cepii Ta ceptudikauia

Bepcia: 5.0

Jata sunycky:

Jata HabpaHHA YMHHOCTI:
Tepmiu aji:

ynosHoBaxeHoto ocoboto
EN 04.03.01
F04.03.01

Ceptudikauia signosigHocTi npoaykTy 8 mexkax EC ynosHoBaxeHoto ocoboto (YO signosigHo go JoaaTtky 16

PekomeHpauin GMP €C).

Ha3Ba:

FOHI-®GAPMA K/TIEOH LETIC ®PAPMACBIOTIKA/T TABOPATOPIEC CA

Apgpeca BMpobHWYOro
MaligaH4ymKa:

14-i km HauioHanbHoi goporu 1 bya. A ta bya. B, Kato Kidicia ATTmka,
14564, Ipeuin

Homep niueHsii 3 BupobHMUTBA
Ta KOHTPOIO AKOCTI:

Bupo6Huua Miuensia Ne 0000000020/20/3

Hassa npogyKry:

TEMA®EP-C

Nikapcbka dopma:

PO3UMH ANA BHYTPILUHbOBEHHUX iH’EKLiN

Cwna pjii/aKTUBHICTB:

3AI3A (Ill) ligpoKeupa, caxapo3sHuii Komnnekc / 20 mr/mn

Poamip i TMN ynaKkoBKuK:

YMAK X 5 amnyn X 5mn (posmip cepii 7552yn)

Homepu cepii Ha ynakosu,i: 25-002

[lata BUroToBNEHHA: 03/02/2025
TepmiH npuagaTHoOCTI: 01/2028

Kpaina imnopry: YKPAIHA
PeecTpaujiiHe nocBigueHHs UA/20517/01/01

3AABA MNPO CEPTUDIKALIO

Uum 8 niaTeepayto, Wo BCi eTany sMpobHMUTBA Liei cepii roToBoro npoaykty 6yan supobsieHi B NoBHii

BignosigHocTi go sumor GMP EC i [akwo B mexkax €C] go sumor PeectpauiiHoro Aocbe KpaiHu/Kpaid

NMPM3Ha4YeHHA. .

PileHHA Npo BUNycK cepii

Tak Hi

Bunyck cepii ?

KomeHTapi:

LUum s 3aceiguyto, Wo HasedeHa sulle iHpopmalia € AOCTOBIPHOW Ta ToYHOO. Lla napTia npoaykrty
Oyna BUrOTOBJIEHA, BKAKOYAOHMM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BMLE3a3Ha4yeHuX
AinaHkax(ax) y nosHin signosigHocti o sumor GMP MicueBOro peryaaTopHOro opraHy Ta
cneumndikauin y PeectpauiitHomy gocbe KpaiHn-imnopTepa abo cneundikauii npoaykry abo ¢aiin gns
[OCNiaXyBaHMX Nikapcbkux 3acobis. 3anucn npo cepiiHy o6pobky, nakyBaHHA Ta aHanis Gynu
nepesipeHi Ta BU3HaHI TaKMMM, Wo Bignosigatote GMP

Im'a Ta nignuc YO, wo possonse sBunyck cepii

Jarta sunycky

[nignuc/

. MaHuyTa
bionor, marictp
YnosHoBaeHa ocoba

02/04/2025




14th km National Road 1 Building A & Building B, Kato Kifisia Attiki ,14564,Greece

— v Certificate of Analysis of finished product Analysis number
[UNI-PHARMA || _ 1106
— Quality control department Spacifications

i Y EN 08.06.02 In-House
~ Product Name I Active Substance Packaging
Hemafer-S Cs. sol. inf.
100mg/5ml AMP. Iron Sucrose B: x 5 AMP )_( 5ml
ﬁanufactyﬁg_gﬁpate_ ij Lot No Expiration Date
03/02/2025 = 25-002 01/2028
_ Chemical gn‘ml _
Tests Limits Results
1] Appearance Clear, slightly viscous,brown solution Complies
Identification
a) Color reaction of lron The red color is discharged Positive
b) Sucrose-HPLC method Comparison with retention time of standard Positive
2] ¢) Molecular weight of complex Positive
MW=34.000-60.000Da 35.954
MN=NLT 24.000 Da, HFLC mathod 27.230
and MW/MN=NMT 1.7 1.3
3] Assay of lron{lll) 95.0% - 105.0% 102.5%
4] Assay of sucrose 260.0 - 340.0mg/ml 303.3mg/ml
5] Extractable volume Any individual container, NLT 5.0 ml 5.1ml
8] Specific gravity (20°C) 1.135 - 1.165 1.153
7 pHat20°C 10.5 - 11.1 10.8
8] Alkalinity 0.5 - 0.8 ml of HC1 0.1N 0.52ml
9] Osmolarity 1150 - 1350 mOsmoliL 1298 mOsmol/L
10} Turbidity The Solution must not have any turbidity. Complies
Particulate contamination
1] Visible particles Free of visible particles Complies
sz : Size 2 10um: NMT 3000 parts/famp 94 partsfamp
Sub-visible particles Size 2 25pum: NMT 300 parisfamp 8 parts/amp
12] Chiloride content 0.012% - 0.025% 0.020 %
13] Limit of iron ( 11} Polarographically <0.4 % wiv 01%
Absence of low-molecular weight , ’
14] Fe(ll) and Fe(lll) Complexes Absence Polarographically Complies
15] Uniformity of dosage units AV < L1 % (L1=15) 4.7
Microbiological control
Tests Specifications Results
1] Sterility Sterile Sterile
2] _ LALtest NMT 35 EU/ml <12.5 EU/ml
CONTAINER CONDITION Passed
Date Analyst's signature
B Q) - i nte
© QCAnalyst QC Analyst
02/04/2025 Q.C. Manager signature _
/ Diakos |.
ZFZA Chemist, __MS‘C- ¥
Uni-Pharma Kleon Tsetis Pharmaceutical Laboratories S.A. ’ C Manager



_ - Final Batch Release and Certification ~ ExSoon/ Version: 5.0

by a Qualified Person Hy/via ‘Exdoong/
UNI-PHARMA v Issue Date;

— = EN 04.03.01 Hu/via Egappoyrig/
Pharmaceutical Laboratories S.A. F 04.03.01 Effective date:
Hufvia Afgng/
Exp Date:

Certification of Compliance for the product, within EU, by a Qualified Person (QP in accordance to Annex 16 EU GMP
Guidelines).

Name: gRII-PHARMA KLEON TSETIS PHARMACEUTICAL LABORATORIES
14th km National Road 1 Building A & Building B, Kato Kifisia Attiki

Address of Manufacturing site : 14564.Greece 9 9

Authorization number of Manufacturing & Man. License No 0000000020/20/3

Quality Control site:

Name of product: HEMAFER-S S e

Dosage form: Solution for intravenous injections

Strength/Potency: IRON (lll) Hydroxide sucrose complex / 20mg/ml

Package size and type: BTx5 Ampules x5ml ,(batch size 7.552 ST)

Batch numbers appearing on package: 25-002

Manufacturing date: 03/02/2025

Expiry date: 01/2028

Importing Country: UKRAINE

MA UA/20517/01/01

CERTIFICATION STATEMENT

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance
with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Authorization(s) of
the destination country/countries.

Decision for Batch Release . Yes | No
Batch Release? V7 '
Comments:
Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 Authorisation of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP"

{ N
Name & Signatuge 8f QP authorizing the batch release Date of issue |
' ' |. Mantzoutas 02/04/2025
( | Biologist, MSc.
= . / GQualified person
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