SOP/O/MI/E

CERTYFIKAT SERII KONCOWEGQ PRODUKTU LECZNICZEGO
BATCH RELEASE CERTIFICATE / PA3PELIEHHE HA OTIIYCK IEKAPCTBEHHOIO ITPOAYKTA

Numer Certyfikatu: Data certyfikacji:

Certificate No: 210/2024 Certification date 2024-10-23
Houmep cepmupuxama Hama cepmuchurayuu

Produkit: Fencymun M30 100 en./min 10 mn Data wainosci:

Product Expiration date 10.2027
IIpodyrm Cpox 200Hocmu

Numer serii: 54J2401A

Batch number

Ne cepuu

Kraj przeznaczenia: | YkpaiHa

Destination country

Cmpana HazHauenu;

Iloé¢ certyfikowana 8 070 sztuk | Proby archiwalne 70 sztuk
Certified Quantity of packs pieces | Archived samples pieces
Konuuecmso ona cepmudpurayuu wimyk | O6pasywl 8 apxus UMy
Tlo§é zwolniona do obrotu 8 000 sztuk

Quantity of packs released for distribution pieces

Konuvecmao omnywenuoe ¢ obopom Umyx

Niniejszym certyfikuje¢, ze wszystkie etapy wytwarzania produktu konicowego produktu leczniczego zostaly
przeprowadzone w pelnej zgodnos$ci z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami
pozwolenia (pozwolei) i dokumentacji dotyczacej wprowadzania do obrotu produktu leczniczego docelowego

kraju przeznaczenia.

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 and with the requirements of the Marketing Authorisation(s) of the

destination country.

Hacmosuyum nodmeepocdaio, wmo gce 2manst npouseodcmea 3moil napmuy 20mogozo npooykma dviau
BLINOAHEHYL 8 NOANOM coomeememeuy ¢ mpebosanusmu GMP u mpeboeanusmy paspewenus Ha npodaicy 8

cCmpane HaanaveHul..
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BIOTON

QUALITY CERTIFICATE

Certificate No:  2008/2024/C

Product:
{mixture 30% insulin
vial of 10 ml in the ca
Batch No: 54J2401A
Size of series: 14 170 pes
Producer: BIOTON S8.A.

Gensulin M30 100 IU/m], suspension for injections,
Recombinant Human Insulin 160 TU/m!

soluble and 70% insulin isophane)
rton

Number of Registration certificate; UA/1978/01/01

Date of analysis: 2024-10-23
Date of 202410
manufacture:

Expiration date: 2027.10

Name, address and authorisation numbe
manufacturing and quality control site

r

104/0026/15

BIOTON S.A Poland ul. Staroscinska 5, 02-516 Warszawa

Macierzysz , ul. Poznanska 12, 05-850 Ozaréw Mazowiecki

Product line number:

M1

Temperature requirements:

from 2°C to 8°C

TEST

REQUIREMENTS

RESULTS

Appearance

A white suspension which on standing deposits
a white sediment and leaves a colourless or
almost colourless supernatant liquid.

When examined under a microscope, the
parficles are seen to be rod-shaped crystals,
the majority with a dimension greater than 1
um but rarely exceeding 60 pm, free from large
aggregates.

A white suspension which on standing deposits a
white sediment and leaves a colourless supernatant
liquid

When examined under a microscope, the particles
are seen to be rod-shaped crystals, the majority
with a dimension greater than 1 pm but rarely
exceeding 60 um, free from large aggregates

Extractable volume

Not less than 100% of the declared volume

102 %

pH

70-76

7.3

Human insulin

The position of the peak in the chromatogram
corresponds to that of the principal peak in the
chromatogram of the standards

The position of the peak in the chromatogram
corresponds to that of the principal peak in the
chromatogram of the standards

Identification m-cresol

The position of the peak in the chromatogram
corresponds to that of the principal peak in the
chromatogram of the standards

The position of the peak in the chromatogram
corresponds to that of the principal peak in the
chromatogram of the standards

| Phenol

The position of the peak in the chromatogram
corrasponds to that of the principal peak in the
chromatogram of the standards

The position of the peak In the chromatogram
corresponds to that of the principal peak in the
chromatogram of the standards

Impurities with molecular masses greater

than that of insulin Not more than 1.0% 0.1 %
Qillﬁ]esamldo Not more than 1.0% 0.4 %
Related proteins I T ithout A2
desamido insulin) | Not more than 2.0% 1.2%
Human insulin in the solution 25-35% 28 %

Total zing

Not more than 40.0 pg/100 1U of insulin

22.7 pg/100 1U of insulin

Human insulin

95.0 - 105.0 1Ufmi (95.0 -105.0% of the

102.8 1U/mi ( 102.8 %)

Assay declared amount of insulin)
m-cresol 1.2 - 1.8 mgiml 1.5 mg/m!
Phenol 0.52 - 0.78 mg/mi 0.86 mg/ml
Sterility Sterile Sterile

Bacterial endatoxins

Less than 80 1U per 100 (U of insulin

l.ess than 80 IU per 100 U of insulin

Particulate Sub-visible particles

Particles 2 10 um not more than 6000 per
container

Particles 2 10 ym: 97 per container

contamination

Particles 2 25 pm not more than 600 per
container

Particles 2 25 um: 0 per container

We hereby confirm that all stages of production of this batch of finished product have been manufactured (including packaging / labeling), and

its quality control has been carried out in full compliance with GMP and marketing authorization requirements in the country

meets requirements of Ph. Eur
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CEPTH®IKAT AKOCTI

Ceptudirar Ne: 2008/2024/C
[Ipogykr: enecynin M30, cycnensia pust in’exuii,
. pexomGinanTioro incysiny mopuna 100 O/mn,
(cymim 30% pozununoro incyniny Ta 70% izodan-incyniny)
no 10 ma y ¢uaxoni, no 1 pnaxony B kapTonnii nayui

Ne cepil:

54J2401A
Poamip cepil:

14300 yn

Bupobuux: BIOTOH C.A.

Peecrpauiiine nocsinvenus 8 Yxpaini Ne:

UA/1978/01/01

Hara ananizy : 2024-10-23

Jara BupobrunTea: 10,2024

Tepmin npunarsocti: 10.2027

Hasga, agpeca i apropusauifinmii Homep BIOTOH C.A. ITonving, By Crapouniseka, 5, 02-516, Bapuiasa
BupoOuKua xiasiaka i giasuka wowTposio | 104/0026/15
fAxocTi Mauexunl, ByJ1. [Tosuanceia, 12, 05-850, Oxapys Mazoseuxi
Homep ToBapHo ninifiku: M1
Bumoru o TeMIeparypu: Bin 2°C 5o 8°C
TECT BHMOI' MKSI PEIVJILTATU AHAJIIZY
li‘g‘_‘fy g‘;i"s‘ii‘“g: gogﬁ:{mgg;cfijﬁi:’;eggz“gw Bina cycriensis, Axa pO3ALAETLCA B CTAH] CHIOKOIO
LMk oc Ta bed aip . gv : pRHY Ha 6inuif ocay Ta Ge3GapBHy piaumy.
Tlpn pocni mcmli?lin \1};; OCKOIOM BHIMMI lpu nocmimerii A MIKpOCKONOM BHAMMI
1?a§fmm :‘B”m . xg'rla . l‘: ot m}«;no inGHi YACTHHKH BHIVIARAIOT AK CTPWKENOLiBH]
— 6inr.micr’:,ns K Ma]oli . OSMJil e | KPACTYM, GiBUICTS 3 AKUX MaloTs poaMip Ginsule
Onuc p ? P p ¢ 1 MM, a Jesid nepesuiLyioTs 60 MkM, BinsHi Bin

1 MM, a Jesxi nepesniyloTs 60 MM, sinbhi BiA
BEJAHKUX arperaris.

BEITHKUX arpcraTiB

Bursarysauuit 06’em

He memne 100% Bif sassneHoro of’emy

102%

pH

7,0-1,6

73

Incynin moxmuu

OcHoBHi KK Ha XPOMATOrPaMax OTPUMAHOTD
RpenapaTy cniBnanaloTh 3 rKkaMu Ha
XPOMETOIrpaMax CTaHAAPTIE {HCy NNy JIOAHRM

OcHOBHI IiKK HA XPOMATOTPAMAaxX OTPHMBHONO
npenapary cniBnaiaioTh 3 MiKaMu Ha
XpOMAETOIDaMax CTAHAAPTIB iHCYHIHY MOAHEN

OcHOBRI KA 1A XpOMATOrpaMax 0TPHUMaHOro
fipenapary cniBuanaoTh 3 NiKaMy Ha

OcHoBHI KK Ha XpOMaTOrpamMax OTpUMaHOro
npenapary criBnajaiorh 3 nikamMu Ha

M-gpeson : h
ToroKHICT: : XpOMATOrpaMax cTaHAapTiB M-Kpesoy XPOMATOIpaMax CTaHuapTis M-Kpesony
Ocrosui iky Ha XpoMaTorpaMax OTPHMUHOTO OcHoBdi NikK HA XPOMATOrPAMAX OTPUMAHOrO
(exon npenapary cnisnanaioTs 3 mikaMH Ha npenapary cniBnafaloTs 3 nikami Ha

xpomarorpaMax crampapris dhenony

XPOMATOrpaMax crauuapris devony

Jomitmxu 3 M

QJIEKYNIADHOIO MACOI0

1)
Ginse incyniny He 6inpme 1,0 % 0.1%
) .| 21A o
Cropinneni | 1osavinoincysin He Ginsine 1,0 % 0,4%
fiporetin CymapHto (Ges :
. . e Gi J 9 29
aesaMiHoincystiny) He Ginsue 2,0 % 1,2%
Tncysnis nonunn B Hanocanosi <
Dl 25-35% 28%
Saransuuii nEHK <40 mxr / 100 MO incyniny 22,7 wxr 1 100 MO incyniny
L . 95,0 - 105,0 MO/Mn (95,0 -105,0 % Bin 3aspnexol o
BE;“"K'CCHT Lcysin moxwHn KinbiocTi incyniny) 102,8 MO/Ma (102,8 %)
HAMCHHI
M-kpeaon 1,2~ 1,8 Mrimn 1,5 mriMn
thenon 0,52 — 0,78 mr/mn 0,66 Mr/Ma
Crepuibnicts crcpﬁnbl-mﬁ crepunsuui

BagTepransii eHIOTOKCHHY

He Ginpe 80 O na 100 MO incyniny

He Ginvwe 80 O] na 100 MO incyainy

Mexaniuni
BKTOUCHHS

HEBHIMMI 4aCTKH

Hacricn 210 mxm — ne Ginswie 6000 wr.

Yacrkn 210 MM - 97 we, .

Yacrr 225 Miem — He Ginpue 600 urr,

Yactiu 225 MM — 0 T,

[urs  nigrsepmiyemo, wo Bvei eranu BupoGHMuTBa uiel maprii rotoBoro npORYKTY Oyno BUIrOTOBNEHO (Bxmowaroun
TaKyBaHH/MapKyBaHHs), Ta IPOBELEHO KOHTPOIB 1 AKOCTI, BUKOHaH] B noBHil Bitnosig#octi 3 Bivoramy GMP Ta BUMOraMu A03BoJY
Ha [poAaX B xpaini npuanavenns. [Tpenapar signosizae sumoram €pponeficsrof ®apmarkonei Ta MK,

k3 1
D

IO 79
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VnosHosakena oco6a:  Tlimnuc, neyartka i xara

(Qualified Person-QP)







