JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

12.03.2026 Ne 10572/26/10

I'EHCYJIIH M30

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
cycnen3is s in'exknii, 100 OJI/mu; mo 3 Ma B kapTpHAXKi; 10 5 kapTpHIKIB y OJticTepi; mo 1
3 4 ) pTp pTp y P
OaicTepy B KapTOHHIH mavyni

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsimaerns UA/1978/01/01 crpox nii peecrpauiitnoro nocsimaerns 01.01.2099

Cepis nikapcrkoro 3aco6y Ne 611.2501B Kinekicts BBe3eHOro sikapeskoro 3acoby 3984
Bupo6uuk BIOTOH C.A., ITonsmia
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremnd, i Miclie NpoKHUBaHHS Ta peecTpaniifHuii Homep 001ikoBOT KapTKH MJIaTHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 06.03.2026 Ne 0599/1.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3

JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

Omera EPBOMEHKO

{mirsc) {THUIIAMH T8 Npiznye)




CEPTU®IKAT AKOCTI

Mponmyxr:
Cuaa pit/
AKTUBHICTD
Ynaxoska:

Ne cepit:

BupobHuK:

Posmip cepii:

Ceptudpixar Ne:22/2026/C

Fencynin M30, cycnensis ans in'exuift, 100 O/mn

1 mur cycnensii micTuTh pecoMbinanTHOro incysiny juognun 100
OX (cymint 30 % posununoro ivcyainy Ta 70 % isopan-incyniny)
1o 3 ma B kapTpuRi; rio 5 kaprpuaxie y Gaicrepi; no 1 Giicrepy
8 KapToHHiit mayui

61L2501B
11 000 yn
BIOTOH C.A.

Peccrpaniifre nocgisuens 5 Yipaini No:

UA/1978/01/01

Hara ananizy:  2026-01-28
Hara supoGuuwrsa;  2025-12
Tepmin npupatnocti: 2028412

KOHTPONIO

Hasea, agpeca ta womep sinensit

BupoGiitua XiasHIus Ta 4inbHius

AKOCTI

104/0026/15

BIOTOH C.A., Nonsua, 02-516, Bapwaga, syn. Crapounnchka, 5, [Tonswa

Mauexxuiy, By, ITo3sancbka 12, 05-850, M. Owapys Mazoseuxi, [Tonbma

Howmep supobuuyol minii:

M4

Bumor 10 TEMIEPaTYPHOro pexHmy:

Biyn 2°C o 8°C

BUTTIAROTH K cTpikenoniGui kpuctay, GinsticTs 3
SKMN MafoTh poaMip Gineme | MM, a nestki
IepeBHINYIOT, 60 MKM, BIILHI BLI BEIUKMX arperaTin

TECT BHUMOI'H MK PE3YJALTATH AHAJI3Y
Cyenensin Bina cycniensin, sxa pospinserncs B cTani criokoio Ha | Bina cycnensis, sKa posaAbISETbes B CTAKI CIIOKOIO Ha
Ginni ocan ra Gesdapany abo matbke Gesbapsuy Ginnit ocaut Ta Geadapsuy abo maitke Gesbapsiy
piauny. piIMHY,
Bracrusocti [Kpucman Tlpu pocrimacenui nig Mikpockorios suaumi yacruiiu |py gociimkensi tin MIKPOCKONOM BIIHMI YaCTHHKH

BUTASAAIOTH K cTpipkenolibul kpucrams, Ginsuricrs 3
AKMX MalOThH po3umip Ginbiue | micm, a nesxi
DePEBHINYIOTH 60 Micv, BUILHI BIZ BEIMKHX arperatiB

O’ eM, 110 BUTATACTELC

He menmie 100% sin sagsnenoro o6’ eMmy

103 %

pH

7.0-7,6

74

Lueynin moounu

OcroBHi NiKK Ha XpOMATOrpaMax suipoGosysanoro
PO3UMEY CRIBRANAIOTH 3 MiKAMY HA XPOMATOrpaMax
CTABARPTHHX PO3UMHIB

OCHOBHI NiKH Ha XPOMATOrpaMax sHipoGoByBaHOTO
PO3UMAY CIIRIAAAIOTE 3 NIKAMH HA XPOMATOIPAaMax
CTAHJAPTHANX PO3UMHIB

M-Kpeson

Ocnosui Rk Ha XPOMATOrpaMax BUNPOBOBYBAHOTO
PO3UMRY CRIBIUIAIOTE 3 MIKAMU HA XPOMATOIpaMax

OcHoBei Niky HA XpoMaTorpaMax BHpoGoRyBaHoro
PO3UMHY CHIBNANAIOTH 3 NIKAMH HA XPOMATOrpaMax

He Ginnwe 1,0 %

Inearudikanis CTAHAAPTHHN PO3YHHIB CTAHAPTHHX PORYMHIR
Octiopni niyt ua xpomarorpamax sunpoSopysatora | OCHOBHI MikH HA XPOMATOrPAMAX BUIIPOGOBYBAIIOTO
dhenon PO3UMHY CHIBNANAIOTH 3 TIKAMK HE XPOMATOrPaMaX | PO3UMHY CNIBUALAIOTL 3 NiKaMU HA XPOMATOrPAMAX
CTANAAPTHHX POSUMHIB CTAHAADTHHX PO3UMHIB
JIOMITIKH 3 MOJEKYTIPHOIO MacOio

g 1
BinBIION 3a iHCYIHH ol v
U21 Qesanido incynin .
. . ) He Ginbiue 1,0 % 0.4 %
Cnopiaueni
nporeinn  |[Cyaa (Gez 421 dezamioo = o ot
icyniny) He Ginsme 2,0 % 1,2%
Posumunuit incysnin moamunu 25-35% 29 %

3azanonuii yunr

He Ginvime 40,0 mxr / 100 O incyiny

24,1 mxr / 100 OJ1 incyniny

Ineynin aiodunu

95,0 - 105,0 OJ /mn (95,0 — 105,0 % i 3assnerol

o 01 1 (101,9 % i ICHOT RINLKOCTI
Kinukicke s e 101,98 Oli/mn (10 l)ufjtlxll’z: 3)axm; CHOT KiILKOCTI
BU3HAYCHIS YUY YUY
M-xpezon 1,2 — 1,8 Mr/man 1,6 mrimn
Deison 0,52 - 0,78 mr/ma 0,68 Mr/vn
Crepuapiicrs Crepunb i Crepubiuit

Bakrepiasibti HAOTOKCHHY

He 6inpure 80 O/ na 100 O[] incyniny

He 6inbe 80 O/1 1a 100 OJ1 incyniny

Mexauiuni

Budumi wacmurxu

Binsuuit Bin Mexauivnux BIOYCHE

Binsuult i MeXanivHux siIoucHs

BKAIQUCHHSA

Heeuduni wvacmunrcy

Yacrunin > 10 siem — ue 6inptue 6000 wr. / koureiiuep

Hacrunkn 2 10 Mk - 24 we, / koureiiuep

Yacrunkn > 25 MrM — te Ginste 600 wr. / xoureitep

Hactuuin > 23 M - 0 wr. / xoureitnep

Poamip

T4 THIT NakyBaHHA

110 3 M B KapTPUIDKE; o 5 kaprpumkin y Gnictepi; no 1
GnicTepy B kapTOHHIi MavLi 3 MapKyBaHHAM

YKPaiHchKOI0 MOBOIO

sianonigae

Llum a2 sacsingyto, o Hapesena nuie indopmauis € gocrosipuoo ta rounco. Lo cepito roTosol nposyxuii 6yno supobaeno (prmouaodn
fakyBaHHA/MaPKYBAHHA) TA IPOBEISHO KOHTPOMS if SKOCTI Ha BHIesasHayenilt Kinnam y nosui# rixnoningnocTi 1o sumor GMP ta Binnosiguo
1o cneundiraliil, WO MICTATLCS B PecCTPANIRHOMY J0CHE Kpainu npusnadenns (Yipaiua). Ilporokonu pupoSuuursa, naKyBagus ta awanisis
Oyd10 reperisayTo Ta BCTAHOBAEHO iX BiRnoBianicTs BuMoram GMP. [Ipenapar pinnosinac BuMoram €sponefichkoi Mapmakonei Ta MK,

MEHEJIDKEP 3 KOHTPOJIIO SIKOCTI:
(Quality Control Manager)

~
x?lﬂwr”,{;e o
J}ZQ ﬂz P /V//,l :
(minnuc, nekmﬁcg{ Ta fara)

fﬁo Log 7 L3y éfg Mﬂf&fo/u%

YITOBHOBAXEHA OCOBA:
(Qualified Person-QP)

2026-03-{b @l%\

(e, rnewarka ra hara)



QUALITY CERTIFICATE

Certificate No: 22/2026/C
Product:

Strength /
Potency:

insulin)
Packaging:

carton packaging
Batch No: 61025018
Size of series: 11 000 pes
Producer: BIOTON S.A.

Registration Certificate in Ukraine Ne:

Gensulin M30, suspension for injection, 100 IU/ml

1 ml of suspension contains 100 [U of recombinant human
insulin (a mixture of 30% soluble insulin and 70% isophane

3 ml in a cartridge; 5 cartridges in a blister; 1 blister in a

UA/1978/01/01

Date of analysis:  2026-01-13
Date of manufacture:  2025-12
Expiration date:  2028-12

Name, address and anthorisation number

manufacturing and quality control site

104/0026/15

BIOTON S.A., Poland, 02-516, Warszaw, 5 Staroscinska str., Poland

Macierzysz, 12, Poznanska Str., 05-850 Ozarow Mazowiecki, Poland

Product line number:

M4

Temperature requirements:

from 2°C to §°C

TEST REQUIREMENTS RESULTS
Suspension White suspension which settles on standing to White suspension which settles on standing to
leave a white sediment and a colourless or almost leave a white sediment and a colourless or
colaurless supernatant. almost colourless supernatant.
Characters [Crystals When examined under a microscope, the particles [When examined under a microscope, the

are seen as rod-shaped crystals, most of which
have a dimension greater than 1 pm, with some
exceeding 60 um, free from large aggregates.

particles are seen as rod-shaped crystals, most
of which have a dimension greater than 1 pm,
with some exceeding 60 ym, free from large
aggregates.

Extractable volume Not less than 100% of the declared volume 103 %
pH 7.0-76 7.4
The main peaks in the chromatograms of the test | The main peaks in the chromatograms of the test
human insulin solution correspond with the peaks in the solution correspond with the peaks in the
chromatograms of the standard solutions. chromatograms of the standard solutions.
The main peaks in the chromatograms of the test | The main peaks in the chromatograms of the test
Identification jm-cresof Isolution correspond with the peaks in the solution correspond with the peaks in the
chromatograms of the standard solutions. chramatograms of the standard solutions.
The main peaks in the chromatograms of the test |The main peaks in the chromatograms of the test
phenol Isolution correspond with the peaks in the solution correspond with the peaks in the

lchromatograms of the standard solutions.

chromatograms of the standard salutions.

Impurities with molecular masses

contamination|Sub-visible particles

0, Q,
greater than that of insulin Not.iore than: 1.0 % 01 3%
o ?j:a/dfs‘r;midf:;s;uﬁn Not more than 1.0 % 0.4 %
roteing witnou 0
protei desamido insulin) Not more than 2.0 % 1.2%
Soluble human insulin 25 — 35% 29 %
Total zinc Not more than 40.0 ug/100 1U of insulin 24.1 ug/100 IU of insulin
Human insulin 95.0 - 106.0 IU{mI {95.0 — 105.0% of the declared 101.9 1U/mi (101.9 %)
Assay famount of insulin)
M-cresol 1.2 — 1.8 mg/ml 1.6 mg/ml
Phenol 0.52 — 0,78 mg/mi 0.68 mg/mli
Sterility Sterile Sterile
Bacterial endotoxins Not more than 80 U per 100 (U of insulin Not more than 80 IU per 100 1U of insulin
Visible particles Free from particulate contamination Free from particulate contamination
Pailaiate Particles 2 10 um - not more than 6000 per Particles 2 10 ym - 24 per container

container

Particles = 25 um - not more than 600 per
container

Particles 2 25 um - 0 per container

Package size and type

3 ml in a cartridge; 5 cartridges in a blister; 1 blister

complies

in a carton packaging with labelling in Ukrainian

I hereby certify that the above information is
and quality control at the above-mentioned site in full compliance with the GMP

authentic and accurate. This batch of finished product has been manufactured, including packaging/labeling
requirements and with specifications in the Registration Dossier of the

destination country (Ukraine). The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. The product
complies with the requirements of the European Pharmacopoeia and MQCs.

QUALITY CONTROL MANAGER:

076 -02- 14

date and sigflf;dture/

QUALIFIED PERSON:

A
20260116 (ULQM\

date and sighature



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

17.12.2025 Ne 61386/25/10

I'EHCYJIIH M30

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
cycnensis aas in'exuiii, 100 OJI/ma; no 3 Ma B kapTpuaxki; no 5 kapTpuaxkis y Gaicrepi; mo 1
Ouicrepy B KapTOHHIN nayni

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/1978/01/01 crpox nii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 61J2503A Kinskicts BBeseHoro gikapeskoro 3acoby 4000
Bupobuuk BIOTOH C.A., ITompuia
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinansHicTIo " OnriMma-®apm, JIT/L", inenr. xox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro koutposo six 16.12.2025 Ne 3816/1.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



B U B R U

CEPTURIKAT AKOCTI

Ceprudixat Ne:1665/2025/C Hara ananizy: 2025-11-14
Mponyxr: Cencysin M30, cycuensis ang ' exuis,

pexomGinanTroro incysiny awognuw 100 O/,

(cyminx 30% pozunmnoro incyniny ra 70% isodan-incyniny)

10 3 Mo y xaprpaki, no 5 waprpuoxis y 6iicrepi; mo 1 Gnicrepy

B KAPTOHRIN nawui Dara supobuuurea:  2025-10
No cepil: 61325034
Posmip cepit: 86 800 yn Tepmin npuparnocti:  2028-10
Bupobunk: BIOTOH C.A.
Peec_zrpauifme nocBinMenHs B Yipaini No:  UA/1978/01/01
Hasnpa, aupeca Ta Homep Ainensii BIOTOH. C.A. Nonsina, syn. Craposnkceka, 5, 02-516, Bapulasa

104/0026/15
Bupofuuya ginsuaus ta gineanms Mavencn, pyn, Iosnancekxa, 12, 05-850, M. Oxkapys Mazoseuxi
KOHTPONKO SIKOCTi
Howmep BupoGumgol sinii: M4
BuMory g0 TeMnepartypHoro pexumy: Bix 2°C 10 8°C
TECT BYIMOI'H MKJL PESVILTATH AHAJIZY
Bira cycriensis, fxa po3ainierses B cTaHi CIIOKOIO Ha | BiNa cycriensis, sxa posainaeTses B CTaHi CIoKOIo Ha
Ginuit ocan ta Geabapsyy abo matbke Oe30appHy Girmit ocaz Ta Ge3bapsry abo malbie Gesbapary
pinuity. pinuy.
Ormuic

TTpm nocnimxensi nin Mikpockonon BUmiTMI YACTHHKM
BRIANAIOTE SK CTPHKEIoNiOn kpucTamy, Ginpmicrs 3
AKX Mas0Th poamip Gimsure 1 MM, a nesxd
NepesuIryIoTh 60 MM, BIRLHI Bl BEMUKIX arperaris

[Ipu nocnimxerni nix MIKPOCKONIOM BHIMMI HACTHHKY
BUILIAIOTH AK oTprkenouidnd xpuorany, Sinpmicts 3
AKX MAIOTh posmip Glnsire 1 MiM, a aeaxi
nepeBHuy1oTs 60 MieM, BiNbE BiN BEANKMX arperaris

06’ eM, U0 BHTATAETHCS

He Mexe 100% in 3assnenoro o6' emy

106 %

pH

7,0-176

7,4

Tncynin smomunu

OcuoBHi MKH B2 XPOMATOTPaMax OTPHMAHOTO
npenapary CriBnaxaloTh 3 mikaMy Ha XpOMaTOrpaMax
CTAHIApTIB

QcHOBHI iKY Ha XPOMATOTPaMax OTPHMAROro
fIpeliapary CoiBnafaloTh 3 FKaMU Ha XPOMAaTOrpamMax
CTAHNAPTIB

OCHOBHI TiKK 43 XPOMATOIPAMAX OTPHMAHOTO

Ocrosui Niky Ha XpoMaTorpaMax OTPUMEHOT0

o M-Kpeson TIperapary CriBnayaioTh 3 NikaMyl Ha XPOMATOIpaMax | npenapary crisnalaloTh 3 NiKaMi Ha XPOMATOrpaMax
Loentudikauis CTauIapTiB CTAHNAPTIB
OcHoBHi MiKH Ha XPOMATOIPAMaX OTPHMAHOI0 OcHOBHI HiK# Ha XPOMATOTPaMax OTPIIMAHOI0
Denos npenapary CriBliafaroTh 3 IiXaMy Ha XpoMarorpaMax |npenapary criBrafaoTs 3 MiKaMH Ha XPOMATorpaMax
i cTaHnapris CTABNAPTIB
JIOMIIIKH 3 MOEKY IIPHOIO MACOIO
. . N 3 O, o/,
Gimsine sa fneynin He bimeme 1,0 % 0.1%
Cnopinneni RIA
’ . - v v i 9, 9
nporeinn  {nesaMinoixcviin Hiebmemelt, 0% 0,3%
Cyma (Ges
S : i ) 0
Inesaminoircviny) He 6inemre 2,0 % 0,9 %
[HCY HiH JIOLMHK B PO3YHHI 25-35% 28 %

3aranbHaH HUHK

He Ginpwe 40 mxr / 100 LU. incyniny

24,0 mxr / 100 LU, incyniny

[HCynig moNHHK

95,0 - 105,0 LU. /ma (95,0 -~ 105,0 % sin sassnexol

101, 7 LU. A (101,7 % six 3assnenol kinsxocti

Bﬁ;f:;g;ﬁ; ximexocti incynisy) incyminy)
m-Kpeson 1,2~ 1,8 mr/mn 1,5 mriva

Denon 0,52 0,78 mrivn 0,67 mr/mn
CreprisHicTs Crepynsunit CTEpHILHAI

Baxrepianbi SHIOTORCHHY

He 6insize 80 E.U. wa 100 LU, ixcynixy

" He Ginsme 80 E.U. na 100 LU. incyniny

Mexaniyui
BITIOYEGHHA

HEBUIUMI YACTHHIH

JacTumu > 10 Miov - He Giasre 6000 wir. B xouTeHnep]

Yacruuxy > 10 MM ~ 9 mIT. B KOHTEHHED]

Vacrurky > 25 Miv - B Ginswe 600 T, B KoTelHepi

Yaormmxe 2 25 MM ~ 1 1T, B KouTeinepi

LM nigreepiokyemo, wo sei craxii supobuunTea niel cepil TOTOROrO npoxykry Oyns BHKOHAHI (BKIIOYAIOUH DAKYBAHHA/MADKYBAHHA), Ta
KOHTPOJIB AKOCT] 6yB Nposeneunit y nosHiM signosimocti Ao sumor GMP Ta peccTpauiifRIX BUMOT Y Kpaini 1pusHauenss,
penapar sinnosinae sumoram €sponeiicsioi Gapmaronel ra MK, SO

YIIOBHOBAXEHA OCOBA:
(Qualified Person-QP)

/oo

Bet A Gl ﬁe/‘ﬂ D A25 /é‘

o ol . /|
403814

(mipmuc, newarka Ta para)



SOP/O/TI/F

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH RELEASE CERTIFICATE / PASPEIUEHHUE HA OTITYCK JIEKAPCTBEHHOI O ITPOAYKTA

Numer Certyfikatu: _ Data certyfikacji: : ,
Certificate No: 215/2025 Certification date 2025-11-20
Hoatep cepmugpuxama Hama cepmucburayuu

Produkt: Tencymuu M30 100 en./mn 3 MIT Data waznosci: : :
Product , Expiration date 10.2028
Ipodyrm Cpox 2odnocmu

Numer serii: 61J2503A

Batch number
Ne cepuu

Kraj przeznaczenia: |Yxpauna
Destination country
Cmpana nassauenu:

{los¢ certyfikowana 9 016 sztuk | Préby archiwalne 16 sztuk
Certified Quantity of packs pieces | Archived samples pieces
Konuyecmao ons ceprughurayuu wunyr | Obpasyer 8 apxus UMLK
1l0$¢ zwolniona do obrotu 9000 sztuk
Quantity of packs released for distribution pieces
Konuuecmao omnyugennoe ¢ 0bopom ULnyK

Niniejszym certyfikuje, Ze wszystkie etapy wytwarzania produktu koricowego produktu leczniczego zostaly
przeprowadzone w pelnej zgodnosici z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami
pozwolenia (pozwolen) i dokumentacji dotyczgcej 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.

]—[acnm;mpzmz )70()1776’6‘[)3/()@(1]0, YN0 ee anidnsl i7p0ll3(30()01726€1 amou napmuy 200600 )?}‘70()yKI7?L7 bwiiu

BbLIOAHENBL 8 NOAHOM coomaencmauy ¢ mpebosarnusiyu GMP u mpebosarnusiymu paspewenus Ha npooavICY 6
Cmpane HasHauUeHus., '

UWAGIH: 05-GW-10-M30-UKR
Conments
Komnmenmapun

COO0214072

Lz
Osoba Wykwalifikowana:
Qualified Person podpis pieczqika i data (signature, stamp and date;nodnucy, nevams u oama)
Firma cpdiki i Siedziba i adres spotkl Adres do korespandentji Sad Rejestrowy
E N Sppalka Akeyne byl Starodcitska § Nacierzysz, Ul Poznanisha 12 Wipis o Rejestru Preedsicbiorcdw  prowadzenegn precz 5
Kapital taldadowy ; 02516 W 351 05-E50 Qrardw Mazowiecki Reionowy
171 0,00 PLV | NP 52108 73 227230000 § dla et Warszawy w Warszawie,
{kepial oy 1.737.284.000,60 PLN) E REGON (013848 g ! K Wydzist Gaopodaray Keafoveago Rejestou Sarloweno, KRS
{ {
H i
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QUALITY CERTIFICATE

Certificate No: 1665/2025/C
Product:

Batch No: 6132503 A
Size of series: 86 800 pes
Producer: BIOTON S.A.

Registration Certificate in Ukraine N

Gensulin M30 100 YU/ml, suspension for injections
Recombinant Human Insulin 100 IU/m!

(mixtare 30% insulin soluble and 70% insulin isophane)
cartridge of 3 ml N5 in blister and carton

UA/1978/01/01

Date of manufacture:

Date of analysis:' 2025-11-14

2025-10

Expiration date:  2028-10

Name, address and authorisation number

manufacturing and quality control site

104/0026/15

BIOTON S.A. Poland, 5 Staroscinska str., 02-516 Warsaw

Macierzysz, 12, Poznanska Street, 05-850 Ozarow Mazowiecki

Product line number;

M4

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 particles
are seen to be rod-shaped crystals, the majority
vith farge than 1 pm, some larger than 60 pm,
free from large aggregates.

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
particles are seen to be rod-shaped crystals, the
majority with large than 1 pm , some larger than
60 pum, free from large aggregates.

Extractable volume

Not less than 100% of the declared volume

106 %

pH

7,076

7.4

human insulin

The position of the peak in the chromatogram
obtained with the test solution corresponds fo that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with the test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

Identification im-cresol

[The position of the peak in the chromatogram
obtained with the test solution corresponds to that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with the test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

phenol

The position of the peak in the chromatogram
obtained with the test solution corresponds to that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with {he test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

Impurities with molecular masses

greater than that of insulin Not more than 1,0 % Uit %

Fizggg: 21A desaminoinsulin Not more than 1,0 % 0,3 %
total (without

desaminoinsulin) Not more than 2,0 % bk

Human insulin in the solution 25-35% 28 %

Total zinc

Not more than 40.0 pg/100 1U of insulin

24,0 pg/M00 [U of insulin

hurnan insulin

95.0 - 105.0 {U/ml (95.0 -108.0% of the declared

contamination/Sub-visible particles

[}
Assay amount of insulin) 101.7 U/ml (101.7 %)
m-cresol 1,2 - 1,8 mg/mi 1.5 mg/mi
phenol 0,52 - 0,78 ma/ml 0,67 mg/ml
Sterility Sterile Sterile
Bacterial endotoxins Less than 80 IU per 100 1U of insulin Less than 80 U per 100 1U of insulin
Particulate Particles 2 10 pm not more than 6000 per

container

Particles 2 10 pm — 9 per container

Particles 2 25 um not more than 600 per container

Particles 2 25 um — 1 per container

We hereby confirm that all stages of production of this batch of finished product have been manufactured (including packaging / labelling), and
its quality control has been carried out in full compliance with GMP and marketing authorization requirements in the country of destination. It

meets requirements of Ph. Eur

QUALIFIED PERSON:

date and signature









AEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCbKIH OBJIACTI
npoe. Ceitmunoi Hanii, 3, m.Kuiz, 02099, ter/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
NpOo AKICTh BBE3EHOI0 B YKPaiHy JIKapCchKoro 3acody

02.04.2025 Ne 16244/25/10

TEHCY.J/IIH M30

(HaliMEHYBAHHA JiKapChKOro 3aco0y 3riIHO 3 peecTpaliliHUM IDCBITYSHHAM)
cycnensis nas in'exuii, 100 O1/ma; mo 3 M B KapTpHIKi: mo 5 kapTpuIKiB y Gaicrepi; mo 1
faicTepy B KapToHHIN mayni

(popma BUMYCKY, TOIYBAHHY, B MAKYBAHES TiIKAPCHEOTO 3aco0y)

Howmep peectpauiitnoro noceigaenns UA/1978/01/01 crpok aii peectpauiiinoro noceiquenns 01.01.2099

Cepis mikapcskoro 3acoby Ne 61A2502 KinbKicTh BBC3CHOTO JiKapcsroro sacoby 3500
Bupotrux BIOTOH C.A., Tonbma
(HaiiMCHYBaHHs BHPOOHHES IIKapChKkoTo 38c00Yy, KpaiHa NOXOOMKCEH)
Beeseno B Yrpainy ChijgbHe YKpaiHCBKO-CCTOHCBLKC MiINPHCMCTBO Y hopMi ToBapHCTBA
3 00MciKeHOIO0 BignoBizanabHicTio "OnTivia-®apm, JI'T/L", izenr. xon:
21642228

(HaiiMeHnyBaHHA Ta ko 3a €EPTIOY wopuandHol ocodd abo npi3sHie, iM'4, Mo 6aTskoBi QBHYHOT
0CoDH - MIANPHEMI, 1t Micle MPOKHBAXNHA TA PeeCTPaLliHHHAN HoMep ODIIKOBDI KAPTKH MIATHHEA
noJaTkis abo cepis Ta HOMep NMacnopra)

Hporokoa sisyansnoro konrpomo sig 09.04.2025 N2 1027/1.

3a pesvapTaTaMH  ISP/KABHOTO KOHTPOI BCTAHOBICHO, 1IN0 JHKapchkuii 3acid EBescHO B YKpalHy 3

JOTPUMAHHAM RAMOT 3aKOHO/TARCTRA MO0 3aHerneyennd SKOCTi TIKAPCKKUX 3ac0biR.

Onera EPLOMEHKO

{nignuc) {iminiaau Ta npissHuIEC)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

17.12.2025 Ne 61386/25/10

I'EHCYJIIH M30

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
cycnensis aas in'exuiii, 100 OJI/ma; no 3 Ma B kapTpuaxki; no 5 kapTpuaxkis y Gaicrepi; mo 1
Ouicrepy B KapTOHHIN nayni

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/1978/01/01 crpox nii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis mixapcebkoro 3acoby Ne 61J2503A Kinskicts BBeseHoro gikapeskoro 3acoby 4000
Bupobuuk BIOTOH C.A., ITompuia
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinansHicTIo " OnriMma-®apm, JIT/L", inenr. xox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMii, i Miciie IPOKHUBAHHS T PeECTpaLliiHuil HoMep 00NIKOBOT KAPTKH IUIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro koutposo six 16.12.2025 Ne 3816/1.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



B U B R U

CEPTURIKAT AKOCTI

Ceprudixat Ne:1665/2025/C Hara ananizy: 2025-11-14
Mponyxr: Cencysin M30, cycuensis ang ' exuis,

pexomGinanTroro incysiny awognuw 100 O/,

(cyminx 30% pozunmnoro incyniny ra 70% isodan-incyniny)

10 3 Mo y xaprpaki, no 5 waprpuoxis y 6iicrepi; mo 1 Gnicrepy

B KAPTOHRIN nawui Dara supobuuurea:  2025-10
No cepil: 61325034
Posmip cepit: 86 800 yn Tepmin npuparnocti:  2028-10
Bupobunk: BIOTOH C.A.
Peec_zrpauifme nocBinMenHs B Yipaini No:  UA/1978/01/01
Hasnpa, aupeca Ta Homep Ainensii BIOTOH. C.A. Nonsina, syn. Craposnkceka, 5, 02-516, Bapulasa

104/0026/15
Bupofuuya ginsuaus ta gineanms Mavencn, pyn, Iosnancekxa, 12, 05-850, M. Oxkapys Mazoseuxi
KOHTPONKO SIKOCTi
Howmep BupoGumgol sinii: M4
BuMory g0 TeMnepartypHoro pexumy: Bix 2°C 10 8°C
TECT BYIMOI'H MKJL PESVILTATH AHAJIZY
Bira cycriensis, fxa po3ainierses B cTaHi CIIOKOIO Ha | BiNa cycriensis, sxa posainaeTses B CTaHi CIoKOIo Ha
Ginuit ocan ta Geabapsyy abo matbke Oe30appHy Girmit ocaz Ta Ge3bapsry abo malbie Gesbapary
pinuity. pinuy.
Ormuic

TTpm nocnimxensi nin Mikpockonon BUmiTMI YACTHHKM
BRIANAIOTE SK CTPHKEIoNiOn kpucTamy, Ginpmicrs 3
AKX Mas0Th poamip Gimsure 1 MM, a nesxd
NepesuIryIoTh 60 MM, BIRLHI Bl BEMUKIX arperaris

[Ipu nocnimxerni nix MIKPOCKONIOM BHIMMI HACTHHKY
BUILIAIOTH AK oTprkenouidnd xpuorany, Sinpmicts 3
AKX MAIOTh posmip Glnsire 1 MiM, a aeaxi
nepeBHuy1oTs 60 MieM, BiNbE BiN BEANKMX arperaris

06’ eM, U0 BHTATAETHCS

He Mexe 100% in 3assnenoro o6' emy

106 %

pH

7,0-176

7,4

Tncynin smomunu

OcuoBHi MKH B2 XPOMATOTPaMax OTPHMAHOTO
npenapary CriBnaxaloTh 3 mikaMy Ha XpOMaTOrpaMax
CTAHIApTIB

QcHOBHI iKY Ha XPOMATOTPaMax OTPHMAROro
fIpeliapary CoiBnafaloTh 3 FKaMU Ha XPOMAaTOrpamMax
CTAHNAPTIB

OCHOBHI TiKK 43 XPOMATOIPAMAX OTPHMAHOTO

Ocrosui Niky Ha XpoMaTorpaMax OTPUMEHOT0

o M-Kpeson TIperapary CriBnayaioTh 3 NikaMyl Ha XPOMATOIpaMax | npenapary crisnalaloTh 3 NiKaMi Ha XPOMATOrpaMax
Loentudikauis CTauIapTiB CTAHNAPTIB
OcHoBHi MiKH Ha XPOMATOIPAMaX OTPHMAHOI0 OcHOBHI HiK# Ha XPOMATOTPaMax OTPIIMAHOI0
Denos npenapary CriBliafaroTh 3 IiXaMy Ha XpoMarorpaMax |npenapary criBrafaoTs 3 MiKaMH Ha XPOMATorpaMax
i cTaHnapris CTABNAPTIB
JIOMIIIKH 3 MOEKY IIPHOIO MACOIO
. . N 3 O, o/,
Gimsine sa fneynin He bimeme 1,0 % 0.1%
Cnopinneni RIA
’ . - v v i 9, 9
nporeinn  {nesaMinoixcviin Hiebmemelt, 0% 0,3%
Cyma (Ges
S : i ) 0
Inesaminoircviny) He 6inemre 2,0 % 0,9 %
[HCY HiH JIOLMHK B PO3YHHI 25-35% 28 %

3aranbHaH HUHK

He Ginpwe 40 mxr / 100 LU. incyniny

24,0 mxr / 100 LU, incyniny

[HCynig moNHHK

95,0 - 105,0 LU. /ma (95,0 -~ 105,0 % sin sassnexol

101, 7 LU. A (101,7 % six 3assnenol kinsxocti

Bﬁ;f:;g;ﬁ; ximexocti incynisy) incyminy)
m-Kpeson 1,2~ 1,8 mr/mn 1,5 mriva

Denon 0,52 0,78 mrivn 0,67 mr/mn
CreprisHicTs Crepynsunit CTEpHILHAI

Baxrepianbi SHIOTORCHHY

He 6insize 80 E.U. wa 100 LU, ixcynixy

" He Ginsme 80 E.U. na 100 LU. incyniny

Mexaniyui
BITIOYEGHHA

HEBUIUMI YACTHHIH

JacTumu > 10 Miov - He Giasre 6000 wir. B xouTeHnep]

Yacruuxy > 10 MM ~ 9 mIT. B KOHTEHHED]

Vacrurky > 25 Miv - B Ginswe 600 T, B KoTelHepi

Yaormmxe 2 25 MM ~ 1 1T, B KouTeinepi

LM nigreepiokyemo, wo sei craxii supobuunTea niel cepil TOTOROrO npoxykry Oyns BHKOHAHI (BKIIOYAIOUH DAKYBAHHA/MADKYBAHHA), Ta
KOHTPOJIB AKOCT] 6yB Nposeneunit y nosHiM signosimocti Ao sumor GMP Ta peccTpauiifRIX BUMOT Y Kpaini 1pusHauenss,
penapar sinnosinae sumoram €sponeiicsioi Gapmaronel ra MK, SO

YIIOBHOBAXEHA OCOBA:
(Qualified Person-QP)

/oo

Bet A Gl ﬁe/‘ﬂ D A25 /é‘

o ol . /|
403814

(mipmuc, newarka Ta para)



SOP/O/TI/F

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH RELEASE CERTIFICATE / PASPEIUEHHUE HA OTITYCK JIEKAPCTBEHHOI O ITPOAYKTA

Numer Certyfikatu: _ Data certyfikacji: : ,
Certificate No: 215/2025 Certification date 2025-11-20
Hoatep cepmugpuxama Hama cepmucburayuu

Produkt: Tencymuu M30 100 en./mn 3 MIT Data waznosci: : :
Product , Expiration date 10.2028
Ipodyrm Cpox 2odnocmu

Numer serii: 61J2503A

Batch number
Ne cepuu

Kraj przeznaczenia: |Yxpauna
Destination country
Cmpana nassauenu:

{los¢ certyfikowana 9 016 sztuk | Préby archiwalne 16 sztuk
Certified Quantity of packs pieces | Archived samples pieces
Konuyecmao ons ceprughurayuu wunyr | Obpasyer 8 apxus UMLK
1l0$¢ zwolniona do obrotu 9000 sztuk
Quantity of packs released for distribution pieces
Konuuecmao omnyugennoe ¢ 0bopom ULnyK

Niniejszym certyfikuje, Ze wszystkie etapy wytwarzania produktu koricowego produktu leczniczego zostaly
przeprowadzone w pelnej zgodnosici z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami
pozwolenia (pozwolen) i dokumentacji dotyczgcej 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.

]—[acnm;mpzmz )70()1776’6‘[)3/()@(1]0, YN0 ee anidnsl i7p0ll3(30()01726€1 amou napmuy 200600 )?}‘70()yKI7?L7 bwiiu

BbLIOAHENBL 8 NOAHOM coomaencmauy ¢ mpebosarnusiyu GMP u mpebosarnusiymu paspewenus Ha npooavICY 6
Cmpane HasHauUeHus., '

UWAGIH: 05-GW-10-M30-UKR
Conments
Komnmenmapun

COO0214072

Lz
Osoba Wykwalifikowana:
Qualified Person podpis pieczqika i data (signature, stamp and date;nodnucy, nevams u oama)
Firma cpdiki i Siedziba i adres spotkl Adres do korespandentji Sad Rejestrowy
E N Sppalka Akeyne byl Starodcitska § Nacierzysz, Ul Poznanisha 12 Wipis o Rejestru Preedsicbiorcdw  prowadzenegn precz 5
Kapital taldadowy ; 02516 W 351 05-E50 Qrardw Mazowiecki Reionowy
171 0,00 PLV | NP 52108 73 227230000 § dla et Warszawy w Warszawie,
{kepial oy 1.737.284.000,60 PLN) E REGON (013848 g ! K Wydzist Gaopodaray Keafoveago Rejestou Sarloweno, KRS
{ {
H i



il § WY

QUALITY CERTIFICATE

Certificate No: 1665/2025/C
Product:

Batch No: 6132503 A
Size of series: 86 800 pes
Producer: BIOTON S.A.

Registration Certificate in Ukraine N

Gensulin M30 100 YU/ml, suspension for injections
Recombinant Human Insulin 100 IU/m!

(mixtare 30% insulin soluble and 70% insulin isophane)
cartridge of 3 ml N5 in blister and carton

UA/1978/01/01

Date of manufacture:

Date of analysis:' 2025-11-14

2025-10

Expiration date:  2028-10

Name, address and authorisation number

manufacturing and quality control site

104/0026/15

BIOTON S.A. Poland, 5 Staroscinska str., 02-516 Warsaw

Macierzysz, 12, Poznanska Street, 05-850 Ozarow Mazowiecki

Product line number;

M4

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 particles
are seen to be rod-shaped crystals, the majority
vith farge than 1 pm, some larger than 60 pm,
free from large aggregates.

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
particles are seen to be rod-shaped crystals, the
majority with large than 1 pm , some larger than
60 pum, free from large aggregates.

Extractable volume

Not less than 100% of the declared volume

106 %

pH

7,076

7.4

human insulin

The position of the peak in the chromatogram
obtained with the test solution corresponds fo that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with the test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

Identification im-cresol

[The position of the peak in the chromatogram
obtained with the test solution corresponds to that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with the test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

phenol

The position of the peak in the chromatogram
obtained with the test solution corresponds to that
of the principal peak in the chromatogram obtained
with the standards

The position of the peak in the chromatogram

obtained with {he test solution corresponds to that

of the principal peak in the chromatogram
obtained with the standards

Impurities with molecular masses

greater than that of insulin Not more than 1,0 % Uit %

Fizggg: 21A desaminoinsulin Not more than 1,0 % 0,3 %
total (without

desaminoinsulin) Not more than 2,0 % bk

Human insulin in the solution 25-35% 28 %

Total zinc

Not more than 40.0 pg/100 1U of insulin

24,0 pg/M00 [U of insulin

hurnan insulin

95.0 - 105.0 {U/ml (95.0 -108.0% of the declared

contamination/Sub-visible particles

[}
Assay amount of insulin) 101.7 U/ml (101.7 %)
m-cresol 1,2 - 1,8 mg/mi 1.5 mg/mi
phenol 0,52 - 0,78 ma/ml 0,67 mg/ml
Sterility Sterile Sterile
Bacterial endotoxins Less than 80 IU per 100 1U of insulin Less than 80 U per 100 1U of insulin
Particulate Particles 2 10 pm not more than 6000 per

container

Particles 2 10 pm — 9 per container

Particles 2 25 um not more than 600 per container

Particles 2 25 um — 1 per container

We hereby confirm that all stages of production of this batch of finished product have been manufactured (including packaging / labelling), and
its quality control has been carried out in full compliance with GMP and marketing authorization requirements in the country of destination. It

meets requirements of Ph. Eur

QUALIFIED PERSON:

date and signature
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