AEPIKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHK Y KHIBCBKIHN OBJIACTI

npos. Ceitnuynoi Haxil, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €JPTIOY 37078774

BHCHOBOK
npo SAKICTL BBE3eHOro B YKpaiHy JikapchLKoro 3acoby

10.01.2025 Ne 70558/25/10

FEHCYJIH H

(HaiiMenypaHRA aikapcekoro 32cofy 3TigHO 3 PEECTPAIGHINM NOCRITICHRAM)
cyenensia g in'eruiit, 100 O/mi; e 3 ma B xaprpuexi; no 5 kaprpuaais y 6nicrepi; no 1
6aicTepy B KapTOMHii nayni

(ropma pitnycKy, RO3YRANHA, BIIA NAKYBABHA JiRapchRoro 3ac0by)

Houstep peectpauiiinoro nocsinuenns UA/1016/01/01 erpox ait peecrpauiiinoro nocpinuenns 01.01.2099

Cepin sikapeexoro 3acofy Ne S8K2401 KinskicTs BBe3¢HOTO AiKapcrkoro 3acoby 7000
Bupobrik BIOTOH C.A., ITonsma
(uafiMerypadus supoDHIKA nikapeskoro 3aceby, kpalHa noxomxenHa)
Beeacno B Yrpainy Crinpne yrpainchKo-ecroHCchKe HiANPHEMCTBO Y hopri ToBapiCcTRa
3 o@preskenioro Bigmoinaasnictio "Onrima-®apm, JITA", iaenr. xon:
21642228

(HaitMenysanis Ta kol 32 €fPITOY wpuasuuol ocaBu abo npiasuime, im'a, no Gatskosi Qiainoi
ocobil - nignpieMud, {i MicLie RpowHBaHiLT TA peecTpauiiiinii RoMep obaikoroT KapTKH IIaTHIKA
noaareia ado cepis Ta HoMep Dacnopra)

HpoToken isyansuoro xonrpoaio sig 02.01.2025 Ne 4230/2.

3a pesyApTATaMHM JEPKABHOTC KOHTPOMIO BCTAHOBAEHO, IO JIKApCEKEH 3aci6 sBeseno B Vipaimy 3

AOTPHMAHHSM snvor 3aK0H0AABCTBE 1OAC 3a0e3MeyeHHA SKOCTI AIKAPChRAX 3aC00iB.

Bikrop CTE®KIBChKIFH

{isiuinnn Ta-npizeruie)




o CEPTUDIKAT SIKOCTI
Cepruirar No: 2441/2024/C S
Tipoaykt: lencysin H, eycnenaist ayin i exuiii, ,

PexombinanTioro opan-incyniny momun 100 O%/ v,

wcapTprak 3 mu NeS; o 5 kaprpikis y Gaierepi ta y xapronuiii navui

No cepil:  58K2401
Posmip cepil: 43 400 ym.
Bupobuui: BIOTOH C.A.

Peectpauiiine nocpiasenus s Yipaini Ne:  UA/1016/01/0]

Hara ananizy : 2024-12-17

Jlata BupobnuuTsa: 11,2024

Tepmin npuaarnocti: 11,2027

Hasea, agpeca i apTopusauiitunit Homep
pupobuuua gisigmka i AlIsgHKa KOHTDPOJIO
sfcoCTi

104/0026/15

BIOTOH C.A. Nonbiua, Byn. Ctapounscbka, 3, 02-516, Bapwasa

Mauesxuiy, Byn. [losuaucenka, 12, 03-850, OxapyB Masosewxi

Homep TosapHoi ninifixu: M4

BHMOI'M 1O TeMNIEpaTypH: in 2°C go 8°C

PE3YJIBTATH AHAJI3Y

TECT BHUMOT'H MKSI
Bina cycnetsis, Aka po3AINACTLCA B CTARL CIIOKOIO . . . .
e L . Bina cycrensis, sxa posiinierscs b crani cnokoio
Ha Ginuit ocan ta Geadapuoiy abo saibre Seadapouy S P :
- ) & Ha Ginuit ocan Ta Geslapsuy piuuity.
. piRHiLy : TTps socaifchii iR MiKPOCKOTIOM BHAHMI
TTpet LOCHIAKCHNT 1111 MIKPOCKOMOM BHAMMI S G im
) i YACTHHIN BUIAAAIOTH AK CTPIRCNOAICHI
YACTHHKK BHISILAAIOTL 8K CTPIKEnonitni . : S
s e KpHeTan, GUILLUICTS 3 AKIX MAIOTL PO3MIP Gisstue
kprcTaTH, GibUICTL 3 AKAX MAIQTL POIMIP Ginvue : ) s
: T MK, & JICSKi NepesiiiyoTs 60 MM, BisbHi BUL

Orruic 5 s
; 1 s, a jestki nepesuiyors 60 MxM, i B

penrkux arperatis (y Ginbluocti unagxis

pesukuX arperatis (y Giabiuocti sunakis
kpucrann Simsuti 3a 1 sixpor i Mewtwi wix 20

kprcramt Gianini sa 1 mikpont i meruti nix 20 ;
: MiKpoH)
Mikpow).
Burarysanuvii 0o6’em He nmemmie 100% Bin 3aasnesoro od' ey 102%
7,0-7,6 7,3

pH

OCHOBHI NIKK HA XPOMATOTPAMAX OTPHMAHOTO
npenapary CrisnaiaoTs 3 nikasH Ha

huey i noanHR :
XPOMATOrpaMAX CTaHuaptin

OCHOBHI iKY HA XPOMATOrPAMAX OTPUMAHOTO
npenapary cniBiaAioTs 3 HiKAMH 1A
X[OMATOIpaMax crauaapTia

QOcHoBHi NikK Ha XPOMATOTPaMAX OTPHMAHOTO
npenapaty CIiBMakaloTy 3 MMKaMu Ha

M-kpezon .
XpoMaTorpaMax cramiaaptin

OcrionHi 11iKK Ha XPOMATOrpaMax OTPUMaNOid
npenapaty CuiBNasioTh 3 HiKAMHY Ha
XPOMATOrpaMax CTaHjapris

ToroxuicTs g
Ocuonui nikH Ha XpoOMaTorpamax OTPHMAHOTo

nmuenapary CIIBAALAIOTE 3 nikaMu Ha

Qetton .
XPOMETOIPAMAX CTanaptis

OcHoBii KK Ha XPOMATOTPAMAX OTPHUMALIOTe
npenapary CHiBfaaAioTh 3 MiKasA HI
XPOMATOrpaMax CTaHiaptin

JloMiniky 3 MONEKYAAPHOIO MACOIO 0
. . 5 . e 0,1%
Bibe jneyyuy He 6unuute 1.0 %
21A '
inteHi Lo . . , 0,3%
Cropiaiehi | joraminoincymin He Gtmsue 1,0%
HpOTETHK Cyma (63 ;
yMabes He Ginsue 2,0 % 1.2%
JI€3aMiHOIHCYITIHY) :
/318 HOARNK B HAROCiuom i
Litcy aist MOAMIH B HAXOCUOBIH < 1,0 MOA <0.5 MO
pinuii - v
araanHui KHK < 40 mur/ 100 MO incyniny 29,4 akr/ 100 MO incysniny
. . ] 95.0 - 105.0 MO/ (95,0 -105,0 % Bia 3aspacHOl o
Tkicue Ly il JHOAHHK ) : . b Ny 99,5 MO/MA (99,5 %
Kinokicne YA oM kinpKoCTi ey niny) : b)
BU3HAUCHHS
M-kpeson 1,2 - 1,8 ar/mi 1,6 Mr/ma
devon 0,52 - 0.78 Mr/san 0,68 srini
Crepunnaicth " crepuabusi CTEPHILHIH

BakrepHaibiil SHIOTOKCHHI He Ginsine 80 OJ1 1a 100 MO incyniny

He Ginmiue 80 O ua 100 MO iu&ynix-ty

Mexaniuii Yacrion > 10 M = nie Ginvuse 6000 wr.

Yacris =10 siat — 34 .

BRIOUECHHSA HEBHANMIYACTKH

Uacricy 223 aim e Giinae 600 urr,

Yacrrr =25 Mim — | .

LiM niarpep/DKyeMo, 1o BCi erany supOGHHITEA wigi napril reToRof
[poneaeHo KOHTPeaD 1l skoeTi,
[Tpenapar BUIROBIAEC BUMOTHM CRPOIICHCHKOT dapmagonei ta MICT

U A

0 LpoAYKTy BYN0 BUTOTORICHO (BINIOHAIOUN NAKYBAHHI/MAPKYBAHHS ), Ta
BUKOHAMT B DOBHIH BiAnOBLLIOCT 3 BiMoramy GMP Ta BEMOraMu HO3BOJNY HA RPOADK B Kpaiii npusHatuCHHs.
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VanosHOBaXeHa ocoda:
(Qualified Person-QP)

ITigauc, neyarka i AaTa sigadi peaakuii




QUALITY CERTIFICATE

Date of analysis:

Gensulin N 100 1U/ml, suspension for injections
Recombinant Isophane Human Insulin 100 1U/m!

cartridge of 3 ml NeS in blister and carton

Certificate No:  2441/2024/C
Product:

Batch No: 58K2401

Size of series: 43 400 pes
Producer: BIOTON S.A.

Expiration date:

Number of Registration certificate: UA/ 1016/01/01

Date of manufacture:

2024-12-17

11.2024

11.2027

Name, address and authorisation number
manufacturing and quality control site

BIOTON S.A Poland ul. Starodcinska 5, 02-516 Warszawa 104/0026/15
Macierzysz , ul. Poznaiiska 12, 05-850 Ozaréw Mazowiecki

Product line number:

M4
Temperature requirements: from 2°C to 8°C
| TEST REQUIREMENTS RESULTS
A white suspension which on standing deposits A white suspension which on standing deposits
a white sediment and leaves a colourless or a white sediment and leaves a colourless
almost colourless supernatant fiquid. supernatant liquid
When examined under a microscope, the When examined under a microscope, the
Appearance particles are seen to be rod-shaped crystals, the | particles are seen to be rod-shaped crystals,

majority with a dimension greater than 1 um but
rarely exceeding 60 pm, free from large
aggregates (in most cases, the crystals are
larger than 1 micron and smaller than 20
microns) '

the majority with a dimension greater than 1 pm
but rarely exceeding 60 pm, free from large
aggregates (in most cases, the crystals are
larger than 1 micron and smaller than 20
microns)

Extractable volume Not less than 100% of the declared volume 102%
pH 7.0-76 7.3
The position of the peak in the chromatogram The position of the peak in the chromatagram
Human insulin corresponds to that of the principal peak in the | corresponds to that of the principal peak in the
: chromategram of the standards chromatogram of the standards
The position of the peak in the chromatogram The position of the peak in the chrematograrm
Identification m-gresol corresponds to that of tho principal peak in the | corresponds to that of the principal peak in the
chrornatogram of the standards | chromatogram of the standards )
The position of the peak in the chromatogiam The position of the peak in the chromatogram
‘| Phenol cortesponds to that of the principal peak in the corresponds to that of the principal peak in the

chromatogram of the standards

Impurities with molecular masses greater than

chromatogram of the standards

that of insulin Not more than 1.0% 0.1%
21A desaminoinsulin Not more than 1.0% 0.3%
Related proteins .
Total (without i o o
desaminoinsulin) Not more than 2.0% . 12%
Human insulin in the supernatant Not more than 1.0 LU/l <0.51LU/ml

Total zinc

Not more than 40.0 pg/100 1U of insulin

29.4 pug/100 {U of insulin

Human insulin

95.0 - 105.0 1U/mi (95.0 -106.0% of the declared
arnount of insulin)

99.5 WW/mi (99.5 %)

Assay
m-cresol 1.2 ~ 1.8 mg/mi 1.6 mg/mi
Fhenol 0.52 - 0.78 mg/ml 0.68 ma/mi
Sterility Sterile Sterile

Less than 80 1U per 100 IU of insulin

Less than 80 1U per 100 U of insulin

Bacterial endotoxins

Particulate

contamination Sub-visible particles

Particles 2 10 pm not more than 6000 per
container

Particles 2 10 ym: 34 per container

Particles = 25 ym not more than'600 per
container <

Particles 2 25 ym: 1 per container .

We hercby confirm that all stages of production of this batch of finished product ha
its quality control has been carried out in full compliance with GMP and marketing

meets requirements of Ph. Eur

ve been manufactured (including packaging / labeling), and
authorization requirements in the country of destination, Tt

-

72441 1F

fuaia L

QUALIFIED
PERSON

date and signature’




) ESIOTON

SOPIO/TIIE

CERTYFIKAT SERII KONCOWEGO PRODUKTU LECZNICZEGO
BATCH RELEASE CERTIFICATE / PASPELUENHE HA OTIHYCK TEKAPCTBEHHOIO ITPOITYKTA

1 Iosé zwolnivna do'obrotu

Quantity of packs veleased for distribution

23 600 sztuk
- pieces
UMYK

Kosuwecmeo omnywennoe 8 o6opom.

Nuemer Certyfikatu: Data certyfikacji:

Certificate No: 234/2024 Certification date 2024-12-17
| Homep cepmudbuxama Hama cepmugpuxayul-

Produkt: Tencyman H 100 ea/not 3 Ma Data waznoéci:

Product Expira{ion date 11.2027
ITpooykm Cpoxk zodnocmuy

Numer serii: . 58K2401

Batch mumber

Ne.cepuu

Kraj przeznaczenia:

Destination country Ykpauna

Cmpana naznauenu.

Iosé certyﬁkoWana 23 014 sztuk | Préby archiwalne -0 14 sztuk
Certified Quantity of packs pieces | Archived samples pieces
Konuvecmso dna cepmugurayuu wemyk | Odpasyv! 8 apxug wmyic

Ninigjszym certyﬂkum, e wszystkie etapy wytwarzania produktu keficowego produktu leczniczego zostaly
przeprowadzone w pelnej zgodnosci z wymaganiami Dobrej Praktyki Wytwarzania oraz wymaganiami
pozwolenia (pozwoler) i dokumentacji dotyczqcej wprowadzania do obrotu produktu leczniczego docelowego

kraju prmznaczenia.

I hereby certify that all the manufacturing stages of this batch of finished product have been car ried out in fuil
compliance with the GMP requirements and with the requirements of the Marketing Authorisation(s) of the

destination country.

Hacmosiyuam nodmeepacdao, umo ee smansi npou3eo0CcInga Mol napmuu 20Mogo2o npeOyKMa ey
GLINONHENBL 8 NOAHOM Coomeememaut ¢ mpeboganusmn GMP u mpeGosanisamu paspeutenus Ha npodaoicy 6

Cmpane Ha3Ra4vens..

o UW AGI: 05-GW-10-N-UKR
Commn vnts ’ '
Kommemnapun

Osoba Wykwalifikowana:

8D P

/‘{l;\J“‘OA‘
» 90 P ’(7’{% CZL/"\

[7 <,::(; ( 1 ,

Quedified Person podpis pieczatka i date (signature, stamp and date; nOOnuCy, neuamy 1t 0ana)

Firma spotid
SIOTON g)sdika Mhoying
Kapital zaldadowy

Siedritsa tadres cpéAki
ul. Staredcitske 3
l 02516 Warsrswa
! NIP 521:008-25-73
st wptacony 1 717,284,000, PLIY) I REGON (01354530
' |

Adres do korespoindenci
Macierzysz, ul. Fornancka 12

weaw biatanp!

$qd Rejestrowy

Wois da-Refestru Fraedsinbiorcdve prowadzonags prier 544
Rejonowy

clio ra.st. Warszawy v Warssawie,

il Welzial Gospadacery Kralo wego Rejestru Sacloweno, KPS
GOCO214072
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