JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIHA OBJACTI

mpos. Ceitmaaoi Hagil, 3, M. Kuig, 02099, ten/dakc: {(044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE2€HOI0 B YKpaiHy JikapchbKoro 3acody

29.08.2023 Ne 42135/23/10

AKTPAIIJI® HM DJIEKCIIEH®
{HallMEeHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiinM MOCBiTIcHAAM )
po3ann Ajs in'exnii, 100 MO/mur; oo 3 M y KapTpHAXi; o 1 KapTpRaxy y 0araToo3oBiii
OHOpa30BilH MNpHI-PY4Ni; 00 5 MNPAN-PYYOK Y KapTOHHIH Kopodui
(topMa BHITYCKY, IOZYBAHHSA, RHJ IAKYRAHAA MIKAPCLKOTO 3acoby)

Howmep peectpaniiinoro nocsimacras UA/17171/01/01 crpox aii peccrpaniiinoro mocsimaerna (02.01.2024
Cepin nikapcekoro 3acobdy Ne MR7JL65 KimuKicTh EBe3eHOTO JiKapchkoro sacoby 6480

BnpoSHak A/T Horo Hopaick, JlaHiga

(HaliMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXoKeHHA)

Beezeno B Yxpainy ToBaprcTBO 3 00Mexenoio BinmoBinaasnicTio "Hoso Hopaick
Yxpaina", inenr. xox: 41467446

(HailiMeRyBamHA Ta ko[ a C€JIPTIOY lopamriHol ocobn abo nmpizeume, iM'a, mo HaTekoRi dizATHOI
ocobu - miampuemna, 1i Miclie MpoXKHBAHNHA Ta peccTpaniifmiii HoMep o6MiKORO] KAPTKM IIITATHHKA
IOJATKIB 260 cepid Ta HOMep TACHOPTa)

I potokoen Bizsyannaoroe xoaTpoo Bix 29.08.2023 N 2660/5.

3a pe3VIRTATAMH JEPKABHOIO KOHTPONIO BCTAHOBICHO, M0 JOKAPCHKME 3acid BBeseHo B Vipainy 3
JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a0e3MIeIcHAA AKOCTI MKAPCHKAX 3acobiB.

W Ipama TIAJIAMAP

(mimmac) {igimian: T npispEme)




Ceptudikar akocTi

Hasea npoaykTy Aktpania® HM ®nekcleH®, 3aMoBneHHsa Ne 7768379
100 MO/Mn, 5%3 Mn

MpoaykT N2 7200593 JAara supobHULUTBa 11/2022
Cepia N? MR7ILES TepMidH npuaaTHocCT 04/2025
Nikapceka dopma: Po34uH Ans H'ekuiid, 100 MO/Mn, no 1

KapTpuaxXy B 6araTtono3osii oaHopazoBIi
wWnpuU-pydul N2 5

Poawmip cepii: 13 380
KpaliHa, wWo IMnopTyeE: Ykpaina

AKTHMBHa pe4oBMHa: 1 Mn po34uHy Ans iH'ekuli MlcTuTe 100 MO IHCyniHY nioackKoro
6locuHTeTH4Horo (pekombiHaHTHa AHK otpuMaHa 2 Saccharomyces cerevislae);
1 MO (MixHapoaHa oAMHUUA) AopleHIoe 0,035 mr 6e3BoaHOro nACkKoOro IHCYNlHY;
1 6araToao30Ba 0AHOPas3oBa WNPUMU-pYYKa MICTUTE 2 Mn cycnensil Ana iH'ekuil,
Lo ekeiBaneHTHo 200 MO.

PeecTpadiiiHe noceladeHHs N° UA/17171/01/01 AiiicHe ao 02/01/2024
Lis cepia Blanoslaas BMMoram 3ateepaXeHol cneuwndikauil / MKA.
PeayneTaTh aHanlay: AMB. CepTndlkaT aHanizy, A0AAETLCA
HopMaTHUBHI NOKazHWKKA PeaynbTaTtH OanHuLL Cneuudikadis Metonwm
(Burorn MKA)
«  Makpockonia Ave. Ceptudikar <He Bes6apeua, nposopa piawmua, o Cep. ®apm.”,
aHaniay 33CTOCDBYETI)C$I> HE MICTHTh CTOPOHHIX YacToK, NpH Bi3ya.ﬂbHD

afepiraHHi MOXYTE BUABNATUCA
chigM Aywe TOHKOro ocany




Hasea npoaykTy Aktpania® HM ®nekcleH®, 3aMoBneHHsa Ne 7768379
100 MO/Mn, 5%3 Mn
MpoaykT N2 7200593 JAata supobHuLUTBa 11/2022
Cepia N? MR7ILES TepuMid npuaaTHocCTI 04/2025
Nikapceka dopma: Po34uH Ans H'ekuiid, 100 MO/Mn, no 1
KapTpuaxXy B 6araTtono3osii oaHopazoBli
Wnpuu-pydul Ne 5
Poamip cepii: 13 380
HopMaTHUBHI NOKazHWKKA PeaynbTaTtH OanHuL Cneumdikadis Metoawn
{Bumorn MKH)
Lnenmdilkauia iHcynlHy Awne. Ceprudlixkar <He 33CTOCOBYETbCA> Bianosinae €Bp. mapn.*{
aHanizy ®apm. CLUA,
meTon BEPX
KinbklcHe BM3HaueHHA Awne. Ceprudlixkar MO/mn 95-105 MO/mn abo €ep. ®apm.”,
IHCYniHY aHanisy 3,29-3,64 MrfMn meToa BEPX

pH

BucokoMonekynapHi 6lakm

Awve. Ceptudlkar
aHanisy

Awve. Cepmudlkar
aHanisy

<He 3acTOCOBYETbCA>

%

7,0-7.8

Mpu BUNycky: <1,0 %
HanpukiHul TepMiny
npuaaTHocTi: 2,0 %

€ep. DapmM. 2.2.3/
®apm. CLUA/
MapM. fn.

€Bep. mapn.*{
Mapm. CLUA,
meTon BEPX



Hasea npoaykTy Aktpania® HM ®nekcleH®, 3aMoBneHHsa Ne 7768379
100 MO/Mn, 5%3 Mn
MpoaykT N2 7200593 Jarta supobHuLUTBa 11/2022
Cepia N? MR7ILES TepMid npuaaTHocCTI 04/2025
Nikapceka dopma: Po34uH Ans H'ekuiid, 100 MO/Mn, no 1
KapTpuaxXy B 6araTtono3osii oaHopazoBIi
Wnpuu-pydul Ne 5
Poawmip cepii: 13 380
HopMaTHUBHI NOKazHWKKA PeaynbTaTtH OanHuL Cneuudikauin MeToamn
{Bumorn MKH)
= A2l Ave. Ceptudikar % <1,5 % Cap. ®apn.®,
Aeaamiaoivcyniy aHaniay meTon BEPX
o  IHwi cynymHi 6inkn  See COA a4 Mpu sunycky: =3,0 % €8p. d)apM.*,
(cymapho) Ave. Ceprudrikar MNpoTaroM TepMiny meTon BEPX
aHanizy npyuaartHocTi: <6,0 %
LIMHK 3aranbHuii Ave. Ceptudikar MKr/Mn <40,0 merfmn™* Cap. ®apm.*2.2.23,
aHanizy MeTtoa If
@apm. CILAS
Tapm. fAn.,
MeToA aTOMHO-
abcopbuiiHoi
cnekTpodioToMeTpii
BbakTepianbHi @eHAOTOKCUHU Awne. Ceptudixkar MO/mn <80 MO enaoTokcuHiB /  ggp. @apM.*2.6.14,

CTeprnbHicTb

Inenmmdiikauin
KOHCEPRAHTIR

aHanisy

Awve. Ceptudikar
aHanisy

Awve. Ceptudikar
aHanisy

<He 3acTOCOBYETbCA>

%

100 MO Hcyniny

Binnoeinac

Binnosinae

Meton D

€sp. ®PapM.2.6.1/
®apmM. CILAS
TapmM. fAn.,
MeMbpaHHa
dinsTpauis

BuyTp. MeTOA
A2461a, meTon
BEPX



Hasea npoaykTy Aktpania® HM ®nekcleH®, 3aMoBneHHsa Ne 7768379
100 MO/Mn, 5%3 Mn

MpoaykT N2 7200593 JAata supobHuLUTBa 11/2022

Cepia N? MR7ILES TepuMid npuaaTHocCTI 04/2025

Nikapceka dopma: Po34uH Ans H'ekuiid, 100 MO/Mn, no 1
KapTpuaxXy B 6araTtono3osii oaHopazoBli
Wnpuu-pydul Ne 5

Poamip cepii: 13 380

HopMaTHUBHI NOKazHWKKA PeaynbTaTtH OanHuL Cneuudikaula MeToamn

{Bumorn MKH)
MeTakpezon Awve. Ceptudlkar MrfMn 2,7-3,3 mr/mn BuyTp. MmeToA

aHanisy

A2461a, meTon
BEPX

MexaHI4yHi BKNIoUeHHA
>=25 MKM

MexaHI4yHi BKNIOUeHHA

AuB. Ceptudlkar
aHanisy

Awve. Cepmudlkar

<He 3acTOCOBYETbCA>

<He 3acTOCOBYETbCA>

Binnoeinac

Binnosinac

€sp. dapM. 2.9.19/
®apmM. CILAS
dapmM. fAn.

€sp. dapM. 2.9.19/

>=10 MKM aHanizy ®apmM. CILAS
®apmM. fn.
TouHicTk AO3YBaHHA Awve. Cepmudlkar a4 +5 % ana aozn 50 MO BuyTp. MeTOn
aHanisy 216.QA.005

*Blanoslaac BuMoram MoHorpadli €sp. ®apmM. «IHcynlH AnA IH'eKUlid, pO3UHMHHKWA® .
ek
ExBisanenTtHo 40 Mkrf100 oauHMLb.




Hasea npoaykTy Aktpanla® HM ®nekcleH®, 3aMoBneHHsa Ne 7768379
100 MO/Mn, 5%3 Mn

MpoaykT N2 7200593 Jara supobHMLUTBa 11/2022
Cepia N? MR7ILES TepMid npuaaTHoCTI 04/2025
Nikapceka dopma: Po34uH Ans H'ekuiid, 100 MO/Mn, no 1

KapTpuaxy B SaraTtono3osii oaHopazoBli
WnpuU-pydul Ne 5

Po3mip cepii: 13 380
3asea npo cepTudikadilo

LM 8 niaTeepamy, WO BULIEBKasaHa HdopMauia € AocToBipHow | Toudow. Lo cepio npoaykuii 6yno surotosneHo
{BKNIOUHO 3 YNaKyBaHHAM/MapKyBaHHAM) | NpoBefAeHO KOHTpONbL Ti AkocTl Ha AinaHui (-ax) uinkom BianoeigHo A0 BMMOr
GMP, BCTaHOBNEHUX MICLUEBMM PperynaTtopHUM OpraHoM, a TakoX BignoeiaHo Ao cneumdikauii, wo MicTATbCA B
peecTpauiiiHoMy nocbe. MpoTokonu BUpoOHULITEA, YNakyBaHHA Ta adanisy Oyno nepesipeHo | BCTaHOBNEHO BiANOBIAHICTL
GMP.
Bupo6SH1K HeposdacoBaHore NpoaykTy, NepEMHHA YNaKoBKa; KOHTPONb SKOCTl NpoAyKTY B NEpBUHHIA ynakosul
(kapTpuaxi MNeHdin®) i BignoBlaanbHWA 3a BMNycK cepll rotoBoro npoaykry {®nekcNeH®): A/C Hoeo Hopalck, Hogo
Anne, 2880, Barceaepp, AaHIa

NiueHsin Ha BUpoSHMUTBO N° 38528
Ceprudikat GMP N2 DK H 00132620

Date/Name:

ADaTa/Mpissuwe

13-03-2023

I6pap Cagek (Ibrar Sadek) /Nlannc/

YnoBHOBaMeHMIA cniBpo6ITHMK

Biaain sakocTi
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AEPJKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU Y KHiBCHKIN OBJIACTI

npoe. Ceitmiynoi Hanii, 3, m.Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog €IPIIOV 37078774

BHCHOBOK
Npo AKIiCTHL BBE3EHOI0 B YKpaiHy JiKapchbKoro 3acody

09.10.2023 Ne 48833/23/10

AKTPAIIL/I® HM ®JEKCIEH®

(HaHMeHYBaHHT TiKapCLKOTO 3aco0y 3ri/IHO 3 peccTpamiiHIM TTOCRITHEHHIM)
PO3YMH 213 iH'ekmii, 100 MO/ma; mo 3 M1 y kapTpumki; no 1 kapTpumky y 6araTono3osiii
OIHOPA30Biii MNPHU-PYYL; 10 5 MNPHI-PYY0K Y KAPTOHHIH Kopo6ui
(popma BHIYCKY, N03YBAaHHS, BUI NAKYBAHEA TIKAPCHKOTO 3aC06Y)

Homep peecrpaniiitoro nocsingenns UA/17171/01/01 crpox xii peecpauiiinoro nocsizuenns 02.01.2024
Cepia nixapcrpkoro sacoby Ne NR7TMH79 KinekicTs BEE3€HOrO Nikaperkoro 3acoby $640

Bupouuk A/T Hoso Hopaick, Jlanis

(naiiMmenyBaHHS BUPOOHHKA JIIKAPCHKOTO 32c06Y, KpaiHA MOXOMKCHHS)

Breseno B Yipainy ToBapuctso 3 o6mexenoro Bianosinansuictio "Hoso Hopick

VYxpaiua", inent. xon: 41467446

(HafiMeHyBaHH Ta Ko7 3a €JIPTIOY wopumiunoi ocobu aGo Npi3BHILE, iM'1, 00 6aTEKOBI ¢izHuHOi

ocobH - mianpuemus, 1i Miclle MpoxxuBaHHA Ta peecTpalitinmii HoMep 06IiKOBOT KapTKH IUTaTHHKA
nofaTkie abo cepis Ta HOMep macnopTa)

IIporokon BizyansHoro koutpomo six 05.10.2023 Ne 3120/3.

3a pesymbTaTaMu JEPXKABHOTO KOHTPONIO BCTAHOBNEHO, INO IIKAPCHKMH 3aci6  BBeseHo B Vkpainy 3

AOTPHUMAHHAM BHMOT 3aKOHOJABCTRA W00 3a6E3NeYeHHA AKOCTI JiKapchKHX 3aco0iB.

3acTynHEK HauadsH 3 : Ipuna ITAJTAMAP

(nocanosa ocgfa oprayy icpian :;E%rrb\%:\uo) (niomuc) {ininian: Ta npizsHine)}
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Certificate of Analysis %

. : nove norclisk”
Ceprmbirar AHasiisy

Novo Nordisk A/S
Novo ALlé

2UBC Bagsvaerd
Denmark

Tel. +45 4444 BBAB
Fax, +45 4449 0555

ACTRAPID HM FLEXPEN Order Number + 0007774140-50
100 IU/ML sX3 ML Samonnends No,
Axrpanin HM ¢nexciled 100 MO/mMn, 5x3 miu Date of Manufacture : 0472023

fllara BMpoOHULTEA
Product No. : 7200593

lpooyikr fNo

Batch Number : NR7MH79 Date of Expiry : 09/2025
Cepia No Hara sakinderns crpoxy NpMEATHOCTL
Ytem No,: 5020461 Batch No.: NR7LYES Ext Spac: 50204XX-590
Components Results Units Note

Moxamauky TeaviinTarn OmuHunl IMpumicra

Macroscapy COMFLIES

Maxpockonia Binnoeinae

Identicty of human insuiin COMPLIES

Insnrudicauins lvcynainy Binnoninae

Assay of insulin . 100 1v/ml

KinexicHe muawauewds iucynivy MO/ sz

oH 7.4

pH

High molecular weight proteina 0.2 %

BucoxoMonexynapni Sinku

Azl desamido imsulin 0.3 ¥
A2l llesamincivcyrin

Other related proteins 0.5 %

Inwi criopigHesi Ginzw

Zing total 21.6 1/ ml
UrHE 3arancHuiz MK/
Bacterial Endotoxin <1§ 1U/ml
BakTepianbHl eHAOTORCHHY MO/ un
Sterilicy COMPLIES
CTepHALHLiCT: Rinnosimac

ID of preservatives COMPLIES
Inewragirauia genon Ta meraxpezon 3innoeinae
Metacresol 3.1 ng /ml
Merakpeaon M/ vz
varticles »= 10 um/container 171

MesaHibui akpgdenss s= 19 uxu/wnnmeﬁﬁep

Particles »- 25 pm/container

Mexaridni RwiloyeHHA »= 35 MKM/ KOKTRHRHED

TouHicTe mozyBaHHR: Binnos
Dose Accuracy: Complies /
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CeptudpikaT sikocTi

Hazea npoaykry AKTpanig® HM ®nekcllen®,

100 MO/mMn, 5x3 mn

MpoaykT Ne 7200593

Cepis N? NR7MH79

Jlikapceka dopma:

Poswmip cepii:
Kpaina, wo iMnopTye:

3aMoBeHHs N? 7774140
faTta BupobHUUTBEA 0472023
TepMiH npuaatHocTi 09/2025

Po3uun ans in'ekuiin, 100 MO/mMn, no 1
KapTpuaxy B baratoao3oBii oaHopasoBin
wnpui-pydui N2 5

21719
YkpaiHa

AKTWBHA peqyoBuHa: 1 mn PO34MHY Ans H'eKUil MicTHTe 100 MO iHcyniHy nloacskoro
BiocMHTeTUYHOrO (pekoMBiHaHTHa AHK otpumana 3 Saccharomyces cerevisiae);
1 MO (MixHapoaHa oAuHWLA) Aopierioe 0,035 mr 6e3BoAMOro NIACLKOrO iHEYRiHY;
1 6araroacsoBa ogHopa3oea WAPUL-PYYKa MICTUTL 3 MA cycnensii ans IH'ekuiT,

Lo eksBiBaneHTHO 300 MO,
PeecrtpauifiHe noceigueHHn N© UA/17171/01/01

L8 cepis Bignosinae Bumoram 3aTRepAXKeHoT cneymdikallii / MKS.,
PesynkTaTu aHanisy:

AicHe no 02/01/2024

Aue, Ceprudikar aHanisy, aofacTbes

HopMaTWBHI nokasHuky Peaynbtatu Oaunumui

Cneumdirkauin
{Bumoru MKA)

Metoau

Makpockonis

<He
3dCTOCOBYETLCA >

Aue. CepTtudikar
aHanisy

BesGapena, npozopa piavha, Wwo
He MICTUTL CTOPOHHIX YacToK, Npu
36epiraHHi MOXYTh BUABNATMCA
cnifin AyMe TOHKOro ocany

€sp. (DapM.*,
Bi3yanwHo

b P
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Hazea npoaykry Aktpania® HM ®nexcleH®, 3amorneHHa N¢ 7774140
100 MO/mn, 5x3 Mn
{Tpoaykr N? 7200593 AaTa supoBHUUTBA 04/2023
Cepia N¢ NR7MH79 TepmiH npuaaTtHoCTi 09/2025
HNMikapceka dopma: Po3yuH ana in'ekuiid, 100 MO/mMn, no 1
KapTpuaxy B baraTo/l020Bil ogHopazosiii
wnpuu-pyydui N2 5
Poswmip cepil: 21 719
HopMaTuBH! noxasHuku Pesynbtatm OanHnLj Cneuwmdrikauis Metoan
{Bumoru MK
IneHTudikalis iHcyniny Aune. Ceptudikar <HEe 3aCTOCOBYETLCH> Binnosinae €ep. ®apm.”/
aHanisy ®apm. CLUA,
MeTof BEPX
KinbkicHe BU3HaYeHHR Ave. CepTudikar MO/mn 95-105 MO/Mn abo €ep, Papm.”,
iHCyniHy ananisy 3,29-3,64 mr/mMn MeToa BEPX

pH

BuCokaMonekynspHi Ginku

Auns. Ceptudhikat
aHanisy

Ane. CeptudikaTt
ananisy

<He 2aCTOCOBYETLLA >

%

7,0-7.8

Mpy BUunycky: <1,0 %
Hanpukinui TepMiny
NpUAATHOCTI: 2,0 %

€ep. ®apmM. 2.2.3/
Gapm. CLUA/
®apm. An,

€ap. cDapM.*/
dapm. CLIA,
MeTos BEPX




Hassa npopykry Aktpania® HM ®nexcleH®, 3amoBneHHA N° 77741490
100 MO/mMn, 5x%3 mn
MpoaykT N? 7200593 Harta BUpoSHULUTBE 04/2023
Cepia N2 NR7MH79 Tepmid npuaaTHocTi 09/2025
Nikapceka dhopma: Po34mH Ans in'ekufiil, 100 MO/mn, no 1
KapTpUMKy B 6aratonozositi ogHopasosii
wWpyu-py4adi N2 5
Poamip cepii: 21 719
Hopratueni nokaznmku PesynsTamm QanHuLi Cneundvikauin MeTtoam
(Bumorn MKA)
s A21 fnB. CepTudikar % £1,5% €ep. dapm.”,
Aesamigoincynin aHanisy meTos BEPX
¢ IHWi cynyTHI 6inkn ~ See COA 9%, Mpu BUnycky: <3,0 %  ggp, dapm.”,
{cymapHo) Aus. Ceptudikar MpoTarom Tepminy MeTos BEPX
aHaniay npuaaTHocT: £6,0 %
Lk 3aranshuii Aus. Ceptudikar  mkr/mn <40,0 Mxr/mn™ €8p. ®apm.”2.2.23,
aHaniay Meton I/
Dapm. CLUA/
dapm. fn.,
MEeToA aToMHO-
abcopbuitrol
cnekTpooToMeTpil
BakTepiantHi ergoTokcuHm Aus. Ceptudikar MO/Mn <80 MO engoToKCcHHiB / €ep. dapm.”2.6.14,

CrepuneHicTh

IneHTudikauin
KOHCepBaHTIB

aHanizy

Aus. Ceprudcikar
aHaniay

<HE 33CTOCOBYETLCA>

Aus. CepTudsikar
aHanisy

%

100 MO iHcyniHy

Bignosinae

Biagnosinae

U

ke B'I'H'“
'\; NeD3IHG %

\\o\‘iU i

Meton D

Cep. ®apm.2.6.1/
®Gapm. CLUA/
Papm. An.,
MeMBpaHHa
dinkrpayia

BHyTp. meToa
A2461a, meton
BEPX




Hazra npogyxry

AkTpania® HM dnekcleH®,
160 MO/Mn, 5x3 mn

3aMoBneHHa N 7774140

MpoaykT N¢ 7200593 Hata supoSHULTBA 04/2023
Cepia N¢ NR7MH79 TepMiH npuaaTHOCTI 09/2025
Nikapcbka dopma: Po3uuH Ana in'ekuii, 100 MO/mn, no 1
KapTpuaxky B 6aratopozoeiin oAHopasogiii
Wwnpuu-pyddi N2 5
Poamip cepii: 21719
HopMaTueHi nokasHmku PeaynetaTt CAanHuL Cneundikaudis MeTogn
(Bumorn MKS)
MeTakpezon Oue. Cepmudikar Mr/mMn 2,7-3,3 mr/Mn BHyTp. MeToq
aHahizy A2461a, MeTon
BEPX
MexaHiduHi BrIoUeHH:A AuB. CepTuhikaT  <HE 33CTOCOBYETBCH > Bianoeigac €pp. ®apm. 2.9,19/
>=25 MKM aHaniay (DapM. CIJ.iA/
®apm. An.
MexaHivhi BxoyeHHs Aue. CepTudikar <HE& 3aCTOCOBYETBCA> Bianoeigae €ep. Papm. 2,9.19/

>=10 MKM aHaniay ®apm, CLUA/
dapm. fAn.
TOYHICTL fo3yBaHHA due. CepTudikar % +5 % ans aosm 50 MO BHYTp. MeTog
ananisy 216.QA.005

*Binnosiaae sumoram MOHorpadil €6p. GapM. «IHCYAIH ANA iH'€KWA, PO3UUHHKIS.
**EKBiBaneHTHo 40 MKr/100 oguHULb,
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Hassa npoaykTy AxTpania® HM Onekcellen®, 3amoBeHHn N? 7774140
100 MO/mn, 5%3 Mn

Mpoaykr N2 7200593 Hata BMpoBHUMUTBA 04/2023
Cepia N2 NR7MH79 Tepmin npuaaTHocTi 09/2025
Hikapceka dhopma: PozumnH ana in'exuiii, 100 MO/mMn, no 1

KapTpuaxy B Haratoacsosili oaHOpaz0Bii
WRpUL-pyyli N2 5

Pozmip cepii: 21 719
3asBa npo cepTugikauio

Uum A NIATBEPAXYIO, WO BMWEBKa3aHa iHhopMaLIS € AOCTOBIPHOIO | TOYHOM. Lo cepio npogykuii 6ync BUroToBReHo
(BRNOYHO 3 YNaxkyBaHHAM/MapKyBaHHAM) i nposeaero KOHTponk 1i AKocTi Ha ginanui (-ax) uinkom sianoeigHo A0 BAMOr
GMP, BCTaHOBAEHUX MiCLEBMM PEryNATOPHMM  opraHoMm, a TakoX BignosigHo Ao cneyudikauiii, wWwo wMictaTbes 8
peecTpauifHomMy gocke. MpoTokonn eMpoSHUUTEA, YNaKyBaHHA Ta aHanisy Syno nepeBipeHo i BCTAHOBAGHO pignoBigHICTE
GMP.

BupobHuk HeposdacosaHoro MPOAYKTY, NEPBWHHA YNAKOBKA; KOWTPOAL SKQCTI NPOAyKTY B NEPBUHHIA ynakosLli

(kapTpuaxi Nendin®) i sianoBiganbhuii 3a BURYCK cepit rotoBore npopykTy (®nekcilen®): A/C Hoso Hopaick, Hoso
Anne, 2880, Barceaepa, [aHis

Jlitensia Ha supoGruLTBO N2 102798
CepTudikat GMP N¢ DK H 10000517

Date/Name:

HaTa/MpizBuwe

10-07-2023

Mete Crereman MarnyceH (Mette Stegemann Magnussen)
/Minnue/

YNOBHOBaXEeHWI CNiBpobiTHUK

Bigain akocti
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AEPKABHA CJIVAKBA 3 JJIKAPCHLKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHUKAMH Y KUIBCBKIN OBJIACTI

npos. CeitimgHoi Hagii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €PIIOY 37078774

BUCHOBOK
Mpo SIKICTh BBE3CHOT0 B Yxpainy nikapenkoro 3acoly

01.12.2023 Ne 6001:0/23/1011

AKTPAIIL/I® HM ®JIEKCHEH®

(HaiimenyBanHs TikapchKoro 3aco0y 3rifiHo 3 peecTpalifiHuM TIOCBITYEHHAM)
PO34HH 1uinr in'exniif, 100 MO/mur; mo 3 mur Y KapTpuki; no 1 kapTpumky y 6araTono3ogiii
OAHOPA30BI INNPHI-pyHNi; 0 5 WNPHI-PYY0K Y KAPTOHHIH KopoGi
(thopma Bunycky, NO3YBAHHA, BHI TIaKYBaHH: IKAPCEKOTO 3acoby)

Homep peecrpauiiiroro nocsizuenns UA/17171/0 1/01 ctpox nii peectpaniiinoro noceiguenns 02.01.2024
Cepia nixapeexoro saco6y Ne NR7MHS0 Kinskicts BEesenoro nikapeskoro saco6y 8640

Bupo6uuk A/T Horo Hopaick, anis

(nafiMenyeanus BupoGHUKa TiKapcsKoro 3acoby, kpaita MOXOMKEHHS)

Baeseno B Vipainy ToBapucrso 3 06mesxenoro BianmosizanesxicTio "Horo Hopnick
Yxpaina", inenr. xox: 41467446

(HafiMeHYBaHHA Ta Koj 33 E€NIPTIOY ropuanynoi ocobn aGo Hpi3BHINE, IM'S, 0 6aTEKOBI ¢biznunoi
0Co6H - nignpuemus, i micne TPOXKUBAHHS Ta peecTpaniiinmii Homep oGnikopoi KapTKH [IaTHHKa
nojaTkis abo cepia Ta HOMgp nacrnopTa)

Hpotokon sizyansnoro koutpomio ix 29.11.2023 N 3835/3.

3a  pesymeTaTamu ACPHABHOIO  KOHTPOMO BCTAHOBICHO, 1[0 TiKApChKHMIT  3aci6  BBescHO B Vipainy 3
HJOTPHMAaHHAM emvor 3AKOHOJABCTBA 11[0/10 3a0e3II€YCHHA IKOCTI JKapCchLKHX 3acobiB.
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Certificate of Analysis

CeptudiraT AHanisy

ACTRAPTD HM FLEXPEN
100 IU/ML 5X3 ML

Axrpanin HM dpexcllen 100 MO/,

Product No.

7200593
Hpoayrr No
Batch Number NR7MHB0
Cepia No

Crder Number
3aMoBneHua No

QO

novo 'lloii‘disk‘

Novo Nordisk A/s
Novo Allé

2B80 Bagsvaerd
enmark

Tel. +45 4444 8BRA
Fax. +45 4449 0855

0007774140-40

5x3 mn

Date of Manufacture : 0472023
fara BUPOBHMUTRA
Date of Expiry 09/2025

Hara saxinuenus crpoky npuoarTHees i

Item No.: 5020461

Batch No.: NR7LYES

EXt Spec: 50204XX-99¢

Components Results Units Note
NokazaHuky PesyabTaTie Onuum L MNprmiTra
Macrogcopy COMPLIES
Maxpockonisa Biarosigae

Identity of human insulin COMPLIES
Inenrudixanig inCyniny Bigaoeinae

Asgay of insulin 190 Tu/ml
Kinkklcae eussaweHus iHoyniny MO mn
pR 7.4

DH

High molecular weight proteing 9.2 %
thoxomnnekynnpﬂi Binen

A2L desamideo insulin 0.3 %

A2l HLessuigoivcyrin

Cther related proteins 0.5 %

Inwi crngpimHeni Binw

Zing total 21.6 He/mi
U4HK BADPENLHUE MEI /N
Bacterial Endotoxin <10 10/m)
BakTepiansHi exgorokcHmm M0/ vaa
Steriiivy COMPLIES
Crepunssicrs Binoaijae

I of preservacjives COMPLIES
Taesnapicanin dpenon wa MOTAKPe 30N Binnorinac

Metacoresal J1 mg/m]l
Meraxkpeson MC/mn
Particles == 10 pm/container 171

Mexaniunl srnouehun »< 1g MK/ coiTekuep

Particles »= 25 pm/container &

Mexaniuni mrmoussna »- 25 MKMfKOH TR HED

TodyHiCTE DosSyBaHus: Binnosimae

Dose Accuracy: Complies

2023.07.05

Meyl Stegenann

Mette Ste ann Magnusten
Quality Department

Copenhagen

M € 47

This document ig only valid with a handwritten signature.
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Ceptudikar skocTi

HasBa npoaykry

Mpoaykr N

Cepisa N¢

Nikapcbka dopma:

Posmip cepii:
‘Kpaina, o imnoprye:

AKTpania® HM dnekcllen®@,
100 MO/wmn, 53 mn

7200593

NR7MH80

3aMmoBneHHa NO

faTta enpobHuuTBa

TepMiH npuaaTHoCcT

7774140

04/2023

09/2025

Posuun ans in'ekuin, 100 MO/mMn, no 1
KapTpuaxy B 6araTonososii o4Hopazosii

wnpuu~-pyyyi N2 5

21 724
YkpaiHa

AKTUBHA peyvoBWHa: 1 mn PO3YMHY Ans iH'ekuil mictuTs 100 MO IHCYRiHY AogcbKkoro

GiocuHTEeTMUHOrO (pekoMBiHaHTHa

1 MO (

1 GaraTonozoBsa OAHOpasoBa wWnp

HAHK oTpumaHa 2 Saccharomyces cerevisiae):

MiDXHAPOAHa 0AMHMUA) AopiBHIoE 0,035 Mr GessoaHOro NloackKoro IHCYITiHY;

o exBiBaneqTHo 300 MO,

PeecTpauiitre nocsinyenns Ne UA/17171/01/01

Lia cepis signorigae sumoram
PeayneraTtu auanisy:

sarBepAKeHol cneundikauii / MKA,

AiticHe no 02/01/2024

dune, Ceptngixar aHanisy, gojaeTecs

WU-py4yKa MicTUTE 3 M cycnedsii ANns iH'ekuil,

HopMaTtuexi noxazHmnkn PeaynbTtaTtn QanHMui Cneundikauyis Metoau
{Bumoru MKA)
. Makpockonis Aus. Ceprudikat <He BesbapsHa, npozopa piguna, wo €8p. GapmM *
. . " ol L
ananizy 3aCTOCOBYETLCA>  HE MICTUTBL CTOPOHHIX YacTok, fpu Bi3yanbHo

3bepiraqRi MOXYTs BUABASTHUCA
CNign ay»e ToHKOore acaay
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Hasra npoaykry

pH

BrcokoMonekynapHhi Ginku

duna, Ceptudikar
aHanisy

Aus. Ceprudiikar
aHanisy

<HE 38CTOCOBYETLCA>

%%

7,0-7,8

Mpw Bunyeky: =1,0 %
Hanpukinui Tepminy
npuaarHocTi: 2,0 %

AKTpanig® HM @nexkclen®, 3aMoBeHHs N? 7774140
100 MO/mn, 53 Mn
MpoaykT NO 7200593 Hata BUpo6HULUTRA 04/2023
Cepia No NR7MH80 TepmiH npuaaTHOCTI 09/2025
Nikapcbka dopma: Po3uunH ana in'exyifi, 100 MO/mna, no 1
KapTpuaxKy B 6aratoacsosii o.qupa:-loBM
WNpuLU-pyyni N? 5 -
__Posmip cepil: 21724
HopMaTueHi nokasHuiku PezynbTaTtn CannHmiL Cneumdikauis MeToan
{(Bumorn MK5)
IaeHTudikauia incyniny Ous. Ceptudixar <HE 33CTOCOBYETLEA > Bianosiaae €sp. Gapm.”/
aHaniay Dapm. CLIA,
MeTon BEPX
KinbKicHe BU3HaveHHs Oue. Ceptudpikar MO/mn 95-105 MO/Mn aGo €ap. dapm.”,
IHCynity ananisy 3,29-3,64 Mr/mi MeTos BEPX

€sp. ®apm, 2.2.3/
dapm. CLUA/S
dapwu. An.

€8p. ®apm.™/
®apm. CLIA,
MeTon BEPX

20f5




Hassa npoaykry AKTpania® HM dnekclex®, 3aMoBneHHA N 7774140
100 MO/Mn, 5x3 mn
MpoaykT N¢ 7200593 HAaTa BupoBHULTEA 04/2023
Cepist N° NR7MH80 TepMiH npuaaTHocTi 09/2025
fNikapceka dopma; Poaunn ansa in'ekuit, 100 MO/Mn, no 1
KapTpUAXKyY B Garatofo3oBili oaHOpa3oBin
WNpHL-pyYili N2 5
Po3mip cepii: 21724 e
HopMaTueHi nokasHmkn PesynbTaTtu OanHmyi Cneundikauis MeToam
{Bumoru MKS) :
« A1 Oue. CepTudikar o =1,5% €np. dapm.”,
AezamigoiHcynin aHaniay MeTod BEPX
*  IHwWi cynyTHi 6inkn  See COA o Mpu Bunycky: <3,0 % €ap. ®apm.”,
(cymapho) L. Ceprudikar MNpoTtarom TepMiHy MeTon BEPX
aHanizy npuaavtHocri: £6,0 %
LKk 3aransHmii “Aue. Ceptudgikar MKr/M <40,0 Mkr/Mn™* €Bp. ®apM.*2.2.23,
aHanisy Merog I/
dapm. CLUAS
®Gapm. fAn.,
METos aTOMHO-
abcopbuiiHel
cnekTpotoTomMeTpii
BakTepianbhi eHAOTOKCUHK Avs. Ceptudikar MO/Mn <80 MO eHAOTOKCUHIE / €ap. wapM.*2.6.14,

CTepunbHicTs

InenTugikauis
KOHCepBaHTIB

aHanizy

Ans. Ceprudikar
aHanisy

Aws. Ceptudrikar
aHanisy

<HE 3acCTOCOBYETbCHA>

%

100 MO iHcyniny

Binnosigzae

Bianosinae

MeToa D

€ep. dapM.2.6.1/
dapm. CILA/S
®apm, fn.,
MeMEpanHa
dinbTpauis

BHyTp. MeToa
A2461a, meTon
BEPX
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Hazsa npopykry AKTpanin® HM dnekclen®, 3aMoBAEHHA N? 7774140
100 MO/mn, 5x3 M
MpoaykTr N? 7200593 Aata BpobHUUTBA 04/2023
Cepis N¢ NR7MHS80 TepMiH npuaaTHoCTI 09/2025
Jikapceka gopma: Po34uH ana in'ekuiis, 100 MO/mn, no 1
KapTpuaxy B 6aratofo3osiil 04HOPa30BIH
wnpuu-pyyui N 5§
PoaMip cepii: 21 724
HopMaTuBHI noxaznuikK PeaynbTati GavHnui Cneundrikauis MeToamn
(BuMoru MKS)
MeTakpeaon Avs, Ceptudrikar Mr/mMn 2,7~3,3 mr/mn BuyTp. merton
aHanisy A2461a, metoq
BEPX
MexaHiyHi BrmodeHHA Aus. CepTudikatr <He 3aCTOCOBYETLCA> Bignosigae €Bp. ®apm, 2.9,19/
>=25 MKM aHanjay (DapM. CLUA/
®dapm. An.
MexaHiuHi BratodeHHs Aue. CepTudrikar <HE 3aCTOCOBYETbCSH > Bianoeigae €bp. ®apm, 2.9.19/
>=10 MM aHanisy Dapm, CLUA/
dapm, An.

TouHicTs AcsyBaHHs

*Blanosiaae BUMOraM mMoHorpadii €ep

Ans. CepTudikar
aHaniay

*ExsisanenTHo 40 mkr/100 OAMHWUB.

%

+5 % ana gosu 50 MO

- Gapm. «IHcynik ans IH'EKUIH, po3unHHM»,

BRyTp. MeTOa
216.QA.005
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Hassa npoaykry Axtpania® HM Onekclen®, 3aMoBneHHA N2 7774140
100 MO/mn, 5x3 mn

MpogykT N 7200593 AaTa BupoBHUUTBA 04/2023
Cepia N NR7MHSB0 TepMiH npuaaTHOCTI 09/2025
fikapceka gopma: Po3unH Ans iH'exuiti, 100 MO/Mn, no 1

KapTpuaxy B 6araTofo30Bi# o/iHOpasoBili
WnNpuL-pyyui N2 5

PoaMip cepii: 21 724
3asBa npo cepTudikatliio
UumM 5 nigTaepaxyio, Wo euleskasaHa iHdopMalia € [OCTOBIPHOW | TOYHOID. Lo cepito npoaykuii 6yn0 BUrOTOBNEHO
(BKAOYHD 3 YNaKyBaHHAM/MapKyBaHHAM) | npoBefeHo KOHTRONL 11 AKOCTI Ha Alnanui (-ax) uinkom BIANOBIAHO A0 BUMOr
GMP, BCTaHOBRNEHWUX MicLUEBMM PErynsTOpHUM OpraHoM, & TakoX BiANOBIAHO Ao cneundikauiin, wo MicTATbCA B
PeECTpaliiifoMy Aocbe, MpoTOKGAM BUPOBHMUTBA, ynakyBaHHA Ta ananisy 6yno nepesipeso | BCTaHoBAEHO BiANOBIAHICTL
GMP,
BupoBrHuk HeposthacosaHoro NPoAYKTY, NEPBWHHA YNAKOBKA; KOHTPOMEL AKOCTI NPOAYKTY B NEPBUHHIA ynakoBui
(xapTpuaxi Mexdin®) | BiANOBIAanbHMIA 33 BUNYCK cepil roTosoro npoaykry (®nekclen®): A/C Hoso Hopgaick, Hoso
Anne, 2880, barcsaepg, faxis

NiueHsis Ha BUpoGHMLTED N2 102798
Cepmmdiikat GMP N? DK H 10000517

Date/Name:

AaTa/Mpizsuwe

05-07-2023

Mete CrereMan Marnycen {Mette Stegemann Magnussen)
/Nianuc/

YNoBHOBaXeHMIt cniBpo6iTHMK

Bigain akocTi
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