IIEP)I(ABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJI) 3A
HAPKOTHKAMU Y KUTBCHKIN OBJIACTI

npos. Ceitnuunoi Hazii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo sIKicThL BBe3eHOro B YKpainy Jjlikapcbkoro 3acofy

24.10.2024 ' Ne 53564/24/10

HOBOHOPM®

(HaHMCHYBaHHﬂ HlKupCLKOFO 3aco6y 3TIHO 3 pCCCTpaHlHHHM TIOCBI,II‘XCHHS{M)
tabaerku no 2 mr, no 15 rabuerok y 6J11CTepl no 2 GiicTepy y KapTOHHIN nauyi

(hopMa BHITYCKY, I03YBAHHS, BH/I TAKYBAHHS TiKapChKOTO 3aco0y)
Homep peectpauiiinoro nocsigsenns UA/1582/01/03 crpox aii peectpaniiinoro uocsiggenns 01.01.2099
Cepis nikapcwkoro 3acoby Ne NL41297 KisIbKicTh BBE2EHOTO JIiKapCHKOTo 3ac00y 10000

Bupobunk A/T Hoso Hopaick, Janis

(11aftMeHyBanHEA BUpoGHUKa JTikapehkoro 3aco6y, kpaina MOXOMKeHHs)

Baeseno B Ykpainy ToBapncTBo 3 0GMekeHo10 BianosixansuicTio "Hoso Hopaick
Ykpaina", igent. xon: 41467446 .

(nalimMenyBarns Ta ko 3a CJIPIIOY ropumudnoi ocobu abo npiseuiie, im's, 1o GaThkoBi dizuHOT
ocoBu - nixnpuemud, i Micie MpoXHUBaKHs T4 peectpauiiinuit Homep o6aikoBo KapTi 1U1aTHHKA
nojiarkis abo cepis Ta HOMEp IacropTa)

TpoToKos Bi3yalLHOr0 KOHTPOIIO BiJl 17.10.20_24»3\‘9 3195/1.

3a pesynbTaTaMK JEpXKaBHOTO KOHTPONIO  BCTANOBJICHO, IO nikapcekuit  3aci6 BBesewo B Vkpainy 3

AOTPUMAHHSM BiMOr 3aKOHO/IABCTBA WOAO 336e3MeIeHHA AKOCTI JIiKAapCLKUX 3aC00iB.

KPA;
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Certificate of Analysis

Ceprudikar aKocTi

Importing Country

Kpaita-imnoprep

Order No.

3aMoBneHns N2

Product name
Hasra npoaykry

Batch No.
Cepin N¢

Batch size
Posmip cenii

Date of manufacture
Hata supobHuyrsa

Date of expiry

Tepmiv npuaaTHoCT

Bulk item No.

Homep Hepos3dacoBanoro NPoAyKTY

Bulk batch No.

Cepisi Hepo3dacoRAHOro NMPOAYKTY

Dosage form
Nikapcbika Gopma

APIL

Likoda pevoprna

Marketing Authorization No.
Peeccrpadiiite Mocsiguerns N9

Marketing Authorization valid
Pecorpauiine MocgigdeHHs Aicne

, V ;uﬁé i g
P Novo Allé
’ - Denmark
" R Tel. +45 4444 8888
Page 10f 5 Repaglinide 2.0 mg., TS-3733-1.0, Document no. Q144576, Edition 04/ e Fax +45 4449 0555
CropiHka 135  Penarniwia 2,0 mr., TS-3733-1.0, N? aokyMenTa Q144576, Buaanra 04 A~ ’

Q

novo nordisk

Ukraine
Yipaiva

7774142

NovoNorm® 2.0 mg 30 tablets (N215x2)
HosoHopM® 2.0 Mr 30 tabneTtox (N?15x2)
NL41297

10.000

2023.05.09

2028.04.30

448-1780

303113

Tablets 2 mg

Tabnetku no 2 Mr

1 tablet contains 2 mg of repaglinide
1 tabnetka MicTUTL: penarnitily 2 Mr

UA/1582/01/03

for unlimited period
Ha HeoBMexeHul Tepmiv

DK-2880 Bagsévaerd
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Certificate of Analysis

Ceprucikar siKocT!

Product name
Hazpa NPoAYKTY

Q

. L ®
novo nordisk

NovoNorm® 2.0 mg 30 tablets (N215x2)
HosoHopM® 2.0 Mr 30 Tabnerox (N¢15x2)

Batch No. NL41297
Cepis N¢
TEST ITEM METHOD LIMITS RESULTS
MokasHuku MeToau Cneumndikauis PesynsTtaTtu
(Bumoru MKS)
Description Visual test Round, peach- Complies
Onuc BizyansHo coloured, biconvex Binnosigae
tablets, one face
marked with company
symbol
Kpyrni, kopuiHeBo-
poxesi, ABOOMYKIi
TabneTkn, oLHa CTOpPoHa
MapkoBaHa CUMBOJIOM
KOMRaHii
Dimensions* Measurement Diameter: 6.0 mm/MM
eoMeTpuuHi po3Mipu* [eomeTpuuHe 6.0 - 6.1 mm )
BUMIpIOBaHHS NiameTp: 6,0-6,1 MM
Thickness: 2.5 mm/MM
2.4-2.8mm
ToBwuHa: 2,4-2,8 MM
Uniformity of mass* Ph. Eur. Theory: 95.0 mg Complies
OAHOpIAHICTL Macu™* Esp. Mapm. TeopeTuyHe 3HaYeHHs: Bianosinae
95,0 Mr
Bignos. €Bp. ®apm.
Loss on drying usp Batch release limits: 2.9 %
Btpata mMacu npu ®apwm. CLIA <4.0 % )
BUCYLLYBaHHI Shelf life limits:
< 6.0%
lMpwu BUNYCKY:
He Ginblie 4,0%
Hanpukisui Tepmisy
npuaaThocti: He 6inblue
6%
Disintegration™ Ph. Eur. <5 min 1 min./x8
Posnag* €p. dapH. He 6inbwe5 xBrnuH
Resistance to crushing Ph. Eur. Batch release limits: 40 N
CrivikicTb A0 €Bep. dapm. 30-80 N*
po34aBnloBaiHHsA Shelf life limits:
20-80 N?
Mpu BUNycKy: 30-80 N!
Hanpukinui TepMiHy
npuaaTtHocti: 20-80 N?
Identification* usp A) The Revalue of the
laeHTudikauis* ®apm. CLUA active ingredient obtaine{g‘ﬁv 3

corresponds to that
A) 3HaueHnHs Rf §

from the test solution .
&
obtained from the
Standard solution.
aKTUBHOIO IKrpesienT;
oTpUMaHe Bif

i %@J’(i’@ f*,,
LOCNIKYBAHOro po3yu ,%z»

BianoBinae oTPUMaHoOMy
Bifl CTaHAAPTHOTO
PO3UUHY

Page 2¢f5 Repaglinide 2.0 mg., TS-3733-1.0, Document no. Q144576, Edition 04/

CropiHka 235  Penarninia 2,0 Mr., TS-3733-1.0, N gokyMeHTa Q144576, BuaatiHa 04
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Novo‘ﬁcrdis

Novo Allé s
DK-2880 Bagsvaerd
y Denmark
// - ,/,’
// Tel, +45 4444 8888
e Fax 445 4449 05535
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Certificate of Analysis

Ceprudirat aKocTi
Product name
Hazpa NpoayKTY

Batch No.
Cepist N?

novo nordisk”

NovoNorm® 2.0 mg 30 tablets (N215x2)
HosoHopm® 2.0 Mr 30 TabneTok (N215%2)

NL41297

TEST ITEM
MoKkasHKUKK

METHOD
MeTtoau

RESULTS
PesynbTaTn

LIMITS
Cneuudikauis
(Bumoru MKS)

B) The retention time of
the major peak of the
Sample solution
corresponds to that of the
Standard solution, as
obtained in the Assay.

B) BianosigHicTb Yacy
YTPUMYBaHHSA OCHCBHOTIO

Complies
Bignosipae

" nika AocniAXyBaHOro

po3uuHy CTaHZapTHOMY
pO34UHY, OTPUMaHOMY
npy KinbkicHoMy
BU3HAYEHHI.

C) The UV spectrum of
the major peak of the
Sample solution
corresponds to that of the
Standard solution, as
obtained in the Assay.

B) BianosiaHicTb YO-
CreKTpa OCHOBHOrMo nika
AOCNIAKYBAHOIO PO3UUHY
CTaHaapTHOMY pO3UUHY,
oTpUMaHoMy npu
KinbKicHOMY BU3HaueHHi.

Complies
Bianosigae

Identification of the
dyes

laeHTudikauia GapsHuka
(3anisa okcua YepBoHUiA)

Colour reaction
IneHTUdikauin 6apeHUKa

Complies
Bignosinae

Positive

MosuTusHa peakLia —
ro3uTMBHa peakuis ans
oKkcuay 3aniza {po3umnH
3a6apBnlEThCs Y
4epBoHUWI Konip)

Degradation products
MpoaykT¥ aerpanadil

usp
dapm. CLUA, BEPX

Each individual
degradation product

< 0.2%

Sum of all degradation
products < 0.5 %
KoXeH oKpeMui npoaykr
aerpaaauii:

He 6inbwe 0,2%
CymapHo:

He 6inswe 0,5%

<=0.1%

<=0.1%

Assay, Repaglinide
KinbkicHe BU3Ha4YeHHA

USP
®dapm. CLUA, BEPX

1.90 mg - 2.10 mg
95.0 % - 105.0 % £ & .
95,0 % - 105,0 % ang %
3asABNeHol KiNbKOCTI g :

L

(1,90 Mr - 2,10 mr)
Q: 70 %. Time: 30 ﬁ‘am @"‘85 % -

Dissolution usP e «:\:@&é / 2

Po34UHEHHs dapm. CLUA, nonacHa He MeHwe 70% (Q) 3a %& &jy lw;,ww ’«Q* ,,;s‘“ /’ / /1/

Miwanka / BEPX 30 xBUAUH wf;;@wﬁ{i Novo' ordlsk A/S
P Novo Allgé
DK-2880 Ba)gsvaerd
) Denmark ¢

» kG Tel, +45 4444 8888
Page 30f 5 Repaglinide 2.0 mg., TS-3733-1.0, Document no. Q144576, Edition 04/ e Fax 474/5 4449 0555

CropiHka 335

Penarninia 2,0 mr., TS-3733-1.0, N° gokymeHTa Q144576, BuaaHHs 04 /,/
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Certificate of Analysis

CeprtudikaT AKocTl

Product name : NovoNorm® 2.0 mg 30 tablets (N215x2)
Haspa NPoAYKTY HosoHopm® 2.0 Mr 30 Tabnetok (Ne15%2)
Batch No. : NL41297
Cepin N¢
TEST ITEM METHOD LIMITS RESULTS
MokasHuKK MeToau Cneuudikauis PesynbTaTu
(BuMoru MK$)
Uniformity of dosage usp Theoretical value: . Complies
units* dapm. CLIA, BEPX 2.00 mg Bianosinae
OpHopiBHICTL A030BaHUX TeopeTnyHe 3Ha4eHHsA:
OAMKULDL 32 OAHOPIAHICTIO 2,00 Mr
3MicTy* BianosigHicTb BUMOram
UsP.
Microbiological Ph. Eur. TAMC/g < 103 cfu; Not tested
Quality** €sp. Gapm. 2.6.12., TYMC/g < 10%cfu; He npoBoamMnoch
Mikpo6ionoriyHa 2.6.13.,5.14 Escherichia coli/g not
yucroTa** _ } detected

He 6inbwe 103/ KYO
TAMC, 10%/r KYO TYMC Ta
sigcyTHicTb E.Colis 1 1

1 wResistance to crush” is controlled according to Ph. Eur., batch release limits, Boehringer Ingelheim Pharma
GmbH & Co. KG/ KoHTponb nokastitka «CTiliKicTe A0 PO3AaBMIOBAHHSA> (arigHo 3 €Bp. ®apm., Npu BUNYCKY,
Beixrep Iurenbxaiim Gapma MM6X & Ko KI).

2 Resistance to crush” is controlled according to Ph. Eur., shelf life limits, Novo Nordisk A/S/ KoHTponb nokaskHWKa
«CTi#iKiCTb A0 PO3AaBNOBAHHA» (3rifHO 3 €Bp. dapM., NpOTAroM TepMiny 36epiranna, A/T Hoso Hopaick).

* Tested only at release / [locnigXeHHs nuwe Npy BUNYCKY

** Tested only at release(frequency : not less than 1 batch per year)/ JocnixeHHs nulle npu sunycky (yacTtoTa
TecTyBaHMA: AOCAIMXYIOTL He MeKle 1 cepii Ha piK). :

Certification statement / 3asBa npo ceptudikauito

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 local
Regulatory Authority and with the requirements of the Marketing Authorisation(s) of the
destination country. :

This batch is certified by a Qualified Person delegate.

JannM 8 3acBiguyo, wo sel pupbrundi craail wiel napril roTosoro AKapceKkoro 3acoBy BUKOMaHT Y sianosiaHoct 3
EBPONEACHIKMMIL BUMOramy HanexHor BupoBruuoi Mpakrukuy Ta MICLLEBUM PEFYAATOPHAM OPFraHoM Ta Y BILMORIAHOCTI
3 PRECTPALIAHUM NOCBIAUEHHAM JAHOT Kpainu,

List naprist cepTudikosaHta YNoBHOBAKEHOW 0cob010,

Manufacturer responsible for batch release: Novo Nordisk A/S, Novo Alle, Bagsvaerd, 2880,

Denmark
Jloapin Ha Bunyck cepiis A/T Hoso Hopaick, Hosa Anne, Barcsaepa, 2880, Hdauis

Manufacturing Authorization No.: 103894
Jligensin ra supoBHULTBO N2

GMP Certificate No.: DK H 10000517
Ceprudikar GMP N2:

e
@K’ . (/ /’ o
Novo

Novo Alié

Denmark

. y
N , % Tel. +45 4444 8888
Page 4 of 5 'Repaglinids 2.0 mg., TS-3733-1.0, Document no. Q144576, Edition 04/ Fax +45 4449 0555

CtopiHka 435  Penarnivia’2,0 mr., TS-3733-1.0, N2 gokymeHTa Q144576, BuganHsa 04 7
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Certificate of Analysis

Ceprudsikar aKocTi . g B
rnovo nordisk

Product name : NovoNorm® 2.0 mg 30 tablets (N215x2)

Hazpa npPOAYKTY HoeoHopM™ 2.0 Mr 30 rabneTtox (N215x2)

Batch No. : NL41297

Cepia N¢

Manufacturer of product in bulk: Boehringer Ingelheim Pharma GmbH & Co. KG, Blnger

Strasse 173, D-55216, Ingelheim, Germany
BupcbHULLTBO HepoatbacoaaHoro npoaykTy: BepiHren IHrensxaiim ®apMa MMEX i Ko. KT, Binrep LTpacce 173,
1-55216, IHrenbxaitm, HimeuunHa

Manufacturing Authorization No.: DE_RP_01_MIA_2023_0002
Niuensis Ha snpobHuuTEo N2:

GMP Certificate No.: DE_RP_01_GMP_2022_0046

CepTudikar GMP N¢:

Manufacturer responsible for primary and secondary packaging: Catalent Germany

Schorndorf GmbH, Steinbeisstrasse 1 and 2, 73614 Schorndorf, Germany
Bipo6HUK BiANOBIAANLHUWIA 32 NEpBUHHE Ta BTOPUHHE NaKyBaHHAL KaTtaneHT HiMmeyuuHa WopHaopd MEX,
WretnbeicwTpacce 1 i 2, 73614, WopHaopd, HiMeudnHa

Manufacturing Authorization No.: DE_BW_01_MIA_2022_0034
NiueHsis Ha BupobHULTBO N2:

GMP Certificate No.: DE_BW_01_G MP_2022_0119

CepTudikat GMP N¢:

2024-09-17, Copenhagen

Novo'Nordisk A/S Digitally signed by

Amin Al-Haddad V‘ AI"‘
oGz mancums o Date: 2024.09.17
08:50:28 +02'00'
Authorized Person, Quality Department
yriosHoraxkera ocoba, Bigain skocri
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DK-2880 Bagsvaerd

Denmark

N e Tel. +45 4444 8888
Page 5of 5 Repaglinide 2.0 mg., T5-3733-1.0, Document no. (144576, Edition 04/ S Fax +45 4449 0555

CropiHka 535 Penarninia 2,0 Mr., TS-3733-1.0, N? AokyMeHTa Q144576, BuaaHHs 04 /‘;,f

Ve

/



