Certificate of Analysis

CepTucukar Kavecrsa

Importing Country

Wmrnoptipyloulas CTpaHs

Order No.
3akas N°

Product name
HaspaHue AIDCAYKTA

Batch No.
Cepusn N¢

Batch size
PaamMep cepuu

Date of manufacture
HAara npousscactsa

Date of expiry
Cpox roaHocTu

Bulk item No.
Homep HepacdacoranHoro NnpoayKTa

Bulk batch No.

Cepus wepachacosannoro NpoAyKTa

Dosage form
lNekapcrsernas dopma

API

AKTUBHOB RELIECTBO

Marketing Authorization No.
Perucrpaynostoe £Bugerenserso Ne

Marketing Authorization valid
Perucrpaumontos CBUAETEALCTEO AelicTENTEALHO

Ukralne, 2.0 mg, TS-3733 1.0
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novo nordisk”
Ukraine

YKpauHa

7731142

NovoNorm® 2.0 mg 30 tablets (N215x2)
HosoHopm® 2.0 mr 30 Tabnetok (N915x2)
06906448]

5000

10/2019

09/2024

448-1780

906446+

Tablets 2 mg

TabneTku no 2 mr

1 tablet contains 2 mg of repaglinide
1 rabnerxa conepwur: penarnuHuaa 2 mr

UA/1582/01/03

for unlimited period
Ha HEOrpaHuyeHbii cpox

oo Nordick A/8
Svo Allé

-PK-2B80 Bagsvaerd
<5 Denmark

Tel. +45 4444
Fax +45 444




Certificate of Analysis

Cepruduxar Kavecrsa

Product name
Hassanue npoaykra

Y4 I
novo nordisk

: NovoNorm® 2.0 mg 30 tablets (N215%2)
HosoHopmM® 2.0 Mr 30 Tabnetox (N215x2)

Ukraine, 2.0 mg, TS-3733 1.0
Document no. 144576
Edition 2

from the test solution
corresponds to that
obtained from the
Standard solution,

A) 3Hauerue Rf
8KTUBHOIO WHIpeaueHTa,
NnonyJyesHoe or

MCnbITyeMoro pacrsopa -

COOTBETCTBYET
NQNYYEHHOMY 0T

CTAHABPTHOrO PaCTBOPA | .-

Page 2 of 5

Batch No. ; 069064461
Cepuia N©
TEST ITEM METHOD LIMITS RESULTS
Mokasatenu MeToaw! Cneundukaims Pe3ynbrathl
{Tpebosanus MKK) )
Description Visual test Round, peach-coloured, Complies
Onucanue BuayanuHo biconvex tablets, one CootseTtcTayer
face marked with
company symbol
Kpyrnsle, xopuuresato-
po30BbIe,
ABOAKOBLINYKbIS
Tabnerku, oaHa CTOPOHA
MapKUpoBaHa CUMBONOM
KOMMaHun
Dimensions Measurement Diameter: 6.1 mm/mm
FeoMeTpuveckue l'eoMeTprueckoe 6.0-6.1 mm
pa3Mephr® U3MepeHKe Ouvamerp: 6,0-6,1 MM
Thickness: 2.6 mm/mm
2.4-2.8mm
TonwmHa: 2,4-2,8 uM
Uniformity of mass Ph. Eur. Theory: 95.0 mg Complies
CAHOPOAHOCTL Maceki* Esp. Gapm TeopeTuueckoe CooTReTcTBYeT
3HaveHue: 95,0 mr
Coots. EBp. ®apm
Loss on drying use Batch release [imits: 28%
Moteps Maccw npu Gapm. CLUA 4.0 %
BhICYWWBaHM M Shelf life limits:
< 6.0%
Mpu Bbinycke:
He Gonee 4,0%
B KoHue cTpoka
XpaHeHun: He bonee 6%
Disintegration "Ph. Eur. <5 min 1 min./Mun
Pacnagaemocra® Erp.dapm He Sonee 5 Munyr
Resistance to crushing Ph. Eur. Batch release limits: 44 N
YeToliuueocts « Esp.®apm 30-80 N*
pasfasnuBaHuie Shelf life limits:
20-80 N2
MNpy Beinycke: 30-80 N*
B Teuerun cpoka
XpaHeHus: 20-80 N?
Identification usp A} The Revalue of the Complies
HaeHTubuKaLus* Dapu. CLIA active ingredient obtained Coorsercrayer

Nove Alié

‘S enmark

Nave Nordisk A/S

DK-2880 Bagsvaerd

Tel. +45 4444 3888
Fax +45 4443 0555



Certificate of Analysis

Ceptudukar KayecTsa

Product name
Hazeanue npoaykra

Batch No.
Cepusy N?

1

b o &
novo nordisk

NovoNorm® 2.0 mg 30 tablets (N215x2)
HosoHopm® 2.0 Mr 30 Ta6neTok (N215x2)

069064461

TEST ITEM
MNokasarenu

METHOD
Metogb

LIMITS
Cneunturaums
(TpeboBannsa MKK)

RESULTS
PesynbTartsl

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

B} CooTeetcrsue spemeHy
YASPKWUBEHUA OCHOBHOIO
MYKa UCNbITyeMoro
pactacpa CraHaapTHoMy
pacreopy, nonyueHHoMy
rMpu KonuyecreeHHoM
onpeaeneHun.

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

B) CooTeeTcrave Y-
CNEKTPa OCHOBHOMD NUKa
UCTBITYEMOFO pacreopa
CranpaptHomy pacTeopy,
NnonyyeHHoMyY npu
KonuuecrsedHom
onpeneneHunu.

Complies
CooreetcrByeT

Complies
CooyseTtcrayer

Identification of the
dyes

WaeHTudukaums
Kpacutens (xenesa okcun
KPDACHbIR)

Colour reaction
WaeHtudukauus
Kpacurens

Positive

NONOKUTENLHAA peaklun
- NonoXKTenLHasn
peaxkuMs AN OKCcKUaa
Xenesa (pacreop
OKPaUIMBaeTCa B KpacHbIA
L4BeT)

Complies
CooTReTcTayeT

Degradation products
Npoaykrel gerpasauuu

usp
®apm. CHIA, BIXX

Each individual
degradation product

< 0.2%

Sum of all degradation
products < 0.5 %
Kaxaelll oTAenbHbI
NPOAYKT ferpagaumu:

He Gonee 0,2%
CymmMapHo:

He 6onee 0,5%

<=0,1 %

<=0,1 %

Assay, Repaglinide
KonuuecreerHoe
onpegenexue

usp
dapm. CLUIA, BIWX

1.90 mg - 2.10 mg
95.0 % - 105.0 %
95,0 % - 105,0 % ot
38ABAEHHOIO KONWMUECTsa
(1,90 Mr - 2,10 mr)

1.95 mg/mr

97.4 %

Dissolution
Pacrsopenue

Ukraine, 2.0 mg, TS-3733 1.0
Document no. 144576
Edlition 2

usp
@Qapm. CUIA, ncnacruas
mMelwanka / B3XX

Q: 70 %. Time: 30 min

He mehee 70% (Qy3a . -

30 MuHyT

Page 3 of 5

81 %

Novo Nordigk A/S
Nove Alié
DK-2880 Bagsvaerd
Denmark

Tel, +45 4444 8888
Fax +45 4449 D555



Certificate of Analysis

. L.
CepTudmkat KayecTsa novo nordisk

NovoNorm® 2,0 mg 30 tablets (N215x2)
HosoHopmM® 2.0 Mr 30 TabneTox (N?15x2)

Product name :
HasBaHve npoaykra

Batch No. ; 069064461

Cepus N

TEST ITEM METHOD LIMITS RESULTS

MokazaTenu MeTogbl Cneunduxauus Pezynararh!
(Tpebosatns MKK)

Uniformity of dosage usp Theoretical value: Complies

units @apm. CLUA, BIKX 2.00 mg CooreeTcrayer

OnHoposHocTs TeopeTuyeckoe 3HaueHue:

AO3UPOBAHHBIX BAMHWUL No 2,00 mr

OAHOPOAHOCTY CoorseTCcTaNe

ConepraHun* Tpebosanusm USP.

Microbiological Quality Ph. Eur. TAMC/g < 10? cfu; <10 CFU/g

Mukpobuonoruueckas Eap.®apm 2.6.12., TYMC/g < 10%cfu; <10 CFU/g

UUCTOTE™* 2.6.13., 5.14 Escherichia coli/g not Not detected

detected

He Gonee 10%/r KOE
TAMC, 10%/r KOE TYMC u
oTcyTcraMe E.Colis I r

! “Resistance to crush” is controlled according to Ph. Eur., batch release limits, Boehringer Ingeiheim Pharma
GmbH & Co. KG/ Koxtpons NoKkasarens «YCTORYMBOCTL K Pa3AaBIMBaHNIOS {no Eap.®apm., npu Bblnycke, Beuurep
WUHrenbxaiim Gapma MM6X & Ko K.

. Resistance ta crush” is controlied accerding to Ph. Eur., shelf life limits, Novo Nordisk A/S/ KoHTpons nokasatens
«YCTORUMBOCTL K pA3aaBAKMBAHKIOS (no Esp.®apmM., B TeueHumn Cpoka xpaHehusi, A/C HoBe Hopauck).

* Tested only at release / Wccnenosarve Tonexo Npy Brinycke

** Tested only at release(freguency : not less than 1 batch per year)/ WccnienosaHue Tonbxo npu BhINyCKe
(YacTora TecTuposaHus: UCCNEAyYoT He MeHee 1 cepuu B rog)

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

Npon3soanTens, oTBETCTREHHBINA 38 BLINYCK CEPUK FOTOBLTO NPOAYKTE: A/C Hoso Hopauck, Hoso Anne, barceaepn,
2880, Aarungs

Manufacturing Authorization No.: 39528
NuueHsus Ha NPOW3BOACTRO
GMP Certificate No.:
Ceptudmkar GMP

DK H 00096518

Manufacturer of product in bulk: Boehringer Ingelheim Pharma GmbH & Co. KG, Binger
Strasse 173, D-55216, Ingelheim, Germany

MpouzBoacTec HepachacoBaHHOro NpogyKTa; Bepurrep Unrenexalim ®apma MMBX & Ko. K, buHrep LTpacce 173,
f-55216, WHrenoxaiim, Fepmarus

Manufacturing Authorization No.: DE_
JlMueH3un Ha npousBcACTBO

GMP Certificate No.:
CepTudukar GMP

RP_01_MIA_2018_0008
DE_RP_01_GMP_2018_0007

Manufacturer responsible for primary and secondary packaging: Catalent Germany
Schorndorf GmbH, Steinbeisstrasse 1 and 2, 73614 Schorndorf, Germany

MNpouasogurens, orseTCreeHHbIl 33 NEPBUYHYIO 1 BTOPUYHYIO YNnakosky: KartaneH Fepmadus WopHaopd Mvsx,
WreinGeiciuiTpacee 1 u 2, 73614, Wownpopd, lepMarug R

Manufacturing Authorization No.: DE_BW _01_MIA_2019 0118
JIMyensus Ha npoussoacTRo g
GMP Certificate No.:
Ceprudukar GMP

DE_BW_01_GMP_2017 1089 774

Ukraine, 2.0 mg, 7S-3733 1.0

rfuvo Nordisk A/5

DK-2880 Bagsvaerd

Document no. 144576
Editicn 2
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Tel. +45 4444 8888
Fax +45 4449 0555




Certificate of Analysis

CepTudmkar Kayecrea novo n{}isi{@

Product name : NovoNorm® 2.0 mg 30 tablets (N215x2)
HazeaHue npoaykTa FHosoMopm® 2.0 Mr 30 TaGnetox (N?15x2)
Batch No. : 069064461

Cepusa N2

Certification statement / 3assneHne o cepTudukaLnm

I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packaging/labeling and quality control at the above
mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the importing country
or product specification file for Investigational Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

HacTosumm s noareepxaatn, uro BLILEYKA3aHHAA MHPOPMBUKA ABASETCA AOCTOBEDHONW 14 TOUHOMN. AaHHas cepua
MPOAYKUMK Bblna npoussesena  (BKouyas YO3KOBKY/MAPKMPOBKY) W MPOBEAEH KOHTPOAL € KauecTsa Ha
BbIllEYKA3aHHOM(bIX) yuyacTke(ax) B NOMHOM COOTRETCTBUM ¢ TpebosaHaMK GMP, YCTEHOBAEHHLIMU MECTHLIM
PEFYNATOPHEIM OPraHoM, a Takxe B COOTBETCTBUU co CNUNDUKELUAMY, COALPHAWUMUCH B PErUCTPaLMOHHOM
AoCse. MNPOToKDAbI NPOM3BOACTES, YNAKOBKM W aHaNW3a Sbiiu NpPOBEPeHbL! W YCTAHOBITEHO COOTBETCTBUE GMP,

2020-05-13, Copenhagen
Novo Nordisk A/S #

oo b M

Susanne Lund Madsen

Authorized Person, Quality Department
YnonsoMoueHHbI COTpyAHUK, Draen KavecTsa

Novo Nordisk A/S
Novo Ailé

DK-2880 Bagsvaerd
Denmark

Ukraing, 2.0 mg, TS-3733 1.0

Document no, 144576

Edition 2 Page 5 of 5

Tel. +45 4444 8888
Fax +45 4449 0555
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JEPHCUIIKCITY KBA
JEPKABHA CJOYIKBA 3 JJIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KMiBCBKIA OBJACTI

npocnext Banepis Jlobanoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, https://www.dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
PO SIKIiCTH BBE3€HOI0 B Y KpaiHy JIiKapchKoro 3acoly
19.10.2020 Ne 54281/20/101I1
HOBOHOPM®

(HaliMeHyBaHHA NIKapchKOTo 3ac0By 3TiAHO 3 peecTpauiliinM ocsi q4eH M)
TabaeTku no 2 Mr no 15 Tabaerox y Gaicrepi; mo 2 buicrepy y KapTOHHIA nmadmi
(thopma BuMycKy, KO3YBaHHA, BHI NaKyBaHHA JiKapcbKOro 3acofy)

Homep peectpanuiiinoro nocsingenns UA/1582/01/03 crpox aii peecrpanittroro mocsimaenns 01.01.2099
Cepix nixapcrkoro sacoby Ne 069064461 KinskicTe BBe3eHoro Jikapcskoro 3acoby 3000

Bupo6HHK A]T HOBO Hopaick, Jamis

{nafiMenyBanus BHpoOHHKA NikapceKoro 3acoby, KpaiHa NOX0/IMeHHS)

BreseHo B VkpaiHy Tosapucrio 3 00MexeHn 010 Bignosinaasnicro "Hoso Hopaick
- Ykpaina", inenr. xon: 41467446
(unaiiMenypaHng Ta koAl 32 CAPTIOY 1opHanunol ocobu abo npissnuie, iM'a, no Garexosi GisnaHoT

ocobu - mianpremis, ii Micle NPOXKHBAHHA Ta peecTpariiuuil HoMep 00MiKeBOT KAPTKH MIATHHKE
nozaatkis afo cepig Ta HOMep macnopTa)

Tlporokoa Bizyannuoro koutposio sin 13.10.2020 Nz 3468/2.

3a pesynpTaTaMH [eDKAaBHOIO KOHTPONIO BCTAHOBIGHO, IO Jrikapchkuit 3aciG Beeseno B Vkpaimy 3
AOTPHMAHHSM BHMOT 32KOHOAABCTBA IIOAC 3a003IeYCHHS SIKOCTI JIKaPChKUX 3aco0iB.

3acTynHUK HAYAILHHKA BiITITY

ePIKABHOL CJI H(6H 3 JKapchKux 3acodis .
Hep y PCPK _ 3yGapesa H. B.
Ta KOHTpOJIEO 3a HapKOTHKaMH y KuischKiii //// ‘

(mianmc) (iniuiany Ta npizsuie)



http://www.tcpdf.org

