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JEPKIIKCIIYXBA
HEPKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBKIA OBJIACTI

npocrnext Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/daxe: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox € IPTIOY 37078774

BHUCHOBOK
PO AKICTH BBE3EHOro B YKpainy Jikapcnkoro 3acofy

20.11.2020 Ne 61995/20/10

HOBOHOPM®

(natiMenysanmns nikapeskoro 3acoBy sriauo 3 PeECTpalliHHUM TIOCBIAMEHHAM)
Tabueriku no 1 mr, o 15 rabaerox y 6micrepi; mo 2 GJicTepy y KapToumil nauni

{dopma BHITYCKY, /103YBAHFS, BHA NIAKyBaHHs Nikapchkoro 3acoby)
Homep peectpauititoro nocsinuenns UA/1582/01/02 crpox aii peecrpauifnoro nocsinuenns 01.01.2099
Cepis nixapenxoro saco6y Ne KI1.40178 Kinekicrs BeeseHoro nikapeskoro 3aco6y 2000

BupoGHuk A/T Hoso Hoppick, Manis

(waiimenypanns sUpoGHuKa nikapeskoro saco6y, kpaina MOXOIUKEHHA)

Boeseno B Yipainy Torapucrso 3 06mexenoro Bianorigaasuicrio "Hoso Hoppicx
Ykpaina", inent. kox: 41467446

(Hatimenysanns ta ko 3a CAPTIOV opuanunoi ocobu ato npisBuie, iM's, 1o Garskoni (iznunot
ocolu - niAnpHemMu, 1F Miclie TPOXHBAHNA Ta peecTpattifnmii HoMep o6nikoBOT KapIKH INATHUKA
noaTkiB abo cepis Ta noMep nacnopra)

Oporoxon sisyaneuoro konrpomo sin 12,11.2020 Ne 3955/1.

3a  pesynbTataMu  IEPKABHOTO KOHTPOMO BCTAHOBJIGHO, 1O mikapchkull  3aci6 Beeseno B Vrkpaimy 3
AOTPHMAHHSAM .BYMOT 32K0HOAABCTRA WONO 3a6C3NeUeliHs KQCT JHKapChKUX 3aC06iB,
g cpbi TA mjfmg;»? :
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Certificate of Analysis

CepTtudcpukat Kavecrsa

Importing Country
VIMMopTUpYoWas crpada

QOrder No.

Sakas N?

Product name
rHaspanue npoayKTa

Batch No.
Cepus N

Batch size
Pasmep cepun

Date of manufacture
HaTa npouseoacTea

Date of expiry
CpoK redHocTH

Bulk item No.

HoMep HepacdacosarHHOr0 NPRAYKTS

Bulk batch No.

Cepun HepachacoBaHROMD APOAYKTE

Dasage form
NexkapcrecHkan dopMa

API

AKTUBHOE BEILECTED

Marketing Authorization No.
Peructpauvortoe CauaeTenncrao N®

Marketing Authoerization valid
Peructpalondoe CangeTenscisn ASHCTBUTEALHO

Ukraine, 1.0 mg, TS-3732-1.0
Document na. 144576
Edition 2

“/].M. ﬂ/ﬂdqé(f@ (

novo nordisk”

Ukraine
YKpaua

7735982

NovoNorm® 1.0 mg 30 tablets {N815x2)
HesoHopm® 1.0 mr 30 rabnerox (N215x2)
KL40178

2000

01/2018

12/2023

448-1771

801271

Tablets 1 mg

TaGnerxvwno 1 mr

1 tablet contains 1 mg of repaglinide
I rabnetka coaepuut: penaravnuga 1 mr

UA/1582/01/02

for unlimited period
Ha HEOFPDAHWYEHbBINA CPOY

Nove Nordisk AfS
Novo Allé
D¥-2880 Bagsvaerd
Denmark
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Tel, +45 4444 6888
Fax -+45 4449 0555




Certificate of Analysis

Cepruduxar Kavecrsa

Product name
HazsaHue npoayKTa

novo nordisk’

NovoNorm® 1.0 mg 30 tablets (N215x2)
Hosodopm® 1.0 mr 30 Tadnetox (N?15x2)

Batch No. KL40178
Cepus N?
TEST ITEM METHOD LIMITS RESULTS
Mokazatenu MeToge! Cneuuduraius PeaynbTaThi
(TpeGopadug MKK)
Description Visual test Round, yeliow, Complies
Onucakue BusyansHo biconvex tablets, one CooTeeTtcTRYET
face marked with
company symbof
Kpyrisie, xentsie,
ABOAKOBLINYKAbLIE
TabneTky, 0AHa CTOROHR
M@pKUPOBaHa CUMBEONDM
KOMNEHNKA
Dimensions Measurement Diameter: 6.0 mm/ Mm
FeoMeTpudackue MeomeTpulyeckoe 6.0 -6.1 mm
paaMepst® namepeHue AuameTp: 6,0-6,1 MM
Thickness: 2.6 mm/ MM
24-2.8mm
TanwuHa: 2,4-2 .8 MM
Unifermity of mass Ph. Eur. Theory: 95.0 mg Complies
OanopoAHOCTL Maccr™ Esp. ®apm TeopeTuyeckoe CooTeeTcTayeT
3Ha4yeHue: 95,0 Mr
Coorte. Eap. Daps
Loss on drying usp Batch release limits: 2.9 %
MNoTeps Macce! npw Papm. CLLA = 4.0 %
BLICY LUMBABUM Shelf [ife limits:
= 6,0 %
[pr BBRINYCKE:
He bonee 4.0 %
B koHue cTpoka
XpaHeHun: He Bonee
6,0%
Disintegration Ph. Eur. <53 min 1 min./Mun
PacnagaemocTs™ Esp.®apwm He Sonee 5 munyT
Resistance to crushing Ph. Eur. Batch release limits: 44 N
YCToRHYMBOCTE K EBp.®@apM 30-80 N*
PLELEENDLEL T Shelf life limits:
20-80 N2
{Ipy Boinycke: 30-80 N?
B TedeHuM cpoka
Xpauenvs: 20-B0 N?
Identification usp A) The Rr value of the Complies
NaeHTHbuKaLMa* Dapm. CLUA active ingredient obtained  CooTtsercrayer

Ukraine, 1.0 mg, 75-3732-1.0
Document ng. 144576
Edition 2

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

A) 3HaueHue Rf

AKTUBHOro UHIPEAWEHTA,
“nonyuyenHoe o

YCABITYEMOro pacTaopa
BeTCTRYEST

eHHOMY OT
HDTHOIG PACcTBODA

Novo Nordisk A/S
Novo Alié
DX-288¢ Bagsvaerd
Denmark

Tel. +45 4444 8888
Fax +45 4449 0555



Certificate of Analysis

CepruthukaTt Ka4yecTss

Product name
Haszsanue npogyxta

Batch No.
Cepus N?

.

novo nordisk”

NovaNorm® 1.0 mg 20 tablets (N215x2)
HosoHopm® 1.0 Mr 30 Tabneror (N215x2)

KL40178

TEST ITEM
flokazarenwu

METHOD
MeTtoasl

LIMITS
Cneunduxauua
(Tpeboradus MKK)

RESULTS
PeaynsTarnl

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) CooTrReTCTBME BReMeHu
YASPWUBAHUA OCHOBHOMO
NAKE BWCARITYEMOro
pacTeopa CTaHQaPTHOMY
P3CTBOPY, NOAYHEHHCHY
npy KonuJyecTaeHHOM
onpegeneHum.

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

B) CooTsercreiue Yo-
CIEKTPA OCHGBHOMQ NUKa
UECNBITYEMOTO pacTeopa
CraHaapTHOMY pacTeopy,
noAy$eHHOMY TIpK
KonvyecreeHHam
onpegeneHuu.

Complies
CooTsetcrsyer

Complies
CooTteeTcrayer

Identification of the
dyes

WMaeuTudukayus
Kpacutens (enesa okcui
HEnToIR)

Colour reaction
AaenTudinkauus
KpacuTens

Positive

NonoKUTENLHAN PCHKIMS
— NOAONUTENBHAas
peakUUs ANS OKCWA3
weneaa (pacrtaop
OKpaluBaeTcs B KPACHBIA
uger)

Complies
CooTBercTayeT

Degradation products
MpoayKkTol Aerpagaunn

usp
®apm. CUIA, BIXX

Each individual
degradation product

< 0.2%

Sum of all degradation
preducts < 0.5 %
Kaxabii oTAenbHbIHA
MPOAYKT Acrpaaayna:

He Sonee 0,2%
CyMmapHe:

He Banee 0,5%

<=0.1 %

<=0.1 %

Assay, Repaglinide
Kosnuuecrserdoe
onpeaenesue

usp
®apM. CUIA, BIHX

0.95 mg - 1.05 my
95.0 % - 105.0 %
95,0 % - 105,0 % o7
38RBAEHHOTO KOAWYECTEa
(0,95 mr - 1,05 Mr

1.02 mg/mr
101.8 %

Dissolution
Pactsopenue

Ukraine, 1.0 mg, TS-3732-1.0
Document no. 144576
Edition 2

LiSP

Dapm. CLIA, nonacrHas

Mewanka / B3WX

Nevo Nordisk A/S
Novo Allé
DK-2B80 Bagsvaerd
Denmark

Tel, +45 4449 8888

Fax +45 4449 0555




Certificate of Analysis

BVE NN

Ceptudukar Kauecrsa novo nordisk
Product name ; NovoNorm® 1.0 mg 30 tablets {N915%2)
HazsaHWe NpoayKTa HosoHopm® 1.0 Mr 30 Tabnetor (NY15x2)
Batch No. : KL40178
Capua N¢
TEST ITEM METHOD LIMITS RESULTS
Mokasarenu MeTtoabl Cneyndukaums FeaynbTars:

{Tpebosarus MKK}
Uniformity of dosage use i Theoretical value: Complies
units ®apm. CUIA, BIMK 1.00 mg CooTReTCTBYET
OBHOPOLHOCTL Teopeindeckoe
A0INPOBAHHBIX BAVHUL MO sHaueHwe: 1,00 mr
ONHOPOAHOCTYA CooTeeTCTENE
conepxarun® TpeBosanuas USP.
Microbiological quality Ph. Eur. TAMC/g = 10° cfy; Not tested
MukpoGuosoruyeckas EBp.@apm 2.6,12., TYMC/g < 102 cfu; He nposoaunocs
qRCTOTE™* 2.6.13., 5.14 Escherichia coli/g not Not detected

detected

He Bonee 10%r KOE
TAMC, 10%/r KOE TYMC »
orcyrerene ECelia 1 r

1 pesistance to ceush” is controlled sccording to Ph. Eur., batch release limits, Boehringer Ingel
GmbH & Co. KG/ Koutpons noka3aTens «YCTORUMBOCTE K pa2aasnveatuc» (no EBp.GapM., NP BBINYCKE,
Bepunrep Murenbxalim Qapma TmbX & Ko K.

? Resistance to crush” is controlied according to Ph. Eur., shelf life limits, Novo Nordisk A/S/ KonTpons noxazatens
«YCTOWHMBOCTL K pa3gasnuvBaskio» {no Esp.@apM., 8 TedeHUM cpoxa xparenun, A/C Moso Hopauek),

* Tested only at release / Uccnegosanue TONLKO fpu BbiNyCKe

** Tested only at release(frequency : not less than 1 batch per year)/ VicCnezosanue ToNbKO npw abifiyoke
{4acToTa TECTUPOBaHWAL MICABAYIOT HE MeHee 1 cepuu B rog).

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

Mpor3soauTens, OTEETCTBEHHLIW 33 BbiNYCK CEpWM ruTosarc ApcaykTa: A/C Hopo Hopawck, Hoso Anne, Barcaaepa,
2880, Jasus

Manufacturing Authorization No.: 39641
ﬂwueﬂawﬁ Ha NPOWABOACTEC

GMP Certificate No.: DK H 00132620
Ceptuguxar GMP

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

MpovseoacTea HepachacoBaHHOro NpoaykTa: Bepuurep ViHrensxaim ®apma TmbX & Ko, KT, Budrep Wrpacce 173,
A-55216, Unrensxadsm, TepManus

Manufacturing Authorization No.: DE_RP_01_MIA_2019_0025
fluueH3us HA NPOUWIBOACTEO

GMP Certificate No.: DE_RP_01_GMP_2019_0035

Ceptuuxkar GMP

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

NpovasosuTens, OTBETCTEEHHLINE 33 NEPBUMHYIO W BTOPUYHYIC ynaxosky: Katanex Tepmanus Wopkaopd [TMEX,
Wreknbehicwrpacce 1 u 2, 73614, Wongopd, Mepmaudusa

Manufacturing Authorization Ng
fIMUEn3uR Ha BPOUIBCACTED 1
GMP Certificate No.: DE_BW-0
CepTuduxar GMP

~01_MIA_2020 0068

Novo Nordisk A/S
Novo alid
2K-2880 Bagsvaerd
Denmark

GMP_2020 0083
b

Ukraine, 1.0 mg, TS-3732-1.0
Document no. 144576

Edition 2 Tel. +45 4444 G838

Fax +45 4449 0555



Certificate of Analysis

Cepruthukat Kavecrsa AOVG nrisk®

Product name : NovoNorm® 1.0 mg 30 tablets (N215x2)
Hasearue ripoaykTa HosoMHopmu® 1.0 mr 30 Tabnetok (N215x2)
Batch No. : KL40178

Cepus Ne

Certification statement / 3ansnesne o cepTuhukaimn

I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, inciuding packaging/labeling and quality control at the above
mentioned site(s) in full compliance with the GMP requirements of the local Requlatory
Autherity 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.

HACTORWUM A NOATBCPMAAO, UTO BLILEYKAIANHAR WHDOLRMELMS SBIALTCA JOCTOREPHOR W TouHoli. JdasHas cepua
NpOAYKUMM Obina  fipouZseseda (BKAIDYAA YNBKOBKY/MADKUDPOBKY) ¥ NPORBASCH KOHTPOR: ©0 KauyecTsa ©a
BhilieykazanHamM{mX) y4acTRe(ax) 8 TOAHGM COOTBATCTBWKM C TPIH0BaHUAMK GOMP, YCTAHOBICHHLIMK MECTHLIM
PECYAATOPHLIM CRIEHGM, & T2OKe B COOTBRTCTBMM OO CNEUUGBGHIKALUAMK, COACDKAUMMUCA B DErKCTRaUUOHHOM
A0CLE. T1DOTOKCAL NPOUIBOACTR, YNAKOBKK U BHANN3S Shinli NPOBEHEHE! U YCTAHOBACHD CoOTBeTCTENE GMP,

2020~10-21, Copenhagen
Novo Nordisk A/S

YT HOMOYSeHH LI coTpyanuk, Oraen Kaduecrea

Mova Nordisk A/S
Novo Alié
DK-2880 Bagsvaerd
Denmark

Ukraine, 1.0 mg, TS-3732-1.0
Dacument no, 144576
Edition 2

ANTedHHIT CRA,
N Tel. 445 3444 5808
Fax +45 4443 0555
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