JEPKABHA CJVIKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMU Y KUIBCHKIA OBJIACTI

npos. Ceitanynol Hanii, 3, M.Kuig, 02099, tesi/hakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOI0 B YKpainy JiKapcbKkoro 3acody

18.11.2024 Ne 59067/24/10

BICOITPOJIOJI CAHI03®

(naiiMenyBanus TikapchKoro 3acofy 3riiio 3 peccTpaniiiiiuM MocRixueiTisM)
TabIeTKH, BKPUTI NIIBKOBOI0 060/I0HKOI0, 10 § M1 110 15 TabiieTok y OaticTepi; no 2 6aicrepu
Y KapTOHHIH Kopobui

(hopma BunyCKY, TO3YBaHHS, BHJL NAKYBAHHS JHIKAPCHKOTO 3aC06Y)
Homep peecrpauitinoro nocsinuenns UA/4401/01/01 crpok aii pecerpauiitioro nocsiguenns 01.01.2099
Cepis nikapenkoro sacoby Ne PB9534 Kinskicrs BBezenoro aikapehkoro 3acofy 117542

Bupobuuk Jlexk C.A., lTonbuia

(HaiiMeHyBaHHA BIPOBHMKA JTiKapCHKOTo 3acoBy, KpaTHa MOXOJDKCHHS)

Beesceno B Yrpainy Tosapucrro 3 o6mesxkenolo BinosixaibnicTio "Canjios Yipaina',
inenr. xou: 38419586

(HaitmenyBans Ta ko 3a CAPTIOY topimnikoi ocobu afo npispmilie, iM's. N0 GaThKoRI Gisunioi
0co6H - MiANpUCMILA, i1 MiCILC NPOKHBARHS TA pecCTpaltifmii HOMEDP ODIIKOROT KAPTKH MaTHIRK:
1oj1atkiB abo cepis Ta HoMep TracriopTa)

[porokon Bisyansnoro kenrpomo sin 13.11.2024 Ne 3540/1.

3a  pesynbTaTamMM  JIepXaBHOTO  KOHTPOJIO  BCTAHOBNENO, IO  NiKAPChKWH  3aci6  BRezeno R Ykpainy 3

JOTPUMAHHAM BuMOr 3aKOHOIABCTBA 11010 3a6C3ICUCHHS SKOCT HKAPCHKHX 3acofig.

Oonra CPLONMBEHRKO
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®opma: Ceprudikar cepii M3
Bepcin: 44096211.230420-945.7 BugaHo:
NEK C.A., Nonbua

CEPTU®IKAT BIONOBIAHOCTI CEPII

UA/4401/01/01 44096211 Ykpaina

PB9534 PB9534 117542

10.06.2024 05/2029

ek C.A. 95-010 Ctpukos, Byn. Nogninie, 16,
Monbwa

BMpoSHMqa niueHsia Ne:  064/0095/15




®opma: Ceprudikar cepii 113
Bepcia: 44096211.230420-945.7 BupaHo:
NEK C.A. Tonslya

Nek C.A. 95-010 Ctpukos, eyn. Moaninie, 16, Nonbuwa

ek C.A. 95-010 Ctpukos, Byn. Mogninie, 16, MNonbuwa

Nek C.A. 95-010 Crpukos, Byn. Noaninie, 16, Nonbuwa

B npoueci BupobHuUTBa Ta NnakyBaHHs He Byno BiAXMUNEHb, AKi MOXYTh
BNIUHYTU Ha BUMYCK NPOAYKTY.

B npoueci BupoBHuuTBa Ta nakyBaHHs 6yno 3adikCOBaHO HACTYMHI
V BUOXUNEHHS, AUB. HWWXKYe (peecTpaliiHuil HoMep BIAXUNEHH: B
eNeKTPOHHIN cuctemi obniky):

Biaxunennus Ne (GX_QEM): DEV-103798

LuM niaTeepaxylo JOCTOBIPHICTL Ta TOUHICTL BULLEHABEOEHOI iHdbopmauii. Lis cepis nikapcebkoro sacoby 6yna

BUroToBneHa, BKNIOYHO 3 yNakoBKOK/MapKyBaHHAM Ta KOHTPONEM SIKOCTI Ha BULLEHABEAEHUX BUPOBHUUMX AiNbHULUSX
y noBHii BignosigHocTi Ao suMor GMP micuesmx perynaTopHuX opraHis, a Takox Ao creludikauii PeecTpauiitHoro
Hocbe kpaiHu imnoptepa abo daitny cneumdikauii gocnigxysaHoro nikapcbkoro 3acoby. [aHi Nnpo BUroToBRAEHHS,
ynakoBKy Ta aHaniau cepii 6yno nepesipeHo Ta NigTBEPMAKEHO iX BIANOBIAHICTb ctaHgaptam GMP.

CepTtudpikadis Cepil 10.10.2024

YnoBHoBaxeHa ocoba Ewa Oleksiak

/Enekmponnul nidnuc/  10.10.2024 13:32:24 +02'00'




PB9534

30BHilWHIA BUrnag

HiameTtp

CepeaHsa maca

OAHopiAHICcTL
A030BaHUX OOUHULL

Po3uuHHicTEL

PosnagaHHa

Bmict Boau

CrivkicTb flo
pPo3aaBnBaHHSA

laeHTudgikauin:
Biconponony (remi-)
thymapaTt

lneHTUdikawin:
TutaHy giokcng*

laeHTUdikauina:
Okeua 3anisa »osTuit*

®opma: CepTudikar cepii N3
Bepcina: 44096211.230420-945.7

CEPTUDIKAT AHANI3Y

BuaaHo:
NEK CA. Nonbuga

42033378

€8p.®. 2.9.40

Nonarti / 50rpm /
900 mn /0,1 N HC!

€sp.®. 2.9.1

MeTtoa Kapna
diwepa

€sp.$. 298

BEPX

XimiyHa peakuina

XimivHa peakuis

NV3274

Kpyrni tabneTku XOBTOrQ KONLOPY, BKPWTI
nniskoBoto  0BONOHKOK, 3 Haciykamu Ans
nodiny Ha 4oTUPKU YacTUHW, 3 BIABUTKOM
«BIS5» 3 opHiei ctoponn

54 -58 MM

88.50 Mr + 5%; (84.08 — 92.93) mr

MoBUHHO BIANOBIAATY KPUTEPIAM, L0 MPUAHSATI
B €8p.9. 2.9.40

2 80% (Q=75%) 3aneneHol kinbkocTi yepes 30
XBunuH (USP <711>)

< 30 xBUNuH

<4 %

30-90N

Binnosigae cranaapry

Bianosigae crangapty

Binnosigae ctanaapty

10.06.2024

05/2029

Bignosinae
5,6 MM
86,40 7 -
Bignoginae
97,2 %
(923 |-| 994 )| %
2 1 X8
15 I
42 N
Bignosinace
-/-
-




®opma: Ceptuchikar cepii '3
Bepcin: 44096211.230420-945.7 Bugano:
NEK C.A., Monbuwa

CEPTU®IKAT AHANI3Y

BICOMPONON CAHAO3®, TabneTku, BKPUTI NNiBKOBOH 060NOHKOW, No 5 Mr

PB9534 42033378 NV3274 10.06.2024 05/2029

KinekicHe BEPX 95.0 - 105.0 % 4,88 mr
BU3HA4YeHHSA: (4.75 ~ 5.25 mr)
i biconponony cdymapar
Po(2:1)

CynyTHi gomiwkn

Howmitwka A (Egp.®.) BEPX make. 0.5 % < 0,05 %
Howmiwka L (Esp.®.) BEPX makc. 0.25 % < 0,05 %
Howmiwka K (Eep.d.) BEPX make. 0.5 % < 0,05 %
:‘ OauHuYHI Hesigomi BEPX makc, 0.2 % < 0,05 %
. [OMILLKK
Cyma Hesinémmx BEPX makc. 0.5 % < 0,05 %
JOMILLIOK

Mikpo6ionoriuHa uucroTa* BignosigHo go €sp.®. 5.1.4

TAMC < 1000 KYO/Ir -/~ KYOIr

TYMC SBPOL2BARE G IO - Kyorr
2.6.13 —

Escherichia coli BigcyTHilr -~

MpumiTku:

* - KoHTponk npoBoAATk Ans KoxHol 10-o0f cepii WoHaMeHWe oguH pas Ha pik

10.10.2024 Ewa Oleksiak

/Enekmponruli nidnuc/  10.10.2024 13:35:41 +02'00"

Digitally signed by Fedochenko Tetiana

Fe d oC h e n k (8] SN_ de=con, dosnovarls, r:u=x:nﬂuha
Tetiana '




Form: FDF Batch certificate
Version: 44096211.230420-945.7 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

UA/4401/01/01 44096211 Ukraine

PB9534 PB9534 117542

05/2029

i ik

i

Skt

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

Manufacturing License Ne:  064/0095/15
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Form: FDF Batch certificate
Version:  44096211.230420-945.7 Issued by:

LEK S.A., Poland

¢

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. 16, Podlipie Str., 95-010 Strykow, Poland

During the course of manufacturing and packaging there were no
deviations, that may influence the release of the product.

V S During the course of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

Deviation Ne (GX_QEM):  DEV-103798

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling 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.

Batch Certification 10.10.2024

Qualified (Authorized) Person Ewa Oleksiak

Digitally signed by Oleksiak Ewa

b DN: dc=com, dc=novartis, ou=people, ou=GX.
O I e kSI a k Ewa serialNumber=886358, cn=0Oleksiak Ewa
Reason: | am the aulhor of this document
Date: 2024.10.10 13:32:25 +02'00°
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Form: FDF Batch certificate
Version: 44096211.230420-945.7

CERTIFICATE OF ANALYSIS

Issued by:
LEK S.A., Poland

PB9534

42033378

NV3274 10.06.2024

05/2029

Appearance

Diameter

Mean Weight

Uniformity of Dosage
Units

Dissolution

Disintegration

Water content

Resistance to
crushing

ldentification:

Bisoprolol (hemi-)
fumarate

Identification:
Titanium dioxide*

ldentification:
Yellow ferric oxide*

Ph.Eur. 2.9.40

Paddle / 50rpm /
900 ml/0.1N HCI

Ph.Eur. 2.9.1

Karl Fischer
Method

Ph.Eur. 2.9.8

HPLC

Chemical reaction

Chemical reaction

Yellow coloured, round, scored film-coated
tablets, divisible in four parts, with a one-sided
embossment ,BIS5"

54 —~58mm

88.50 mg + 5%; (84.08 — 92.93) mg

Must conform to the acceptance criteria
in Ph.Eur. 2.9.40

2 80% (Q=75%) of the labelled amount
after 30 minutes (USP <711>)

< 30 minutes

<4 %

30~-90N

Conforms to reference

Conforms to reference

Conforms to reference

Conforms

5.6 ’ mm

86.40 } mg

Conforms

97.2 %
(923 [-] 994 )| %

42

Conforms




Form: FDF Batch certificate
Version:  44096211.230420-945.7 Issued by:

LEK S.A.. Poland

CERTIFICATE OF ANALYSIS

BISOPROLOL SANDOZ®, tablets, film-coated, 5 mg

PB9534 42033378 NV3274 10.06.2024 05/2029

Assay: HPLC 95.0 - 105.0 % 4.88 mg
Bisoprolol fumarate (4.75 - 5.25 mg)
(2:1)

Related substances

Impurity A (Ph.Eur.) HPLC max. 0.5 % < 0.05 %
Impurity L (Ph.Eur.) HPLC max. 0.25 % < 0.05 %
Impurity K (Ph.Eur.) HPLC max. 0.5 % < 0.05 L%
Single unknown HPLC max. 0.2 % < 0.05 %
impurities

Sum of unknown HPLC max. 0.5 % < 0.05 %
impurities

Microbiological Purity* conformity to Ph. Eur. 5.1.4

TAMC <1000 CFU/g . = CFUlg

TYMC PR.EUR 2812+ o o0 crurg 73 CFU/g
2.6.13 .

Escherichia coli Absent/g -/~

Notes:

* - Approx. every 10" batch or at least once a year

10.10.2024 Ewa Oleksiak

Digitally signed by Oleksiak Ewa

e ON: de=com. dc=novartis, ou=people. ou=GX,
O l e kSI a k Ewa serialNumber=886358, cn=0leksiak Ewa
Reason: | am approving this document
Date: 2024.10.10 13:35:41 +02'00'
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dopma: CepTudikat cepii 113
Bepcia: 44096211 .230420-945.7 BupaHo:
NEK C.A., Monblua

CEPTU®IKAT BIgNOBIAHOCTI CEPII

mikapceKor
BICOMPONOJ1 CAHAO3®

o

05/2029

»ﬁpﬁf&gﬂ m\\zww 2
10.06.2024

- 95-010 CTpuKoB, BYyn. Moaninie, 16,
' Nonbla

064/0095115

Cropinka 134




®dopwma: Ceptudikat cepii M3
Bepcin: 44096211 .230420-945.7 Bugato:
NEK C.A., Tonwwa

B npotieci BupobHuLTBa Ta NaKyBaHH: He 6yno BigxuneHb, Ak MOXYTb
| BNNMHYTU Ha BUNYCK NPOAYKTY.
. B npoueci awpoGHmuTBa Ta I'laKyBaHHﬂ 6yno 3acb|KcoaaHo HaCTyﬂHl

‘/ 1 BUAXUMEHHS, AVB. HKYe (peecTpaudiliiuii Homep BiOXUNEHHHA B
i
| eneKTpoHHilk cucTemi obniky):

~ DEV-103798

Lium nigTeepmiXyo [OCTOBIpHICTL Ta TOYHICTB BulLeHaBefeHol iHdopmayii. Lis cepisi nikapcbkoro 3acoby byna
BUFOTOBAEHA, BKMIOYHO 3 yﬂaKOBKOIO/MapKyBaHHHM Ta KOHTpOMEM SIKOCTI Ha BullieHaBeeHIX BUPOBHUUMX AiMbHULAX
~y MoBHil BiAnoBiAHOCTI A0 BUMOT GMP MicLeBUX perynsTopHUX opraHis, a TakoX A0 cneuvdikauii PeectpalliiHoro ‘

[Jocbe kpainu |MnopTepa abo dainny cneundikaui ,u.ocm,n)KyBaHoro nikapcbKoro 3acoby. [aHi npo BUrOTOBMNEHHS, '
~ ynakoBky Ta aHariau cepn 6yno nepeBIpeHo Ta nlp,TBep;pKeHo X BlﬂﬂOBI[J,HlCTb CTaHAapTaM GMP

‘ /EnekmpoHHull nionuc/ 12.09.2024 14:40:43 +02'00'

Cropinka 23 4




dopma: Ceptudikar cepii [113
Bepcis: 44096211 .230420-945.7 BupaHo:
TNEK C.A., Morbtia

CEPTUDIKAT AHATI3Y

Do

42033378

3oBHIWHIA BUrNaa - Kpyrni TabneTky XOBTOrO KOMLOPY, BKpUTI Bipnoeipnac
nniekosolo  0BOroHKoo, 3 Hacidkamu AN
nofdifly Ha 4oTMpU YacTuhHu, 3 BinGUTKOM
«BIS5» 3 oaHiel cTopord

DiameTp - 54 —5.8 MM 5,6 MM

CepefHA maca . 88.50 Mr + 5%; (84.08 —92.93) Mr 86,40 Mr

OpaHopigHicTb €sp.$. 2.9.40 [MOBMHHO BIANOBIAATY KPUTEPIAM, WO NPUAHATI Bignosigae

[030BaHUX 0ANHULD ’ B Eep.®. 2.9.40 )

Po34uHHICTL fonarti / 50rpm / > 80% (Q=75%) sasBneHoi KinbKoCTi uepes 30 97,2 %
900 mn / 0,4 N HCI  xaunun (USP <711>) ( 92,3 | - 99,4 )| %

PosnagaHHs €rp.®. 2.9.1 < 30 xBunuH 2 XB

BmicT BOAU Metop Kapna <4% 1,5 %
diwepa

CritkicTb J0 €sp.9.2.9.8 30-90N 42 N

po3faBnioBaHHA

|peHTudikauis: BEPX Binnosifnae craHgapTty Bignosigae

Biconponony (remi-)

dymapat

lnenTtudikauin: Ximiuna peaxujis Bignosigae ctaHgapty J

TutaHy piokeup*

IneHTndikauis: XiMiura peakujis Bianosigae craHaapTy -

OxecMa 3anisa oBTuiA*

Cropinka 334




®opma: CepTudikar cepii M3
Bepcia: 44096211 .230420-945.7 Bupao:
NEK C.A., Monblwa

CEPTU®DIKAT AHATIZY

EDUIK i G THY
274 05/2029

KinbkicHe ‘ BEPX 95.0 —105.0 % 4,88 mr
BU3HAYEHHA! ‘ (4.75 — 5.25 Mr) '

Biconponony cgpymapar

(2:1)

CynyTHi AOMiILIKK

Lomiwka A (Esp.P.) BEPX make. 0.5 % < 0,05 %
Jdowiwka L (€Bp.®.) BEPX maxc. 0.25 % < 0,05 %
Jowiwka K (€sp.®.) BEPX makc. 0.5 % < 0,05 %
OpvHUYHI HesigoMi BEPX make. 0.2 % < 0,05 %
JOMILLIKM

Cyma HeBioMux BEPX make. 0.5 % < 0,05 %
JOMILLOK

Mikpo6ionoriuHa uncroTa” signosiaHo po €8p.®. 5.1.4

TAMC <1000 KYOIr - Kyolr
TYMC 659'2"62%12 ¥ <100 KyOIr - KyOIr
Escherichia coli BigcyTHi/T -I- J
MpumiTEK:

* . KoHTpONb NPoBOAATEL ANA koxHOI 10-07 cepii ujoHaliMeHLe OJUH pas3 Ha pik

14:39:38 +02'00"

/EnekmpoHHull nionuc/  12. 09.2024

Digitatly signed by Fedachenka Tatiana
N: dg=com, demnovartis, o 3
ou=SZ, senalMumber=2116816,

Fedochenko
en=Fadoshenka Tetiana

Tetiana R e o

Cropinka 434
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NTEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBHKIN OBJIACTI

TPOB. Ceimunoi Hanii, 3, M.KuiB, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
npo AKicThL BBE3EHOI0 B Yxpainy JiKapcbKoro 3ac00y

10.10.2024 Ne 50569/24/10

BICOIPOJIOJ CAHJI03®

(HaifMeHyBaHHS JIKAPCHKOTO sacofy 3rifHo 3 peecTpaniiHAM NOCBi/IIEHAAM)
Ta61eTKN, BKPUTI IIIBKOBOIO 060J10HK00, TI0 5 MT; 10 15 TaGaerox y 6aicrepi; 1o 2 duicTepu
y KapTOHHii KopoOui
(dbopMa BUNYCKY, HO3YBAHHS, BHA [aKyBaHHA JiKapChKOTO 3acoby)

HoMep peecTpauiiiHoro nocsiAdeHus UA/4401/01/01 crpox aii peecTpauiiioro nocsingerns 01.01.2099
Cepin nikapcpkoro 3aco0y Ne NW9516 KinbKicTh BBE3EHOr0 TiKapehkoro 3acoby 128216

BupobHuk JIex C.A., Tlompmia
(naiiMeHyBaHH BHPOBHHKA JTIKapCHKOTO 3aco0y, Kpaina FIOXOJIKCHHEA)

Baesero B YKpainy ToBapHCTBO 3 00MEKEHOIO ginmoeigansHicTio " Canjo3 Yxpaina",
inen. xon: 38419586

(wafiMeHYBaHHS Ta KOA 33 €IPTIOY ropumHol oco6H 260 Tpi3BHILE, iM, TIO GaTbKOBi QismuHOl
oco6H - TAIpreMId, ii Micle MPOKHBAHEA Ta peecTpalliiHiHi HOMEP 0B7iKOBOT KAPTKH MIATHAKE
opaTKiB abo cepist Ta HOMED macropTa)

[IpoToKOJ Bi3yaJIbHOr0 KOHTPOIIO pix 04.10.2024 Ne 3013/1.

3a pesynBTATaM{  JIEPKABHOTO KOHTPONIO  BCTAHOBJIEHO, 11O JiKapeHKuil Jaci6 BBeseHo B YkpaiHy 3

AOTPHMAHHIAM sivor 3aKOHO/ABCTBA OO 320e3MeEHHA AKOCT] TKapehKuX 3aC00iB.
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