AEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTUKAMU y KHIBCBKII OBJIACTI

npoB. CBiTiinyyol Haypii, 3, M.Knis, 02099, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBe3eHoro B Ykpainy JiKapcebKoro 3aco0y
29.07.2024 Ne 36759/24/10
CUMBACTATHH CAHJI03®

(HalimMenyBanns JiKapcrkoro 3aco0y 3rigHo 3 peecTpauiinnm TOCBinYeHHsM)
Tabjerku, BKpUTI maiBkoBoIo o6os10HKOK0, TTO 40 MT, 1o 10 Tabaerox y 6aicrepi, no 3
Oicrepu B KapTOHHIi kopo6iui

(hopma BUIYCKY, HO3yBaHHs, BHY NaKyBaHHS Jlikapebkoro 3acoby)
Homep peectpauisinoro nocsigyenss UA/16951/01/02 CTPOK Aiil peectpaniifioro nocsimuenis 22. 12.2026
Cepis nixapcrxoro 3acoby Ne NV8265 Kinskicts Bresernoro nmikapeskoro 3acoby 74543

Buipo6ruk Jlex C.A., Monsma

(naliMenyBanms BHPOGHHUKa Jlikapchkoro 3aco0y, kpaina TIOXOKCHHSA)

BBeseno B Vipainy ToBapucreo 3 06mexenor BilnoBinaabHicTio "CaHp03 Ykpaina",
inenr. kon: 38419586

(naltMenyBanns ta ko 3a E€APTIOY ropunnunoi ocobn abo npissuwe, iM's, 1o 6aTbKoBi
dizmanoi ocoby - nignpuemus, i Micre TPOXKHBAHHA Ta peecTpaliiitmii HOMEp 061ikoBoOT
KapTKH MIaTHHKA OAATKIB a6o cepid Ta Homep nacriopra)

HMporokon Bisyanuore koutpoumo six 24.07.2024 N: 2143/,

3a  pesynsratamu AcpxkaBHOro  KkoHTpoOmIO BCTAHOBNIEHO, 110 JiKapchkMit  3acif BBE3CHO B Vkpainy 3
HAOTPUMAHHAM sunor 3aKOHOZABCTBA OO 3a6e3neyenns skocT MKApCHKMX 3aC06iB.

] Qunra CPLOMEHKO

TR {1t 1o DpLsae)







®opwma; CepTudpikar cepii N3
Bepcis; 44095460.231020-2418.2

Bugano:

NEKCA,, Monbiya

CEPTU®DIKAT BIANOBIOHOCTI CEPJj

95

<010 Ctpukos, Byn. Mogninie, 16, Monbwa
064/0095/15

Cropinka 1t 3 4




Canpos pyn Carnuk YpyHne
Inaknapi CaH. Be Tik. A.C.

pi " IxcaH

Bepcin:

A

TypeuumHa

b', 95-010 CTpuKos, Bys. Mo,

B npoueci

B npoueci

BUroTOBNEHA, BKIHO4HO 3 yNa

Lium nigTepoXyto [OCTOBIpHICTL Ta TOUHICT

y NoBHIN Bi,u.noaip,HOCTi no BUM
[locke kpaiHu imnopTepa abo chaiiny cneuu
yriaKoeky Ta aHaniau cepii byno nepe

KoBKOKO/MapKyBaH

gipeHo Ta

or GMP micuesux p
cpikaulii JOCRIK
niaTBEPAXEHO X signosipHicTb craHpapTam GMP.

pupobHuLTBa

Nepe Kapne Ne 900. Cokak, Ie63e-Kokaeni, TP-41400,

ta nakyBaHHs He By
BRAWHYTY Ha BUNYCK NPOAYKTY.

®opma: CepTudirat cepii M3 v
44095460.231020-2418.2 Bupauo:

NEK C.A., MNMonbuia

aninie, 16, Monsblia

2

MO BiOXUNEHb, AKi MOXYTH

S 2

supobHuuTBa T nakysaHHsa 6yno 3adikcoBaHo HaCTyYNHI

b BULleHaBeaeHol iHdpopmaui. Lgs cepist ﬂiKapcaKoro_aacoGy Gyna

BUOXUNEHHS, ANB. HWKHE (peecTpaLliitHuit HOMEP BIAXUNEHHS B eneKTPOHHIK
cuctemi obniky):

HsM Ta KOHTpOMEeM AKOCTi Ha BUlLlEHaBEaEHUX BUPOBHUHMX AINBHULIAX

CropinKa

erynaTopHuX opraHis, a TakoxX A0 cneumdikauii PeecTpauinHoro
yBaHOrO RniKkapcbKoro aacoby. [ani npo BUrOTOBSIEHHS,

Krzysztof Poszwinski

JEniekmpoHHUL pionuc/  02.07.2024 13:50:16 +02'00'
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3oBHiwHi} Burnap

Posmipu

laexTu thikauin:

lnenTu thikayin:

O.qupi,quch
A030BaHux OAUHULL

3ApaTHicTs 4o
PosnamysanHa*

Po3yunHicTs

CynyTHi goMmiwku

CVIMBaCTaTMHy
ridpoKcukucnoTa

Herigpo-cumeacrarum!

byab-sika
HecneuudikosaHa
HAoMiLuka

Cyma pomiwok

MikpoGionoriuha uncrora***

TAMC
TYMC

Escherichia colj

CEPTU®DIKAT AHARI3Y

Bisyansuui
ornsg

BEPX

€8p.®. 2.9.40

€8p.o,

Usp

BEPX

BEPX
BEPX

BEPX

€8p.®. 2.6.12

+2.6.13

BignosiaHo go €8p.d.5.1.4

®opma; Ceprucikar cepii N3
Bepcis; 44095460.231020-2418.2

Bunawo:

NEKCA.,, Monbuyg

OsanbHhi, Asoonykni Tabnetkuy, BKPUTI  nniskososo
oﬁonOHKo;o, LlepBoHO-KOpVNHeBOI'O Konkopy, 3
buckoio 3 oBox Bokig i TucHeHHam 40 3 04Horo Boky

11,6£0,3 mp * 6,110,3 mm

6,1 MM

PisHuus mix HacoM yTpumysanng niky CuMBacTaTuny
Ha Xpomatorpami Bunpobysanoro posyuHy i
CTaHaapTHoro PO34UHY cranosuTs 2%

IHdbpadepsonui; CNeKkTp nornuHanys Po34uHy 3paska
cniBnagae 3i CNEKTPOM NopiBHsHKg CUMBacTaTuHy

BMﬂpOﬁyBaHHﬂ Ha ogHopigHicTe BMiCTY

Bianosiaxo A0 BuMor Ph, Eyr, «Tabnetkuy
«finumicTe TabneToky

He TectyBanocs

% 8in sasBneHoro BMICTY po3yuHeHoro
CumBacTatuHy: = 80% (Q) npotsirom 30 xaunus

<04 %

04 %
£0,2%

£1,0%

He TectyBanocs KYO/r

< 1000 KYO/r

<100 KYO/r He TecTyBanocs Kyojr
He rectyeanocs ]

BiacyTHi/r -

W
m
m

Cropinka 334




EtaHon** X

(‘3anmm|<oavn71
p03‘4MHHMK)

KinbkicHe Bu3Ha4eHHA BEPX

Ip.eHTuqoiKauiﬂ BEPX
_aHTHOKCUAAHTU
(numoHHa xucrioTa i

6yTMﬂI’iJJ.pOKClAaHi30ﬂ)

EminrinpOKcmaHiaon BEPX

TIMMOHHE KMCMoTa BEPX

\neHTUiKaUin GapBHUKIB™

TuTauy giokcua Konsoposa
peakuis

Okewp 3anisa Konboposa
- peakuis

MpuMiTkK:

* . npoBOAUTLCA He pPYTHUHHO,
** _ npOBOAUTLCSH HE PYTUHHO,
** _ ipOBOAUTLCH HE PYTUHHO,
1. CMMBaCTaTMH-4,5-ﬂeI‘iAp0KCMKMcnOTa

20.06.2024

npubnuaHo AnA KoXHOI 20-0i cepil, abo

®opma: CeptudikaT cepit (M3
Bepcif: 44095460.231 020-2418.2

0 0OONOHKO

pwTi nniBkoBO

He Binbuie 5000 ppm

95,0 — 105,0 % gif 3anBneHoro BMiCTY cumBacTaTuhy

PiaHnua MK 4acom yTpuMyBaHHA niky aHTMOKCUABHTY
sunpobyBaHoro po3HnHYy i cTaHpapTHOro po3quHy
craHoBuTb $2%

KinbkicHe pusHavyeHHA, ,au‘ruoxcup.au'm

80-110% BiAA 3a4BNEeHoro BMICTY
6minrinp0KcmaHi30ny

90-110% Bif 38ABNEHOTO BMICTY UMOHHOT KUCROTH

aMina 3abapeneHHs, sk 3a3HaqeHo y 32P522

amina 3abapineHHs, fK 3aaHaqeHo y 3.2.P522

Renata Pawlak / Krzysztof Poszwinski

Fedochenko
Tetiana

Cropinka 43 4

10, no 40 mr

uioHaliMeHille oAnH pas Ha pik
npubnuaro AnA xoxHoi 10-oi cepii, abo ujoHaliMeHILIe 0ANH Pa3 Ha
Ha nepiluux TPbLOX BUpPOGHUUMX cepiax Ta NOTiM — Ha ABOX CepiAX

BupaHo:
NEKCA,, Monbiua

He TtectyBanoca| ppm

104,2 %

“

%

%

He TecTyBanocA

He TecTyBanocs

piK
wopivHo

JEnexkmpoHHUl nidnuc/  02.07.2024 13:52:18 +02'00'

Diglaky signed by Focachanko Tetiana
ON: descom, deanovartis, ou=pooplo.
ous5Z, seraiNumbers2116816,
en=Fadachnnko Totiana

Reason: Sandoz Ukraine GF on Import
Dato: 2024.07.16 $6:17:20 0300

i
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Form: FDF Batch certificate
S A N D 0 Z Version: 44095460.231020-2418.2 Issued by:

LEK S.A,, Poland

44095460 Ukraine

10 tablets in blister; 3 blisters in carton

NV8265 : 74543

11/2026

UL Podilipie 16, 95-01¢ Strykow, Poland

Manufacturing License No: 064/0095/15

Page 1 of 4




Form: FDF Batch certificate
Version: 44095460.231020-241 8.2 Issued by:
LEK S.A., Poland

; Sahdoz' Grup Saglik Ueruenleri lhsan Dede Cadde No. 900. Sokak, Gebze _
llaclari San. ve Tic. A.S. Turkey

LEK S.A. UL

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

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

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

. | 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.

2

Qualified (Authorized) Person

Krzysztof Poszwinski
L e . : blg!ta\iy bslgr\ad by P‘oszwinskl Krzysztof
P 0 SZW| n S kl DN: de=com, do=novartis, ou=people, ou=SZ,
ser\alNumber=3073724. cn=Poszwinski Krzysztof
Reason: | am approving this document
KrZySZtOf Date: 2024.07.02 13:50:16 +02'00'
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S A N D 'S Z Form: FDF Batch certificate
g Version: 44095460.231020-2418.2 Issued by:
LEK S.A., Poland

CERTIFICATE OF ANALYSIS

- SIMVASTATIN SANDOZ®, film-coated tablets, 40 mg

NV8265 42032121 NL8081 07.12.2023 11/2026

Appearance Visual Red brown, oval biconvex film-coated
examination tablet with score line on both sideg and
debossment “40” on one side

Dimensions - 11.640.3 mm * 6.1+0.3 mm 11.6 | * 6.1 mm

ldentification HPLC Difference between retention time for
simvastatin peak in test solution and
standard solution 2%

ldentification IR The infrared absorption spectrum of the
sample preparation is concordant with
the reference spectrum of simvastatin

Uniformity of Dosage Units Ph.Eur, 2.9.40 Test for uniformity of content
Breakability* Ph.Eur. in acc. to Ph, Eur. “Tablets"” “Subdivision Not Tested
of tablets”

Dissolution UspP % of the declared content of simvastatin “ %
dissolved: 2 80 (Q) within 30 minutes m 101.8 %
- ) A

Related substances

Simvastatin hydroxy acid HPLC $0.4% “ %
Dehydro-simvastatin' HPLC S04 % m %
Any unspecified impurity HPLC $02% m %
Total HPLC S1.0% m %

Microbial Limit Test*** according to Ph. Eyr,
TAMC <1000 CFU/g

Not Tested
TYMC P h'E;"sZ{g'” T s100 cFUg Not Tested | cFug
Escherichia coli Absent/g Not Tested

Fage 3 of 4

CFU/g




Form: FDF Batch certificate
Version: 44095460.231020-2418.2 ’ ‘ lssued by:
) LEK S.A., Poland

Ethanol** GC NMT 5000 ppm Not Tested | ppm
(residual solvent)

Assay HPLC 95-105% of the declared content of %
simvastatin

|dentification, antioxidants HPLC Difference between retention time for "

(citric acid and antioxidant peak in test solution and

butylhydroxyan|so|e) Standard SO‘UtiOn <2%

Assay, antioxidants

Butylhydroxyanisole HPLC 80-110% of the declared content of %
butylhydroxyanisole
Citric acid HPLC 90-110% of the declared content of citric %
acid

|dentification of colouring matter™
Titanium dioxide Colour formation colour formation as described in .
. 32.P.522 Not Tested :
reaction L e :
Ferric oxide Colour formation colour formation as described in
i 3.0P.5.2.2 Not Tested [
reaction R

Notes: [
* . not routinely determined, every 20th. batch or at least once a year

** _ not routinely determined, approx every 10th. batch at least once a year

w* _ pot routinely determined, tested on first three production batches, subsequently for two patches once a year

1- Simvastatin-4,5-Dehydroxyacid

20.06.2024 : Renata Pawlak

H H Digitally signed by Poszwinski Krzysztof
P O SZW | n S k| DN: dc=com, dc=novartls, ou=people, au=8Z,

serialNumber=3073724, cn=Poszwinski Krzysztof

Reason: | am approving this document
KrZySZtOf Date: 2024.07.02 13:52:18 +02'00"
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