JTEPXKABHA CJIYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBHKIN OBJIACTI

npos. Ceitnuynoi Hanii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
PO AKICTh BBE3EHOI0 B YKpaiHy JiKapchKoro 3acofdy
09.09.2024 Ne 43655/24/10
CHUMBACTATHUH CAHIO3®

(HaliMeHyBaHHS JTiKapchKOro 3ac0o0y 3riAHO 3 peecTpaliifHUM MOCRi TUEHHAM)
Ta0JIeTKH, BKPUTI IIIBKOBOIO 06010HK010, 10 40 Mr, 1o 10 TabaeTok y 6aicrepi, mo 3
0JiicTepH B KapTOHHIA KOPOGIi
(hopma Bumycky, nosyBanHs, BUZ NMaKyBaHHA JiKapcbkoro 3acoby)

Homep peectpauitinoro mocsiguenns UA/16951/01/02 crpox aii peecrpauiiinoro nocsinuenns 22.12.2026

Cepis nixapcskoro 3aco6y Ne NX0893 Kinpkicts BBesenoro nikapcskoro 3acoby 55856
Bupobuuk Jlex C.A., lMoneima
(HaliMenyBanHs BUpOGHKKa TikapcbKoTo 3ac0by, Kpaina MOXOKEHHS)
Bsesero B Ykpainy Tosapucreo 3 o6Mesxenoro BignoBizaneHicTIo "Canmos Yxpaina",
inent. xon: 38419586

(natimenysanns Ta ko 3a €JIPIIOY ropuanunoi ocobu abo mpissHiLe, iM's, 110 6aTHKOBI
disnunofl ocobu - nianpuemus, if Micle IPOKUBAHHA Ta peecTpaLliiinmii HoMep 06IiK0BOT
KapTKH MIaTHHKA NMOAATKiB abo cepis Ta HoMep MacropTa)

Tporoxon Bisyansnoro konTpoaie sin 02.09.2024 Ne 2595/3.

3a pesynbTaTaMM JEPXKaBHOTO KOHTPONIO BCTAHOBJEHO, IO JHKAPCHKMH 3aci6 BBE3EHO B Vkpainy 3

AOTPUMAHHSAM BuMOr 3aKOHONABCTBA IOAO 3a6€3MeYeH s AKOCTi NIKAPCHKUX 3ac06iB.

//é ; @Z/ Biktop CTE®KIBCHKMHA

s o A ——— P4 . . . »
*‘-‘éé [manucy (ininiany ra npizpuule)
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®opma: CepTudikar cepii N3
Bepcin: 44095460.231020-2418.2 Bugato:

NEK C.A., Monblua

CEPTUO®IKAT BIONOBIAHOCTI CEPII

~ Bupo6HUua niueHsisi

Cropinxa 13 4




®opma: Ceprudchikat cepii N3
Bepcin: 44095460.231020-2418.2

Canpos 'pyn Carnuk YpyHnepi Ixcan [lene Kapgne Ne 900. Cokak, Me63e-Kokaeni, TP-41400,

Inaknapi CaH. Be Tik. A.C. ¢ TypevumHa

BNIIMHYTU Ha BUMYCK NPOAYKTY.

CMCTeMI 06nu<y)

LM nigTeepaxylo [OCTOBIPHICTL Ta TOYHICTL BULlEHaBeAEHO! iHtbopmauii. Lls cepisi nikapcbkoro sacofy 6yna
BUroToBNEHa, BKITKOYHO 3 YNaKoBKOK/MapKyBaHHsAM Ta KOHTPONEM SIKCCTI Ha BULLEHaBeAEHUX BUPOBHUUMX AiNbHULAX
Yy N0BHIli BionosigHocTi Ao BuMor GMP MicLieBUX perynaTopHUX OpraHis, a Takox 40 crieyunadikauii PeectpauiiiHoro :
-Hocbke kpaiHu iMnopTepa abo thaiiny creuudikauii aocnifxkysaHoro nikapcbkoro 3acoby. [aHi MpO BUrOTOBIEHHS, |

yI'IaKOBKy Ta aHanisu cepu 6yno I'IepeBIpeHO Ta ﬂlL\TBepﬂ)KeHO ix Bl,quOBl,uHICTb craHnapTaM GMP,”

29.07.2024

Krzysztof Poszwinski

V' B - B npoueci BupobHuuTea Ta nakysaHHs He 6yno Bigxuneis, ki MOXYTb

B npoueci BupobHuLTea Ta ﬂdeBaHHﬂ 6yno 3acbmcosaHo HaCTyHHI
BUAXUNEHHSA, OUB. HWKYe (peecTpaLiiH1i HOMep BIOXUNEHHS B eNeKTPOHHIll

/Enexkmponrudi nidnuc/  29.07.2024 12:57:28 +02'00"

BupnaHo:

NEK C.A., Monbla

Cropivka 23 4




®opma: Ceprudikar cepii M3
Bepcin: 44095460.231020-2418.2 BupaHo:

NEK C.A., Monbuia

CEPTU®DIKAT AHANI3Y

CMMBACTATUH CAHL03®, TabneTku, BKpUTI NiBKOBOIO 060MOHKOO, No 40 Mr

i

NX0893 42032121 NL8078 07.12.2023 11/2026
3oBHilWniK BUrNAA BisyanbHui OsanbHi, ABoonykni TabneTkn, BKPWUTI NNIBKOBOK Bianorinae
: ..ormnsagn 060noHKo,  YEePBOHO-KOPUYHEBOTO  KOMbOPY, 3

puckoio 3 060x 6okiB i TUCHEHHAM 40 3 ogHOro 60Ky

Poamipu . 11,60,3 MM * 6,120,3 Mm 116 |*| 62 | mm

lneHTUbikauis: BEPX PiaHuLA MiX YacoM YTPUMYBaHHS MKy CUMBACTaTUHY Bianosinae
Ha Xpomarorpami BUNPoBYBaHOTO POaUUHY i
CTAHAAPTHOTO PO34UHY CTAHOBUTL 2%

- lneHTudixauin: S IHppavepBOHUI CEKTP NOMMUHAHHSA PO3UKHY 3paska Bianosigae ..
a cnisnajae 3i CNEKTpOM NOPIBHARKS CUMBaCTaTUHY e : ‘

OpaHopigHicTb €8p.®.2.9.40 BunpobysaHHs Ha OAHOPIAHICTL BMICTY Bianosigae
A030BaHUX ORUHULL : : .z : : : S

3gaTHicTb go- . €sp.d. Bianosigxo no sumor Ph. Eur, «Tabnetku» He TectyBanocs

posnamMyBaHHsA* «finumicTt TabneTtok» -

PO34UHHiCTL uspP % Bifl 3aABMIEHOMO BMICTY PO3HUHEHOTO 100,5 %

. 0, i

cumBacTaTUHy: 2 80% (Q) npotarom 30 xBUruH (98,7 | - |102,2) | %

CynyTHi gomiuiku

CumMBacTaTuHy BEPX <04 % 0,17 %

rigpokcukucnoTa

Jerigpo-cumsacratud!  BEPX <04 % < 0,05 %

Byob-aka BEPX $0,2% ‘ : ' o 0,08 %

HecneuudikosaHa '

LoMilKa

Cyma gomiwok ~ BEPX <1.0% ' 025 %

MikpoGionoriyHa uncrora** BignosigHo go €sp.®. 5.1.4

TAMC - <1000 KYO/r He Tectysanocs Kyojr
TYMC 682'2)621'2'12 <100 KYOIr He TecTyBarnocs Kyoir
Escherichia coli BiacyThi/r ‘He TECTyBanocs

Cropinka 3 s 4




Dopma: CeprucikaT cepii [T13
Bepcisn: 44095460.231020-2418.2 BupaHo:

AEK CA, NMonuiya

Eranon** X He Ginbwe 5000 ppm He TectyBanocs| ppm

(3anuwkosui
PO3YUHHUK)

KinbKicHe BusHaueHHs = BEPX 95,0 - 105,0 % Bifl 3aRBeHOro BMICTY CUMBACTATUHY 101,2 %
laeHTudikauin BEPX PisHULA MiXX Yacom YTPUMYBEHHS MiKy aHTUOKCUAAHTY Binnoeinae
AHTUOKCUAAHTU BUNPOGYBAHOro PO3YMHY | CTAHAAPTHOrO Po3yUHy :

(nuMoHHa kucnoTa i CTaHoBUTL <2%

ByTunriapokcuaHison)

KiniKicHe BU3HaYeHHS, aHTUOKCUOAHTH

Bytunrinpokcuanison BEPX 80-110% Bin 3asBneHoro sMicry 84,2 %
i : : : 6yTMnrinp0KcmaHigqny

NumotiHa kucnoTa BEPX 90-110% Biz 3aABNGHOTO BMICTY JIUMOHHOT KMCROTI 107,3 %

laeHTUiKauia 6apBHUKIB*

TuTaHy giokeus Konboposa aMiHa sabapBneHHs, sik 3a3HadeHo y 3.2.P.5.2.2 He TecTyBanocs
peakuisi

Oxcug 3anisa Konkoposa 3MiHa 3aBapeneHHs, Sk 3asHaveHo y 3.2.P.5.2.2 He Tectymanocs
peakuisi

ﬂphMiTKM:

- npoao.quTbcn He PYTUHHO, NPMBNU3HO BANA KOXHOT 20-01 cepil, a6o WoHaliMeHIWe oauH pa3 Ha pik
- npOBo.qm'bcn He PYTHHHO, NpUBnu3Ho aAns koxHoi 10-0i cepii, aBo WoHalMeHwWwe oguH pa3 Ha pix ;
- NPOBOAUTLCA He PYTUHHO, Ha NePLINX TPLOX BUPOGHWYUX CepiAX Ta NOTIM — Ha ABOX cepiax wopiyHo
-- CumBacratuH-4,5-Ierigpokcukmncnora

26.07.2024 i Janna Stepmska / Krzysztof Poszwiriski

/Enexkmponruil nidnuc/  29.07.2024 12:59:19 +02'00"

Digitally sigr.od by Fedochetiko Teliana

Fed ochen ko DN: dcecem, deenovartis, ovspoopin,

0u#SZ, sedalNumben2s I 316,
en=Fadochenko Telinna

Tetiana Reason: Sandoz Usttinn OP on it
Date: 2024.08.27 13°31:51 «03'00°

Cropivra d s 4




Form: FDF Batch certificate
Version:  44095460.231020-2418.2 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY o

UA/16951/01/02 : 44095460 Ukraine

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

_Manufacturing License Ne: | 064/0095/15

Page 1 of 4




Form: FDF Batch certificate
Version:  44095460.231020-2418.2 Issued by:

LEK S.A,, Poland

Sandoz Grup Saglik Ueruenleri Ihsan Dede Cadde No. 900. Sokak, Gebze-Kocaeli, TR-41400,
llaclari San. ve Tic. A.S. Turkey

/ ~ 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
deviation reference Ne in electronic system):

- were reported, see below (

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. - _ - R -

Qualified (Authorized) Person

v SR

Digitally signed by Poszwinski Krzysztof
DN: de=com, dc=novartis, ou=people, ou=SZ,
serlalNumber=3073724, cn=Poszwinski Krzysztof
Reason: | am approving this document
Date: 2024.07.29 12:57:28 +02'00"
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Form: [FDF Batch certificate
Version:  44095460.231020-2418.2 Issued by:
LEK S.A,, Poland
SIMVASTATIN SANDOZ®, film-coated tablets, 40 mg
d Bateh |
: NX0893 42032121 NL8078 07.12.2023 11/2026
| Appearance ~ Visual Red brown, oval biconvex film-coated Conforms
,[ : ‘ * examination tablet with score line on both sides and
debossment “40” on one side
Dimensions - 11.6£0.3 mm * 6.110.3 mm [ 116 ] * | 62 | mm
ldentification HPLC Difference'be.tween retention time for Conforms
simvastatin peak in test solution and
standard solution <2%
ldentification IR " The infrared absorption spectrum of the - .Conforms-
‘ sample preparation is concordant with o
the reference spectrum of simvastatin
Uniformity of Dosage Units -'Ph.Eur. 2.9.40.. Test for.uniformity of content Conforms-" -7 -
Breakability* Ph.Eur. in acc. to Ph. Eur. “Tablets” “Subdivision Not Tested
of tablets” ‘
Dissolution UspP % of the declared content of simvastatin 100.5 %
dissolved: 2 80% (Q) within 30 minutes 98.7 .| 1022 o,
Related substances
Simvastatin hydroxy acid HPLC <04 % 0.17 %
Dehydro-simvastatin’ HPLC <04 % <0.05 %
Any unspecified impurity HPLC <C.2% 0.08 %
Total HPLC <1.0% 0.25 %
Microbial Limit Test*** according to Ph. Eur. ‘
TAMC < 1000 CFU/g Not Tested | CFU/g
TYMC Ph'E‘; '621'2'12 ¥ <100 CFUlg Not Tested | CFu/g
Escherichia coli Absenl/g Not Tested
Page 3 of 4




Form: FDF Batch certificate
Version:  44095460.231020-2418.2 Issued by:

LEK S.A., Poland

v

NX0893 ; 42032121 NL8078

07. 12 023 11/2026

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

Assay o HPLC 95-105% of the declared content of ' 101.2 %
: ' Lo simvastatin

i ldentlflcatlon anhoxxdants HPLC Difference between retention time, for | . CQ"fOTmsl
E:((‘ItTIC acid and oot e T T HN 'antsox:dantpeak in test solution and - Lo AT S
butylhydroxyanisole) ; standard solution 2%

Assay, antioxidants

Butylhydroxyanisole HPLC 80-110% of the declared content of 94.2 v,
butylhydroxyanisole

Citric acid o HPLC 90-110% of the declared content of citric 1073 |y
acid

Identification of colouring matter**

Titanium dioxide Colour formation colour formation as described in
. 3.2P522 Not Tested
reaction 9.4.1.0.4.
Ferric oxide Colour formation colour formation as described in
: 2 . 3. 2 P52.2 Not Tested
reaction o )
Notes: i

* - not routinely determined, every 20th. batch or at least once a year
* - not routinely determined, approx every 10th. batch at least once a year _ .
* - not routinely determined, tested on first three production batches, subsequently for two batches once a year

! . Simvastatin-4,5-Dehydroxyacid

26.07.2024 Joanna Stepmska

Dlgltaily signed by Postmskn Krzyszlof

DN: de=com, de=novartis, ou=people, 0u=SZ, it
ialNumber=3073724, cn=P inski Kizysztot :

Reason: | am approving this document i

Date: 2024.07.29 12:59:19 +02/00"
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