TIEPYKABHA CJTYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKIN OBJIACTI

npos. Ceitimunoi Hauit, 3, m.Kuis, 02099, ren/pare: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
TIpo AKICTH BBE3eHOT0 B YKpaiHy JiKapcrKoro 3aco0y

14.11.2024 Ne 57965/24/10

MET®OPMIH CAHJO03®

(HaliMCHYBAHHA NIKapChKOTo 3ac00y 3TiAN0 3 PecCTPaLiiHUM TOCBIIMEHHAM)
Ta6J1eTKH, BKPUTI 1iBKOBOI0 000J10HK010, 10 850 MT, N0 10 Tabaerok y Guicrepi; no 12
oaicTepiB y KapTOHHiN KopoOui

(hopma BAITYCKY, I03yBAHHA, B NAKYBAHHA JikapehKoro 3acoby)
Homep peecTpauiifiioro moceiauens UA/9477/01/02 crpox zii pecctpauiiinoro nocsizuenis 01.01 2099
Cepis nikapcrkoro 3acoby Ne PC9009 KinnkicTh BBeseHoro mikapchioro 3acoby 8199

Bupobuvik Jlex C.A., Tlonbiua

(naiivcHyBarEs BHPOGHHUKa Jtikapehikora 3acoly. kpaika 1OXO;UKCHHS)

Beesero B Yipaiiy ToBapucTBO 3 06MEKEHOI0 BINOBIAATBLHICTIO "Canpos Ykpaina',
inenrr, kon: 38419586
(HaiiMCHYBAHHA T4 KO/ 38 €JIPTIOY ropuautitol ocobr abo Tpi3BHULE, IM'S, 110 BaThKOBI (PE3HTTHOT
0co6H - MiATpHEMILA, Ti Miclle MPOXMBAHHA T2 PECCTPAILIAHHIT HOMED 06N1iKORBOT KAPTKK MJIaTHHKA
n0J1aTKiR abo cepis Ta HOMEp TIactopTa)

Mporokon Bizyansuoro kontpomoe six 08.11.2024 Ne 3458/6.

3a  pezysbTaTaMi  JEPKaBHOTO  KOHTPOMO  BCTAHOBAEHO, 11O nikapewkuil  zacif Bmezeno B Ykpainy 3

AOTPUMAHHIM BUMOT 3aKOHOAABCTBA (1010 3aGe31ICHCHES SKOCTI JIKapehKuX 3acobiB.
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dopma: Ceprudikat cepii M3
Bepcin: 44094753.150124-76.4 Bupauo:
NEK CA., Monbla

CEPTU®IKAT BIAMNOBIAHOCTI CEPII

MET®OPMIH CAHOO3®

UA/9477/01/02 44094753 YkpaiHa

MeTdopMiHy rigpoxnopuay 850 mr

Ta6neTku, BKpUTI NniBkoBot 060noHKor, no 850 Mr

no 10 TabneTok y 6nicTepi; no 12 GnicTepis B KApTOHHIN Kopobui

PC9009 PC9009 8199

26.09.2024 08/2027

Nex C.A.

Byn. [lomaHieeckka 50 C, Bapwaga, 02-672, lNonewa

Bupo6Huua niueHsia Ne:  064/0095/15



dopma: CeprudixaT cepii M3
BepcinA: 44094753.180822-1493.3 BupaaHo:
NEK C.A., Monblya

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

Nex C.A. syn. [lomaHiescebka 50 C, Bapwaga, 02-672, [onbLua

Nek C.A. Byn. fomauniescbka 50 C, Bapuwaga, 02-672, Monklua

B npoleci BUpOBHULTBA Ta NaKkyBaHHs He BYNo BiAXWUNEHb, AKi MOXYTb
BMIUHYTU HAa BUNYCK MPOAYKTY.

v

B npoLeci BUpoBHWLTBa Ta NakyBaHHs Byno 3ahikCOBAHO HACTYMHI
BUOXUNEHHS, OUB. HVKYE (peecTpaLiiHuit Homep BIAXWNEHHA B
eneKTPOHHIl cucTemi obrniky):

BiaxuneHHsa Ne (GX_QEM): -/~

LiuM niATBEpMIKY0 AOCTOBIPHICTb Ta TOMHICTL BUlLIeHABEAeHOT iHdopmalil. Lia cepia nikapcekoro 3acoby bByna
BUFOTOBMNEHA, BKHOHMHO 3 YNakoBKO/MapKyBaHHAM Ta KOHTpONem AKOCTI Ha BULLIEHABEAGHUX BUPOGHUUUX NINbHULAX
y nosHili Bignosigxocti 4o sumor GMP MiCLEBMX PErynsTOpHUX OpraHis, a Takox Ao crneuudikallil PeecTpaliintoro
Hocbe kpaiHu imnoptepa abo daitny cneyudikauii AoCNimKYBaHOro NikapcbKoro 3acoby. [aHi Npo BUroTOBNEHHS,
yNaKoBKy Ta aHaniau cepii 6yno nepesipeHo Ta MiaTBepIXKeHo X signoBigHicTs cTanaaptTam GMP.

CepTudikauis Cepii 24.10.2024

YnoeHoBaxeHa ocoba Anna Jekielek

/Enekmponnull nidnuc/  24.10.2024 15:58:55 +02'00"




®opma: Ceprudikat cepii M3
Bepcis: 44094753.150124-76.4

CEPTUGIKAT AHANI3Y

BuaaHo:

NEK C.A., Monkuwa

PC9009

MET®OPMIH CAHJO3®, TabneTku, BKPUTI NNIBKOBOO 0OONOHKOD, MO 850 mr

42032240

PC0740 26.09.2024

08/2027

30BHIlLHIA BUrNAaa

CepenHn maca

OAaHopigHIcTb
[030BaHUX 0AUHULL

PosnagaHHA

PO34YUHHICTL

IpeHTUdikauin:
MeTdopmin HCI

lpeHTudpikayin:
Xnopugn*

loeHTudikauis:
TuTtaHy pgiokcua™

KinbkicHe
BU3HAYeHHA:

MeTtdopmiH HCI

CynyTHi AOoMilLKu
LiiaHoryaHianH

OauHWYHI HeBigoMi
NOMItLIKK

Cyma AOMILLIOK

€sp.P. 2.9.40
(po3paxyHKoBO-
Barosuii MeToa)

€Bp.®. 2.9.1

Ph.Eur. 2.9.3,
(xopauHka, 100
06/xB. £ 2 06/x8)

BEPX abo TWX

XiMidHa peakuin

XimivyHa peakuis

BEPX abo YO

BEPX, snacHui

BEPX, BnacHu

BEPX, BnacHuu

OsanbHi 6ini Tabnertku, BKPUTI MNIBKOBOK Bianosigae

oBononko, 3 Binbutkom ‘M 850" 3 ogHoro

GOKyY Ta PO3AIMLHOK PUCKOID 3 iHloro Boky

891.8 mr + 5% (n=20) 884,50 Mr

L1: make. 15 abo L2: makc. 25 Binnosinae

< 30 xBUMMH 6 j xB

275 % (Q) 3a 15 xaunuH 97,7 %
94,8 4 - | 99,8 %

MosuTtneHO Bianosinae

Mo3anTueHo /

["o3UTUBHO /

850.0 mMr + 5 % / Tabnetka 850,40 mriTaén.

(sianosinae 807.5 — 892.5 mriTabreTka)

<0,02 % < 0,004 %

<01 % < 0,040 %

<03 % < 0,040 %




®opma: CepTudpikar cepil [ 113
Bepcin: 44094753.150124-76.4 BugaHo:
NEK C.A., Monblya

PC0740 26.09.2024 08/2027

PC9009 42032240

N-HiTpO30AUMETUN- GC-MS/MS Makc. 0,032 ppm < 0,010 ppm
amid (NDMA)**

MikpoGionoriuHa yucroTa* BignoBigHoO Ao €sp.®.5.1.4

TAMC < 1000 KYOIr -l KYOir

TYMC €op.®. 26.12% < 100 kyOIr - KYOIr
2.6.13

Escherichia coli BigcyTHilr “f-

MpumiTku:

* - HepyTUHHUI TECT, NPOBOAUTLCH MiHIMYM OAWH pa3 Ha pik
“* _ HepyTUHHWIl TECT, 3AINCHIOETLCA ANA KOXHOI 25+ cepil MiHIMYM 0aUH pa3 Ha pik
“+ . HepyTUHHUIA TecT, 3AIACHIOETLCA ANA KoxHOT 10-1 cepii

24.10.2024 Marta Skowronska / Jekielek Anna

JEnekmporHull nidnuc/  24.10.2024  15:57:54 +02'00°
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Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

METFORMIN SANDOZ®

UA/9477/01/02 44094753 Ukraine

Metformine hydrochioride 850 mg

Film-coated tablets, 850 mg

10 tablets in blister; 12 blisters in carton

PC9009 PC9009 8199

26.09.2024 08/2027

LEK S.A. ul. Domaniewska 50C, Warszawa, 02-672, Poland

Manufacturing License Ne:  064/0095/15



Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:

LEK S.A., Poland

16, Podlipie Str., 95-010 Strykow, Poland

LEK S.A. ul. Domaniewska 50C, Warszawa, 02-672, Poland

ul. Domaniewska 50C, Warszawa, 02-672, Poland

‘/ 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 below (deviation reference Ne in electronic system):

Deviation Ne (GX_QEM): /-

| 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 24.,10.2024

Qualified (Authorized) Person Anna Jekielek

Digitally signed by Jekielek Anna

. DN’ de=com, de=navartis. ouzpeonle, ou=S7Z
J e kl e | e k An n a sorialNUmber=2213753. cn=Jekielek Anna
Reason: | am approving this document

Dale: 2024.10.24 15:58:55 +02'00°



Form: FOF Batch certificate
Version: 44094753,150124-76.4 Issued hy:

LEK S.A.. Poland

CERTIFICATE OF ANALYSIS

METFORMIN SANDOZ®, film-coated tablets, 850 mg

PC9009 42032240 PC0740 26.09.2024 08/2027

Appearance - Oval, white film-coated tablet with Conforms
embossment M 850 on one side and
score-notich on the other side

Mean Weight - 891.8 mg + 5% (n=20) 884.50 } mg
Uniformity of Dosage Ph.Eur. 2.9.40, L1: max. 15 or L2: max. 25 Conforms ]
Units '

mass variation

Disintegration Ph.Eur. 2.9.1 < 30 min 6 min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 97.7 %
(basket, 100 rpm % 2 rpm) 94.8 - 99.8 %

Identification: HPLC or TLC Positive Conforms

Metformin HC}

Identification: Chemical reaction Positive /

Chlorides*

Identification: Chemical reaction Positive /

Titanium dioxide*

Assay: HPLC or UV 850.0 mg + 5 % / tablet 850.40 J mg/tablet
Metformin HCI (corresponding 807.5 — 892.5 mg/tablet)

Related substances

Cyanoguanidine HPLC, in-house £0.02 % < 0.004 %
Single unknown HPLC, in-house <0.1% < 0.040 i

impurities

Sum of impurities HPLC, in-house <03 % L< 0.040 %%




Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:

LEK S.A., Poland

METFORMIN SANDOZ®, film-coated tablets, 850 mg

PC9009 42032240 PC0740 26.09.2024 08/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm < 0.010 i ppm
amine (NDMA)***

Microbial Limit Test** according to Ph. Eur. 5.1.4

TAMC <1000 CFU/g /- CFU/g
TYMC Ph.Eur. 2.6.12 + 2.6.13 <100 CFU/g /- CFU/g
Escherichia coli Absent/g -l

Notes:

* - not routinely determined, at least once a year
** . not routinely determined, every 25th, batch or at least once a year
*** _not routinely determined, every 10th. batch

24.10.2024 Marta Skowronska

Digitally signed by Jekielek Anna

] . DN: de=com, de=novartis, ou=people, ou=SZ,

| J e kl e I e k An n a serialNumber=2213753, cn=Jekiclek Anna
Reason 1 am approving this docomant

Dale 2024 10 24 15 67 bd 1027000




