NEPKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHiBCHKINA OBJIACTI

npoB. Ceitymunoi Hagii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
npo AKicThL BBe3eHOro B YKpainy JikapcsKoro 3acody

14.11.2024 Ne 57963/24/10

MET®OPMIH CAHIO03®

(HaiiMeHyRANHS JHKAPCHLKOT0 3aco0y 3TiAN0 3 PCECTPALHHIM MOCBIIMCHIIM)
Ta6JeTKH, BKPUTI NIIIBKOBOI0 060,10HKO0I0, 10 850 mr, o 10 TadreTok y GuicTepi; mo 12
GaicrepiB y KapToHHIii KopoOui
(bopma BHTYCKY, HO3YBaHHS, BHJI TAKYBAHHA NiKapCLKOro 3acoly)

Howmep peecrpauiitioro nocsinuenns UA/9477/01/02 crpox nii pecerpauiiioro nocsigyens 01.01.2099
Cepis nikapenkoro 3acoby Ne PC9006 KinskicTh BBe3eHOro Nikapebkoro 3acaby 8008

Bupobunk Jlex C.A., onbuia
(HaitmMenyBanHs BUpoGHIKa Jikapcbkoro 3acoly, kpaiHa ITOXOJDKCHHSA)

Baeseno B Ypainy Toapuerso 3 06Mexenolo BixnosizanpuicTio "Cangos Yipaina",
inent. xon: 38419586

(HaitMcHyBanHs Ta ko 32 €JIPTIOY topruunoi ocoby abo npissuiLe, iM's, 1o 6atbkoBi dizHunoi
0cob1 - MixmpueMiLs, ii Miclie TPoXKHBaHHS Ta peecTpalliftinii Homep 067iKOBOT KapTKH MiATHHKA
nozarkis abo cepis Ta HOMeEp TIACTIOPTA)

ITpoTokoa Bisyansuoro kourpomo six 08.11.2024 Ne 3458/4.

3a  pesynbTaTaMi  JIEPKABHOTO  KOHTPOJIO — BCTAHOBJIEHO, IO  JHKApChKHiA 3aci6 BBezeHo B Ykpainy 3

JOTPUMAHHSIM BiMOT 3aKOHOIABCTBA OO 3a6¢3MICUCHHS axocTi JiKapcbkux 3acobis.
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s P, dopma: Ceptudikar cepii M3
. %i@z Bepcin: 44094753.150124-76.4 Buaano:

NEK C.A., Monbiya

CEPTU®IKAT BIANOBIAHOCTI CEPII

s»éﬁ&
no 10 TabneTok y 6nicTtepi; no 12 6nicrepie B KAPTOHHI KOPOOBLI

PC9006 PC9006

Nek C.A.

Byn. JomaHieBckka 50 C, Bapliaga, 02-672, Monbla

Bupo6HuUua niueHsis Ne: 1 064/0095/15




dopma: Ceprudikar cepii 1113
Bepcin: 44094753.180822-1493.3 BugaHo:
NEK C.A., Monblija

iy,

Nexk C.A. 95-010 Ctpukos, Byn. Moaninie, 16, Monbuia

| ‘/ B npoLieci BUpoBHULTBA Ta NakyBaHHs He Byno BiaxuneHb, ki MOXyTb
BMAUHYTU Ha BUMYCK NPOAYKTY.

B npoueci Bupo6HULTBa Ta NakysaHHs Byno sadikcoaHo HacTynHi
BUAXUMEHHS, OUB. HKYE (peecTpaLiiini HOMEP BIAXUNEHHA B
eneKkTPoHHIl cucTemi obniky):

 Binxunenns Ne (GX_QEM): -

Lium nigTBepKylo AOCTOBIPHICTE Ta TOMHICTh BulleHaBeneHol iHchopMmauii. Lia cepis nikapcekoro 3acoby byna
BUrOTOBMEHA, BKIOYHO 3 YNaKOBKOK/MapKyBaHHAM Ta KOHTPONEM AKOCTI Ha BULLIEHaBEAGHUX BUPOBHUUNX AINbHULIAX
.y noBHiit BiNoOBIAHOCTI A0 BUMOT GMP MmiclieBux perynatopHux opraHis, a Takox Ao cneundikauil PeectpalliitHoro
. [Llocbe kpainu iMnopTepa abo dainy cneumdikauii 4OCMIAKYBAHOTO NiKapCbKoro 3acoby. [aHi npo BUTOTOBNEHHS,
ynakosKy Ta aHaniau cepii 6yno nepesipeHo Ta nigTBepAXeHo ix BignosigHxicTe cTaHaapTam GMP.

YnosHoBaXeHa ocoba Anna Jekielek

/Enekmponnuti nidnuc/  21.10.2024  15:59:05 +02'00'




®opma: Ceptudikar cepii M3
Bepcin: 44094753.150124-76.4 BuaaHo:
NEK C.A., MonbLua

CEPTU®DIKAT AHANI3Y

MET®OPMIH CAH1O3®, TabneTku, BKpUTI NNiBkoBo 060M0HKo0, no 850 mr

13 437

PC9006 42032240 PC0742 , 25.09.2024 08/2027

i

30BHiWHI® BUFNAAQ - OsanbeHi 6ini TabneTku, BKPUTI MIBKOBOK Bignosinae
obonoHkotlo, 3 Bigbutkom “M 850" 3 oaHoro
BOKY Ta PO3AINBHOK PUCKOKO 3 iHLWOoro Boky

. Cepepans maca . 891.8 mr + 5% (n=20) 882,20 mr
- OpwopiaHicTe €rp.®. 2.9.40 L1: makc. 15 abo L2: makc. 25 Bianosinae
A030BaHNX 0ANHUUb (po3paxyHKoBo-
Baroeuii MeTof)

PosnagaHHs €sp.®. 2.9.1 < 30 xBunuH 7 XB
PO34YUHHICTL Ph.Eur. 2.9.3, 275 % (Q) aa 15 xBunuH 97,0 %
(xop3uHka, 100 93.9 . 99.0 v,
06/xB. + 2 06/xB) ’ !
lneHTUdikauUin: BEPX afo TWX Mo3anTUBHO Bignosipae
MeTdpopmin HCI
lpenTudikauia: XimivHa peakuis MoanTusHo /
Xnopvau*®
lpeHTudikauin: XimiuHa peakuis MosuTuBHO /
TuTaHny piokena*
KinbkicHe BEPX abo Yo 850.0 mr = 5 % / Tabnetka 855,30 Mmr/itaén.
| BUSHEHeHHN: (sinnosinae 807.5 — 892.5 mr/rabneTka)
| MeTdbopmin HCI
CynyTHi foMilLKK
LiiaHoryaniguH BEPX, Bnachmit  <0,02 % < 0,004 %
OAVHUYHI HeBiaoMi BEPX, snacHuit <0.1% < 0,040 %

JAOMILLKK

Cyma [OMiloK BEPX, BnacHuit <0,3% < 0,040 %




®opma: Ceprudikar cepii M3
Bepcina: 44094753.150124-76.4 Bugaro:

NEK C.A,, Monblua

AND

5.09.2024

' N-HiTposoaumeTun- GC-MS/MS Makc. 0,032 ppm
. amiH (NDMA)***

Mikpo®Gionoriusa uucrora** BignosiaHo fo €ep.®. 5.1.4

TAMC <1000 KYOIr /- KYOIr
TYMC Cop.©. 2612+ 400 kvorr -1 KyOIr
2.6.13
Escherichia coli BiacyTHi/r -/~
. [MpumiTtku:

* - HepyYTMHHUI TecT, NPOBOANTLCS MIHIMYM OAVH pa3 Ha pik
** _ HepyTUHHUM TECT, 3AINCHIOETLCA ANA KOXHOT 25+ cepii MiHiMYM oavH pas Ha pik
“% . HepyTUHHMIA TECT, 3AIRCHIOETLCA ANS KoXHOI 10-1 cepii

Marta Skowronska / Jekielek Anna

/Enexkmponruli nidnuc/  21.10.2024  15:58:03 +02'00"

Oigitally signod by Fadoclionko Tetiana

F e d oC h en k (O DN: deecam, deanavat, ouspacpl.

0umS2Z, serinlNumbers 2116816,
cnF edochenko Taliana

Tet'a n a Reakon: Sandoz Ukriing OP on import
Oato: 2024.11.01 15:32:43 +0200"




b Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:
LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

10 tablets in blister; 12 blisters in carton

o

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

i A i =

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

‘/ During the course of manufacturing and packaging there were n
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.

Anna Jekietek

‘Digitally signéd”by Jekielek ‘/‘\nna

. ON: dec=com, dc=novartis, ou=people, ou=SZ,
J e k| e I e k An N serieiNumber=2213753, cn=Jekielek Anna
Reason: | am approving this document

Date: 2024.10,21 15:59:05 +02'00'
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Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

PC9006 42032240 PC0742 25.09.2024 08/2027

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

Mean Weight - 891.8 mg 5% (n=20) r 882.20 J 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 r 7 J min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 97.0 %
(basket, 100 rpm £ 2 rpm) 93.9 - 99.0 %

Identification: HPLC or TLC Positive Conforms

Metformin HCI

Identification: Chemical reaction Positive |

Chlorides*

ldentification: Chemical reaction Positive i

Titanium dioxide*

Assay: HPLC or UV 850.0 mg + 5 % / tablet T 855.30 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 <£01% < 0.040 %

impurities

Sum of impurities HPLC, in-house £0.3% < 0.040 %




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

LEK S.A., Poland

G b 4

; S é : niag %ﬁé 4 “33 :
PC9006 42032240 : PC0742 25.09.2024 08/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm not inspected | PPM
amine (NDMA)***

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

TAMC < 1000 CFU/g -I- CFU/g
TYMC Ph.Eur. 2.6.12+2.6.13 <100 CFU/g -I- 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
*** _ ot routinely determined, every 10th. batch

Marta Skowronska

Digitally signed by Jekielek Anna

. DN: de=com, de=novartis, ou=people, ou=SZ,
J e kI e I e k An n serialNumber=2213753, cn=Jekielek Anna
Reason: | am approving this document
Date: 2024.10.21 15:58:03 +02'00"
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JEPKABHA CJIYKBA 3 JITIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMW Y KHIBCHLKIU OBJIACTI

npos. Ceitymanoi Hauit, 3, m.Kuis, 02099, ren/dhake: (044) 363-06-50
E-mail: dls.ko(/dls.g,ov.ua, Kon €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTHL BBE3€HOT0 B YKpaiHy JIiKapchbKoro 3acody

14.11.2024 Ne 57964/24/10

MET®OPMIH CAHJIO3®

(HaiiMCHYBaHHS JTIKapCLKOro 3acofy 3rifHo 3 peccTpallifinum MoCRIAICHHIM)
TabJaeTKH, BKPUTI I1iBKOBOIO 060101 K010, 10 850 Mr, no 10 Tadaerok y GicTepi; mo 12
OJricTepiB y KapTOHHil KopoOLi

(thopMa BHIMYCKY, I03YRAHHA, BHL TAKYBAHHS NiKapchkoro 3acody)

Homep peecrpauiiinioro nocsiguenns UA/9477/01/02 erpox aii pecerpauiitnoro nocsiguenns 01.01.2099

Cepis nikapchkoro 3aco6y Ne PC9008 KinbkicTs BRe3CHOTO Sikapenkoro sacoty 8196
Bupo6imk Jlex C.A., Ilonbuia
(HalMeHyBaHHS BUPOBHMKA JlIKAPCHKOro 3aco0y, KpaiHa 1TOX0/UKCHHS)
Baeseno B Yipaiuy Tosapucrio 3 o6Mexenoro BianosigaxpuicTio "Canaos Ykpaina"
inewr. kox: 38419586
(naitmenyramis Ta kot CJIPTIOY soprunmior ocofie abo npitminne, iv's. no farhkonl higirmiol

0cobu - mianpuemiLd, i MiCUC NPOXKUBAHHS Ta peccTpalliitHuil HoMep 00MiKOBOT KAPTKH IJIATHHKA
mojiaTkiB abo cepis Ta HOMEp 11acriopTa)

[porokon Bisyansnoro xourposno sig 08.11.2024 Ne 3458/5.

3a  pesynabrartaMd  IepyKaBHOTO  KOHTPONIO  BCTAHOBIEHO, N0 Jlikapchkuii  3aci®  meeseno B Ykpainy 3

JOTPHUMAHHSM BuMOr 3aKOHOIABCTRA 110/10 3a0e31IeUeHHs SKoeTi Jtikapehkux 3acobis.
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®dopma: Ceprudikar cepii N3
Bepcin: 44094753.150124-76.4 BupaHo:
NEK C.A., Monblla

CEPTUGIKAT BIANOBIOHOCTI CEPII

UA/9477/01/02 44094753 YkpaiHa

MeTtdopmiHy rigpoxnopuay 850 mr

TabneTku, BKpUTi nniBkoBoto 060roHKoro, no 850 mr

G

no 10 TabneTok y 6nicTepi; no 12 6nictepiB B KAPTOHHIN KOpoOUi

PC9008 PC9008 8196

23.09.2024 08/2027

Nek C.A. Byn. lomaHieBcbka 50 C, Bapwaga, 02-672, lNonbwa

Bupo6Huua niueHszia Ne: 064/0095/15




®opwma: Ceptuchikat cepil ['113
Bepcif: 44094753.180822-1493.3 Buaaxo:

NEK C.A., Monblya

Nek C.A. 95-010 Crpukos, Byn. NMoaninie, 16, MNonblya

Jlek C.A. Byn. [lomaHieBchbka 50 C, Bapwasna, 02-672, Monblia

Byn. [lomaHieBcbka 50 C, Bapwaga, 02-672, Nonbuwa

B npoueci BupobHUUTBa Ta NakyBaHHA He ByNno BiAXUIEHb, AKI MOXYTb
BNSIMHYTU Ha BUNYCK NPOAYKTY.

B npoueci BupobHULTBa Ta NakyBaHHA Oyno 3adikcoBaHO HACTYNHI
BUAXUNEHHS, OUB, HMKYE (PeeCcTpaLinHUA HOMED BiAXUNEHHSNA B
eNeKTPOHHIN cucTemi obniky):

Biaxunexna Ne (GX_QEM): -/-

Lium nigTBepaXyto OCCTOBIPHICTL Ta TOYHICTL BulleHasedeHoi iHgopmauii. Lis cepis nikapcekoro sacoby 6yna
BUIOTOBIEHA, BKMOYHO 3 YNAKOBKOK/MAaPKYBaHHAM Ta KOHTPOMNEM SKOCTI Ha BULLEHaBedeHUX BUPOBHUYNX QiNbHULIAX
y noBHi# BianosigHocTi Ao suMor GMP MicueBWUX perynaTopHWX opraHiB, a Takox Ao cneuudikauii PeecTpauiiHoro
[ocbe KpaiHy imnopTtepa abo danny cneuudikauil gocnigxysaHoro nikapcbkoro 3acoby. [laHi npo BUrOTOBNEHHS,
ynakoBKy Ta aHaniau cepil 6yno nepegipeHo Ta NiaTBepAXeHO X BianosigricTs craHgaptam GMP,

CepTtudpikauia Cepii 23.10.2024

YnoBHOBaxeHa ocoba Anna Jekielek

/Enekmponnul nidnuc/  23.10.2024 20:13:15 +02'00'




®opma: Ceptudikat cepii N3
Bepcin: 44094753.150124-76.4

CEPTUDIKAT AHANI3Y

Bugano:

NEK CA., Monblia

PC9008

30BHiWHIN BUrnsg

CepepHna maca

OpHopiaHicTb

N030BaHUX OAUHULL

Po3nagaHHsa

PoO34unHHicTb

laeHTHpikauin:
MeTdhopmin HCI

lnenTudikauis:
Xnopuau*

laeHTUdikauyia:
TuTaHy giokena*

KinbkicHe
BU3HAUEHHS:

MeTdopmin HCI

CynyTHi goMilIKu
LliaHoryaHiauH

OANHUYHI HesinoMi
OOMILLKK

Cyma AOMILLOK

MET®OPMIH CAHOO3®, TabneTku, BKpUTi NNiBKOBOK 060noHKo, no 850 mr

42032240

€s8p.®. 2.9.40
(po3paxyHKoBoO-
BaroBuU MeTod)

€sp.P. 2.9.1

Ph.Eur. 2.9.3,
(kop3uHka, 100
06/xB. £ 2 06/xB)

BEPX afo TWLX

XimivHa peakuis

XimivHa peakuif

BEPX abo Y&

BEPX, BnacHuit

BEPX, snacHut

BEPX, BnacHui

PC0734 23.09.2024

08/2027

OanbHi  6ini  Tabnerku, BKPUTI NNIBKOBOK Bianosinae

obonoHkoto, 3 Biabutkom "M 850" 3 opHoro

B0oKy Ta pO3aiNbHOK PUCKOKD 3 IHLWOro BoKy

891.8 mr + 5% (n=20) 882,20 ] Mr

L1: Makc. 15 abo L2: makc. 25 Bignoginae

< 30 xBuUnNuH 7 XB

275 % (Q) 3a 15 xs8unuH 98,7 %
97,2 - 1002 | %

MosuTuBHO Bignoginae

Mo3uTuBHO /

[o3uTUBHO /

850.0 Mr + 5 % / TabneTka 852,30 Mmritaén.

(ginnosinae 807.5 - 892.5 mritatnetka)

0,02 % < 0,004 %

<01 % < 0,040 %

<03% < 0,040 o,




®opma: Ceprudcikar cepii I'M3
Bepcin: 44094753.150124-76.4 Bupato:

NEK C.A., Tonblua

MET®OPMIH CAHOO3®, TabneTtku, BKpUTi NNiBKOBOK 060/10HKO0, No 850 mr

PC9008 42032240 PC0734 23.09.2024 08/2027

N-HiTpo30oaUMeTUN- GC-MS/MS Make. 0,032 ppm He Aocnigxyeario| PPM

aMmiH (NDMA)***

Mikpo6ionoriyHa unctoTa** BignosigHo fo €8p.®. 5.1.4

TAMC < 1000 KYOIr 3= Kyor
TYMC Cop0.2.8.12% . w6 kv - Kyorr

2.6.13 ,
Escherichia coli BincyTHilr <= K
MpumiTkn:

* - HepyTUHHUIA TecT, NPOBOAUTLCA MiHIMYM O4UH pa3 Ha pik
** - HepyTuUHHWIA TecT, 3AIACHIOETLCA ANA KOXHOT 254 cepii MiHIMYM oauH pa3 Ha pik
¥ - HepyTUHHUI TecT, 3QINCHIETLCA ANA KoxHoi 1041 cepii

Marta Skowronska / Jekielek Anna

23.10.2024

/Enekmponrul nidnuc/  23.10.2024 20:11:50 +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 hydrochloride 850 mg

Film-coated tablets, 850 mg

10 tablets in blister; 12 blisters in carton

PC9008 PC9008 8196

23.09.2024 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

LEK S.A. 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 23.10.2024

Qualified (Authorized) Person Anna Jekielek

Digitally signed by Jekielek Anna
1 . DN: dc=com, dc=novartis, ou=people, ou=SZ,
J e k | e I e k An n a serialNumber=2213753, cn=Jekiclek Anna
Reason: | am approving this document
Date: 2024.10.23 20:13:15 +02'00'



METFORMIN SANDOZ®, film-coated tablets, 850 mg

Form:
Version:

FDF Batch certificate
44094753.150124-76.4

Issued by:
LEK S.A., Poland

CERTIFICATE OF ANALYSIS

PC9008

Appearance

Mean Weight

Uniformity of Dosage
Units

Disintegration

Dissolution

Identification:
Metformin HCI

Identification:
Chlorides*

Identification:
Titanium dioxide*

Assay:
Metformin HCI

Related substances
Cyanoguanidine

Single unknown
impurities

Sum of impurities

42032240

Ph.Eur. 2,9.40,

mass variation

Ph.Eur. 2.9.1

Ph.Eur. 2.9.3
(basket,100 rpm £ 2 rpm)

HPLC or TLC

Chemical reaction

Chemical reaction

HPLC or UV

HPLC, in-house
HPLC, in-house

HPLC, in-house

PC0734

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

891.8 mg £ 5% (n=20)

L1: max. 15 or L2: max. 25

< 30 min

2 75% (Q) after 15 minutes

Positive
Positive
Positive

850.0 mg + 5 % / tablet

(corresponding 807.5 — 892.5 mg/tablet)

<0.02 %
s01%

<0.3%

23.09.2024

08/2027

i‘r‘i\’%
Conforms
882.20 mg
Conforms

‘ 7 min
98.7 %
97.2 [! 100.2 | %
|
Conforms
e
-l-

852.30 mg/tablet
< 0.004 %
< 0.040 %
< 0.040 %




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

LEK S.A., Poland

METFORMIN SANDOZ®, film-coated tablets, 850 mg

PC9008 42032240 PC0734 23.09.2024 08/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm Not inspected | 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 “I-

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

23.10.2024 Marta Skowronska

Digitally signed by Jekielek Anna
. DN: de=com, de=navartis, ou=people, ou=S7
J e kl e Ie k An n a serialNumber=2213753. cn=Jekiclek Anna
Reason: | am approving this document
Date: 2024.10.23 20-11:50 +02°00"




TNEPXKABHA CJIVKBA 3 JIIKAPCbKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH YV KHiBCBKIM OBJIACTI

nipos. CeiTyunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog E[PTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOr0 B YKpainy JiKapchbKoro 3ac00y

23.10.2024 Ne 53449/24/10

MET®OPMIH CAHJIO3®

(HaliMenyBanHs NKapchKoTo 3aco0y 3TifHO 3 peecTpaLliiiiiiM TOCBiAYEHHAM)
Ta6JIeTKH, BKPHUTI ITiIBKOBOIO 000/10HK010, 10 850 MI IO 10 Ta6merok y Gaicrepi; mo 12
oaicTepis y kapToHHii KopoOui

(dpopma BRIYCKY, AO3YBaHHs, BH/ MaKyBaHHs JKapcbKoro 3acoby)
Homep peectpauiiisoro mocsiggenns UA/9477/01/02 erpox xii peectpauitinoro noceiguennsa 01.01.2099
Cepis nikapcskoro sacoby Ne PB4321 KinbKicTh BBE3eHOTO Tikapchkoro 3acoby 8064

BupobHHK Jlex C.A., Ilonsiia

(naliMeHyBaHHs BEPOGHIKa JiKapChKOro 3acoly, kpaina TIOXOJKEHHS)

Beeseno B Ykpaity ToBapHCTBO 3 00MEKEHOIO BiINOBIAANBHICTIO "Canpgo3 Ykpaina',
inent. xon: 38419586

(naitmenyBanns Ta koz 3a €JIPTIOY ropummtHol ocobu abo Mpi3BHILE, iM'A, 10 GaThKoBI disuuHOT
0co6H - iAmpHeMI, Ti Miclle POKHBAHHA Ta peecTpauliiiunil HoMep 061iK0BOT KapTKH IJIaTHUKA
nonatkis abo cepist Ta HOMep TTacTiopTa)

Tporokon Bizyansioro konrpoumo six 17.10.2024 Ne 3186/2.

3a pesyisTaTaMH  JAEpXKaBHOTO KOHWTPOJNHO BCTAHOBJEHO, 1O nikapcukuit  3aci6  BBeseno B Ykpainy 3

llOTpl/lMaHHﬂM BHMOT 33KOHO/ABCTBA LIOAO 3a6e3MeUeH s AKOCTI TiKapChKUX 3aco0iB.

o f ‘.O' s .
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®opma: Ceptudikar cepii M3
Bepcis: 44094753.150124-76.4

CEPTU®IKAT BIANOBIOQHOCTI CEPII

BupaHo:

NEK C.A., Monblwa

Nexk C.A.

Ne:

S e e Sad

(5&/ A28 RS A

y



®dopma: CepTudpikar cepii M3
Bepcis: 44094753.180822-1493.3 Bugano:
NEK C.A., Monbwa

£ |

B npoueci BupoBHUUTBA Ta NakyBaHHSA He Byno BigxuneHb, siki MOXyTb
BMAUHYTU HA BUMYCK MPOSYKTY.

- B npoueci BupobHuuTBa Ta nakysaHHs 6yro 3adikcoBaHO HACTYIHI
. BUAXWUIEHHS!, OMB. HWKYe (peecTpauiiHuniA HoMep BiaXuneHHs B
eMNeKTPOHHIN cuctemi obniky):

Lium nigTBepOxyr OOCTOBIPHICTL Ta TOYHICTb BuULieHaBefeHOo! iHdopmalil. Lis cepia nikapcbkoro sacoby Gyna

BUrOTOBIEHA, BKINHOYHO 3 YNaKoBKOK/MapKyBaHHAM Ta KOHTPONEM SIKOCTi Ha BULLIEHABEAEHUX BUPOBHUYNX AiNbHULAX
.y NOBHiIN BignoBigHocTi o BuMor GMP MicleBUX perynaTopHUX opradis, a Takox Ao cneuudikauil PeecTpauiiHoro
- Oocke KkpaiHu imMrioptepa abo daitny cneundikayil gocnigxysaHoro nikapcbkoro aacoby. [aHi npo BUroToBNEHHs,
© ynakoBKy Ta aHaniau cepii 6yno nepeeipeHo Ta NigTBEPKEHO iX BignoBigHicTe cTaHgapTam GMP,

CepTudikauia Cepii : 24.09.2024

YnoBHoBaxeHa ocoba ; Anna Jekielek

. /EnekmporHul nidnuc/  03.10.2024 14:47:47 +02'00'




- MET®OPMIH CAHOO3®, TabneTk1, BKpUTi NNniBkoB

®opma: CepTudikar cepii M3
Bepcis: 44094753.150124-76.4

CEPTU®IKAT AHATI3Y

IR

G

*

BupgaHo:

NEK C.A., MonbLia

PA572

4 1

30BHilWHIK BUrNag

CepenHsa maca

OaHopiaHicTb

[030BaHUX OQMHULDL

PosnagaHHsa

Po34unHHicTb

lneHTUbikadin:
MeTdopmin HCI

laeHTudbikauin:
Xnopuaun*

laeHTudikauia:
Tutany piokena*

KinbkicHe
BU3HaUYEeHHA:

MeTtdopmin HCI

CynyTHi nomilLkn

LliaHoryaHiguH

OanHuYHI Hesigomi

[JOMILLIKK

Cyma LoMitloK

€8p.9. 2.9.40
(po3paxyHKoBoO-
BaroBuiA MeToa)

€8p.®. 2.9.1

Ph.Eur. 2.9.3,
(kopanHka, 100
06/x8. + 2 06/x8)

BEPX abo TWX

XimiuHa peakuis

XimiuHa peakuis

BEPX abo Yo

BEPX, BnacHuit

BEPX, BnacHuit

BEPX, BnacHuit

OsanbHi 6ini Tabnetku, BKPUTI MNIBKOBOK
oBornoHkoto, 3 BiAGuTkoM “M 850" 3 ogHoro
BOKy Ta PO3AINLHOK PUCKOHD 3 iHWOoro Goky

891.8 mr = 5% (n=20)

L1: makc. 15 abo L2: makc. 25

< 30 xBUnNuH

275 % (Q) 3a 15 xBunuH

MoauTueHO

MosuTueHO

MosuTusHO

850.0 mMr £ 5 % / TabneTka

(Bignosinae 807.5 — 892.5 mr/tabreTka)

0,02 %
<0,1%
<0,3%
Cropinue 3 3 4

Bianosigae
892,40 Mr
Bianosipnae
r 7 XxB
98,5 %
96,5 = 993 | %
Bignosipnae
.-
ofa
845,90 mr/Taén.
< 0,004 %
< 0,004 %
< 0,004 %,




®opma: Ceptudikat cepii N3
Bepcin: 44094753.150124-76.4 BuagaHo:
NEK C.A., MNonblwa

PB4321

N_HiTpogonMMeTMn_ GC-MS/MS Makc. 0,032 ppm e ppm

amiH (NDMA)***

Mikpo6ionoriyHa uscroTa** BignosinHo po €8p.®. 5.1.4

TAMC < 1000 KYO/r “f- KYOIr

TYMC €ep.®. 26.12% 400 kyoir -1 KyOIr
2.6.13

Escherichia coli BincyTHi/r -

MpumiTku:

* « HepyTUHHUIA TECT, NPOBOAUTBLCA MIHIMYM OAIMH pa3 Ha pik
** . HepyTUHHUI TeCT, 3AINCHIOETLCA ANA KOXHOI 25+ cepil MiHiMyM oauH pas Ha pik
*** . HepyTUHHUIN TecT, 3AINCHIOETLCA ANA KOXHOT 10-i cepil

Digitally signed by Fedochenko Tetana

F e d (0] h en ko ON: do=com. de=novartls, ou=peogis.

ou=S2, sarioNumbor2 146816,
cn=Fedachenko Tetiuns

Tet' a n a Raason: Sandoz Ukraine QP onimpornt
Dale: 2024.10,10 15:36:05 +0300"
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Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:
LEK S.A,, Poland

BATCH CERTIFICATE OF CONFORMITY

| 7 %;,
¥e
s s

44094753

hal Batch
PB4321 i PB4321




Form: FDF Batch certificate
Version: 44094753.150124-76.4

i

gl Issued by:

LEK S.A., 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):

. 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.,

Anna Jekiefek

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=Jekielek Anna
Reason: | am approving this document
Date: 2024.10.03 14:47:47 +02'00'




SR

PB4321

Form:
Version:

FDF Batch certificate
44094753.150124-76.4

Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

Anlfactt

gﬂ%ﬁfggﬁé‘%?%

Appearance

Mean Weight

Uniformity of Dosage
Units

Disintegration

Dissolution

Identification:
Metformin HC}

Identification:
Chlorides*

Identification:
Titanium dioxide*

Assay:
Metformin HCI

Related substances
Cyanoguanidine

Single unknown
impurities

Sum of impurities

Ph.Eur. 2.9.40,
mass variation

Ph.Eur. 2.9.1

Ph.Eur. 2.9.3
(basket,100 rpm + 2 rpm)

HPLC or TLC

Chemical reaction

Chemical reaction

HPLC or UV

HPLC, in-house
HPLC, in-house

HPLC, in-house

Oval, white film-coated tablet with Conforms
embossment M 850 on one side and
score-notch on the other side
891.8 mg * 5% (n=20) | 892.40 5
L1: max. 15 or L2: max. 25 Conforms
<30 min 7 min
2 75% (Q) after 15 minutes 98.5 %
96.5 - 99.3 %
Positive Conforms
Positive
o/
Positiv
ositive -
850.0 mg £ 5 % / tablet r 845.90 mg/tablet
(corresponding 807.5 — 892.5 mg/tablet)
<0.02 % < 0.004 %
<01% < 0.004 %
<03% < 0.004 %




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

LEK S.A., Poland

07/2027

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm o= 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 ~l- 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

Marta Skowronska

Digitally signed by Jekielek Anna
. DN: de=com, dc=novartls, ou=people. ou=SZ,
k k serialNumber=2213753, cn=Jekielek Anna
e ' e e n n a Reason: Revision of document due to addition of /=" for
NDMA result.
Date: 2024.10.03 14:44:53 +02°00"




TEPKABHA CJIVIKBA 3 JIIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KMIBCBKIN OBJIACTI

npoBs. CBITIMYHOL Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
po AKiCTH BBE3eHOI0 B Ykpainy JiKkapcbKoro 3aco0y

29.05.2023 Ne 23684/25/10

MET®OPMIH CAH/I03®

(HaiiMeHyBaHHA JIKAPCHKOTO 3ac00y 3rizFO 3 peecTpaulifiHuM TIOCBi[IMEHHAM)
Tab6JaeTKH, BKPUTI TLUIIBKOBOIO o0Go1onKoI0, mo 850 mr, mo 10 tabieToK y GaicTepi; Mo 12
guicTepiB y KapTOHHIi Kxopooui

(opma BHITYCKY, AO3YBAHIA, BUIL aKyBaHs JiKapCkKOro 3aco0y)
Homep peecTpamifHOTo MoCBiT4eHHS UA/9477/01/02 crpok mii peecTpauiifHoro nocsifHenH 01.01.2099
Cepis nikapcbkoro 3acoby Ne PJ7791 KinbKicTh BBE3EHOTO JIKapchKoro 3ac00y 7873

BupoGHUK Jlex C.A., Tlonpma

(naiimenyBanHs BUpODHIKA sikapcbkoro 3acofy, kpaina TTOXOKEHHS)

Bee3eno B YKpaiHy ToBapHCTBO 3 00MeKeHO10 pinnosizansnicTio "Canao3 Ykpaina",
inent. xon: 38419586

(naiiMcHyBaHHs Ta KOZ 32 CJIPTIOY topumudHOL ocobu aGo npissuIe, iM's, TTO Garpkosi (QizwuHOl
0cobH - miampueMus, i Miclle MPOXHUBAHHA Ta peecTpauiiunii HoMeEp 061iKOBOT KapTKH TIIIATHHKA
nojaTkie abo cepis Ta HOMEp nacropra)

TIpoToK0JI Bi3yabHOTO KOHTPOJIIO Bl 29.05.2025 Ne 1527/1.

3a pesynbTaTaMK  ACPKABHOTO  KOHTPOIIO BCTAMOBJIEHO, TIO JIKapCHKHH 3aci6 BBe3cHO B YKpaiHy 3

JOTPHUM AHHSM BUMOT 3aKOHOJABCTBA 1ION0 3a6e3redeHH s SKoCTi TiKapChKuX 3aco0iB.
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dopma: CepTudikat cepil ms3
Bepcis: 44094753.150124-76.4

Bupado:
NEK C.A., Nonbwa

PGS

850 mr, Wo BiAnosiaae 662,9 Mr MeThOopMiHY

" Bupo6Huua nitensis Ne: . 064/0095/15




®opma: CepTudikar cepii M3
Bepcis: 44094753.1 50124-76.4

BupaaHo:
fIEK C.A., MNorbLia

Linm
BUrOTOBNEHA, BKIl
y NOBHIi BigroBigHOCTI 40 BUM

ynakoBKy Ta aHaniau cep

niaTBEPKYO [AOCTOBIpHICTb Ta
JOUHO 3 YNaKoBKOW/MapKyBaHHH
or GMP micueBux perynaTopH
[ocke KpaiHu iMnopTepa abo channy crneuu
ii yno nepesipeHo Ta nigTBEpMAKeHo X BiAMOBIQHICTb CTaHAa

s

Monbuwa

S

B npoueci BupoGHuUTBa Ta nakysaHHsi He Byno BigXxuneHb, ki MOXYTb
BRMVHYTY Ha BUMYCK NPOAYKTY.

a nakysaHHsa 6yno 3acpikcoBaHo HaCTYMHi

B npoueci BupobHuUTea T
(peGCTpaumHmﬁ HOMEP BiAXUNEHHA B

BUOXWUTEHHSA, ANB. HWX4e

eneKTPOHHIN cucTeMi obniky):

uii. Lis cepisi nikapCbkoro 3acoby byna
eHaBefeHNX BUPOBHUUMX AinbHULAX
MX opraHis, a Takox Ao cneuvdikauii PeecTpauiiHoro
PCHKOro 3acoBy. [laHi npo BUroTOBMEHHS,
pram GMP.

TOYHICTb BULLEHaBEAEHOT incpopma
M Ta KOHTpOMeM SKOCTi Ha BuLl

hikaulii AocnifpKyBaHoro nika

Artur Krajews

/EnekmpoHHul nionuc/  28.03.2025 1 5:48:46 +01'00'




30BHilLHIN BUrNaa

CepepnHsa maca

OaHopiaHICTL

[030BaHUX OAUHULb

PosnapnaHHs

Po34YUHHICTb

laeHTnikauis:
MeTdpopmit HCI

laeHTnikauin:
Xnopuan*

|peHTUdikauis:
TuTany giokena”

KinbkicHe
BU3HAYEHHA:

MeTdopmin HCI

CynyTHi AOMILLKN
LliaHoryaHiguH

OpUHWYHI HeBigoMi
[OMiLIKA

Cyma JOMILIOK

®opma: Ceprudikar cepii M3
Bepcis: 44094753.1501 24-76.4

CEPTU®IKAT AHANI3Y

S

Bupano:
NEK C.A,, Monblia

€sp.®. 2.9.40
(po3paxyHKoBoO-
Barosuit MeToa)

€ap.®. 2.9.1

Ph.Eur. 2.9.3,
(kopauHka, 100
06/xB. & 2 06/xB)

BEPX abo TWX

XiMiuHa peakuist

XimiuHa peakuis

BEPX a6o Y&

BEPX, BnacHuit

BEPX, BnacHuit

BEPX, BnacHuit

06.02.2025

OpanbHi  6ini  TabreTky, BKpUTI NNIBKOBOKO
oBonoHKo, 3 BiABUTKOM “M 850" 3 ogHOro
BoKy Ta PO3AINLHOK PUCKOIO 3 iHwworo 6oky

891.8 Mr 5% (n=20)

01/2028

BianoBiaac

|

886,30 Mr

L1: make. 15 abo L2: make. 25

< 30 xBunuH

275 % (Q) 3a 15 xBUnnH

MNoauTneHO

Bianogipae

-

MNo3nTtueHO

Mo3anTnBHO

|22

E Binnogigae
_

_

-
-

o
]

850.0 Mr + 5 % / Tabretka
(sinnosinae 807.5 — 892.5 mr/rabnetka)

<£0,02%
<0,1%

<£0,3 %

861,10 mr/tabn.




dopma: CepTudikar cepii TN3

Bepcis: 44094753.1501 24-76.4 Bupaxo:

NEK C.A., Monblya

| Kot r"‘?"%&z b Vi , e A . . i
MET®OPMIH CAHOO03®, tabneTku, BKpUTI NNiBKOBOHO oB6ornoHkoto, no 850 mr

PJ1426

GC-MS/MS Makc. 0,032 ppm r He Tecwaanu‘l ppm

N-HiTpO3OAUMETUN-
amin (NDMA)***

Mikpo6ionoriuHa yucToTa** BigNOBIAHO A0 €sp.®. 5.1.4

TAMC <1000 KYOIr - KyOIr

e €8p.0. 2642+ _ 400 (YOI s KYOIr
2613

Escherichia coli BincyTHilr el ]

NpuMiTKN:

* . Hepy TUHHMIA TeCT, NPOBOAUTLCA MiHIMyM OAUH pa3 Ha pik
** . HepyTWHHUIA TECT, 3AiACHIOETLCA ANA KOXHOI 251 cepii MiHiMym oAUH pas3 Ha pik
*** _ HepyTUHHUN TECT, 30iACHIOETLCA Ans koxHoi 101 cepii

Digitally signed by Azarenko Hanna

Aza re n kO DN: de=com, de=novartls, ou=people,
ou=52, serlalNumber=3234268,
cn=Azarenko Hanna

H a n n a Date: 2025.05.06 13:24:49 +03'00




Form: FDF Batch certificate
Version: 44094753,150124-76.4 Issued by:
LEK S.A,, Poland

%.?iz?;e%ﬁ{, .

Metformine hydrochloride 850 mg which corresponds to 662,9 mg of metformin

s
(e

PJ7791

A

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

Manufacturing License Ne:

064/0095/15




Form: FDF Batch certificate

Version: 44094753.150124-76.4 Issued by:
LEK S.A., Poland

i

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

87
o

Podilipie Str., 95-010 Strykow, Poland

LEK S.A. .16,

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

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.

LA AR Sy

28.03.2025

s

Artur Krajewski

Digitally signed by Krajewski Artur
DN: de=com, dc=novartis, ou=people, ou=SZ,
serialNumber=757067, cn=Krajewski Artur
Reason: | am approving this document

Date: 2025.03.28 15:48:46 +01'00"




PJ7791

Appearance

Mean Weight

Uniformity of Dosage
Units

Disintegration

Dissolution

ldentification:
Metformin HCI

Identification:
Chlorides*

ldentification:
Titanium dioxide*

Assay:
Metformin HCI

Related substances
Cyanoguanidine

Single unknown
impurities

Sum of impurities

CERTIFICATE OF ANALYSIS

Ph.Eur. 2.9.40,
mass variation

Ph.Eur. 2.9.1

Ph.Eur. 2.9.3
(basket, 100 rpm + 2 rpm)

HPLC or TLC

Chemical reaction

Chemical reaction

HPLC or UV

HPLC, in-house
HPLC, in-house

HPLC, in-house

Form:
Version:

FDF Batch certificate
44094753.150124-76.4

Issued by:
LEK S.A., Poland

PJ1426

06.02.2025

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

891.8 mg + 5% (n=20)

L1: max. 15 or L2: max. 25

< 30 min

> 75% (Q) after 15 minutes

Positive

Positive

Positive

850.0 mg £ 5 % / tablet
(corresponding 807.5 — 892.5 mg/tablet)

£0.02%
$01%

<0.3%

Conforms

-

886.30

7 me

Conforms

B 7 | min

98.8 %
98.2 - 99.8 %
Conforms
.-
-/-

861.10 mg/tablet

< 0.004 %
< 0.040 %
< 0.040 4] %




Form: FDF Batch certificate
Version: 44094753.150124-76.4 Issued by:
LEK S.A., Poland

irein 3y AU @ -
METFORMIN SANDOZ®, film-coated tablets, 850 mg

PJ7791 42032240

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm Not inspected | PPM
amine (NDMA)***

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

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

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

28.03.2025 ! Artur Krajewski

Digitally signed by Krajewski Artur
[ ] DN: dc=com, de=novartis, ou=people, ou=8Z,
K raj eWS kl Art u serialNumber=757067, cn=Krajewski Artur
Reason: | am approving this document

Date: 2025.03.28 15:47:41 +01'00'




TIEPYKABHA CJYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKIN OBJIACTI

npos. Caitnuunol Hauii, 3, m.Kuis, 02099, ren/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B YKpaiHy JiKapchKoro 32c00y

14.11.2024 Ne 57965/24/10

MET®OPMIH CAH/103®

(HaliMeHYBaHHA NiKapehKOTo 3acofy 3TiANo 3 peccTpalifHuM NOCBIMCHHSIM)
Ta61eTKH, BKPUTI MIIIBKOBOI 000JI0HKOI0, 110 850 mr, mo 10 Tadaerok y Gaicrepi; no 12
GuicTepiB y KapToHHiik kopoGui

(dhopma BRITYCKY, AO3YBAHHS, BUII NAKYBAHHS JIKAPCHKOTO 3acoby)
Homep pecctpauiituoro rocsiguenis UA/9477/01 /02 crpox aii pecerpauiiinoro nocsizuenis 01.01 .2099
Cepis nikapchkoro 3aco6y Ne PC9009 KinbkicTs BBeseHoro nikapehikoro sacoby 8199

Bupobuuk Jlex C.A., Tlonbwa

(MaiiMcHYBAHHS BHPOBHIK JIKapChKOro 3acoby. kpaika 1TOXO;UKCHHS)

BeeseHo B Ykpaiy ToBapuCTBO 3 00MEKEHO10 BilNOBIATBLHICTIO "Canno3 Ykpaina',
inenr. wou: 38419586

(HaiimeryBanHs T4 koa 33 CUPTIOY topujtHoi ocobH aBo NpisBULLE, iM'S, 110 BaThKOBI (isHiHOl
0co6H - MiAnpHeMIs, T Miclie TPOKUBAHHS Ta PECCTPAILINUIT HOMEP 0611iK0BOT KapTKH MIATHHKA
10J1aTKiR abo cepis Ta HoMep TractiopTa)

Mporokon Bizyansuoro kontpoo sin 08.11.2024 Ne 3458/6.

32 pesyabTaTaMi  JIEPXKABHOTO  KOHTPOAIO  BCTANORjEHO,  HIO nikapebkuii 3aci6 Beezeno B Yipainy 3

JOTPUMAHHAM BuMoOr 30KOHOAABCTBA U0 3aGe31ICHCHHS AKOCT] JHKapehKUX 3aco0iB.

¥ X P A by N, ‘
Q,Q%\Bv\ KO}{]’,’:O/\‘I Y\
RIS . 0 ., S,
A Yo g
TINOH S \

SRUY AU 5 SO W1 2 \)
(nog mn‘\jsfuz‘ Oa opquaﬂ Acpradf

Vi



ﬁﬁﬁl@ﬁ%« M@?’ dopma: Ceprudikar cepii M3
e

"W 5 Bepcin: 44094753.150124-76.4 BugaHo:
NEK C.A., Monblua

.

CEPTU®IKAT BIAMNOBIOHOCTI CEPII

- MET®OPMIH CAHOO3®

3

UA/9477/01/02 44094753 YkpaiHa

MeTdopmiHy rigpoxnopuay 850 mr

| TaGneTku, BKpUTI NNiBKOBOI 060NOHKOLD, NO 850 mr

no 10 TabneTtok y 6nictepi; no 12 6nictepiB B KAPTOHHIN KOPOOGL

PC9009 PC9009 8199

26.09.2024 08/2027

L

Nex C.A.

Byn. [lomaHieBcbka 50 C, Baplwaga, 02-672, Nonblya

Bupo6Huua niueHsis Ne:  064/0095/15




dopma: Ceprudikat cepii M3
Bepcisi: 44094753.180822-1493.3 BupaHo:
NEK C.A., Monblua

95-010 Ctpukos, Byn. Moaninie, 16, NMonblia

Nex C.A. Byn. JomaniescbKka 50 C, Bapwaga, 02-672, Monswa

Nek C.A. Byn. fomaHiesckka 50 C, Bapuwasa, 02-672, Monbwa

B npoueci BupobHuLTBa Ta nakysaHHa He ByNo BiAXUNEHb, AKI MOXYTb
BIMUHYTA Ha BUNYCK NPOAYKTY.

v

B npoleci BUpobHULTBa Ta NakyBaHHs Byno 3achikcoBaHO HaCTYNHI
BUAXWUMEHHS, AMB. HXKYe (PEECTpaLiiHuii HOMep BIAXWNEHHSA B
enekTPOHHiI cucTemi obniky):

BiaxuneHHs Ne (GX_QEM): -/-

Lum miaTBEpaXYo AOCTOBIPHICTL Ta TOMHICTL BulLleHaBeaeHol iHopmallii. Lis cepia nikapckkoro 3acoby byna
BUrOoTOBNEHA, BKNHOYHO 3 yﬂaKOBKO}OfMapKyBaHHHM Ta KOHTponem AKOCTI Ha BUlLlIeHABEEHUX BMDO6HM\4MX NiNbHULLAX
y rosHil BignosiaHocTi Ao Bumor GMP MiCLEBUX PEryraTopHUX opraHis, a Takox Ao crneuundikauii PeecTpalintoro
Hocke kpaiHu iMnopTepa abo tanny cneyudikauil LOCMIAKYBAHOrO MiKapCcbKoro 3acoby. [aHi npo BUrOTOBNEHHH,
ynaKoaxy Ta aHaniau cepii 6yno nepesipeHo Ta NiATBEPAKEHO X signoBignicTs cTaHaapTam GMP.

Ceprudikadin Cepil 24.10.2024

YnoBHoBaxeHa ocoba Anna Jekielek

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




®opma: Ceptudikar cepii N3
Bepcis: 44094753.150124-76.4

CEPTUDIKAT AHATNI3Y

BuaaHo:

NEK CA., Nonktya

MET®OPMIH CAHOO3®, TabneTku, BKPUTI NNiIBKOBOK 0GOJIOHKOIO, MO 850 mr

PC9009

42032240

PC0740

26.09.2024

08/2027

30BHIlWHIK BUrNAAQ

CepenHna maca

OaHopiaHicTL

[030BaHUX OAUHULL

PosnagaHHA

PO34YUHHICTL

lgeHTUdiKauin:
MeTdopmin HCI

lneHTUgikauia:
Xnopuaun*®

loeHTUdikauin:
TuraHy giokena™

KinbkicHe
BU3HAYeHHA:

MeTtdopmin HCI

CynyTHi foMilLKu
LiiaHoryaHignH

OauHWYHI Hesigomi
AOMitLKK

CymMa OOMiLLOK

€8p.®. 2.9.40
(po3paxyHKOBO-
Barosuit MeToa)

€sp.®. 2.9.1

Ph.Eur. 2.9.3,
(xop3awuHka, 100
06/xB. + 2 06/x8)

BEPX ato TLWX

XimiuHa peakuis

XimiyHa peakuis

BEPX abo Y®

BEPX, snacHu#

BEPX, BnacHuit

BEPX, Bnachui

OsanbHi  6ini Tabnertku, BKPUTI  MNIBKOBOK
oBonoHkow, 3 Biadutkom "M 850" 3 ogHoro
GOKyY Ta PO3AINLHOK PUCKOLD 3 iHLWOoro Boky

891.8 mr + 5% (n=20)

L.1: makc. 15 a6o L2: makc. 25

< 30 XBUNUH

275 % (Q) 3a 15 xaunuH

MosuTneHO

MNo3uTUBHO

Mo3UTUBHO

850.0 Mr + 5 % / Tabnetka
(Bianosiaae 807.5 — 892.5 mritabnetka)

<0,02 %
<0,1%

<0,3%

Bianoginae

884,50

Bianoeinae

Mmr

XB

%
%

Bianosinae

850,40

< 0,004

< 0,040

< 0,040

Mmr/Taén.

%
%o

%




dopma: Cepruchikar cepil {113
Bepcisi: 44094753.150124-76.4 BupaHo:
NEK C.A., Monblua

PC9009 42032240 PC0740 26.09.2024 08/2027

Make. 0,032 ppm < 0,010 ppm

N-HiTpO30AUMETUN- GC-MS/MS
amiH (NDMA)**

Mikpo®BionoriuHa uncrora** BignosigHo Ao €sp.®.5.1.4

TAMC <1000 KYOIr -I- KYO/r
€sp.®. 2.6.12 + -

TYMC oI 13 <100 KYOIr KYO!r

Escherichia coli BigcyTHi/r Al

Mpumitku:

* - HepyTUHHUI TecT, NPOBOANUTLCA MiHIMYM OAMH pa3 Ha pik
** . HepyTUHHMI TecT, 34INCHIOETLCA ANA KOXHOI 25-1 cepil MiHIMYM oauH pa3 Ha pik
©+ . HepyTUHHWIA TECT, 3AINCHIETLCA ANA KoXHOT 10-1 cepil

24.10.2024 Marta Skowronska / Jekielek Anna

/Enekmporruti nidnuc/  24.10.2024  15:57:54 +02°00°

Ol i by Foddatherkn §riang
oN

Fedochenko
Tetiana




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 hydrochloride 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

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

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

LEK S.A. 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): -l

| 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 Jekiefek

Digitally signed by Jekielek Anna
DN de=com, de=navartis. ouzpeople. ou=S7

J e kl e | e k An n a serialNUmber=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

PC9009 42032240 PC0740 26.09.2024 08/2027

Appearance - Oval, white film-coated tablet with Conforms
embossment M 850 on one side and
score-notch 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 i 6 min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 97.7 %
(basket,100 rpm £ 2 rpm) 94.8 | - ] 998 | %

Identification: HPLC or TLC Positive Conforms

Metformin HCI

. g - o B ]

Identification: Chemical reaction Pasitive /

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 cerificate
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 P 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 Skowroniska

Digitally signed by Jekielek Anna

: . DON: de=com, de=novartis, ou=people, ou=8Z,
] J e kl e I e k An n a serialNumber=2213753, cn=Jekiclek Anna

4 Reason 1 am appreving this docomaent

Date 2024 1024 15 57 ba 107700




vy
S D ®opma: CeprudikaT cepii [113

A N Z Bepcis: 44094753.150124-76.4 BnpoaHo:

JNIEK C.A., NonbLia

5 CEPTUDIKAT BI.EI,FIOBI.!],HOCTI CEPII

{HA: . ApTukyn 13 Ne:. a NPUSHANEHHA' -
UA/9477/01/02 | 44094753 Ykpaita

PC9010 PC9010 ' 8042

26.09.2024 08!2027

“ Appeca:

1 Byn. fomaHieeckKka 50 C, Bapwaea, 02-672, Nonbuwa
\

Bupo6Huua niuenHsis Ne: | 064/0095/15

CropiHka 134

G v W 7989
1114,




Popma: Cepridikar cepii 13
Bepcin: 44094753.180822-1483.3 BuaaHo;
NEX C.A,, Nonbwa

Byn. JomaHieecbka 50 C, Bapwasa, 02-672, NMonbwa

j ‘/ B npolieci BUpOOHULTBa Ta NakyBaHHA He ByNo BiaXueHs, siki MOXYTb
_{ | BAMNVHYTW HA BUIMYCK NPOAYKTY.

| B npoueci BupobHuUTBa Ta nakyBaHHs Byno 3adikcoBaHo HaCTyNH
- BUAXUNEHHSA, IUB. HIDKYe (peecTpaLiiHni HOMEp BIAXUNEHHS B :
ENeKTPOHHIR cucTemi oBniky): i

Lywv nigTeepfxyic QOCTOBIPHICTL Ta TOUHICTh BUweHaseaeHo! iHcdopmalyii. Ls cepisi nikapcbkoro 3acoby 6yna |

BUrOTOBMGHA, BKMIOYHO 3 YNAKOBKOI/MAPKYBAHHAM Ta KOHTPONEM SIKOCTI HA BULLEHAREEHNX BUPOBHUIUX OiNbHULSX |

Y NOBHIA BlanoBiaHOCTI A0 BuMor GMP micuesux PErynsaTopHUX opradie, a Takox go cneludikadil PeccrpalinHoro

Hocee kpaiiu imnopTepa abo dainy cneywdikanii focnimkysaroro nikapceKore szacofy, [ladi mpo BUroToBneHHs,
ynaxomky Ta aHanian cepii 6yno nepesipeHo Ta NiATBEPAXEHO TX BIANOBIAHICTE cTaHaapTaM GMP.

Anna Jekielek

/Enexmpornud nidnuc/  21.10.2024  16:36:03 +02'00"

CrtopiHka 22 4




SAN DOZ

30BHIWHIA BUrnsAp

CepenHs maca

OfHopigHicTL

A030BaHWUX OfMHULL

Pos3nagaHHA

Po34MHHicTL

tneHTUbikauis:
Metdropmid HCI

lpenTUdiKauin:
Xnopuauw*

lneHTUbikauin:
TwuTaHy plokeua

*

Kinskiche
BU3HAYEHHA:

Metdhopmin HCI

CynyTHI gomillkn

LliaHoryaninyy

OpuHWYHI HeBigomi

OOMILLKMA

Cyma gomiiok

Popwma: CepTtrdpikaT cepii N3
Bepcina: 44084753.150124-76.4

CEPTU®IKAT AHANI3Y

42032240

&pp.d. 2.8.40
{poapaxyHkoso-
BaroBuii MeToa)

€ep.®. 2.9.1

Ph.Eur, 29,3,
{kopauHka, 100
00/xB. £ 2 06/xB)

BEPX abo TLIX

XimivHa peakuis

XimidHa peakuin

BEPX afo Y&

BEPX, BnacHnit

BEPX, BnacHui

BEPX, Bnacani

OsaneHi Gini TabneTky, BKpPUTI NRNIBKOBOK
obornoskol, 3 BigButkoMm “M 850" 3 opHoro
GoKy Ta po3aiNbHOK DUCKOID 3 IHWOMO BoKy

891.8 mr + 5% {n=20)

1.1: makc. 15 aBo L2: makc. 25

< 30 xBrnuH

275 % {Q) 3a 15 XxBUNKH

MoauTreHO

Mo3nTUBHO

RoanTtneHo

850.0 mr £ 5 % / TabneTxa
{eipnosigac 807.5 — 892.5 mrirabneTka)

=002%
201 %

<£0,3%

Cropinka 3 3 4

Buaaxo:
NEK C.A., Monbwa

08/2027

Binnosigac
883,00 Mr
Bignoeigac
7 XB
98,2 %
95,8 = 100,06 | %
Bianosipae
-f-
-
848,80 mritabn.
0,004 %
0,040 %
0,040 o




o dopma: CeptudikaT cepii N3
A N D Z Bepecin: 44084753.150124-76.4 Bupano:

NEK C.A., NMonbwa

_ MET<DOPMIH CAHﬂO3® TabneTky, Bl{pMTl NMNiBKOBOKO 060110HKOI-O no 850 mr

1a , i_ ‘Cepisi in bulk Ne: | ‘[aTa BUpOGHULTBA: | |
PCQO1 0 42032240 PC1214 ‘ 26.09.2024

N'HiTp030,D,HMETHﬂ- GC-MS/MS Make. 0,032 ppm
aMmiH (NDMA)***

He gocnyrkysant| PPM

Mixpobionorivsa yuctoTa™ BignoeigHo fo €ep.®. 5.1.4

TAMC %1000 KYOk -/~ KYOIr

TYMC €8p.0. 2812+ 400 kyorr - KyOfr
2613

Escherichia cof BigeyTHi/r /-

MpumiTiw;

- HepyTuHKuiA TecT, NnpoBOANTLCA MIHIMYM OAWH pas Ha pik
** - HepyTuHHMIA TecT, 3AIACHIOETHCA ANA KOXHOT 254 cepil MIHIMYM oguHx pas Ha pik
** - HepyTWHHWA TecT, 3RINCHIETECH ANA KoxHoi 10-i cepii

21.10.2024 Marta Skowronska / Jekielek Anna

SO /CriokmporHut nidnuc/  21.10.2024  16:34:44 +02'00'

Digitaly signed by Fedoehanka Tetiana

Fedo chenko o do=com. de=novaits, oi=penple.

=52, seriaiumbar=z116816.
cnaFedochenio Tollara

Teti a N a Ruagon: Sandoz Ukre ne OF on mpar

Date: 20241101 16:08:15 +0200

Cropinka 43 4




&

AEPKABHA CIIYIKBA 3 JHKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHX Y KHIBCBKIH OBJACTI

npos. Ceimnuuniol Hanii, 3, M.Kuis, 02099, ren/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AKICTL BBE3¢HOr0 B YKpainy Jikapcskoro sacoby

14.11.2024 Ne 57966/24/10

MET®OPMIH CAHIO3®
(padvenysana NikAPCEKOFO 3aco6y ITiIHO 3 peceTpauifisi TOCBIIMCHIIM)
TabieTKH, BKPUTI IUTIBKOBOIO 060/10HIC010, 110 850 Mr, mo 10 Tabuaerox y 6anicrepi; mo 12
daicrepiB y kapToRHil Ropo6ui
((hopMa BHITYcKY, HO3YBaNLA, BHA NAKYBAHAS JIKAPCHKOro 3ac06y)

Homep pecerpauiiinoro nocsinuenns UA/9477/01/02 crpox nii peecrpauitinoro nocsiguenns 01.01.2099
Cepis nixapcbxoro sacoby Ne PC9010 Kinskicrs ssesenoro mixapenkoro 3acody 8042

Bupobuuk Jlex C.A., Tlompmia

(naliMenysauns BHpOOHIKA TKapCLKOro 3ucoby, Kpaiua NOXOMKCHHS)

Baesero & Yipaiy Tosapucrso 3 o6mescenolo BignosinanbuicTio "Cangos Yipaina",

imenr. kox: 38419586
(uatiMeirysanus Ta xox 3a CUPIIOY roprmitutol ocobu abo ripiseume, in'a, Ho GaTekosl GI3HHOI

0cofH - MANPHEMUS, {i MICLE NPOXHBAHHS TA PCECTPANtiftHMiT HoMep OBMKOBOT KAPTKH MIATHYKA
NOFATKIE abo cepis Ta HoMep nacnopra)

Mporoxos Bisyansioro konrposuwo sin 08.11.2024 Ne 3458/7.

3a  pesyibTaTaMH HEPKABHOIO KOHTPOMIG BCTANOBJGHO, MO JKapcekufi 3aci6 BmeseHo B Vipamy 3
JOTPAMAHHAM prMOr 3ax0HOAABCTEA LIOAQ 3afe3leyeHnn AKOCT Mikapehkux sacobis,

NRPAT
Ll A KOHrpH

N TR Ao/’?f;i, - .
% SN % _ Bixrop CTE®KIBCHKHH

H = u’%

. .
{no paqlﬂﬂnepﬂ :@%ro HTPONIO) %’/ manncy (initians ro npizeHue)
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