JIEPJKABHA CJIVKBA 3 JIKAPCEKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KUIBCHKIN OBJIACTI

npos. Ceitnnunoi Hanil, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3€HOT0 B YKpaiHy JikapcbKoro 3acody

10.12.2024 Ne 63566/24/10

MET®OPMIH CAH/103®

(HaliMEHYBaHHS NTIKApCLKOTO 3aC00Y 3TiAHO 3 peccTpauiiiiM NOCBi TUCHHSM)
Ta61eTKH, BKPUTI IIIBKOBOIO 060J10HK010, 10 1000 Mr, no 10 Ta6aerok y GuicTepi; mo 6
GaicrepiB y kapToHHil KopoOuwi

(opma BTTYCKY, 103yBaRHs, BU aKyBaHHs Jlikapcekoro 3acoby)
Howmep peectpauiitroro mocsixaenns UA/9477/01/03 crpox nii pecerpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne PD8027 KinnkicTs BBE3€HOTO Nikapckkoro 3acoby 13718

Bupobuux Jlex C.A., Tlonbpuia

(HaiiMeHyBaKHA BUPOBHUKA JikapCchKkoro 3acoby, kpaiHa MoXo/keHH:)

Baesero B Ykpainy TosapHucTBO 3 06MeKeHOI0 BiANOBigANLHICTIO "Canpgo3 Ykpaina",
inent. kox: 38419586

(naiimenyBarHs Ta ko 3a CAPTIOY ropumntroi ocobu abo npissuie, iM's, o 6aTbkoBi (iznurol
oco6u - mixnpueMus, ii Micle TPOXHBAHHS Ta peecTpauliiinuit Homep 06N1iKOBOT KapTKH MNIATHHKA
1o/1aTkiB a0 cepist Ta HOMEP NacnopTa)

HpoTtokoa Bisyansnoro konrpoao six 03.12.2024 Ne 3819/1.

3a  pesynbTaTaMH JIepKaBHOTO KOWTDOJNIO ~BCTAHOBJEHO, WO Jikapcbkuii 3acib BBeseHo B VYkpainy 3

JOTPUMAHHSIM BHMOT 3aKOHOIABCTBA OO 3a6e3ICUCHHS AKOCTI JIKApChKMX 3aC00IB.
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®opma: Ceprudikar,cepii N3 }
Bepcin: 44105488.070524-794.1 , Bunaso:

L TIEKCA, Monblia

44105488 YkpaiHa
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PD8027

95-010 Ctpukos, Byn. MNMoaninie, 16, Nonbua

" Bupo6Huua niueHsisa Ne:  064/0095/15




. d’opma’: Cepm(bika'r cepii N3 .
Bepcin: 44105488.070524-794.1 " Bupano:
JIEK C.A,, Mornswa

‘/ B npouieci BUpobHULITBA Ta NaKyBaHHA He Byno BiaxuneHb, SKi MOXYTb
- BASMIWHYTU HA BUNYCK MPOAYKTY. .

- B npoueci supotHultea Ta nakyBaHHs 6yno 3adikcoBaHO HACTYMHi
| BUAXUNEHHS, MB. Hik4e (peecTpauintui Homep BiJIXUNEHHSA B
- @NeKTPOHHIN cucTeMi 0biky):

UM nigTeepKyo AOCTOBIPHICTb Ta TOYHICTL BULLieHaBeaeHoi iHdopmauii. Lis cepis nikapcekoro 3acoby Byna

‘ BUrOTOBNEHA, BKIHOUYHO 3 YNAKOBKOK/MAapKyBaHHAM Ta KOHTDOMEM AKOCTI Ha BULLEHaBEAEHUX BUPOBHUYMX AiNbHULAX
y NoBHil BignosigHocTi Ao BuMor GMP micLieBUX perynaTopHix opraHis, a Takox A0 cneuundikauii PeecTpaliiHoro
[locbe Kpainy imnopTepa abo aiiny cneumdikauii AoCnimkysaHoro nikapcbkoro 3acoby. [aHi Npo BUrOTOBNEHHA,
ynakosKy Ta aHaniau cepii 6yno nepesipeHo Ta niaTBEpmKeHo iX BiANOBIAHICTL cTaHaapTam GMP.

Krzysztof Poszwinski

/EnekmporHuil nidnuc/  19.11.2024 09:28:10 +01'00'




®opma: Ceprudikat cepii M3 ) } o R
" Bepcin: 44105488.070524-794.1 - EE S "< BuaaHo:
NEK C.A., Monblua

 MET®OPMIH CAH.D,O3® Ta6neTKM BKPUTi NNiBKOBOK oSonom(oro no 1000 Mreo

* Ilara BWpoHuiiien. | Mlonan
14102024 : 0912027

PD8027

3oBHiWHIK BUFNAA - Osanbhi 6ini TabneTku, BKpuTi NNIBKOBOKO Bianoeinae
' 0BGONOHKOI, 3 pO3NOAINLYOID  PUCKOKD Ta
TucHeHHaM «M 1G» 3 ogHoro 6oky Ta rnaaki 3
iHWoro Goky
CepegHna Maca €8p.®. 2.9.5 1049,2 mr £ 5 %, (n= 20) 1044,3 mr
OpHopigHicTb €sp.®. 2.9.40 L1: make. 15 abo L2: makc. 25 Bianosinae
[030BaHUX oAUMHULUbL (po3paxyHkoBo-
BaroBuii-mMeTog)
Po3nanaHus ‘€sp.d. 2.9.1 : S S0 KEANHH . 8 XB
Po34uHHiCTb Eur.2.9.3 2 80 % (Q) sa 30 xBunuH 97,1 J
¢ PlEr. 2,53 (MeToa: kopauHkiK, 100+2 06/xB.) ’ %
96,1 - 98,3 %
laeHTUdpikauin: BEPX ato TLX Mo3UTUBHO Bianosigae
MeTdhopMit
lneHTUdiIKauin: XimivHa peakuist MoauTuso
A d)* 4 pearu He TectyBanock
Xnopuau
lneHTndikauin: imit j Mosutuato
Jal Cb. u Ximiva peakuyi He Tecryaneee:
TutaHy piokeung*
KinbkicHe BEPX a6o Yo 1000,0 mr £ 5 % / Tabn. 997,5 MriTasn.
BU3HAYEHHA: ) (wo signosiaae 950,0 — 1050,0 mr/Tabn.)

MeTdopmin HCI

Cy’ny'THf AOMILLKYA

UiaHoryaHiauH BEPX, metoa dipmu  <0,02% . B . 0,008 %.;
OﬁMHMQHi HeBiJ:LOMi g BEPX,l‘MeTOA dipmu  <0,1 % ' _ o S B A 0,0_40 - el % -
AOMiLLIKY : B e
CyMma AoMilLoK ' BEPX, metog dipmu <03 % : ; < 0;0.40 ‘ .,f’/nf ‘

B T N P S |
o Cvopibixe 3 a4




dopma: Ceprudikar cepii 113
‘Bepci,n: 44105488.070524-794.1 o Buganro:
IR cl g e et D el TEK C.A., Monswa

N-HiTpOIOAMMETUN- GC-MS/MS - Makc. 0,032 ppm o < 0,010 J ppm

amin (NDMA)

. MikpobionoriuHa qucfma** BignosigHo o €8p.®. 5.1.4

- TAMC <1000 KYO/r He TectyBas Kyoir

' TYMC eap.<;.621.6;12 ¥ <100 KYOIr He TecTygal KYOIr
Escherichia coli ‘ BiacyTHi/r ‘ He TectyBanochb
MpumiTku:

* « HepyTUHHMIA TEeCT, NPOBOAUTLCA MiHIMYM OOUH pa3 Ha pik
** _ HepyTUHHUI TeCT, 3AiACHIOETLCA ANA KOXKHOI 25-i cepii MiHiMyM oauH pa3 Ha piK

Renata Pawlak / Krzysztof Poszwinski

/Enekmponnutl nidnuc/  19.11.2024 09:30:17 +01'00’

Digitafly signod by Fedochnnko Taliana

F ed OCh en ko DN: dezcom, desnovartis, 0u=puople,
0u=5Z, sertalNimber2116816,
en=Fedochanko Tolisna

T etl a n a Reason: Sandoz Ukeaing GF on import

Dats: 2024,11.27 11:93:43 + 0200




Form: FDF Batch certificate
Version: 44105488.070524-794.1 Issued by:

LEK S.A,, Poland

BATCH CERTIFICATE OF CONFORMITY

ade Name of Medicinal Product
‘ METFORMIN SANDOZ®

oy

RN
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Form: EDF Batch certificate

Version: 44105488.070524-794.1 Issued by:
LEK 8.A., Poland

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

Adores
g e e

i S i i S RSB R i %
- 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):  --

af %‘@ﬁ\&%:

| 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.

pate

19.11.2024
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Krzysztof Poszwinski
POSZWi nSki Digitally signed by Poszwinski
Krzysztof
Krzysztof Date: 2024.11.19 09:28:10 +01'00"
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PD8027

Appearance

Mean Weight

Uniformity of Dosage
Units

Disintegration

Dissolution

Identification:
Metformin

Identification:
Chlorides*

Identification:
Titanium dioxide*

Assay:
Metformin HCI

Related substances
Cyanoguanidine

Single unknown
impurities

Sum of impurities

CERTIFICATE OF ANALYSIS

Ph.Eur, 2.9.5

Ph.Eur. 2.9.40, mass

variation

Ph.Eur. 2.9.1

Ph.Eur. 2.9.3

HPLC or TLC

Chemical reaction

Chemical reaction

HPLC or UV

HPLC, in-house
HPLC, in-house

HPLC, in-house

Form: FDF Batch certificate
Version: 44105488.070524-794.1

Oval, white, film-coated tablet, scored,
embossed "M 1G” on one side and plain

on the reverse side.

1049.2 mg + 5%:
(n=20)

L1: max. 15 or L2: max. 25

< 30 min

2 80% (Q) after 30 minutes.
Method: basket, 100 rpm £ 2rpm

Positive

Positive

Positive

1000.0 mg + 5 % / tablet

(corresponding 950.0 — 1050.0 mg/tablet)

£0.02 %
<01 %

<03%

Issued by:
LEK S.A., Poland

09/2027

Conforms

1044.3 mg

Conforms

min

97.

1 %

96.1 -

98.3 %

Conforms

Not tested

Not tested

997.5

mg/tablet

0.008

%

0.040

%

0.040

%o




Form: FDF Batch certificate
Version: 44105488.070524-794.1 Issued by:
LEK S.A., Poland

PD3562

fondslles

Reguireiie

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm < 0.010
amine (NDMA) - : : J PR

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

TAMC <1000 CFU/g Not tested CFU/g
TYMC Ph.Eur. 2.6.12 +2.6.13 <100 CFU/g Not tested CFU/g
Escherichia coli ' Absent/g Not tested

Notes:

* . not routinely determined, at least once a year

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

Renata Pawlak

POSZWi nSki Digitally signed by Poszwinski
Krzysztof
KrzySZtOf Date: 2024.11.19 09:30:17 +01'00"'
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