JAEPJKABHA CJIYKBA 3 JIIKAPCHKUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBHKII OBJIACTI

npos. Ceitauunoi Hagii, 3, m.Kuis, 02099, ren/takc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOro B YKpainy JiKapcenKoro 3acofy

10.10.2024 Ne 50570/24/10

MET®OPMIH CAHJIO3®

(HaliMeHyBaHHA JikapchKOro 3aco0y 3rifHO 3 peecTpaniitHUM NOCBiTUEHHAM)
Ta0JeTKH, BKPUTI NJIBKOBOXO 000.,10HK010, 10 500 Mr; 10 10 TabneToK y Oaicrepi; mo 12
Outicrepis y kapTonniit Kopo6ui
(dopma BuIycKy, NO3yBaHHS, BUA TNaKyBaHHA JiKapcEKOTo 3ac0by)

Howmep peectpaniitnoro nocsingenns UA/9477/01/01 CTPOK Aii peectpauiitioro nocsigwenns 01.01.2099

Cepis nikapcskoro saco6y Ne PA4733 Kinskicts BBe3eHOTO Mikapeskoro sacoby 13685

Bupo6uux Jlex C.A., ITonbuia

(HaliMenyBaHHs BUpOGHHKA JTikapchkoro 3acoby, KpaiHa TTOX0/KEHHS)

Beesero B Ykpainy Torapucreo 3 06Mexeno BignoBinaabHicTIO "Canno3 Ykpaina",
inent. xon: 38419586

(HarimMenyBaHns Ta kox 3a €JIPTIOY ropuanuHoi ocobu abo npissuue, iM's, o 6aThKOBI
0cobH - miznpuemus,

biznunol
il Miclle IPOXMBAHHA Ta peecTpawiiinuit HOMep 0671ikOBOT KapTKHM IIaTHUKA
noxatkis abo cepist Ta HoMep nacnopra)

Ilporoxoun eizyansnoro kontpomo six 04.10.2024 Ne 3013/2.

3a pesymbTaTaMM JepxaBHOTO KOHTPOJIIO  BCTAHOBIEHO, W0 JHKAPCHKHH 3aci6 BBE3eHO B VYkpainy 3

JOTPHMAHHAM sumor 3aKOHOJABCTBA 1100 3a0e3NeUeH s AKOCTI JKapChKMX 3aco0iB.
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dopma: Ceprudikar cepii '3
S A N D o Z Bepcia: 44094751.150124-76.6 Bupnano:

NEK C.A., Monblila

CEPTUDIKAT BIONOBIOHOCTI CEPII

UA/9477/01/01 : 44094751 ' YkpaiHa

- NMex C.A.

Bup

Cropivwa 13 4




dopma: Ceprudikar cepii N3
Bepcin: 44094751.150124-76.6 BugaHo:
NEK C.A., Nonbwa

Mex C.A. 95-010 Crpukos, syn. Moaninie, 16, Montuia

5 G i

V ' B npoueci BupobHuLTBa Ta NakyBaHH:
- BMAMHYTY Ha BUMYCK NPOAYKTY.

He Byno BiaxuneHb, sKi MOXYTb

B npoueci BUpobHMLTBa Ta NakysaHHs 6yno 3adikcosaHo HaCTynHi
’ BUOXUNEHHS, AVB. HIDKYe (peecTpauiniui Homep BiOXWUNEHHS B
eneKTPOHHI cucTemi obniky):

LiuM nigTBepmXyio AOCTOBIPHICTL Ta TOYHICTL BULLeHaBeaeHol iHdopmauii. Lis cepis nikapcbkoro 3acoby 6yna
BUFOTOBIIEHE, BKAOYHO 3 YaKOBKOW/MapKyBaHHSM Ta KOHTPONeM SKOCTi Ha BULLIEHABEAEHMX BUPOBHUYUX AiNbHULAX
|y noeHiit BignosiaHocTi ao sumor GMP MiclieBUx perynaTopHuX opraHis, a TakoX Ao cneumdikauii PeecTpaliitHoro
' [locbe Kpainu iMnopTepa abo dainy cneyudikauit AocnimxyeaHoro fikapcekoro 3acoBy. [lani npo BUTOTOBNEHHS,
- ynakoBKy Ta aHanisu cepii 6yro nepesipeHo Ta niaTBepmKeHO iX BigNoBiAHICTb cTanaapTam GMP.

YnosHOBaxeHa ocoba i Krzysztof Poszwinski

/Enexmponnull nidnuc/  17.09.2024  17:09:40 +02°00'

Cropiuka 23 4




®opma: Ceprudikar cepii M3

Bepcin: 44094751.150124-76.6 BupaHo:

NEK C.A., Monblwa

SANDOLZL

b

30BHiWKIA BUrNAagQ - Kpyrni, 6ini, asoBunykni Tabnerku, BKPUTI Binnosigae
nniskosoto oBornoxkoto, 3 Bigbutkom “M 500"
Ha OfHili cTOpOoHi | rnaaxi 3 iHWoT CTOpPOHK
CepenHs mMaca - 524,6 Mr £ 5%; (498,4 —~ 550,8 mr); (n=20) 517,7 Mr
OAaHopipHicTk €8p.®. 2.9.40 L1: makc. 15 abo L2: makc. 25 Bignosinae
A030BaHUX oAUHUIbL {pospaxyHkoBo-
Barosui MeTog)
PosnagaHHs €8p.0. 2.9.1 < 30 xBUMNH 8 xB
Po3uuHHiCTL Ph.Eur. 2.9.3, 275 % (Q) 3a 15 XBUNUH 97,7 %
Kop3uHka, 100 %,
obixa. + 2 06/x8 96,9 98,4 °
IneHTUdikauin: BEPX abo TLUX MNoauTusHoO Binnosigae
MeThopmin HCI
lpeHTUdbikauin: XimiuHa peakuis MosuTtueHO
. He TecTyBanock
Xnopuaum
lpeHTUikauin: XimiuHa peakuin MoauTtueHo
. He TectyBanocs
TuTaHy giokcug*
KinbkicHe BEPX abo Yo 500,0 Mr+ 5 % / Tabnetka 498,9 MriTabn.
BUSHaYeHHA: (signosinae 475,0 — 525,0 Mr/TabneTka)
MeTtdopmit HCI
CynyTHi nomiwku
LliaHoryaniguH BEPX, BnacHuit £0,02 % < 0,004 %
OAVHWYHI HeBigoMi BEPX, BnacHuii  s0,1 % < 0,040 %
OOMiLLKN
Cyma fomilLok BEPX, Bnachui  s0,3 % < 0,040 %

PA4733

CEPTU®DIKAT AHANI3Y

42033490

NW9571

Cropivka 33 4

15.07.2024

. MET®OPMIH CAHOO3®, TabneTku, BKpUTIi NNiBKOBOO 060/10HKOIO, 1Mo 500 Mr

06/2027




dopma: CepTudikar cepii M3
Bepcis: 44094751.150124-76.6 BupgaHo:
AEK C.A,, Monewa

MET®OPMIH CAHOO3®, TabneTku, BKpUTi NNiBKOBOIO ob6onoHKoto, no 500 mr

PA4733 42033490 NW9571 15.07.2024 . 06/2027

N-HiTpo3oAUMETUN- GC-MS/MS Makc. 0,032 ppm rHe TecTyBanoc| ppm
amin (NDMA)*

Mikpo6ionoriuHa yucroTa*™ BignosiaHo A0 €sp.®.5.1.4

TAMC <1000 KYO/r He TecTyBanocb | KYOIr
TYMC Gap.?j.s 21212 <100 KYOIr He TectyBanochb | KYOIr
Escherichia coli BigcyTHilr He TectyBanochb
MNpumiTku:

* . HepyTUHHWIA TECT, NPOBOAUTLEA MIHIMYM OAUH pa3 Ha piK
** _ HepyTUHHUI TeCT, 3AINCHIOETLCS ANA KOXHOT 25-7 cepii MiHiMyM OAMH pa3 Ha pik
*** _ HepyTUHHUI TecT, 30INCHIOETLCA ANS koxHoi 10-7 cepil

02.09.2024 Renata Pawlak / Krzysztof Poszwinski

/Enekmponnull nidnuc/  17.09.2024 17:14:05 +02'00'

Oigitally signat by Fadochenka Tetiana

F ed OCh en ko DN: descom, do=novartis, ou=paoplo,

au=5Z, sedalNumber=2116816,
en=Fndochenko Tetisnn H

T eti a n a Roason; Sandoz Ukraino QP on import

Date: 2024.09.30 10:53:51 +0300°

Cropinxka 4 3 4




S A N D o Z Form: FDF Batch certificate

Version:  44094751.150124-76.6 Issued by:

LEK S.A., Poland

BATCH CERTIFICATE OF CONFORMITY

METFORMIN SANDOZ®

Ukraine

UA/9477/01/01 ; 44094751

Page 1 of 4




S A N D 0 Z Form; FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

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

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

. 16, Podlipie Str., 95-010 Strykow, 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):

| 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.

Qualified (Authorized) Person

Poszwinski
Krzysztof
Krzysztof Date: 2024.09.17 17:09:40 +02'00'

Page 2 of 4




S A N D O Z Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A,, Poland

CERTIFICATE OF ANALYSIS

' METFORMIN SANDOZ®), film-coated tablets, 500 mg

PA4733 42033490 - NW9571 15.07.2024 06/2027

Appearance - Round, white, double radius film-coated Conforms
tablet, embossed ,M 500"on one side and
plain on the reverse side.

Mean Weight - 524.6 mg £ 5% (498.4 — 550.8 mg); 517.7 mg
(n=20)

Uniformity of Dosage Ph.Eur. 2.9.40, mass L1: max. 15 or L.2: max, 25 Conforms

Units variation

Disintegration Ph.Eur. 2.9.1 < 30 min 8 min

Dissolution Ph.Eur. 2.9.3 2 75% (Q) after 15 minutes 97.7 %
(basket,100 rpm £ 2 rpm) 969 |.| 984 o,

Identification: HPLC or TLC Positive Conforms

Metformin HCI

Identification: Chemical reaction Positive
) Not tested

Chlorides*
Identification: Chemical reaction Positive

- I Not tested
Titanium dioxide*
Assay: HPLC or UV 500.0 mg £ 5 % / tablet 498.9 mg/tablet
Metformin HCI (corresponding 475.0 — 525.0 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 £03% <0.040 %

Page 3 of 4




S A N Q 0 Z Form: FDF Batch certificate
Version: 44094751.150124-76.6 Issued by:

LEK S.A., Poland

' METFORMIN SANDOZ®, film-coated tablets, 500 mg

15.07.2024 06/2027 .

PA4733 42033490 ~ NW9s71

N-Nitrosodimethyl- GC-MS/MS max. 0.032 ppm Not tested
amine (NDMA)*™** ‘ ppm

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

TAMC <1000 CFU/g Not tested CFU/g
TYMC Ph.Eur. 2.6.12+26.13 5100 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

= _not routinely determined, every 10th. batch

Renata Pawlak

02.09.2024

POSZWi nSki Digitally signed by Poszwinski
Krzysztof
Krzysztof Date: 2024.09.17 17:14:05 +02'00'
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