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M BERLIN-CHEMIE
| MENARINI

Certificaie of Analysis / Batch Certificate

Product: Siafari KR 1000

Dosage: 1000 mg Pharmacautical Form:
Pack Size: B (415 Pack Size Unit:
Packaging Type: Rlistar

Intermal Product Code: F162834

Batch no.: L2214 Analysis Numlser:
Mumber of packages (Quantity): 2060 Packages Storage Conditions:
Date of Manufaciure: PRI 2RATRG Date of Expiry:

Cate of Analhysis: AL R Dale of Balch Reloase;
Country of Destination: Lkraine Batch Releaser Country:
Manufacturer: Berin-Chemie AG

Markeling Aulhorisalion n.: A2 0045/07,/02

Mormative Documentation: Py

LIS Low Mum: 174847 Faga 1 of 4

Frolonged-release tablat
piecas

1749£7F

ne special storage
conditions
22028

07052026
Carmany
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BERLIN-CHEMIE
hd MENARINI

Certificate of Analysis / Batch Certificate

Genaalogy

SF Name: Metormin-HCL 1000 mg XE, axdendand release tablet

5F Manufacturer Site Information: Certaur PhamEceutical Fvt. Lid . Pune - Flat Na. 4 Intematianal Biotech Park,
Pune, Msharashira 411057, Hinawadi, Pnase I, Indi@

5F Manufacturer Batch number: 5251035

Manufacturers

Manuracturing she of bulk

Manufacturer: Cantzur Prarmace stical Pyt. Ltd. - Gertaur Pharmaceutical Pet. Lid., Puna

Address: Plot No. 4, Internatanal 3ictecn Park, Puna. Maharazhira 411057 Hinjewadi, Phasa |l India
Manufacturing Authorisation Mumber; 25-PDJ/ 32

Murmber of Certificate of GMP complisnce: DE_EE_D1_GMP_2023_ 0050

Menufacturing site of packaging

Manufacturer: Berlin-Cremie AG - Badn-Chamia Al

Address: Glienicker Weg 125 12439 Berlin, Germzny

Manufacturing Authorlsatlon Number DE_3E_01_MIA_=025 LOOE
Mumber of Cartificata of GMP compllance: DE_EE_01_GMP_2028 0018

Batch release sibe

Manufacturer: Berlin-Chema AG - Badin-Chamiz AG

Address: Glienickar Weg 126, 12439 Berlin, Gammany

Wanufacturing Authorigation Number. DE_3E_01_MIA_Z028 DDOE
Mumber of Cerificate of GMP compliance: DE_BE_C1_GMF_Z025 0015

LIWE Lot Murn. 172347 Faoe 2 of 4
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BERLIN-CHEMIE
hd | MENARINI

Cortificate of Analysis / Batch Certificate

Spacification

Wutibs [o cff whibs owal taolot

debagacd wdlt ERAGID an G aids

are plam on athar akda
2200 vz 0.20 mm

1050 vrr £ C.20 mm

.90 rmm L3530 mm

15505 mg =31 %

=100 AV = T 0L, =30 AV
180 [L1) ane no indeiduml canbart
< LrSeh or = 1 250

=5%

10 - 31 "% of acel zlaim
20 - 4 " af abel claim
d4 - B % af abel claim
= ES " of label daim

18- 30 % o7 abal cdalm
200 AF ¥ ol bl Gaim
Ad - 84 %) wl bl claim
= &5 % ol lalel clain
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= 02 %
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Result Taating

Freguency

Zanfarma

2208 mm
1066 mm
885mm
A6 A0 mg
Complins

4 "%

Mid tasied
Mol taEed
Mol tasled
Mol rasted

2U %
29 %
LA
BT %

M hesied
Posibve
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ol tesbee
Mot ieshec
Mot feakze

=001 %
=01 %
=01 %
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BERLIN-CHEMIE
MENARINI

Cenrtificate of Analysis / Batch Certificata

lEem Specification Result Testing
Frequency

HOMA Pl Eur, 2.2.28, Fh. Eur. = 4% pak =3 ppb A0
1.Z2.43)
TA&ME |Ph. Eur, 2,642} = 10%3 GFLfg =100 CFUg LR ]
TYMC |Fh. Eur. £6.12] = 052 GF Lk <100 CFUY &0
Eachericha ¢oll (Ph, Eur, 2.6.13) Aksenlint g CoAlEnrs 510
ASSayY

Medzmin hwdmachlonze (Ph Fur 20 95 - 105 %5 al k] clam Mot feebed

228 rmalrad 1

Meslomn hydrachlonze (Rh Cur. 20 95 - 105 % of [2ke=] clzm s BN

2247, matkad 2

sl Frosueniy Seplaralion
s e el et pui e © 27 2lE
= Ry fesf mowsd oery W ois
= 0% lesi perluimes e par gen 10 HI el o bl Padbyaan g, e s pastliae oot v P30 bed e Tooonced v thils

Explanation Henealogy:
APl Active pharmaczectical ingradient
5F: Sznrifinished prodast

Batzn Releasa Site: Barin Chemis AG, Glienicker Weajg 125 12444 Barlin, Germany
Murmber o Manufacturing Autho-ieation for LA DE_BE_01_MI&_ 2025 DOGE

Ceartifination: | Fareby certify thal the zbave infzrmalian i authantic and accurate. Th 5 bateh of aroduct has been
manJfacturad, including packagingilabelling and quality contre! at the above menticned sitefs) in full complanca with the
EMP requiraments of the local Ragulatzey Autherity and with the specfications in the Marketing Autherisston of the
impcrting country. The batch srecassing packaging and analysis reconts were revirwerd and found fo b2 in compliance
with GRP.

The batch hzs bean lested acconding to the valld testing standard. The qualty compleas with the specification.

Final Status: spproved far markat

|
4 2
&'ﬂh.. Ao q:'j;.--. .'-%.-'f
1:{:‘. LE R 1“'.':_.
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Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 174746

M BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162034
54220A

8858 Packages

23/12/2025
13/05/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4

Prolonged-release tablet
pieces

174746

no special storage
conditions

31/12/2028
13/05/2026

Germany



M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet

SF Manufacturer Site Information: Centaur Pharmaceutical Pvt. Ltd., Pune - Plot No. 4, International Biotech Park,
Pune, Maharashtra 411057, Hinjewadi, Phase II, India

SF Manufacturer Batch number: 5251034

Manufacturers

Manufacturing site of bulk

Manufacturer: Centaur Pharmaceutical Pvt. Ltd. - Centaur Pharmaceutical Pvt. Ltd., Pune

Address: Plot No. 4, International Biotech Park, Pune, Maharashtra 411057, Hinjewadi, Phase I, India
Manufacturing Authorisation Number: 25-PD/182

Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0090

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12488 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 174746 Page 2 of 4



Item

Appearance (organoleptic)

Length

Breadth

Thickness

Average mass

Uniformity of dosage units
{Ph. Eur, 2.9.40)

Loss on drying (IR-drying)

Dissolution {Ph. Eur. 2.9.3),

method 1
1. For 30 min

2.For1h

3.For3h

4. For10h
Identification

Metformin hydrochloride (Ph. Eur. 2.

2.29), method 1

Metformin hydrochleride (Ph. Eur. 2.

2.29), method 2

Metformin hydrochloride (Ph. Eur. 2.

2.24)

Chemical purity (Ph. Eur. 2.2,

29), method 1
Impurity A

Unknown impurities, each
Total impurities

Chemical purity (Ph. Eur. 2.2.

29), method 2
Impurity A

Unknown impurities, each
Total impurities

NDMA (Ph. Eur. 2.2.29, Ph. Eur.

2.2.43)
TAMC (Ph. Eur. 2.6.12)

TYMC (Ph. Eur. 2.6.12)

Escherichia coli (Ph. Eur. 2.6.13)

Assay

Metformin hydrochloride (Ph. Eur. 2.

2.29), method 1

Metformin hydrochloride (Ph. Eur. 2.

2.29), method 2

LIMS Lot Num: 174746

‘- BERLIN-CHEMIE

MENARINI

Certificate of Quality

Specification

White to off white oval tablet

debassed with 'SR1000' on one side

and plain on other side
22.00 mm £ 0.20 mm

10.50 mm £ 0.20 mm
8.90 mm £ 0.30 mm
1560.45 mg £ 3.0 %

n=10: AV = 15.0 (L1); n=30: AV =
15.0 (L1) and no individual content

< 0.75xM or > 1.25xM
=5%

10 - 30 % of label claim
20 - 40 % of label claim
44 - 64 % of label claim
2 85 % of label claim

Proof of identity with reference
substance
Proof of identity with reference
substance
Proof of identity with reference
substance

£0.02 %
<01 %
<04 %

£0.02 %
=01%
<04 %
< 48 ppb

<1043 CFU/g
<102 CFU/g

Absentin1g

95 - 105 % of label claim

95 - 105 % of label claim

Page 3 of 4

Result

Conforms

22.10 mm
10.55 mm
8.87 mm
1553.63 mg

Complies

4%

19 %
28 %
50 %
86 %

Not tested
Positive

Positive

Not tested
Not tested
Not tested

<0,01 %
<0,1%
<0,1 %
<3 ppb

<100 CFU/g
<100 CFU/g

conforms

Not tested

102 %

Testing

Frequency

A10

A10
A10

A10



M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Testing Frequency Explanation:

- Ax: test added every “x” lots

+ Ry: test removed every “y” lots

+ [365: test performed once per year; 1180: test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
APl Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the

importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Qualified Person

13/05/2026

e, I
PR h"b

LIMS Lot Num: 174746 Page 4 of 4



TIpoayxr:
Jlo3yBsauHs:
Po3mip ynakoBku:

Bup ynakoBku:
BuyTpinmiii ko npoaykry Ne:
Howmep cepii:

Po3mip cepii/KinbkicTs:

Jata BUpoGHUIITEA;

JlaTa anamisy:
Kpaiua-immoprep:

Hasga BupoOHUKa:

Howmep peecTpatliitHoro
MOCBiTYeHHS

HopMaTHBHA TOKYMEHTAIIiS:

LIMS Lot Num: 174746

BERLIN-CHEMIE
V] MENARINI

Ceprugikar sikocri

Ciodop® XR 1000
1000 mr
60 (4x15)

Bruicrep
F162934
54220A

8858 ynakosok

23/12/2025
13/05/2026
VYkpaina

Jlikapcrka dopma;

O
VYIIAKOBKH;

Homep anamisy:
‘YMoBH 30epiraHus:

Jlarta
TepMiHy IPUIATHOCTI:
Jlata BUITYCKY cepii:
Kpaina-BupoOHUK:

BEPJIIH-XEMI AT"

UA/20045/01/02

He 3acrocoByeThes

Cropinka 134

TabneTku MPOJIOHTOBAHOT JIii
YIaKOBKH

174746
CrewniabHi yMOBH
30epiraHHs He BUMaraloThCs

31/12/2028

13/05/2026
HiMeuauna



BERLIN-CHEMIE
V] MENARINI

IlosicHeHHS

Ha3ga IIII: Merdopminy rigpoxnopun 1000 Mr XR, Tabnetku nponoHroBaHoi i

Indopmanis npo Bupodunuy ainenumo II: Henrayp ®@apmaneyrikan I[1st. JITa., ITyne — ITnor Ned, Intepuarionan
Biorex Iapk, ITyne, Maxapamrpa 411057, Xinmxesani, ®aza I1, Iunis

Homep cepii sBupodnnxa ITIT: 5251034

BupoOuukn

Bupo6uunrso «in bulk»

Haiimenypanns Bupo6uuka: Centaur Pharmaceutical Pvt. Ltd. — Ilenrayp ®apmaneyrikan I1et. JIta., ITyne
Micuesnaxomxents Bupobuuka: Ilnor Ned, Intepuarionan biorex Iapk, ITyne, Maxapamrrpa 411057, Xinmpkesani,
®aza 11, Iupis

Howmep ninensii Ha BupobuuuTBo: 25-PD/182

Howmep ceprudikary GMP: DE_BE_01_GMP_2023_0090

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuuauna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 3 4
LIMS Lot Num: 174746



BunpoOysanns

Omnuc (opraHoJeNTHIHHA)

JoBxuna

Hlupuna

Toruaa

Cepemus Maca
OpHOpIAHICTE  O30BaHUX
omuuuie (Ph.Eur. 2.9.40)

Brpata npu BHCYIIyBaHHA
(I4-cymka)
Pozunnenns
2.9.3), meTox 1
1. Ipotarom 30 xB
2. TIlporarom 1 roguau
3. Iporsrom 3 rogux
4. Ipotarom 10 rogux
InenTudikanis

(Ph.Eur.

MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), meron I
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), metox 11
MerdopMmiH  rigpoxiopun
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A

HesigoMi ToMillIKH, KOKHA
Ychoro JoMimok
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11
Jomimka A

HesigoMi ToMillIKH, KOXKHA
Ychoro JoMimok
NDMA (Ph.Eur.
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinekicHe BU3HaYeHHS
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), merox I
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), metox 11

2.2.29,

LIMS Lot Num: 174746

BERLIN-CHEMIE

Ad

Cnenndikanis

Tabnerku oBansHOT opMu Bij Gioro
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.

22,00 MM % 0,20 MM

10,50 MM # 0,20 MM

8,90 mm + 0,30 MM

1560,45 mr £3,0%

n=10: AV < 15,0 (L1);

n=30: AV < 15,0 (L1) ta omme
IHIUBIyabHE 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM

<5%

10-30% Bij 3asBlIEeHO] KiTEKOCTI
20-40% Bif 3asBlIeHO] KiTEKOCTI
44-64% Bif 3agaBlIeHO] KiTEKOCTI
> 85% Bij 3agBJIEHO] KiJIEKOCTI

Jlokas iJEHTMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO
Jlokas iJEHTMYHOCTI 3 ETAJOHHOI0
PEYOBHHOIO
Jlokas iJEHTHMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%
<48 ppb

<10* KYO/r

<102 KYO/r

Bincytua/r

95-105% Bif 3aABlIEHOT KiNbKOCTI

95-105% Bif 3aABlIEHOT KiNbKOCTI

Cropinka 3 3 4

MENARINI

PesyawTarn (3
OAHHHIISIMH
BHMipIOBAHHSA)

Bignosifgae

22,10 MM
10,55 MM
8,87 MM
1553,63 mMr
Bignosigae

4%

19 %
28 %
50 %
86 %

He nposoaunocs
IToszuTHBHO

ITozutusHO

He nposoaunocs
He nposoaunocs
He nposoaunocs

<0,01 %
<0,1 %
<0,1 %
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

102 %

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

Al0

Al0
Al0
Al0



BERLIN-CHEMIE
MENARINI

Yacrora TeCTYBAaHHSA

AX: TeCTyBaHH BKIIIOUA€ KOKHY (X» CEpilo

Ry: TecTyBaHHS BUKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHS IPOBOIUTLCS OJMH pa3 Ha pik; 1180: TecTyBaHHS POBOAUTELCA Pa3 Ha ITik poky; 190: TecTyBaHHs
TIPOBOJMTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs IIPOBOHTECA KOXKHOTO MicsIs

Ilosicaenns:

A®I: AxTBHHH (apMalleBTHYHHIT HrpeXieHT
IIT: TMpomiskuuit MPoayKT

MicuesHaxofkeHHs: BUpOOHUKa, 1o BUITYCTHB cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,

Himeuunna
Howmep ninensii na supobuuuTBO 18 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikat: [lum s 3aceinuyro, mo HaseleHa Buile iHdopmauis e xocroipHON Ta TouHOM. L0 cepito mpomykuii Oyno
BHT'OTOBJIEHO, BKIIOYAKYH [TAKyBAHHA/MapKYBaHHS Ta IPOBEJIEHO KOHTPOIb i AKOCTi HA BHINE3a3HAYEHHX BAPOOHHIMX NiMBHALIX Y
noBHi i BinnosiHocTi 3 BUMoramu HBII, BeranoBeHMME MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJIOBIIHO N0 crienuikariii,
0 MICTATECA Y peecTpauiiiHomy jgocke. IIporokoms BHpoOHMIITBA, NAKyBaHHA Ta aHaNi3iB OyJIO TNEPErisHYTO Ta BCTAHOBIEHO
BignosigHicTs HBIT.

Cepis 6yna npotecToBaHa BiINOBIHO JI0 YHHHOTO CTAHJAPTY TecTyBaHHs. fKicTh BifnoBinae cnerpdikanii.

dinaneHuii cTatyc: BumymieHo

YroBHOBaXkeHa ocoba

J-p Pikapna Xoddmanu (nionuc) (newamxa)

13/05/2026

Cropinka 4 3 4
LIMS Lot Num: 174746
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Praduct:
Dosage:
Pack Size:

Packaging Type:
Intermal Product Code:
Batch no.:

Mumber of packages {Quantity):

Date of Manufacturs;
Date of Analysis:

Country of Destination:
Manufacturer:

Marksting Authorization n.:
Momative Documentation;

LIRYS Lot Mum: 173188

BERLIN-CHEMIE
MENARINI

Certificate of Quality

Siefar® xR 1000

1300 mg
G0 (4x15]
Elizier
F182534
SAZI2A

940 Packages

ZAN 22025

OF 052025
U=raine
Berlin-Chamis Al

AR 50102
M

Pharmaceutical Formm:
Pack Size Unkt:

Analysis Number;
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Fage 1 of 4

Prolonged-release (2blat
Diecas

17Th18s
N special storage
canditans
028
ARSI A026G
Genmany
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Certificate of Quality

Genealooy

&F Mame: Metormin-HCOL 1000 mg ¥R astendend release tabiat

SF Manufacturer Site Information:  Centaur Phasmaceudtical Pet. Ltd., Purs - Plat Ma. £, Internaticnal Hiatech Park.
Fune, Maharashta £11057, Hinjewadi, Phase |1, India

SF Manufacturer Batch number: 5251035

Manwufaciurars

Manufacturing site of bulk

Manufacturer: Centaur Pharmacedtica Pyt. Lid. - Centaur Phamaceutical Put Lid, Fune

Address: Plat Mo, 4. Internatonal Biolech Park, Pune, Mabarashba 411357, H njewadi, Phase | India
Manufacturing Authorisation Number: 25-POV1 82

Wumber of Cartificate of GMP compliance: DE_BE_01_(GMP_2023_0050

Manufacturing site of pachkaging

Menufacturer: Berlin-Chemiz AG - Berlin-Cherie AG

Address: Glianizkar \Weg 125, 12488 Barlin. Genmany

Manufacturing Authorisation Number: DE_BE_07_MIA_2025_00035
Mumber of Certificate of GMP compllance: DE_BE_01_GMP_2025 015

Batch release site

Manufacturer: Berin-Chemie AG - Befin-Chemis AG

Addrass; 5ienicker Weg 125, 12489 Barlir, Germany

Manufacturing Authorisation Number: DE_BE_01_plA_2C25_000H
Number of Certificate of GMP compliance: DE_BE_01_GMP_Z025_00135

_IMS Lot Mur: 175185 Sage 2 ol 4
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M BERLIN-CHEMIE
MENARINI

Certificate of Quality

tem Specification Result Taesting

Frequency
fppearance |argancéeptic) ke c att whita owal taklet Confarns

dabsngged wit "SR10C0 an one side
and slain ar albe=rn side

Length 2205 ram 4 030 mer 2205 rm
Ereadth 1A%+ 020 mer 10.54 mm
Thickness B89 mm =L 3a0mr 8 36 rmm
fverage mass 1B6].LEmg = 20 %, "331.35 g
Uniformity of dosage units =il AV S A0 LTY =20 AV s Carmplies
{Ph. Eur. 2.8.410) 150015 and o indiedus carlart,

0. 75a0 ar > 1.25x0
Logs an drying {IR-drying) R 53

Dissolution (Ph. Eur. 2.8.3),

makhed 1
1. For 30 i 10 - 310 %, ef lakal 2laim Pl bessay
2.Farlh 20 -0 % ¢ lakal alaim Mt s
F3.Fardh 44 - E4 ¥, o° kel claim Mot tesind
L T R 2R % of aae daim Mot tesind

Désaedidian (Ph. Eur. 2.0.3),

method 2
1. Far 20 1in 10 - 30 % of lakal claim 20°%
2. Farih 1 - 401 % od labal clgim a0 5
i Far2h 40 - B %4 od laksal cleim 51 3%
A Fari0h = P W lakal clarm 85 5%
leletification
Mellornin ydiochlo de (Fh. Eor. 2. Proaf of icenbb sith refananca Mzt leebad
2.281, meshed 1 sUksktanca
Wattommir fydreciborde Fa. Em. 2. Praasf of dent b it mizraros Faabiva
2280, rrechiod 2 sJabskanca
Walfamnie wpdrocakanide (P, Eur. 2. Praof of dertby with ederenca Fagliva
2.24) subskarca
Chamical purity (Ph. Ewr. 2.2.281.
methad 1
IFEJrky & =002 5k Mo beeedd
Unkrigvan mpaibes each =01 % el basied
Tolal irg-ilisa =04 % Hul basled
Chemlcal purlty (Ph. Eur. 2.2.29),
miethad 2
IMpury A =002 % =001 %
Uri<nessn impuriies, each 231% w13
Tolal rnpilies 5 0a % w11 %
LIME Lod Mum: 1781054 Page 2 of 4

I'I'H.IH.LHIIE - X1 Ik T P B | e B I



BERLIN-CHEMIE

MENARINI
Certificate of Cuality
ftem Specification Result Testing
Frequency

MOMA [Ph. Eur. 2.2.29. P EUF. LLBppn =3 ppb JLag
2247
TAMGC (Fh. Eur. 2.6.12} < 103 CFig =100 CFLYg LA
TYMC [Ph. Eur. 2.8.131 £ 107 DRl =100 CFLYg &0l
Excherishia coli Ph, Eur, 2.6.13) Absnrdin 1o confame A
LET-E

Malfamnin biydrachlodsa (PR Eur 20 55 - 008 % of abe dam M, Leeszan

2 28], rmechod 1

Matfomur aydrackionia (Ph. Ear 20 25 195 % ull abel daim 0% %

£ 20), riechid B

lesing | requstey Lapbaalian
v deopu|abdelecay " A
= S el mmcandouny T o

305 sl oo iod £nme prer A 1150 e e kol e Ceenacke: 100 1eal sertarmsd ouerier y; (300 best peromed monthly

Explanaticn Genealagy:
Al Active pharmaceutical ingred 2t
SF;  Semifinished product

Eetck Ralease Site: Barlin Chemie AG, Glienicker Weg <25, 12488 Berling Germany
Mumber of Manufaciurirg Authanzation for UA: DE_BE_01_MIA 2025 OCD2

Cerification: | meraoy carlily that the above infonnaticn is authentic and accurate. This batch of preduct Fas Baen
manufactured, includ ng packaginglabeling and cuality contra’ at the above mantioned sileds) in full compliance with the
GMP requirernants of the Iocal Regulatory Autharty and with the specificatons in the Markelng Autharization of the

imparting country. Tha batch processing. packaging and anzlysis reooeds were raviewad and louad e be in compliance
with GRPA.

The batch has been tested acconding to the valid test ng standard. Tha guality complies wit the speciqicat an.

Final Status: Approved for madket

Dr. Q...i._n:* Slang

Qualified Pergon
CTFiOs2026

LIS Lol Rum. * 75935 Fage 4 of 4
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Froduct:

Dosage:

Fack Size:

Packaging Type:
Internal Product Code:
Balch no.:

Humber of packages [Quantity):

Drate of Manufacture:
Date of Analysls:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Mormative Doecumentation:

LIME Low kum: 175374

m BERLIN-CHEMIE

MENARINI

Certificate of Quality

Sictor® KR 100C
1000 mg

B {(£x15)

Blister

Fe2934
G42234

BE20 Packagos

27 22025
11CE2028

Ll igirne
Berlin-Cnemis A

LA 00501002
MNisy

Phamaceuatical Form:
Pack Size Unit:

Analysis Number:
Storage Gonditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Counbry:

MPage 1 of 4

Frolenged-release tablet
piecas

178374

no special 3iorage
candtions

ANZ20z8
1100552028
Carmany



W BERLIN-CHEMIE
Tl MENARINI

Certificate of Quality

Gencalogy

SF Mame:  Metformin-HCL 1000 g XR, extendard raleess tablet
SF Manubacturer Site Information: Cenfaur Pharmaceutical Pvt. Lid., Puna - Flet Me. 4, Irtematianal Bictech Park

Pune, Maharashtra 411057, Hinjewadi, Phase Il India
SF Manufacturer Batch number: 5251037

Wanufacturers

Manufacturing site of bulk

Manufachirer: Cenzaur Phanmaceutical Pyt Lid. - Centaur Prarmaceutical Py, LEd., Pune

Address: Plal Mo 4, Inlernaticnal Bioteck Park. Pure Maharashira 411087, Hinjewadi, Phase |, India
Manwufacturing Authorisaticn Mumber: 25-FIONT82
Mumber of Certificate of GMP compliance: DE_BE_D_GMP_Z0Z2_[)5¢)

Manufackuring slte of packaging

Manufacturer: Berlin-Chemie &G - Berlin-Chamis AG

Address: Glienicker Weg 125, 12459 Bedin, Gernany

anufacturing Authorisation Number: DE_BE_01_MIA_Z2025 D003
Mumber of Certificate of GMP compliance: DCE_BE__GMP_Z02: 15

Batch releass site

Manufacturer: Berlin-Chemie AG - Beslin-Chemie AG

Address: Glienickar Wag 125, 12489 Bedin, Garmany

Manufacturing Authorisation Number: DE_BE_D1_MLA_Z025 0003
Mumber of Certificate of GMP compliance: CE_BC_01_GMP_2025 0015

LIS Lok bam - 17 R4 Fage Eof &



Itarm

Appearance [organolephic)

Length
Ereadth
Thickness
AvETage mass

Uniformity of dasage units (P
h. Eur, 2.9.40)

Liaoss an drying [IR-drving)
Diescdudlan {Fh. Eur. 2.8.3),
method 1

1. Farinmn
LForih
.Fardh
LFartap

P o [

Oissoliticn |[Ph, Eur, 29,3},

mathod 2
1. Far 1 min

A FarTh

4 Fardh

4. Far i h
Iddankiflcation

Melfornin Fydrochiondsa P Eus 2.

2.28), methac 1

Mattarnin Fydrachikorde SFr. Eur 2.

2 25, methad 2

fatarmin rydrachlaride sFh. Bur. 2.

a4y
Chwrnical purily (Ph. Eur. 2.2,
23}, mathad 1
Irnpuriy &
Urkneesn imac thes. zazh
Todal impartes

Chemical purty {Ph. Eur. 2.2,

283, rmthed 2
Impurity A

Linknoam impunbas, sach
Tatal mpurcias

MOMA |[Ph, Eur, 2.2,289, Fh, Eur,

2.2.43)
TAME [Fh, Eur, 2.6.12)

TVYMEE [P, Ewr, Z.6.12]

Escherichia coli (P Eur. 2.8.1
4

LIkS Lat M 175374

v BERLIN-CHEMIE

bl MENARINI

Certificate of Quality

Specification

‘Wihite to off while cval takist

deagezad with SRACOC on one side

ard plala on olkar side
22.L0mm = D20 mm

1050 mer + Q20 mm

840 mm + 3 36 mm

TodD A0 me] + 200 5%

n=a o 21504010 n=30 Al =
13001 &9d oo i widas carkerd
Ll KR P S I C i ety |

Si%

13 - 30 % al lage o
20 - 4 "% af lane clarr
44 - B4 "% af lahe clarr
Z B3 % af lzb=l claim

15 - 5% % of lakal clalm
20 - A0 % of lakal slaim
£ - Gd W, of lakal 2laim
=850 Y% al asel darn

Frac o dentity with raferarcs
slIbEANGE
Prood of identity with referano:
sUBEIBNCE
Freof of identity with reforonca
sLhslence

= (.02 %
i1
LCREE R

S 002 %
S0 %
= 0%

= 43 pgb

= 103 CFLig
= 10"2 CFllig
Abearzin 1 g

Pange 307 4

Result

Sonkame

2E.L3mm
10.E4 o
B.9S i
158525

Cemplize

4 5

Mt hemsad
Mo beestad
Mo beestacd
Mot beesdad

20 %
R
kil A
g Bt

Mat 1aeked
Fasira

Fasliva

[ [ ==t
Mex: besied
Mot besied

=i,01 =%
0,1 %
=0,1 %

<! ppk

=10 GFLY
=701 GFL3

cantame

Testing

Frequency

AlD
Al

A10



BERLIN-CHEMIE
MEMARINI

Certificate of Quality

lteny Specification Result Testing
Frequency
Ansay
Metfomin hydrachlords (PE. Ewr. 2, 95 105 ¥ ol lak=l dan Mal Tt
2,230, methad 1
frfomia bydrochiorde (PR Cur 20 95 - 105 Y ol lab=al dam HER
2295, melhsd 2

by |oreoLeny Caplasatio
a fies (el bl pamy "7 ke
N T R =
- 1355 hostporor o onse per year (TRC e peeacmiss Fulbeemly RO ee panftimiad qasnasy; 1300 w0l prdoored masdhly

Exalznator Genealagy:
APl Active pharmaceutical ingrediart
5F: Semifinished praduct

Batch Release Site Berin Chemie AG, Glienicker Weayg 128, 124559 Berlin, Germany
Murmber of Manufacturing Authorsation for UA: DE_BE_D1_MLA_2025_00CE

Certification: | nerety cerify that the above infarmation iz authantic and accurate This batch of procuct has beer
manufacturae, including packaging’labeling and quality control at the akove mendonad site(s) in full compliance with the
GMP raquirarments of the local Regulatary Auttority and with the specifications ir the Marketing Authonsaticn of the
ireporling country. The batch processing. packaging an: analysis racords wara raviewad and found 1 ke in comoliancs
vt GMP

The batch has besan ested accorcing to the valid tasing stendard. The cuality complies with the specification.

Final Status: Approved for marse:

Fam ®
Oualified Person: ::1:
o o s e HEE‘:H
14CRI2026 O Moyt Suzng Sl s
‘{5 T L7 SO
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocri

Ipoayxr: Ciogop® XR 1000
JosyBauHs: 1000 mr Jlikapceka (opma: TabneTxu MPOIOHroBaHOT Jii
Po3smip ynakosxku: 60 (4x15) Omuuuns po3Mipy  yIakoBKH

YHAKOBKH:
Buj ynakoBku: Buicrep
BuyTtpimiii kox npoaykry Ne:  F162934 Homep anamisy: 168465
Howmep cepi: 53198A VMmozu 36epiranns: CrienjiaibHi yMOBH

30epiraHHs HE BUMAralThes

Poamip cepii/KinskicTs: 8936 ynakoBox Hara sakinuenns 31/08/2028

TEPMIHY IIPUAATHOCTI:
Jara BupoGHHMI[TEA: 09/08/2025 Jlara Bumycky cepii: 30/03/2026
Jara anamnisy: 30/03/2026 Kpaina-BupoOHux: Himeuuuna
Kpaina-imnoprep: Vkpaina
Ha3zga BupoGOHuKa: BEPJIIH-XEMI AT
Homep peecrpauiiinoro  UA/20045/01/02
NOCBi4eHHs
HopMarHBHA JOKYMEHTALLis! He 3acrocoByerses

Cropinkal 34

LIMS Lot Num: 168444

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

HosicHeHHst

Hasga ITII: Merdopminy rigpoxnopuy 1000 mr XR, tabnerku nponosrosasol jif

Indopmanis npo Bupodunyy ainsnmumoe IN: Ienrayp ®apmaneyrikan Isr. JIta,, ITyne — Ilnor Ned, IntepraTionan
Biorex Ilapk, [Tyne, Maxapawrpa 411057, Xinmxesani, ®asa II, Inain

Homep cepii Bupo6uuka ITIT: 5250812

Bupotunku

Bupoouuureoe «in bulk»

Haiimenypauns Bupo6uuka: Centaur Pharmaceutical Pvt. Ltd. — Ilenrayp ®apmauneyrikan I1st. JIta., Ilyse
Micuesnaxomxerns Bupobuuka: Ilnor Ned, Inrepuarionan biorex Ilapk, ITyne, Maxapamrrpa 411057, Xinmpkesani,
®asa I1, Iupis

Howmep miuensii na Bupobuuurso: 25-PD/182

Howmep ceprudikary GMP: DE_BE_01_GMP 2023 0090

IMakyBanus

HaiimenyBauns Bupobuuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxonxenns Bupobuuka: Iminikep Ber 125, 12489 Bepnin, Himeuunna
Homep ninensii va supobuuurso: DE_BE_01_MIA 2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBauns Bupobuuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxomxenns Bupobuuka: ninikep Ber 125, 12489 Bbepnin, Himeuuuna
Homep rinensii va supobuuurso: DE_BE_01_MIA 2025 0008

Homep ceprudikary GMP: DE_BE_01_GMP_2025 0015

Cropinka2 34
LIMS Lot Num: 168444

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BunpoOysanns

Onuc (opraHonentTUaHuUiL)

Josixuna

Hlupuna

Tosuua

Cepenns maca
OpHOpiAHICTE  J030BaHUX
oauuuus (Ph.Eur. 2.9.40)

Brpara npu BuCyIIyBaHHA
(T4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. Tlporsarom 30 xB
2. Ilporsarom 1 roaunu
3. Mporsrom 3 rogux
4. [TIlporarom 10 rogux
Inentudikanis

Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meton I
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meTon 11
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meton I
Jomimxka A

Hepinomi moMilnku, KoxHA
Yeporo JoMimmox
KinbkicHui BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meTop 11
Jomimka A

HepigoMi noMilnKy, KoxKHA
Yeporo JoMimmox
NDMA (Ph.Eur.
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinbkicHe Bu3HaueHHs
Merdopminy rigpoxiopug
(Ph.Eur. 2.2.29), meton I
Merdopminy rigpoxiopug
(Ph.Eur. 2.2.29), meTop 11

2.2.29,

LIMS Lot Num: 168444

BERLIN-CHEMIE
MENARINI

Cnenundikanis

Tabuerku oBaisHOT (opmu Bij Oinoro
[0 Maike OLI10ro KoIsopy 3
tucHeHHsM «SR 1000» 3 ogsoro Goxy
Ta rajKi 3 iHmoro Goky.

22,00 MM £ 0,20 mm

10,50 mm £ 0,20 MM

8,90 mm £ 0,30 MM

1560,45 mr +£3,0%

n=10: AV <15,0 (L1);

n=30: AV < 15,0 (L1) rta sxoaue
IHAUBIyaIbHE 3HAYCHHSA HE
BUXOJUTE 3a Mexi < 0,75xM a6o
>1,25xM

<5%

10-30% Bin 3asaBiIeHOT KIILKOCTI
20-40% Bij 3asBIEHOT KiIBLKOCTI
44-64% Bij 3a8BI€HOT KUIBKOCTI
> 85% Bin 3asBIIEHOI KiJIBKOCTI

Jloka3z iJIGHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3z iJIEHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3 1EHTHYHOCTI 3 ETAJIOHHOI
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%
<48 ppb

<10* KYO/r
<10 KYO/r
Bincyrus/r

95-105% pin 3asBIeHOI KiIbKOCTI

95-105% pin 3asBIeHOI KiIbKOCTI

Cropinka 3 34

PesyabTarH (3
OIHHHIAMH
BHMipIOBaHHS)

Bianosinae

22,09 mm
10,55 mm
8,91 mm
1552,29 mr
Bignosinae

4%

21 %
29 %
52%
88 %

He nposoaunocs

TTosuTHBHO

TlosuTHBHO

He nposoaunocs
He nposoaunocs
He nposoaunocs

<0,01 %
<0,1%
<0,1%
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

100 %

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.

Yacrora
NpPOBE/ICHHS
BHIIPpOOYBaHHSA

Al0

Al0
Al0
Al0



BERLIN-CHEMIE
MENARINI

Yacrora TeCTYyBAHHSA:

AX: TECTYBaHHS BKIIIOUAE KOMKHY «(X» CEPil0

Ry: TecTyBaHHs BUKIIIOYAE KOXKHY «y» CEpPil0

I1365: TecTyBanHs MPOBOAMTECA OMH pa3 Ha pik; [180: TecryBanns npoBoguThCs pa3 Ha miB poky; 190: recryBanus
IPOBOJMTLCA KOXKHOTo KBaprainy; 130: TecTyBaHHs NPOBOAUTECS KOMKHOIO MiCAIs

Ilosicnenns:

A®I: AxruBHuit papMmaieBTHYHUH IHIpeaieHT
ITIT: TMpomixHuiA IPOIYKT

Micriesnaxoxen s BupobHuKa, 1o sunycrus cepito B 06ir: BEPJITH-XEMI AT, I'ninikep Ber 125, 12489 Bepurin,

Himeuuuna
Homep urinensii Ha Bupobuuurso ys Ykpainu: DE_BE_01_MIA 2025_0008

Ceprudirar: I{um s 3acBiguyro, mo HaseieHa Buie iH(opMmaiis € JocToBipHON Ta TouHow. Lo cepiro mpoaykuii Oyno
BHT'OTOBJIEHO, BKJIIOUAKOYH [IAKYBAHHA/MapKyBaHHs Ta IPOBEJAECHO KOHTPOMb i1 SKOCTI Ha BUINE3a3HAYEHUX BUPOOHHYMX JNINBHHIAX Y
MOBHIH BimnoBiHOCTI 3 BuMoramu HBII, BcTaHOBNEHHMH MICIIEBHM PEryNATOPHHM OPTaHOM, A TAKOXK BiJINOBIAHO 10 crenudikariiii,
o MICTAThCA y peecTpauiiiHoMy jnocke. IIpoTokoms BHpoOHMIITBA, NMAKyBaHHA Ta aHANI3iB OYyIO MEPErNIAHYTO Ta BCTAHOBIECHO
BimoBigHicTs HBIT.

Cepis Gyna npoTecToBaHa BiJNOBiJHO 10 YMHHOTO CTAHJAPTY TeCTyBaHHA. fIKicTh BiAnoBifae cnermdikanii.

dinanbhuit craryc: Bunymeno

Vnossosaxkena ocoba

JI-p Hopbepr Craur (nidnuc) (nevamxa)

30/03/2026

Cropinka4 34
LIMS Lot Num: 168444

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 168465

M BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162934
53198A

8936 Packages

09/08/2025
30/03/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.

Prolonged-release tablet
pieces

168465

no special storage
conditions

31/08/2028
30/03/2026

Germany



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet

SF Manufacturer Site Information: Centaur Pharmaceutical Pvt. Ltd., Pune - Plot No. 4, International Biotech Park,
Pune, Maharashtra 411057, Hinjewadi, Phase Il, India

SF Manufacturer Batch number: 5250812

Manufacturers

Manufacturing site of bulk

Manufacturer: Centaur Pharmaceutical Pvt. Ltd. - Centaur Pharmaceutical Pvt. Ltd., Pune

Address: Plot No. 4, International Biotech Park, Pune, Maharashtra 411057, Hinjewadi, Phase Il, India
Manufacturing Authorisation Number: 25-PD/182

Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0090

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 168465 Page 2 of 4

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Item Specification Result Testing

Frequency
Appearance (organoleptic) White to off white oval tablet Conforms

debossed with 'SR1000' on one side
and plain on other side

Length 22.00 mm £ 0.20 mm 22.09 mm
Breadth 10.50 mm % 0.20 mm 10.55 mm
Thickness 8.90 mm £ 0.30 mm 8.91 mm
Average mass 1560.45mg + 3.0 % 1552.29 mg
Uniformity of dosage units n=10: AV = 15.0 (L1); n=30: AV = Complies
(Ph. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75xM or > 1.25xM
Loss on drying (IR-drying) s5% 4%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 21 %
2.Forth 20 - 40 % of label claim 29 %
3.For3h 44 - 64 % of label claim 52 %
4. For10h 2 85 % of label claim 88 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metfarmin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) ; substance
Chemical purity (Ph. Eur. 2.2 .
29), method 1 NS ¢ i Ven
Impurity A - £0:02% Not tested
Unknown impurities, each # <01 % Not tested

Total impurities ; 204 % Not tested

Chemical purity (Ph. Eur. 2.2. °
29), method 2

Impurity A <0.02 % <0,01 %

Unknown impurities, each £01% <0,1%

Total impurities =04 % <0,1%
NDMA (Ph. Eur. 2.2.29, Ph. Eur. < 48 ppb <3 ppb A10
2.2.43)
TAMC (Ph. Eur. 2.6.12) £ 10"3 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) =102 CFU/g <100 CFU/g A10
Escherichia coli (Ph. Eur. 2.6.13) Absentin 1g conforms A10
Assay

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested

2.29), method 1

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 100 %

2.29), method 2

LIMS Lot Num: 168465 Page 3 of 4

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



M BERLIN-CHEMIE
: MENARINI

Certificate of Quality

Testing Frequency Explanation:

= Ay test added every "x" lots

« Ry: test removed every "y" lots

« 1365: test performed once per year; 1180: test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
APIl:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

pproved for market

Final Status:
Dr. Wer@ert Stan

Qualified Person

30/03/2026

LIMS Lot Num: 168465 Page 4 of 4
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

10.04.2026 Ne 16548/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 rabiaerok y OJicrepi; no 4 GJicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3acoby Ne S4110A Kinskicts BBe3eHOro fikapceskoro 3acoby 1498
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHPOOHHKA JIIKApCHKOTO 3ac00y, KpaiHa MOXODKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenysanus Ta koj 3a €JIPTIOY ropumiunoi ocobu abo npizsume, im'sa, no 6aTeKoBi (BizuanOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

IIporoxoa Bisyaasnoro xoutpoio six 02.04.2026 Ne 0939/12.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jkapchkuit 3aci® Beeseso B VYkpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.
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BERLIN-CHEMIE

MENARINI
Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54110A Analysis Number: 159374
Number of packages (Quantity): 4738 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 24/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 06/02/2026 Date of Batch Release: 06/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.: UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 156374 Page 1 of 5 Print Date: 08/02/2026 14:07

Certificate of Quality
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BERLIN-CHEMIE
MENARINI

Genealogy

API Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54110

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging
Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159374 Page 2 of 5 Print Date: 09/02/2026 1407
Certificate of Quality Report Number 94121 LW_ORA_PHARMA_PRD
TRIAL MODE - a valid license will remove this messa property of this PDOF far more infarmation.




BERLIN-CHEMIE

MENARINI

ltem Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm £ 0.20 mm 22.12 mm
Breadth 10.50 mm £ 0.20 mm 10.58 mm
Thickness 8.90 mm % 0.30 mm 9.09 mm
Average mass 1560.45 mg £ 3.0 % 1559.55 mg
Uniformity of dosage units (P n=10: AV s 15.0 (L1); n=30: AV S Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75%M or > 1.25xM
Loss on drying (IR-drying) =5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 21%
2.For1h 20 - 40 % of label claim 30 %
3.For3h 44 - 64 % of label claim 52 %
4. For10h Z 85 % of label claim 87 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2
29), method 1
Impurity A 50.02% Not tested
Unknown impurities, each 501% Not tested
Total impurities 04 % Not tested
Chemical purity (Ph. Eur. 2.2
29), method 2
Impurity A =0.02% <0,01 %
Unknown impurities, each s01% <0,1 %
Total impurities s04% <0,1 %
NDMA (Ph. Eur. 2.2.29, Ph. Eur. 548 ppb Not tested A10
2.243)

LIMS Lot Num: 159374

Certificate of Quality

TRIAL MODE - a valid license will remove this mess
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BERLIN-CHEMIE

MENARINI

ltem Specification Result Testing
Frequency
TAMG (Ph. Eur. 2.6.12) < 10°3 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) <10°2 CFU/g Not tested A10
Escherichia coll (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 102 %
2.29), method 2
Testing Frequency Explanation:
* Axc test added every X" lois
* Ry: test removed every “y" lots
+ |365: test performed once per year; 1180: test performed half-yearly; 190: test parformed quartery; 130: test performed monthly
LIMS Lot Num: 159374 Page 4 of 5 Print Date: 09/02/2026 1407
Certificate of Quality Report Number 84121 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

MENARINI

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

This certificate was issued by a validated computerised LIMS and is valid without personal signature.
The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quallty Control Manager Name - Marit Sichardt
Signature:

Qualified Person Signature: Name - Dr. Samy Schwandt
Issuer Signature: Name - Dr. Valentina Margania

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

Date - 06/02/2026 14:23:41 (GMT +1)

Date - 06/02/2026 16:40:06 (GMT +1)

Date - 09/02/2026 14:07:32 (GMT +1)

LIMS Lot Num: 159374

Certificate of Quality

TRIAL MODE - a valid license will remove this message. See the |
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH
YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 159374
Howmep cepii: 54110A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH
30epiraHHs He BUMaraloThes
Po3mip cepii/KinbkicTs: 4738 ynakoBok Jara sakindenns 30/11/2028
TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 24/11/2025 Jara Bumycky cepii: 06/02/2026
Jlata ananisy: 06/02/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes
Cropinkal3 5
LIMS Lot Num: 159374 JHara apyky: 09/02/2026 14:07
Ceprudikar sxocti Homep 3pity 94121 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE
V] MENARINI

Iloscaenns

Ha3sa A®I: Mertdopminy rigpoxaopua

Indopmanis npo Bapodnnuy aAinbaumo A®I: Baubapi JItn. — K Inningapanappy, 534217, IparaBapam Manpan,
Tanyky, Bect I'ogisapi Hicrpixr, Auaxpa Ipanem, Iunis

Homep cepii BupoOnnka A®I: MT03930224

Hassa IIII: Merdopminy rigpoxnopua 1000 Mr XR, TabieTkH NpooHroBaHol i
Indopmanis npo Bupodunyy ainsnunio IM: Bepnin-Xemi AI' — Temnensxodep Ber 83, 12347 Bepnin, Himeuauna
Homep cepii Bupofnuka ITII: 54110

BupoOuukn

Bupo6uunrso «in bulk»

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxents Bupobuuka: Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Howmep ninensii na supoGumrTeo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0016

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep nitensii na BupoGumreo; DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaitmenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuuuna
Howmep niensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 35
LIMS Lot Num: 159374 JHara apyky: 09/02/2026 14:07

Ceprudikar sxocti Howmep 3BiTy 94121 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE

V] MENARINI

TRIAL MCDE - a valid lic

Bunpobysanns Cnemndikanin PesyawTarn (3 Yacrora
OTHHHISIMH NpoBe/ieHHs
BHMipIOBAHHSA) BHIPOOYBaHHSA
Omuc (opranonentuunuit)  Tabnerku oBanmeHoi hopmu Bif Gimoro  Bixnorinae
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.
Josxuna 22,00 MM £ 0,20 MM 22,12 MM
Hlupuna 10,50 mm £ 0,20 MM 10,58 mm
Tomuna 8,90 mm + 0,30 MM 9,09 MM
Cepejs Maca 1560,45 mr £3,0% 1559,55 mMr
OpnHopinnicts  gosoeanux n=10: AV <15,0 (L1); Bignosigae
omuuuis (PhEur.2.940) n=30: AV < 15,0 (L1) Ta xoaHe
IHIUBIyabHE 3HAYEHHSA HE
BUXOOUTE 3a Mexi < 0,75xM abo
>1,25xM
Brpata mpu BucymyBaHHA < 5% 3%
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. TIlporsarom 30 xB 10-30% Bix 3asBIeHOI KiIBKOCTI 21 %
2. Tlporsarom 1 romuuu  20-40% Bij 3asBIEHOI KiTBKOCTI 30 %
3. Iporsrom 3 rogux 44-64% Bif 3agaBlIeHO] KiTEKOCTI 52 %
4. TIlporsarom 10 roqmn = 85% Bix 3asBiIeHO] KiIIBKOCTI 87 %
InenTudikanis
Merdopmin  rigpoxnopuy Jloka3 imeHTHuHOCTI 3 eranoHHO He nmpoBogunocs
(Ph.Eur. 2.2.29), meron I PE4OBHHOIO
Merdopmin  rigpoxnopun Jloka3 igeHTHuHOCTI 3 eranoHHol IlosuTHBHO
(Ph.Eur. 2.2.29), metox 11 PE4OBHHOIO
Merdopmin  rigpoxnopun Jloka3 imeHTHdHOcTi 3 eranonHolo IlosuTHBHO
(Ph.Eur. 2.2.24) PEYOBHHOIO
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A <0,02% He npoeoaunocs
Hesigomi gomimku, koxuna <0,1% He npoeoaunocs
VYceroro gomimok <0,4% He nposoaunocs
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11
Jomimka A <0,02% <0,01 %
Hesigomi gomimku, koxuna <0,1% <0,1 %
Ychoro JoMimok <0,4% <0,1 %
NDMA (Ph.Eur. 2229, <48 ppb He nposoaunocs Al0
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12) <10° KYO/r He npoeoamnocs A10
TYMC (Ph.Eur. 2.6.12) <102 KYO/r He npoeoamnocs A10
Escherichia coli (Ph.Eur. Bincytua/r He npoeoaunocs Al10
2.6.13)
KinbkicHe BU3HaYeHHs
Merdopminy rigpoxmopun  95-105% Big 3asBieHoi KibkocTi He nposoaunocs
(Ph.Eur. 2.2.29), merox I
Merdopminy rigpoxmopun  95-105% Big 3asBieHoi KibkocTi 102 %

(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 159374
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BERLIN-CHEMIE
MENARINI

YacToTa TECTYBAHHA:

AX: TECTYBAHHA BKIHYAE KORHY 00y cepiio

Ry: TecTyBaHHA BHEIHYAE KOXHY «y» cepii

1365: TecTyBaHHA NPOBOJMTECA OJHH pas Ha pik; 1180: TecrysanHA NpoBOJAHTECA pa3 HA NiB poky; [90: TecTyBaHHA NPOBOJHTECA KOXKHOTO KBapramy; [30: tecTyranHs
TPOBOJHTECH KOMHOTO MiCAIA

Cropinka4 3 5
LIMS Lot Num: 159374 JHara apyky: 09/02/2026 14:07

Ceprudikar sxocti Howmep 3BiTy 94121 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE
MENARINI

Ilosicaenns:

A®I: AxTiBHHH (papMaleBTHYHHIT HTpeAi€HT
IIIT: Tpomiskuuit mpoayKT

Micue3HaxokeHHs BUpOOHMKa, 110 BUITycTHE cepito B 00ir: BEPJITH-XEMI AT, I'minikep Ber 125, 12489 Bepunin,
Himevuuna
Howmep ninensii na eupobuuuTBo 1 Yipainu: DE BE 01_MIA_2025_0008

Ceprudirat: Ilum s 3acBinuyro, mo HasefeHa Buile iHdopmanis e pocroipHOW Ta TouHOMK. L0 cepito mpoxykuii Oyno
BUT'OTOB/IEHO, BKIIIOUAI0UH [IAKYBaHH/MapKyBaHHS Ta NPOBECHO KOHTPOIE i SKOCTi Ha BHINE3a3HAYEHUX BUPOOHHYMX JIIBHULAX Y
noBHi i BinnosiHocTi 3 BuMoramy HBII, BeranoBneHUMH MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJIOBIAHO N0 crienudikariii,
IO MICTATHCH y peecTpaniiHoMy aocke. ITpoTokomm BHpoOHHIITBA, NAKyBAaHHS Ta aHANI3iB OyNO NEperiAHYTO Ta BCTAHOBIEHO
Bignosignicte HBII.

Ieit ceprudikar BunaHmii nepesipeHolo KoMI'IoTepHoI0 cuctemoro LIMS i xificHuit Ge3 ocobucroro migmucy.

Cepis 6yna npoTecToBaHa BiMOBIHO J0 YHHHOTO CTAHJapTy TECTYBaHHs. SIKicTh BiAnoBinae crenudikayi.

dinansHuii cTaTyc: BumymeHo

Migmuc MeHemxepa 3 koHTpomo Im’s —Mapir Cixapar Hara — 06/02/2026 14:23:41 (GMT +1)
AKOCTI

MMignuc YnoeHoBaxxeHoT ocobu: Im’s — I-p Cami IIsanar Jara — 06/02/2026 16:40:06 (GMT +1)
MMigmuc emitenTa: Im’s — JI-p Banentuna Maprauis ~ Jlara — 09/02/2026 14:07:32 (GMT +1)

Toscuenns popmary nati: dd/MM/yyyy hh:mm [:ss]

Cropinka 535
LIMS Lot Num: 159374 Hara apyky: 09/02/2026 14:07
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

17.04.2026 Ne 18778/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3aco6y Ne S4108A Kinskicts BBe3eHoro mikapeskoro 3acoby 1080
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro xoutposo six 14.04.2026 Ne 1040/8.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOABCTRA 111010 3a0€31ICUCHHS AKOCTI JIiIKAPCHKHUX 3aCO0IB.
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocri

Mpoayxkr: Ciodpop® XR 1000
JosyeauHs: 1000 mr Jlikapceka dopma: Tabnerku MPoOJIOHTOBaHOT il
Po3mip ynakosxu: 60 (4x15) Omuuuns po3Mipy  yIakoBKH
YIIAKOBKH:
Bu /1 ynakoBku: Buicrep
BuyTpimsiii kog npoaykry Ne:  F162934 Homep anamisy: 159275
Homep cepii: 54108A YmoBu 30epiraHHst: CrieniasibHi YMOBH
36epiraHHs He BUMAralThes
Po3mip cepii/KinekicTs: 4784 ynakoBok Hara sakinuenns  30/11/2028
TEPMIHY PUAATHOCTI:
Jara BupoOHuI[TBA; 24/11/2025 Jlara Bumycky cepii: 09/02/2026
Jlara anamisy: 09/02/2026 Kpaina-supoOuuk: Himeuuuna
Kpaina-imnoprep: Yxpaina
Hasga BupoOuuka: BEPJIIH-XEMI AT
Homep peecrpauiiinoro  UA/20045/01/02
NOCBi4eHHs
HopMarHBHA JOKYMEHTALLis! He 3acrocoByerses
Cropinkal 36
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3BiTy 94193 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE
MENARINI

IMosicHeHHst

A®I Ha3sa: Merdopminy ripoxuopua

A®I Indopmanis npo Bupobuudy ainsnunio: Baubapi JIty. — K. Luninpnananappy, 534217, Iparapapam Maupan,
Tanyky, Becr I'ogisapi Jlicrpixr, Aujxpa Ipapem, Iuais

A®I Homep cepii BupoGuuka: MT03920224

A®I Ha3zsa: Merdopminy rigpoxiopun

A®I Indopmanis npo Bupoduudy ainsnunio: Baubapi JItn. — K. Iuninnananappy, 534217, Iparasapam Maspau,
Tanyky, Becr I'onisapi Jicrpixr, Aujxpa Ipapem, Iuais

A®I Homep cepii Bupo6uuka: MT03930224

I Ha3ea: Merdopminy rigpoxnopuy 1000 mr XR, tabnerku nponosrosasoi ait

I Indopmanis npo Bupobuuuy AitbHHNI0 BEpoOuuka: BEPJITH-XEMI AT — Temnensxodep Ber 83, 12347
Bepnin, Himeuunna

ITIT Homep cepii BupoOHuka: 54108

BupoOuuKn

BupoO6uuureo «in bulk»

HaiimenyBanns Bupo6uuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxoaxerns Bupobuuka: Temnensxodep Ber 83, 12347 Bepnin, Himeuunna
Homep inensii va supobuuurso: DE_BE_01_MIA 2025 0008

Homep ceprudikary GMP: DE BE _01_GMP_2025 0016

IMakyBanns

HaiimenyBauns Bupobuuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxoxerns Bupobuuka: Iminikep Ber 125, 12489 Bepuin, HiMeyunna
Homep inensii va supobuuurso: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE BE 01 _GMP_2025_0015

Cropinka2 36
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3eity 94193 LW_ORA_PHARMA_PRD
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BERLIN-CHEMIE
MENARINI

Bunyck cepii

Haiimenypauns Bupo6uuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxoaxenns Bupobuuka: Lminikep Ber 125, 12489 Bepuin, HiMequuna
Howmep ninensii na upobuuurso: DE_BE_01_MIA 2025_0008

Homep ceprudikary GMP: DE BE 01_GMP_2025_0015

Cropinka 3 36

LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50

Ceprudikar sxocti
Homep 3Biry 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



Bunpo0Oysanns

Onuc (opraHonentTUaHuUiL)

Josixuna

Hlupuna

Tosumua

Cepenns maca
OpHOpiAHICTE  1030BaHUX
oauuuus (Ph.Eur. 2.9.40)

Brpara npu BuCyIIyBaHHA
(TY-cymika)
Pozunnenus (Ph.Eur. 2.9.3)
1. TIlporsarom 30 xB
2. Iporarom 1 roguuu
3. Mporsrom 3 rogun
4. [TIlporarom 10 rogux
Inentudikanis

Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meton I
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meTon 11
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meton I
Jomimka A

Hesijomi oMilKu, KOXKHA
Yeporo JoMimmox
KinbkicHui BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meTop 11
Jomimka A

Hepinomi moMilnku, KoxHA
Yeporo JoMimok
NDMA (Ph.Eur.
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinbkicHe BU3HAYEHHS
Merdopminy rigpoxiopun
(Ph.Eur. 2.2.29), meton I
Merdopminy rigpoxiopun
(Ph.Eur. 2.2.29), meTop 11

2:2.29.

LIMS Lot Num: 159275
Ceprudikar sxocti

BERLIN-CHEMIE
MENARINI

Cnenundikanis

Tabnerku oBaisHOT (opmu Bij Oinoro
[0 Maike OLI10ro KoIsopy 3
tucHenHam «SR 1000» 3 oguoro Goky
Ta rajKi 3 iHmoro Goky.

22,00 mm % 0,20 mu

10,50 mm + 0,20 mm

8,90 mm £ 0,30 MM

1560,45 mr +£3,0%

n=10: AV <15,0 (L1);

n=30: AV < 15,0 (L1) ta sxoaue
IHMBIy aJIbHE 3HAYCHHSA HE
BHXOJUTE 3a Mexi < 0,75xM a6o
>1,25xM

<5%

10-30% Bin 3asBieHol KinbKoOCTI
20-40% Bin 3asBieHOT KinbKOCTI
44-64% Bin 3asBieHOT KinbKOCTI
> 85% Bin 3asBIIEHOI KiJIBKOCTI

Jloka3z iJIGHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3z iJIEHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3z iJIEHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10* KYO/r
<10’ KYO/r
BigcyTas/r

95-105% pin 3asBIeHOI KiIbKOCTI

95-105% pin 3asBIeHOI KiIbKOCTI

Cropinka4 36

Homep 3eity 94193

Yacrora
NpPOBE/ICHHS
BHIIPpOOYBaHHSA

PesyawTaTH (3
OIHHHIAMH
BHMipIOBaHHS)

Bianosinae

22,12 MM
10,58 mm
9,11 MM
1567,22 mr
Bignosigae

3%

20 %
29 %
51%
87 %

He nposoaunocs
To3uruBHO

TTosuTHBHO

He nposomunocs
He nposomunocs
He nposoaunocs

<0,01 %

<0,1 %

<0,1 %

He nposoaunocs Al0
Al0
Al0
Al0

He nposomunocs
He nposomunocs
He nposomunocs

He nposoaunocs

102 %

Hara apyky: 10/02/2026 8:50

LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

Yacrora TecTyBaHHS

AX: TECTYBaHHS BKIIIOUAE KOMKHY «X» Cepiio

Ry: TecTyBaHHsA BUKIIIOUAE KOXKHY «(y» CEPi0

I1365: TecTyBaHHs MPOBOAMTECA OMH pa3 Ha pik; [180: TecryBanns npoBoguThes pa3 Ha miB poky; [90: TecryBanus
IIPOBOJUTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs MPOBOAMTHCS KOXKHOIO MicsLs

Cropinka 536
LIMS Lot Num: 159275

Jara apyky: 10/02/2026 8:50
Ceprudikar sxocti

Howmep 3Bty 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

Ilosicnenns:

A®I: AxrupHuit papmaneBTHYHNH IHTpeieHT
ITIT: MpomixkHuiA IPOIYKT

Micuesnaxomxen s BupobHuKa, 1o suiycrue cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,
Himeuuyuna
Howmep ninensii na Bupobuuurso mis Yrpainu: DE_BE_01_MIA_2025_0008

Ceprudikar: [{um s 3acBigdyro, mo HaBefleHa BHIIe iH(opmalis € AocToBipHOW Ta TouHOwW. Lo cepiro mpomykuii Oyno
BHT'OTOBJIEHO, BKJIIOUAKOYH TAKYBAHHA/MapKyBaHHsA Ta IPOBEJAECHO KOHTPOMb i1 SKOCTI HA BUINE3a3HAYEHUX BUPOOHHYMX AiNBHHIAX Y
MOBHIH BijMoBiHOCcTI 3 BuMoramu HBII, BcTaHOBNEHMMH MICIIEBHM PErYIATOPHAM OPraHOM, A TAKOXK BiJINIOBITHO 10 crenudikariiii,
IO MICTAThCA y peecTpaniiHoMy Aocke. IIpoTokom BHpoOHMIITBA, MAKyBaHHS Ta aHANI3iB OYyNO NEPErNIAHYTO Ta BCTAHOBIECHO
BignoBigHicTs HBIT.

eit ceprudikar BuaaHMil IepeBipeHO KOMIT'IOTEpHOIO crcTemoro LIMS i pificrmii 6e3 ocobucToro mimmicy.
Cepis Oyna nporecToBasa BiIOBIHO 10 YHHHOI'O CTAHAAPTY TeCTyBaHHs. SKicTh Bianosinae crenndikanii.

dinansHuii cratyc: Bunynieno

IMipnue  menemxepa 3  xourpomo Im’s — JI-p Ceen lpoaep Jara — 09/02/2026 09:45:14 (GMT +1)
SIKOCTI

Mignuc YnosxoBaxeHo1 ocobu: Im’s — J1-p HopGepr Cranr Hara — 09/02/2026 17:04:00 (GMT +1)
Mignuc emirenra: Im’s — Jaxyoisn Banep Hara — 10/02/2026 08:50:58 (GMT +1)

Mosicuenns popmary gartu: dd/MM/yyyy hh:mm [:ss]

Cropinka 6 3 6
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3BiTy 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

Y| BERLIN-CHEMIE
MENARINI

Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54108A Analysis Number: 169275
Number of packages (Quantity): 4784 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 24/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 09/02/2026 Date of Batch Release: 09/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.: UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 159275 Page 1 of 6 Print Date: 10/02/2026 8:50
Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

BERLIN-CHEMIE
MENARINI

Genealogy

API Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03920224

APl Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54108

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_ 0016

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159275 Page 2 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

BERLIN-CHEMIE
MENARINI

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159275 Page 3 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
Appearance (organcleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm  0.20 mm 22.12 mm
Breadth 10.50 mm £ 0.20 mm 10.58 mm
Thickness 8.90 mm  0.30 mm 9.1 mm
Average mass 1560.45mg £ 3.0 % 156722 mg
Uniformity of dosage units (P n=10: AV < 15.0 (L1); n=30: AV s Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75%M or > 1.25xM
Loss on drying (IR-drying) 5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20%
2. For1h 20 - 40 % of label claim 29%
3.For3h 44 - 64 % of label claim 51%
4.For10h z 85 % of label claim 87 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.28), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2
29), method 1
Impurity A £0.02% Not tested
Unknown impurities, each S01% Not tested
Total impurities £04% Not tested
Chemical purity (Ph. Eur. 2.2
29), method 2
Impurity A £0.02 % <0,01 %
Unknown impurities, each S01% <0,1%
Total impurities s04% <0,1%
NDMA (Ph. Eur. 2.2.28, Ph. Eur. S48 ppb Not tested A10
2.2.43)

LIMS Lot Num: 159275

Certificate of Quality

TRIAL MODE - a valid license will remove this message. See the

Page 4 of 6

Report Number 84193

keywards property of this PDF for mare infarmation.

Print Date: 10/02/2026 8:50

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
TAMC (Ph. Eur. 2.8.12) s 10"3 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) s 102 CFUIg Not tested A10
Escherichia coll (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3)
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 85 - 105 % of label claim 102 %
2.29), method 2
Testing Frequency Explanation:
+ Ax: test added every “x" lots
* Ry: test removed every “y" lois
* |1365: test performed once per year; |1180: test performed half-yearly; 190: test p q ly; 130: test p monthly

LIMS Lot Num: 159275

Certificate of Quality

Page 5 of 6

Report Number 84193

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.

Print Date: 10/02/2026 8:50
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WENARINI

BERLIN-CHEMIE
MENARINI

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This certificate was Issued by a validated computerised LIMS and Is valld without personal signature.
The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quality Control Manager Name - Dr. Sven Schrder Date - 09/02/2026 09:45:14 (GMT +1)
Signature:

Qualified Person Signature: Name - Dr. Norbert Stang Date - 09/02/2026 17:04:00 (GMT +1)
Issuer Signature: Name - Julia Bader Date - 10/02/2026 08:50:58 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm([:ss]

LIMS Lot Num: 159275 Page 6 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 94193 LW_ORA_PHARMA_PRD

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BERLIN-CHEMIE

MENARINI
Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54111A Analysis Number: 159447
Number of packages (Quantity): 4620 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 24/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 09/02/2026 Date of Batch Release: 09/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.: UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 156447 Page 1 of 5 Print Date: 10/02/2026 8:32

Certificate of Quality

TRIAL MODE - a valid license will remove this message. See

Report Number 94185

property of this PDOF far more infarmation.

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

Genealogy

API Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54111

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging
Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159447 Page 2 of 5 Print Date: 10/02/2026 8:32
Certificate of Quality Report Number 94185 LW_ORA_PHARMA_PRD
TRIAL MODE - a valid license will remove this messa property of this PDOF far more infarmation.




BERLIN-CHEMIE
MENARINI

ltem Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm x 0.20 mm 22.12 mm
Breadth 10.50 mm £ 0.20 mm 10.58 mm
Thickness 8.90 mm % 0.30 mm 9.05 mm
Average mass 1560.45 mg £ 3.0 % 1560.65 mg
Uniformity of dosage units (P n=10: AV s 15.0 (L1); n=30: AV S Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75%M or > 1.25xM
Loss on drying (IR-drying) =5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20 %
2. For1h 20 - 40 % of label claim 29%
3.For3h 44 - 64 % of label claim 52 %
4, For10h Z 85 % of label claim 88 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2
29), method 1
Impurity A $0.02% Not tested
Unknown impurities, each 501% Not tested
Total impurities 04 % Not tested
Chemical purity (Ph. Eur. 2.2
29), method 2
Impurity A =0.02% <0,01 %
Unknown impurities, each s01% <0,1 %
Total impurities s04% <0,1 %
NDMA (Ph. Eur. 2.2.29, Ph. Eur. 548 ppb Not tested A10
2.243)
LIMS Lot Num: 159447 Page 3 of 5 Print Date: 10/02/2026 8:32

Certificate of Quality Report Number 84185 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this POF for mare information.




BERLIN-CHEMIE

MENARINI

Item Specification Result Testing
Frequency
TAMC (Ph. Eur. 2.6.12) <103 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g Not tested A10
Escherichia coll (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3)
Assay
Metformin hydrochloride (Ph. Eur. 2. 85 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 101 %
2.28), method 2
Testing Frequency Explanation:
* Ao test added every "X lots
* Ry: test removed every “y" lots

+ |365: test performed once per year; 1180: test performed half-yearly; 190: test parformed quartery; 130: test performed monthly

LIMS Lot Num: 158447

Certificate of Quality

TRIAL MODE - a valid license will remove this mess

age. See the ke

Page 4 of 5

Report Number 94185

waords property of this PDF for mare infarmation.

Print Date: 10/02/2026 8:32
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BERLIN-CHEMIE
MENARINI

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This certificate was issued by a validated computerised LIMS and is valid without personal signature.
The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quality Control Manager Name - Dr. Sven Schroder Date - 09/02/2026 09:29:18 (GMT +1)
Signature:

Qualified Person Signature: Name - Dr. Norbert Stang Date - 09/02/2026 17:02:54 (GMT +1)
Issuer Signature: Name - Julia Bader Date - 10/02/2026 08:32:04 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

LIMS Lot Num: 158447 Page 5 of 5 Print Date: 10/02/2026 8:32

Certificate of Quality Report Number 84185 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the | ¢ of this POF far mare infarmatio




BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
JlosyBauns: 1000 mr Jlikapcbka (opma: TabneTku MpoNOHTOBaHOT il
Po3Mip ynakoBku: 60 (4x15) Omnuns pO3Mipy  YIaKOBKH
YIIAKOBKH:
Bup ynakoBxu: Buicrep
Buytpimmniit kog npoaykry Ne:  F162934 Homep anaisy: 159447
Howmep cepii: 54111A YMoBH 306epiranus: CrewiabHi yMOBH
36epiraHHs He BUMaraloThes
Poamip cepii/KinbkicTs: 4620 ymakoBok Jara sakindenns 30/11/2028
TepMiHy IPUIATHOCTI:
Jata BUpoOHMIITEA: 24/11/2025 Jara Bumnycky cepii: 09/02/2026
Jlata ananisy: 09/02/2026 Kpaina-Bupo6HUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Ha3ssa BupobHuKa: BEPJIIH-XEMI AT
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBiTUEHHS
HopmaruBHa JOKyMEHTALLisL: He 3acrocoByethes
Cropinkal3 5§
LIMS Lot Num: 159447 Jata npyky: 10/02/2026 8:32
Ceprudikar sxocti Homep 3gity 94185 LW_ORA_PHARMA PRD

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
V] MENARINI

Iloscaenns

Ha3sa A®I: MetdopMminy rigpoxuopun

Indopmanis npo Bapodnnuy aAinbaumo A®I: Baubapi JItn. — K Inningapanappy, 534217, IparaBapam Manpan,
Tanyky, Bect I'ogiapi Hicrpixr, Auaxpa IIpanem, Iunis

Homep cepii BupoOnnka A®I: MT03930224

Hassa IIII: Merdopminy rigpoxiopusa 1000 Mr XR, TabneTku npoIoHroBaHol aii
Indopmanis npo Bupodunyy ninsnunio IM: Bepnin-Xemi AI' — Temnensxodep Ber 83, 12347 Bepnin, Himeuauna
Homep cepii sBupodnuxa ITII: 54111

BupoGankn

Bupo6uunreo «in bulk»

HaiimenyBanus Bupo6Huka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxopxents BupoOnuka: Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Howmep ninensii na supoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0016

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep nittensii na BupoGumrTeo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuunna
Howmep nittensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Cropinka2 35§
LIMS Lot Num: 159447 Jata npyky: 10/02/2026 8:32

Ceprudikar sxocti Howmep 3BiTy 94185 LW_ORA_PHARMA PRD

TRIAL MODE - a valid lic ill remove this mess: the k y of this POF for maore information.




BERLIN-CHEMIE

Ad

MENARINI

Bunpobysanns Cnemndikanin Pesyarsrarn (3 Yacrora
OTHHHISIMH NpoBe/ieHHs
BHMipIOBAHHSA) BHIPOOYBaHHSA
Omuc (opranonentuunuit)  Tabnerku oBameHoi hopmu Bif Gimoro  Bimmorinae
10 Mmaibke 6110T0 KOIBOpY 3
TicHeHHAM «SR 1000» 3 ogHoro Goky
Ta IMafiKi 3 iHmoro Goky.
Josxuna 22,00 MM £ 0,20 MM 22,12 MM
Hlupuna 10,50 mm £ 0,20 MM 10,58 mm
Tornpna 8,90 mm + 0,30 MM 9,05 MM
Cepeus Maca 1560,45 mr +3,0% 1560,65 Mr
OpHopinnicts  gosopanux n=10: AV <15,0 (L1); Biamosifgae
omuuuie (Ph.Eur. 2.9.40) n=30: AV < 15,0 (L1) Ta xoaHe
IHIUBIyabHe 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM
Brpara mpu BucymyBaHHa < 5% 3%
(IY-cymxa)
Pozunnenus (Ph.Eur. 2.9.3)
1. TIlporsarom 30 xs 10-30% Bix 3asBIeHOT KiIBKOCTI 20 %
2. Tlporsarom 1 romuun  20-40% Bij 3asBIEHOI KiTBKOCTI 29 %
3. IIporsrom 3 rogux 44-64% Bij 3asaBlIeHO] KiTBKOCTI 52 %
4. Tlporarom 10 rommn = 85% Bix 3asBiIeHO] KiIBKOCTI 88 %
InenTudikanis
Merdopmin  rigpoxnopuy Jloka3 imeHTHuHOCTI 3 eranoHHol He nmpoBogunocs
(Ph.Eur. 2.2.29), meron I PE4OBHHOIO
Merdopmin  rigpoxnopun Jloka3 igeHTHuHOCTI 3 eTanoHHOl Ilo3uTHBHO
(Ph.Eur. 2.2.29), merop II PEYOBHHOIO
Merdopmin  rigpoxnopun Jloka3 igeHTHuHOCTI 3 eranoHHol Ilo3uTHBHO
(Ph.Eur. 2.2.24) PEYOBHHOIO
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meton I
Jomimka A <0,02% He npoeoaunocs
Hesigomi gomimku, koxua <0,1% He npoeoaunocs
Yceroro aomimok <0,4% He nposoaunocs
KinbkicHuii BMicT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11
Jomimka A <0,02% <0,01 %
Hesigomi gomimku, koxua <0,1% <0,1 %
Ychoro JoMimok <0,4% <0,1 %
NDMA (Ph.Eur. 2229, <48 ppb He nposoaunocs Al0
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12) <10° KYO/r He npoeoamnocs A10
TYMC (Ph.Eur. 2.6.12) <102 KYO/r He npoeoamnocs A10
Escherichia coli (Ph.Eur. Bigcyrua/r He npoeoaunocs Al0
2.6.13)
KinbkicHe BU3HaYeHHs
Merdopminy rigpoxmopun  95-105% Big 3asBieHoi kimbkocTi He nposoaunocs
(Ph.Eur. 2.2.29), meton I
Merdopminy rigpoxnopun  95-105% Bix 3asBieHO1 KilbKOCTI 101 %

(Ph.Eur. 2.2.29), metox 11

Cropinka3 3§
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BERLIN-CHEMIE
MENARINI

YacToTa TECTYBAHHA:

AX: TECTYBAHHA BKIHYAE KOXHY <00y cepiio

Ry: TecTyBaHHA BHEIHYAE KOXHY «Y» cepin

1365: TecTyBaHHA NPOBOHTECA OJHH pa3 Ha pik; I180: TecrysanHA NpoBOJAHTECA pa3 HA NiB poky; [90: TecTyBaHHA NPOBOIHTECA KOXHOTO KBapramy; [30: TecTyranHs
TPOBOJHTECH KOMHOTO MiCAIA

Cropinkad 3 5
LIMS Lot Num: 159447 Jata npyky: 10/02/2026 8:32
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BERLIN-CHEMIE
MENARINI

Ilosicaenns:

A®I: AxTiBHUH (apMaleBTHYHHIT IHTpeAi€HT
IIIT: Tpomiskuuit MPOAYKT

MicuesHaxofkeHHs: BUpOOHUKa, 10 BUITYcTHB cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,
Himeuunna
Howmep ninensii na BupobuuuTBO U1 YKpainu: DE BE 01_MIA_2025_0008

Ceprudirar: Ilum s 3acinuyro, mo HasefeHa Buile iHdopmanis e pocrosipHOW Ta TouHOMK. Lo cepito mpoxykuii Gyno
BHT'OTOBJIEHO, BKIIOYAKYH [TAKYBAHHA/MapKyBaHHS Ta IPOBEJICHO KOHTPOIb i AKOCTi HA BHINE3a3HAYEHHX BAPOOHHIMX NibHALAX Y
noBHi i BinnoeiHocTi 3 BuMoramy HBII, BeranoBeHMMY MiCLIEBUM PEryISTOPHAM OpPraHoM, a TAKOXK BiJIOBIAHO N0 crienudikariii,
IO MICTATBCH y peecTpaniiHoMy aocke. IIpoTokonm BHpoOHHIITBA, NAKyBaHHA Ta aHANI3iB OyNIO NEeperiAHYTO Ta BCTAHOBIEHO
BignosigHicTs HBIT.

Ieit ceprudikar BunaHmii nepeBipeHolo KoMIT'IoTepHOI0 cucteMolo LIMS i nilickuii 6e3 ocobucToro migmucy.

Cepis 6yna npoTecToBaHa BiMOBITHO J0 YHHHOTO CTAHJapTy TeCTyBaHHs. SIKicTh BiAnoBifae crenudikai.

dinansHmii craTyc: Bunmymeno

Migmuec Menemxepa 3  koHTpomo Im’s— JI-p Ceen Illposep Jara — 09/02/2026 09:29:18 (GMT +1)
AKOCTI

IMignue YnoeHoraxeHoi ocobu: Im’s1— JT-p Hop6epT Cranr Jarta — 09/02/2026 17:02:54 (GMT +1)
ITigmuc emiTenTa: Im’st — FOmist Banep Hara — 10/02/2026 08:32:04 (GMT +1)

Toscrenns popmary nati: dd/MM/yyyy hh:mm [:ss]

Cropinka53 5
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

30.04.2026 Ne 20683/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3acoby Ne S3197A Kinskicts BBe3eHOrO Jikapeskoro 3acoby 3240
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - migmpuemns, i Micle NpoKHUBAHHA Ta peecTpaliiHuil HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpoio six 27.04.2026 Ne 1163/17.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTRA 111010 3a0€31ICYCHHS AKOCTI JIiKapChKHUX 3acO0iB.

-‘-..r.
"9;#“5 :
'B*\;“.HH;? g

_ Omera EPEOMEHEO

(s T ; a EHOHTPOID {mimmac {Inpary Ta npiznHe)
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Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 168444

M BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162934
53197A

9120 Packages

08/08/2025
30/03/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4
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Prolonged-release tablet
pieces

168444

no special storage
conditions

31/08/2028
30/03/2026

Germany



M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet

SF Manufacturer Site Information: Centaur Pharmaceutical Pvt. Ltd., Pune - Plot No. 4, International Biotech Park,
Pune, Maharashtra 411057, Hinjewadi, Phase I, India

SF Manufacturer Batch number: 5250721

Manufacturers

Manufacturing site of bulk

Manufacturer: Centaur Pharmaceutical Pvt. Ltd. - Centaur Pharmaceutical Pvt. Ltd., Pune

Address: Plot No. 4, International Biotech Park, Pune, Maharashtra 411057, Hinjewadi, Phase Il, India
Manufacturing Authorisation Number: 25-PD/182

Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0090

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 168444 Page 2 of 4

rds property of this PDF far mare information.



M BERLIN-CHEMIE
MENARINI

Certificate of Quality
item Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms

debossed with 'SR1000' on one side
and plain on other side

Length 22.00 mm £ 0.20 mm 22.09 mm
Breadth 10.50 mm + 0.20 mm 10.55 mm
Thickness 8.90 mm £ 0.30 mm 8.89 mm
Average mass 1560.45mg £ 3.0 % 1547.65 mg
Uniformity of dosage units n=10: AV = 15.0 (L1); n=30: AV = Complies
(Ph. Eur. 2.9.40) 15.0 (L1) and no individual content
<0.75%M or > 1.25xM

Loss on drying (IR-drying) =5% 5%
Dissolution (Ph. Eur. 2.9.3)

1. For 30 min 10 - 30 % of label claim 21 %

2.For1h 20 - 40 % of label claim 30%

3.For3h 44 - 64 % of label claim 52 %

4 For10h = 85 % of label claim 88 %
Identification

Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested

2.29), method 1 substance

Metformin hydrochloride (Ph. Eur. 2.  Proof of identity with reference Positive

2.29), method 2 . substance

Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive

2.24) _ substance
Chemical purity (Ph. Eur. 2.2. o
29), method 1 . AEL

Impurity A 20.02% Not tested

Unknown impurities, each : <01% Not tested
Total impurities <04 % Not tested

Chemical purity (Ph. Eur, 2.2.

29), method 2 -
Impurity A £0.02% <0,01 %

Unknown impurities, each <01% <01 %

Total impurities =04 % <0,1 %
NDMA (Ph. Eur. 2.2.29, Ph. Eur. < 48 ppb <3 ppb A10
2.2.43)
TAMC (Ph. Eur. 2.6.12) <10"3 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g <100 CFU/g A10
Escherichia coli (Ph. Eur. 2.6.13) Absentin1g conforms A10
Assay

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested

2.29), method 1

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 100 %

2.29), method 2

LIMS Lot Num: 168444 Page 3 of 4
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M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Testing Frequency Explanation:

+ Ax: test added every "x" lots

+ Ry: test removed every "y" lots

- 1365: test performed once per year, |180: test performed half-yearly; 190: test performed quarterly; 130 test performed monthly

Explanation Genealogy:
APIl:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Dr. Stang
Qualifi erson
30/03/2026
LIMS Lot Num: 168444 Page 4 of 4
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH

YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 168444
Howmep cepii: 53197A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH

30epiraHHs He BUMaraloThes

Po3mip cepii/KinbkicTs: 9120 ynakoBok Jara 3akindenns 31/08/2028

TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 08/08/2025 Jara Bumycky cepii: 30/03/2026
Jlata ananisy: 30/03/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes

Cropinka 134
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BERLIN-CHEMIE
V] MENARINI

IlosicHeHHS

Ha3ga IIII: Merdopminy rigpoxnopun 1000 Mr XR, Tabnetku nponoHroBaHoi i

Indopmanis npo Bupobunyy ainsnunio II: Ienrayp dapmaneyrikan ITer. JIta., ITyne — Ilnor Ned, InTepHaTionan
Biorex Iapk, ITyne, Maxapamrpa 411057, Xinmxesani, ®aza I1, Iunis

Homep cepii sBupodnnxa ITIT: 5250721

BupoOuukn

Bupo6uunrso «in bulk»

Haiimenypanns Bupo6uuka: Centaur Pharmaceutical Pvt. Ltd. — Ilenrayp ®apmaneyrikan I1et. JIta., ITyne
Micuesnaxopxents BupoOnuka: Ilnot Ne4, Iutepuarionan biorex Ilapk, ITyne, Maxapanrrpa 411057, Xinpmkeani,
®aza 11, Iupis

Howmep ninensii Ha BupobuuuTBo: 25-PD/182

Howmep ceprudikary GMP: DE_BE_01_GMP_2023_0090

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMeuunna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMeuunna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 3 4
LIMS Lot Num: 168444
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TRIAL MCDE - a valid lic

BunpoOysanns

Onuc (opraHonenTHYHHI)

JoBxuna

Hlupuna

Toruaa

Cepemus Maca
OpHOpIAHICTE  O30BaHUX
omuuuie (Ph.Eur. 2.9.40)

Brpata npu BHCYIIyBaHHA
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. Ipotsarom 30 xB
2. TIlporarom 1 roguau
3. Iporsrom 3 rogux
4. Ipotarom 10 rogux
Inentudikaris

MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), meron I
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), metox 11
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A

HesigoMi ToMillIKH, KOKHA
Ychoro JoMimok
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11

Jowmimka A

HesigoMi ToMillIKH, KOKHA
Yeworo gomimox

NDMA (Ph.Eur. 2.2.29,
Ph.Eur. 2.2.43)

TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinekicHe BH3HA4YEHHS
MerdopMmiHy TigpoxIopus
(Ph.Eur. 2.2.29), merox I
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 168444

ill remove this mess:

BERLIN-CHEMIE

Ad

Cnenndikanis

Tabnerku oBansHOT opMu Bij Gioro
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.

22,00 MM % 0,20 MM

10,50 MM # 0,20 MM

8,90 mm + 0,30 MM

1560,45 mr £3,0%

n=10: AV < 15,0 (L1);

n=30: AV < 15,0 (L1) ta omme
IHIUBIyabHE 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM

<5%

10-30% Bij 3asBlIeHOl KiEKOCTI
20-40% Bif 3asBlIeHO] KiTEKOCTI
44-64% Bif 3agaBlIeHO] KiTEKOCTI
> 85% Bij 3agBJIEHO] KiJIEKOCTI

Jlokas iJEHTMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO
Jlokas iJEHTMYHOCTI 3 ETAJOHHOI0
PEYOBHHOIO
Jlokas iJEHTHYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10 KYO/r
<102KYO/r
Bincytua/r

95-105% Bif 3aABlIEHOT KiNbKOCTI

95-105% Bif 3aABlIEHOT KiNbKOCTI

Cropinka 3 3 4

the k

MENARINI

PesyawTarn (3
OAHHHIISIMH
BHMipIOBAHHSA)

Bignosifgae

22,09 MM
10,55 MM
8,89 MM
1547,65 mMr
Bignosigae

5%

21%
30 %
52%
88 %

He nposoaunocs
ITozutHBHO

ITosuTHBHO

He npoeoaunocs
He npoeoaunocs
He nposoaunocs

<0,01 %
<0,1 %
<0,1 %
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

100 %

y of this POF for maore information.

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

Al0

Al0
Al0
Al0



BERLIN-CHEMIE
MENARINI

Yacrora TeCTYBAaHHSA

AX: TeCTyBaHH BKIIIOUA€ KOKHY (X» CEpilo

Ry: TecTyBaHHS BUKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHS IPOBOIUTLCS OJMH pa3 Ha pik; 1180: TecTyBaHHS POBOAUTELCA Pa3 Ha ITik poky; 190: TecTyBaHHs
TIPOBOJMTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs IIPOBOHTECA KOXKHOTO MicsIs

Ilosicaenns:

A®I; AxTiBHHH (apMaleBTHYHHIT HrpeXieHT
IIT: TMpomiskuuit MPoayKT

MicuesHaxofkeHHs: BUpOOHUKa, 1o BUITYCTHB cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,

Himeuunna
Howmep ninensii na supobuuuTBO 18 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikat: [lum s 3aceinuyro, mo HaseleHa Buile iHdopmauis e xocroipHON Ta TouHOM. L0 cepito mpomykuii Oyno
BHT'OTOBJIEHO, BKIIOYAKYH [TAKyBAHHA/MapKYBaHHS Ta IPOBEJIEHO KOHTPOIb i AKOCTi HA BHINE3a3HAYEHHX BAPOOHHIMX NiMBHALIX Y
noBHi i BinnosiHocTi 3 BuMoramy HBII, BeranoBneHMME MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJINOBIIHO N0 crenuikariii,
0 MICTATECA Y peecTpauiiiHomy jgocke. IIporokoms BHpoOHMIITBA, NAKyBaHHA Ta aHaNi3iB OyJIO TNEPErisHYTO Ta BCTAHOBIEHO
BignosigHicTs HBIT.

Cepis Oyna npoTecToBaHa BiINOBIJHO 10 YHHHOrO CTAHAAPTY TeCTyBaHHs. SIKicThb BijmoBinae cnenudikanmii.

dinaneHuii cTatyc: BumymieHo

YroBHOBaXkeHa ocoba

J1-p HopGept Craur (nionuc) (neuamxa)

30/03/2026

Cropinka 4 3 4
LIMS Lot Num: 168444
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

10.04.2026 Ne 16547/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3aco6y Ne S4109A Kinbkicts BBe3eHOTO Jikapcskoro 3acoby 1532
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro xoutpoio six 02.04.2026 N= 0939/11.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTRA 111010 3a0€31ICUCHHS AKOCTI JIiIKAPCHKHUX 3aCO0IB.

"\l ' Omera EPRBOMEHKO

=

c:;“l' KOHTPOIIG {mimmac) {iHgiane T2 npiznMLe)
s




Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 159331

BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162934
54109A

4772 Packages

24/11/2025
06/02/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:

Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4
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Prolonged-release tablet
pieces

159331

no special storage
conditions

30/11/2028
06/02/2026

Germany



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

APl Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54109

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159331 Page 2 of 4

rds property of this PDF far mare information.




BERLIN-CHEMIE

MENARINI
Certificate of Quality
Item Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with "SR1000' on one side
and plain on other side
Length 22.00 mm £ 0.20 mm 22.10 mm
Breadth 10.50 mm % 0.20 mm 10.58 mm
Thickness 8.90 mm £ 0.30 mm 9.06 mm
Average mass 1560.45mg £ 3.0 % 1558.81 mg
Uniformity of dosage units (P n=10: AV £15.0 (L1); n=30: AV = Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75xM or > 1.25%xM
Loss on drying {IR-drying) =5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20 %
2.For1h 20 - 40 % of label claim 29 %
3.For3h 44 - 64 % of label claim 51 %
4. For10h = 85 % of label claim 86 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2.
29), method 1
Impurity A <0.02 % Not tested
Unknown impurities, each <01% Not tested
Total impurities <04 % Not tested
Chemical purity (Ph. Eur. 2.2.
29), method 2
Impurity A =0.02% <0,01 %
Unknown impurities, each <01 % <0,1%
Total impurities <04 % <0,1%
NDMA {Ph. Eur. 2.2.29, Ph. Eur. < 48 ppb <3 ppb A10
2.2.43)
TAMC (Ph. Eur. 2.6.12) =103 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g <100 CFU/g A10
Escherichia coli {Ph. Eur. 2.6.13) Absentin1g conforms A10
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 101 %

2.29), method 2

LIMS Lot Num: 159331 Page 3 of 4
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BERLIN-CHEMIE
MENARINI

Certificate of Quality

Testing Frequency Explanation:

= Ax: test added every "x" lots

= Ry: test removed every “y" lots

+ |365: test performed once per year; 1180: test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
API:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the

importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Dr. Ngri&rt Stang
Qualified Pé&rson

06/02/2026

LIMS Lot Num: 159331 Page 4 of 4

TRIAL MODE - a valid lic ill remove this mess:

y of this POF for maore information.




BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH

YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 159331
Howmep cepii: 54109A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH

30epiraHHs He BUMaraloThes

Po3mip cepii/KinbkicTs: 4772 ynakoBok Jara sakindenns 30/11/2028

TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 24/11/2025 Jara Bumycky cepii: 06/02/2026
Jlata ananisy: 06/02/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes

Cropinka 134

LIMS Lot Num: 159331

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
V] MENARINI

Iloscaenns

Ha3sa A®I: Metdopminy rigpoxaopua

Indopmanis npo Bapodnnuy Ainbaumo A®I: Baubapi JItn. — K Inningapanappy, 534217, IparaBapam Manpan,
Tanyky, Bect Iogiapi Jicrpixr, Auaxpa Ipangem, Iunis

Homep cepii BupoOnuka A®I: MT03930224

Ha3sga IIII: Merdopminy rigpoxnopun 1000 Mr XR, TabneTku NpoIoHroBaHoi Jii
Indopmanis npo Bupobunyy ainsnunio IM: Bepnin-Xemi AI' — Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Homep cepii Bupobuunka IIII: 54109

BupoOuunkn

Bupoouunrso «in bulk»

HaitmenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomkents BupoOnuka: Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Howmep ninensii na supoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0016

IaxkyBanns

HaiimenyBanns BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuuuna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 3 4
LIMS Lot Num: 159331
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TRIAL MCDE - a valid lic

BunpoOysanns

Onuc (opraHonenTHYHHI)

JoBxuna

Hlupuna

Toruaa

Cepemus Maca
OpHOpIAHICTE  O30BaHUX
omuuuie (Ph.Eur. 2.9.40)

Brpata npu BHCYIIyBaHHA
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. Ipotsarom 30 xB
2. TIlporarom 1 roguau
3. Iporsrom 3 rogux
4. Ipotarom 10 rogux
Inentudikaris

MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), meron I
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), metox 11
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A

HesigoMi ToMillIKH, KOKHA
Ychoro JoMimok
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11

Jowmimka A

HesigoMi ToMillIKH, KOKHA
Yeworo gomimox

NDMA (Ph.Eur. 2.2.29,
Ph.Eur. 2.2.43)

TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinekicHe BH3HA4YEHHS
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), merox I
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 159331

ill remove this mess:

BERLIN-CHEMIE

Ad

Cnenndikanis

Tabnerku oBansHOT opMu Bij Gioro
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.

22,00 MM % 0,20 MM

10,50 MM # 0,20 MM

8,90 mm + 0,30 MM

1560,45 mr £3,0%

n=10: AV < 15,0 (L1);

n=30: AV < 15,0 (L1) ta omme
IHIUBIyabHE 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM

<5%

10-30% Bij 3asBlIeHOl KiEKOCTI
20-40% Bif 3asBlIeHO] KiTEKOCTI
44-64% Bif 3agaBlIeHO] KiTEKOCTI
> 85% Bij 3agBJIEHO] KiJIEKOCTI

Jlokas iJEHTMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO
Jlokas iJEHTMYHOCTI 3 ETAJOHHOI0
PEYOBHHOIO
Jlokas iJEHTHYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10 KYO/r
<102KYO/r
Bincytua/r

95-105% Bif 3aABlIEHOT KiNbKOCTI

95-105% Bif 3asBlIeHOT KiNbKOCTI

Cropinka3 3 4

the k

MENARINI

PesyawTarn (3
OAHHHIISIMH
BHMipIOBAHHSA)

Bignosifgae

22,10 mm
10,58 mm
9,06 MM
1558,81 mr
Bignosigae

3%

20 %
29 %
51%
86 %

He nposoaunocs
ITozutHBHO

ITosuTHBHO

He npoeoaunocs
He npoeoaunocs
He nposoaunocs

<0,01 %
<0,1 %
<0,1 %
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

101 %

y of this POF for maore information.

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

Al0

Al0
Al0
Al0
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BERLIN-CHEMIE
MENARINI

YacToTa TeCTYBAHHA:

AX: TECTYBAHHA BKIHMAE KORXHY 00y cepiio

Ry: TecTyBaHHA BHEIHYAE KOXHY «y» cepii

1365: TecTyBaHHA NPOBOJMTECA OJHH pas Ha pik; 1180: TecrysanHA NPOBOJAHTECA pa3 HA NiB poky; [90: TecTyBaHHA NPOBOJHTECA KOXKHOTO KBapramy; [30: TecTyranas
TPOBOJHTECH KORHOTO MICAIIA

Iloscaenns:

A®I: AxTiBHHH (apMaleBTHYHUIT IHTpeAi€HT
ITIT: TIpomiskuuit MPoayKT

Micue3Hax ofKkeHHs: BUpOOHUKa, 0 BUITYCTHB cepilo B 06ir: BEPJIIH-XEMI AT, T'ninikep Ber 125, 12489 Bepuin,
Himeuunna
Howmep ninensii na eupobuuuTBO U1 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikat: [lum s 3acBinuyro, mo HaseleHa Buine iHdopmanis e mocroBipHON Ta TouHOMW. L0 cepito mpomykuii Oyno
BHT'OTOBJIEHO, BKJIFOYA0UH MaKyBaHHA/MapKyBaHHS Ta IPOBEJICHO KOHTPOE i AKOCTI Ha BUINE3a3HAYEHUX BUPOOHMYMX NiNBHHIX Y
noBHi i BinnosiHocTi 3 BuMmoramy HBII, BeranoBieHUMH MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJINOBIAHO N0 crienudikariii,
O MICTATBCA Y peecTpauiiiHomy jgocke. I[Iporokom BHpoOHMITBA, MAKyBaHHA Ta aHANi3iB OyJIO NEPErisHYTO Ta BCTAHOBIEHO

pignosigHicts HBIT.

Cepis Gyna npoTecToBaHa BiJIIIOBIHO J0 YHHHOTO CTAHJapTy TeCTyBaHHs. SKicTh BinoBinae crenudikari.

dinansHuii cTatyc: BumymieHo

YrnosHOBakeHa ocoba wmamn
I-p Hop6epr Craur (nionuc)

06/02/2026

Cropinka 4 3 4
LIMS Lot Num: 159331



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

17.04.2026 Ne 18778/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3aco6y Ne S4108A Kinskicts BBe3eHoro mikapeskoro 3acoby 1080
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro xoutposo six 14.04.2026 Ne 1040/8.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOABCTRA 111010 3a0€31ICUCHHS AKOCTI JIiIKAPCHKHUX 3aCO0IB.

"\l ' Omera EPRBOMEHKO
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocri

Mpoayxkr: Ciodpop® XR 1000
JosyeauHs: 1000 mr Jlikapceka dopma: Tabnerku MPoOJIOHTOBaHOT il
Po3mip ynakosxu: 60 (4x15) Omuuuns po3Mipy  yIakoBKH
YIIAKOBKH:
Bu /1 ynakoBku: Buicrep
BuyTpimsiii kog npoaykry Ne:  F162934 Homep anamisy: 159275
Homep cepii: 54108A YmoBu 30epiraHHst: CrieniasibHi YMOBH
36epiraHHs He BUMAralThes
Po3mip cepii/KinekicTs: 4784 ynakoBok Hara sakinuenns  30/11/2028
TEPMIHY PUAATHOCTI:
Jara BupoOHuI[TBA; 24/11/2025 Jlara Bumycky cepii: 09/02/2026
Jlara anamisy: 09/02/2026 Kpaina-supoOuuk: Himeuuuna
Kpaina-imnoprep: Yxpaina
Hasga BupoOuuka: BEPJIIH-XEMI AT
Homep peecrpauiiinoro  UA/20045/01/02
NOCBi4eHHs
HopMarHBHA JOKYMEHTALLis! He 3acrocoByerses
Cropinkal 36
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3BiTy 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

IMosicHeHHst

A®I Ha3sa: Merdopminy ripoxuopua

A®I Indopmanis npo Bupobuudy ainsnunio: Baubapi JIty. — K. Luninpnananappy, 534217, Iparapapam Maupan,
Tanyky, Becr I'ogisapi Jlicrpixr, Aujxpa Ipapem, Iuais

A®I Homep cepii BupoGuuka: MT03920224

A®I Ha3zsa: Merdopminy rigpoxiopun

A®I Indopmanis npo Bupoduudy ainsnunio: Baubapi JItn. — K. Iuninnananappy, 534217, Iparasapam Maspau,
Tanyky, Becr I'onisapi Jicrpixr, Aujxpa Ipapem, Iuais

A®I Homep cepii Bupo6uuka: MT03930224

I Ha3ea: Merdopminy rigpoxnopuy 1000 mr XR, tabnerku nponosrosasoi ait

I Indopmanis npo Bupobuuuy AitbHHNI0 BEpoOuuka: BEPJITH-XEMI AT — Temnensxodep Ber 83, 12347
Bepnin, Himeuunna

ITIT Homep cepii BupoOHuka: 54108

BupoOuuKn

BupoO6uuureo «in bulk»

HaiimenyBanns Bupo6uuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxoaxerns Bupobuuka: Temnensxodep Ber 83, 12347 Bepnin, Himeuunna
Homep inensii va supobuuurso: DE_BE_01_MIA 2025 0008

Homep ceprudikary GMP: DE BE _01_GMP_2025 0016

IMakyBanns

HaiimenyBauns Bupobuuka: Berlin-Chemie AG — BEPJITH-XEMI AT
Micuesnaxoxerns Bupobuuka: Iminikep Ber 125, 12489 Bepuin, HiMeyunna
Homep inensii va supobuuurso: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE BE 01 _GMP_2025_0015

Cropinka2 36
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3eity 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

Bunyck cepii

Haiimenypauns Bupo6uuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxoaxenns Bupobuuka: Lminikep Ber 125, 12489 Bepuin, HiMequuna
Howmep ninensii na upobuuurso: DE_BE_01_MIA 2025_0008

Homep ceprudikary GMP: DE BE 01_GMP_2025_0015

Cropinka 3 36

LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50

Ceprudikar sxocti
Homep 3Biry 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



Bunpo0Oysanns

Onuc (opraHonentTUaHuUiL)

Josixuna

Hlupuna

Tosumua

Cepenns maca
OpHOpiAHICTE  1030BaHUX
oauuuus (Ph.Eur. 2.9.40)

Brpara npu BuCyIIyBaHHA
(TY-cymika)
Pozunnenus (Ph.Eur. 2.9.3)
1. TIlporsarom 30 xB
2. Iporarom 1 roguuu
3. Mporsrom 3 rogun
4. [TIlporarom 10 rogux
Inentudikanis

Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meton I
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.29), meTon 11
Merdopmin  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meton I
Jomimka A

Hesijomi oMilKu, KOXKHA
Yeporo JoMimmox
KinbkicHui BMiCT fOMIIIOK
(Ph.Eur. 2.2.29), meTop 11
Jomimka A

Hepinomi moMilnku, KoxHA
Yeporo JoMimok
NDMA (Ph.Eur.
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinbkicHe BU3HAYEHHS
Merdopminy rigpoxiopun
(Ph.Eur. 2.2.29), meton I
Merdopminy rigpoxiopun
(Ph.Eur. 2.2.29), meTop 11

2:2.29.

LIMS Lot Num: 159275
Ceprudikar sxocti

BERLIN-CHEMIE
MENARINI

Cnenundikanis

Tabnerku oBaisHOT (opmu Bij Oinoro
[0 Maike OLI10ro KoIsopy 3
tucHenHam «SR 1000» 3 oguoro Goky
Ta rajKi 3 iHmoro Goky.

22,00 mm % 0,20 mu

10,50 mm + 0,20 mm

8,90 mm £ 0,30 MM

1560,45 mr +£3,0%

n=10: AV <15,0 (L1);

n=30: AV < 15,0 (L1) ta sxoaue
IHMBIy aJIbHE 3HAYCHHSA HE
BHXOJUTE 3a Mexi < 0,75xM a6o
>1,25xM

<5%

10-30% Bin 3asBieHol KinbKoOCTI
20-40% Bin 3asBieHOT KinbKOCTI
44-64% Bin 3asBieHOT KinbKOCTI
> 85% Bin 3asBIIEHOI KiJIBKOCTI

Jloka3z iJIGHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3z iJIEHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO
Jloka3z iJIEHTHMYHOCTI 3 €TaJOHHOI0
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10* KYO/r
<10’ KYO/r
BigcyTas/r

95-105% pin 3asBIeHOI KiIbKOCTI

95-105% pin 3asBIeHOI KiIbKOCTI

Cropinka4 36

Homep 3eity 94193

Yacrora
NpPOBE/ICHHS
BHIIPpOOYBaHHSA

PesyawTaTH (3
OIHHHIAMH
BHMipIOBaHHS)

Bianosinae

22,12 MM
10,58 mm
9,11 MM
1567,22 mr
Bignosigae

3%

20 %
29 %
51%
87 %

He nposoaunocs
To3uruBHO

TTosuTHBHO

He nposomunocs
He nposomunocs
He nposoaunocs

<0,01 %

<0,1 %

<0,1 %

He nposoaunocs Al0
Al0
Al0
Al0

He nposomunocs
He nposomunocs
He nposomunocs

He nposoaunocs

102 %

Hara apyky: 10/02/2026 8:50

LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

Yacrora TecTyBaHHS

AX: TECTYBaHHS BKIIIOUAE KOMKHY «X» Cepiio

Ry: TecTyBaHHsA BUKIIIOUAE KOXKHY «(y» CEPi0

I1365: TecTyBaHHs MPOBOAMTECA OMH pa3 Ha pik; [180: TecryBanns npoBoguThes pa3 Ha miB poky; [90: TecryBanus
IIPOBOJUTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs MPOBOAMTHCS KOXKHOIO MicsLs

Cropinka 536
LIMS Lot Num: 159275

Jara apyky: 10/02/2026 8:50
Ceprudikar sxocti

Howmep 3Bty 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



BERLIN-CHEMIE
MENARINI

Ilosicnenns:

A®I: AxrupHuit papmaneBTHYHNH IHTpeieHT
ITIT: MpomixkHuiA IPOIYKT

Micuesnaxomxen s BupobHuKa, 1o suiycrue cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,
Himeuuyuna
Howmep ninensii na Bupobuuurso mis Yrpainu: DE_BE_01_MIA_2025_0008

Ceprudikar: [{um s 3acBigdyro, mo HaBefleHa BHIIe iH(opmalis € AocToBipHOW Ta TouHOwW. Lo cepiro mpomykuii Oyno
BHT'OTOBJIEHO, BKJIIOUAKOYH TAKYBAHHA/MapKyBaHHsA Ta IPOBEJAECHO KOHTPOMb i1 SKOCTI HA BUINE3a3HAYEHUX BUPOOHHYMX AiNBHHIAX Y
MOBHIH BijMoBiHOCcTI 3 BuMoramu HBII, BcTaHOBNEHMMH MICIIEBHM PErYIATOPHAM OPraHOM, A TAKOXK BiJINIOBITHO 10 crenudikariiii,
IO MICTAThCA y peecTpaniiHoMy Aocke. IIpoTokom BHpoOHMIITBA, MAKyBaHHS Ta aHANI3iB OYyNO NEPErNIAHYTO Ta BCTAHOBIECHO
BignoBigHicTs HBIT.

eit ceprudikar BuaaHMil IepeBipeHO KOMIT'IOTEpHOIO crcTemoro LIMS i pificrmii 6e3 ocobucToro mimmicy.
Cepis Oyna nporecToBasa BiIOBIHO 10 YHHHOI'O CTAHAAPTY TeCTyBaHHs. SKicTh Bianosinae crenndikanii.

dinansHuii cratyc: Bunynieno

IMipnue  menemxepa 3  xourpomo Im’s — JI-p Ceen lpoaep Jara — 09/02/2026 09:45:14 (GMT +1)
SIKOCTI

Mignuc YnosxoBaxeHo1 ocobu: Im’s — J1-p HopGepr Cranr Hara — 09/02/2026 17:04:00 (GMT +1)
Mignuc emirenra: Im’s — Jaxyoisn Banep Hara — 10/02/2026 08:50:58 (GMT +1)

Mosicuenns popmary gartu: dd/MM/yyyy hh:mm [:ss]

Cropinka 6 3 6
LIMS Lot Num: 159275 Hara apyky: 10/02/2026 8:50
CeprudikaT sxocTi
Homep 3BiTy 94193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

Y| BERLIN-CHEMIE
MENARINI

Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54108A Analysis Number: 169275
Number of packages (Quantity): 4784 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 24/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 09/02/2026 Date of Batch Release: 09/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.: UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 159275 Page 1 of 6 Print Date: 10/02/2026 8:50
Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

BERLIN-CHEMIE
MENARINI

Genealogy

API Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03920224

APl Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54108

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_ 0016

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159275 Page 2 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.



WENARINI

BERLIN-CHEMIE
MENARINI

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159275 Page 3 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 84193 LW_ORA_PHARMA_PRD

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
Appearance (organcleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm  0.20 mm 22.12 mm
Breadth 10.50 mm £ 0.20 mm 10.58 mm
Thickness 8.90 mm  0.30 mm 9.1 mm
Average mass 1560.45mg £ 3.0 % 156722 mg
Uniformity of dosage units (P n=10: AV < 15.0 (L1); n=30: AV s Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75%M or > 1.25xM
Loss on drying (IR-drying) 5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20%
2. For1h 20 - 40 % of label claim 29%
3.For3h 44 - 64 % of label claim 51%
4.For10h z 85 % of label claim 87 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.28), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2
29), method 1
Impurity A £0.02% Not tested
Unknown impurities, each S01% Not tested
Total impurities £04% Not tested
Chemical purity (Ph. Eur. 2.2
29), method 2
Impurity A £0.02 % <0,01 %
Unknown impurities, each S01% <0,1%
Total impurities s04% <0,1%
NDMA (Ph. Eur. 2.2.28, Ph. Eur. S48 ppb Not tested A10
2.2.43)

LIMS Lot Num: 159275

Certificate of Quality

TRIAL MODE - a valid license will remove this message. See the

Page 4 of 6

Report Number 84193

keywards property of this PDF for mare infarmation.

Print Date: 10/02/2026 8:50
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BERLIN-CHEMIE
MENARINI

Item Specification Result Testing
Frequency
TAMC (Ph. Eur. 2.8.12) s 10"3 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) s 102 CFUIg Not tested A10
Escherichia coll (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3)
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 85 - 105 % of label claim 102 %
2.29), method 2
Testing Frequency Explanation:
+ Ax: test added every “x" lots
* Ry: test removed every “y" lois
* |1365: test performed once per year; |1180: test performed half-yearly; 190: test p q ly; 130: test p monthly

LIMS Lot Num: 159275

Certificate of Quality

Page 5 of 6

Report Number 84193

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare informatian.
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WENARINI

BERLIN-CHEMIE
MENARINI

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This certificate was Issued by a validated computerised LIMS and Is valld without personal signature.
The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quality Control Manager Name - Dr. Sven Schrder Date - 09/02/2026 09:45:14 (GMT +1)
Signature:

Qualified Person Signature: Name - Dr. Norbert Stang Date - 09/02/2026 17:04:00 (GMT +1)
Issuer Signature: Name - Julia Bader Date - 10/02/2026 08:50:58 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm([:ss]

LIMS Lot Num: 159275 Page 6 of 6 Print Date: 10/02/2026 8:50

Certificate of Quality Report Number 94193 LW_ORA_PHARMA_PRD
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

30.04.2026 Ne 20683/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3acoby Ne S3197A Kinskicts BBe3eHOrO Jikapeskoro 3acoby 3240
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - migmpuemns, i Micle NpoKHUBAHHA Ta peecTpaliiHuil HoMep 00IiKOBOT KAPTKY IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpoio six 27.04.2026 Ne 1163/17.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTRA 111010 3a0€31ICYCHHS AKOCTI JIiKapChKHUX 3acO0iB.

-‘-..r.
"9;#“5 :
'B*\;“.HH;? g

_ Omera EPEOMEHEO

(s T ; a EHOHTPOID {mimmac {Inpary Ta npiznHe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 168444

M BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162934
53197A

9120 Packages

08/08/2025
30/03/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:
Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4

TRIAL MODE - a valid license will remove this message. See the keywords property of this POF for mare information.

Prolonged-release tablet
pieces

168444

no special storage
conditions

31/08/2028
30/03/2026

Germany



M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet

SF Manufacturer Site Information: Centaur Pharmaceutical Pvt. Ltd., Pune - Plot No. 4, International Biotech Park,
Pune, Maharashtra 411057, Hinjewadi, Phase I, India

SF Manufacturer Batch number: 5250721

Manufacturers

Manufacturing site of bulk

Manufacturer: Centaur Pharmaceutical Pvt. Ltd. - Centaur Pharmaceutical Pvt. Ltd., Pune

Address: Plot No. 4, International Biotech Park, Pune, Maharashtra 411057, Hinjewadi, Phase Il, India
Manufacturing Authorisation Number: 25-PD/182

Number of Certificate of GMP compliance: DE_BE_01_GMP_2023_0090

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 168444 Page 2 of 4

rds property of this PDF far mare information.



M BERLIN-CHEMIE
MENARINI

Certificate of Quality
item Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms

debossed with 'SR1000' on one side
and plain on other side

Length 22.00 mm £ 0.20 mm 22.09 mm
Breadth 10.50 mm + 0.20 mm 10.55 mm
Thickness 8.90 mm £ 0.30 mm 8.89 mm
Average mass 1560.45mg £ 3.0 % 1547.65 mg
Uniformity of dosage units n=10: AV = 15.0 (L1); n=30: AV = Complies
(Ph. Eur. 2.9.40) 15.0 (L1) and no individual content
<0.75%M or > 1.25xM

Loss on drying (IR-drying) =5% 5%
Dissolution (Ph. Eur. 2.9.3)

1. For 30 min 10 - 30 % of label claim 21 %

2.For1h 20 - 40 % of label claim 30%

3.For3h 44 - 64 % of label claim 52 %

4 For10h = 85 % of label claim 88 %
Identification

Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested

2.29), method 1 substance

Metformin hydrochloride (Ph. Eur. 2.  Proof of identity with reference Positive

2.29), method 2 . substance

Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive

2.24) _ substance
Chemical purity (Ph. Eur. 2.2. o
29), method 1 . AEL

Impurity A 20.02% Not tested

Unknown impurities, each : <01% Not tested
Total impurities <04 % Not tested

Chemical purity (Ph. Eur, 2.2.

29), method 2 -
Impurity A £0.02% <0,01 %

Unknown impurities, each <01% <01 %

Total impurities =04 % <0,1 %
NDMA (Ph. Eur. 2.2.29, Ph. Eur. < 48 ppb <3 ppb A10
2.2.43)
TAMC (Ph. Eur. 2.6.12) <10"3 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g <100 CFU/g A10
Escherichia coli (Ph. Eur. 2.6.13) Absentin1g conforms A10
Assay

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested

2.29), method 1

Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 100 %

2.29), method 2

LIMS Lot Num: 168444 Page 3 of 4
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M BERLIN-CHEMIE
MENARINI

Certificate of Quality

Testing Frequency Explanation:

+ Ax: test added every "x" lots

+ Ry: test removed every "y" lots

- 1365: test performed once per year, |180: test performed half-yearly; 190: test performed quarterly; 130 test performed monthly

Explanation Genealogy:
APIl:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Dr. Stang
Qualifi erson
30/03/2026
LIMS Lot Num: 168444 Page 4 of 4
TRIAL MCDE - a valid lic ill remove this mess: y of this POF for mare infarmation.




BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH

YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 168444
Howmep cepii: 53197A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH

30epiraHHs He BUMaraloThes

Po3mip cepii/KinbkicTs: 9120 ynakoBok Jara 3akindenns 31/08/2028

TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 08/08/2025 Jara Bumycky cepii: 30/03/2026
Jlata ananisy: 30/03/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes

Cropinka 134

LIMS Lot Num: 168444

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
V] MENARINI

IlosicHeHHS

Ha3ga IIII: Merdopminy rigpoxnopun 1000 Mr XR, Tabnetku nponoHroBaHoi i

Indopmanis npo Bupobunyy ainsnunio II: Ienrayp dapmaneyrikan ITer. JIta., ITyne — Ilnor Ned, InTepHaTionan
Biorex Iapk, ITyne, Maxapamrpa 411057, Xinmxesani, ®aza I1, Iunis

Homep cepii sBupodnnxa ITIT: 5250721

BupoOuukn

Bupo6uunrso «in bulk»

Haiimenypanns Bupo6uuka: Centaur Pharmaceutical Pvt. Ltd. — Ilenrayp ®apmaneyrikan I1et. JIta., ITyne
Micuesnaxopxents BupoOnuka: Ilnot Ne4, Iutepuarionan biorex Ilapk, ITyne, Maxapanrrpa 411057, Xinpmkeani,
®aza 11, Iupis

Howmep ninensii Ha BupobuuuTBo: 25-PD/182

Howmep ceprudikary GMP: DE_BE_01_GMP_2023_0090

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMeuunna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMeuunna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 3 4
LIMS Lot Num: 168444

TRIAL MODE - a valid lic ill remove this mess: the k y of this POF for maore information.




TRIAL MCDE - a valid lic

BunpoOysanns

Onuc (opraHonenTHYHHI)

JoBxuna

Hlupuna

Toruaa

Cepemus Maca
OpHOpIAHICTE  O30BaHUX
omuuuie (Ph.Eur. 2.9.40)

Brpata npu BHCYIIyBaHHA
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. Ipotsarom 30 xB
2. TIlporarom 1 roguau
3. Iporsrom 3 rogux
4. Ipotarom 10 rogux
Inentudikaris

MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), meron I
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), metox 11
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A

HesigoMi ToMillIKH, KOKHA
Ychoro JoMimok
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11

Jowmimka A

HesigoMi ToMillIKH, KOKHA
Yeworo gomimox

NDMA (Ph.Eur. 2.2.29,
Ph.Eur. 2.2.43)

TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinekicHe BH3HA4YEHHS
MerdopMmiHy TigpoxIopus
(Ph.Eur. 2.2.29), merox I
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 168444

ill remove this mess:

BERLIN-CHEMIE

Ad

Cnenndikanis

Tabnerku oBansHOT opMu Bij Gioro
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.

22,00 MM % 0,20 MM

10,50 MM # 0,20 MM

8,90 mm + 0,30 MM

1560,45 mr £3,0%

n=10: AV < 15,0 (L1);

n=30: AV < 15,0 (L1) ta omme
IHIUBIyabHE 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM

<5%

10-30% Bij 3asBlIeHOl KiEKOCTI
20-40% Bif 3asBlIeHO] KiTEKOCTI
44-64% Bif 3agaBlIeHO] KiTEKOCTI
> 85% Bij 3agBJIEHO] KiJIEKOCTI

Jlokas iJEHTMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO
Jlokas iJEHTMYHOCTI 3 ETAJOHHOI0
PEYOBHHOIO
Jlokas iJEHTHYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10 KYO/r
<102KYO/r
Bincytua/r

95-105% Bif 3aABlIEHOT KiNbKOCTI

95-105% Bif 3aABlIEHOT KiNbKOCTI

Cropinka 3 3 4

the k

MENARINI

PesyawTarn (3
OAHHHIISIMH
BHMipIOBAHHSA)

Bignosifgae

22,09 MM
10,55 MM
8,89 MM
1547,65 mMr
Bignosigae

5%

21%
30 %
52%
88 %

He nposoaunocs
ITozutHBHO

ITosuTHBHO

He npoeoaunocs
He npoeoaunocs
He nposoaunocs

<0,01 %
<0,1 %
<0,1 %
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

100 %

y of this POF for maore information.

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

Al0

Al0
Al0
Al0



BERLIN-CHEMIE
MENARINI

Yacrora TeCTYBAaHHSA

AX: TeCTyBaHH BKIIIOUA€ KOKHY (X» CEpilo

Ry: TecTyBaHHS BUKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHS IPOBOIUTLCS OJMH pa3 Ha pik; 1180: TecTyBaHHS POBOAUTELCA Pa3 Ha ITik poky; 190: TecTyBaHHs
TIPOBOJMTECA KOXKHOTO KBapTaiy; 130: TecTyBaHHs IIPOBOHTECA KOXKHOTO MicsIs

Ilosicaenns:

A®I; AxTiBHHH (apMaleBTHYHHIT HrpeXieHT
IIT: TMpomiskuuit MPoayKT

MicuesHaxofkeHHs: BUpOOHUKa, 1o BUITYCTHB cepito B 06ir: BEPJIIH-XEMI AT, I'ninikep Ber 125, 12489 Bepuin,

Himeuunna
Howmep ninensii na supobuuuTBO 18 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikat: [lum s 3aceinuyro, mo HaseleHa Buile iHdopmauis e xocroipHON Ta TouHOM. L0 cepito mpomykuii Oyno
BHT'OTOBJIEHO, BKIIOYAKYH [TAKyBAHHA/MapKYBaHHS Ta IPOBEJIEHO KOHTPOIb i AKOCTi HA BHINE3a3HAYEHHX BAPOOHHIMX NiMBHALIX Y
noBHi i BinnosiHocTi 3 BuMoramy HBII, BeranoBneHMME MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJINOBIIHO N0 crenuikariii,
0 MICTATECA Y peecTpauiiiHomy jgocke. IIporokoms BHpoOHMIITBA, NAKyBaHHA Ta aHaNi3iB OyJIO TNEPErisHYTO Ta BCTAHOBIEHO
BignosigHicTs HBIT.

Cepis Oyna npoTecToBaHa BiINOBIJHO 10 YHHHOrO CTAHAAPTY TeCTyBaHHs. SIKicThb BijmoBinae cnenudikanmii.

dinaneHuii cTatyc: BumymieHo

YroBHOBaXkeHa ocoba

J1-p HopGept Craur (nionuc) (neuamxa)

30/03/2026

Cropinka 4 3 4
LIMS Lot Num: 168444

ODE - a valid license will remaove this message. See the keywords property of this FDF for mare information.




JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

10.04.2026 Ne 16547/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 tabaerok y OJicrepi; no 4 Gaicrepn y
KapTOHHiH KOpoo6ui

(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpariitoro nocsiguenus UA/20045/01/02 crpox nii peectpaiiinoro nocsinuenns 23.05.2028

Cepis mixapcebkoro 3aco6y Ne S4109A Kinbkicts BBe3eHOTO Jikapcskoro 3acoby 1532
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sisyaasnoro xoutpoio six 02.04.2026 N= 0939/11.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTRA 111010 3a0€31ICUCHHS AKOCTI JIiIKAPCHKHUX 3aCO0IB.

"\l ' Omera EPRBOMEHKO

=

c:;“l' KOHTPOIIG {mimmac) {iHgiane T2 npiznMLe)
s




Product:

Dosage:

Pack Size:

Packaging Type:
Internal Product Code:
Batch no.:

Number of packages (Quantity):

Date of Manufacture:
Date of Analysis:

Country of Destination:
Manufacturer:

Marketing Authorisation n.:
Normative Documentation:

LIMS Lot Num: 159331

BERLIN-CHEMIE

MENARINI

Certificate of Quality

Siofor® XR 1000

1000 mg
60 (4x15)
Blister
F162934
54109A

4772 Packages

24/11/2025
06/02/2026
Ukraine
Berlin-Chemie AG

UA/20045/01/02
N/A

Pharmaceutical Form:
Pack Size Unit:

Analysis Number:

Storage Conditions:

Date of Expiry:
Date of Batch Release:

Batch Releaser Country:

Page 1 of 4
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Prolonged-release tablet
pieces

159331

no special storage
conditions

30/11/2028
06/02/2026

Germany



BERLIN-CHEMIE
MENARINI

Certificate of Quality

Genealogy

APl Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03930224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54109

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159331 Page 2 of 4
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BERLIN-CHEMIE

MENARINI
Certificate of Quality
Item Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with "SR1000' on one side
and plain on other side
Length 22.00 mm £ 0.20 mm 22.10 mm
Breadth 10.50 mm % 0.20 mm 10.58 mm
Thickness 8.90 mm £ 0.30 mm 9.06 mm
Average mass 1560.45mg £ 3.0 % 1558.81 mg
Uniformity of dosage units (P n=10: AV £15.0 (L1); n=30: AV = Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75xM or > 1.25%xM
Loss on drying {IR-drying) =5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20 %
2.For1h 20 - 40 % of label claim 29 %
3.For3h 44 - 64 % of label claim 51 %
4. For10h = 85 % of label claim 86 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2.
29), method 1
Impurity A <0.02 % Not tested
Unknown impurities, each <01% Not tested
Total impurities <04 % Not tested
Chemical purity (Ph. Eur. 2.2.
29), method 2
Impurity A =0.02% <0,01 %
Unknown impurities, each <01 % <0,1%
Total impurities <04 % <0,1%
NDMA {Ph. Eur. 2.2.29, Ph. Eur. < 48 ppb <3 ppb A10
2.2.43)
TAMC (Ph. Eur. 2.6.12) =103 CFU/g <100 CFU/g A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g <100 CFU/g A10
Escherichia coli {Ph. Eur. 2.6.13) Absentin1g conforms A10
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 101 %

2.29), method 2

LIMS Lot Num: 159331 Page 3 of 4
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BERLIN-CHEMIE
MENARINI

Certificate of Quality

Testing Frequency Explanation:

= Ax: test added every "x" lots

= Ry: test removed every “y" lots

+ |365: test performed once per year; 1180: test performed half-yearly; 190: test performed quarterly; 130: test performed monthly

Explanation Genealogy:
API:  Active pharmaceutical ingredient
SF: Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the

importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Dr. Ngri&rt Stang
Qualified Pé&rson

06/02/2026

LIMS Lot Num: 159331 Page 4 of 4
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH

YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 159331
Howmep cepii: 54109A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH

30epiraHHs He BUMaraloThes

Po3mip cepii/KinbkicTs: 4772 ynakoBok Jara sakindenns 30/11/2028

TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 24/11/2025 Jara Bumycky cepii: 06/02/2026
Jlata ananisy: 06/02/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes

Cropinka 134

LIMS Lot Num: 159331

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
V] MENARINI

Iloscaenns

Ha3sa A®I: Metdopminy rigpoxaopua

Indopmanis npo Bapodnnuy Ainbaumo A®I: Baubapi JItn. — K Inningapanappy, 534217, IparaBapam Manpan,
Tanyky, Bect Iogiapi Jicrpixr, Auaxpa Ipangem, Iunis

Homep cepii BupoOnuka A®I: MT03930224

Ha3sga IIII: Merdopminy rigpoxnopun 1000 Mr XR, TabneTku NpoIoHroBaHoi Jii
Indopmanis npo Bupobunyy ainsnunio IM: Bepnin-Xemi AI' — Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Homep cepii Bupobuunka IIII: 54109

BupoOuunkn

Bupoouunrso «in bulk»

HaitmenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomkents BupoOnuka: Temnensxodep Ber 83, 12347 Bepnin, Himeqauna
Howmep ninensii na supoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0016

IaxkyBanns

HaiimenyBanns BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuuuna
Howmep ninensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuauna
Howmep ninensii na BupoGumreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP 2025_0015

Cropinka2 3 4
LIMS Lot Num: 159331
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TRIAL MCDE - a valid lic

BunpoOysanns

Onuc (opraHonenTHYHHI)

JoBxuna

Hlupuna

Toruaa

Cepemus Maca
OpHOpIAHICTE  O30BaHUX
omuuuie (Ph.Eur. 2.9.40)

Brpata npu BHCYIIyBaHHA
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. Ipotsarom 30 xB
2. TIlporarom 1 roguau
3. Iporsrom 3 rogux
4. Ipotarom 10 rogux
Inentudikaris

MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), meron I
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.29), metox 11
MerdopMmiH  rigpoxiopug
(Ph.Eur. 2.2.24)
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A

HesigoMi ToMillIKH, KOKHA
Ychoro JoMimok
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11

Jowmimka A

HesigoMi ToMillIKH, KOKHA
Yeworo gomimox

NDMA (Ph.Eur. 2.2.29,
Ph.Eur. 2.2.43)

TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinekicHe BH3HA4YEHHS
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), merox I
MerdopMmiHy rigpoxiopun
(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 159331

ill remove this mess:

BERLIN-CHEMIE

Ad

Cnenndikanis

Tabnerku oBansHOT opMu Bij Gioro
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.

22,00 MM % 0,20 MM

10,50 MM # 0,20 MM

8,90 mm + 0,30 MM

1560,45 mr £3,0%

n=10: AV < 15,0 (L1);

n=30: AV < 15,0 (L1) ta omme
IHIUBIyabHE 3HAYEHHSA HE
BUXOAMTH 3a Mexi < 0,75xM abo
>1,25xM

<5%

10-30% Bij 3asBlIeHOl KiEKOCTI
20-40% Bif 3asBlIeHO] KiTEKOCTI
44-64% Bif 3agaBlIeHO] KiTEKOCTI
> 85% Bij 3agBJIEHO] KiJIEKOCTI

Jlokas iJEHTMYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO
Jlokas iJEHTMYHOCTI 3 ETAJOHHOI0
PEYOBHHOIO
Jlokas iJEHTHYHOCTI 3 ETAJOHHOIO
PEYOBHHOIO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10 KYO/r
<102KYO/r
Bincytua/r

95-105% Bif 3aABlIEHOT KiNbKOCTI

95-105% Bif 3asBlIeHOT KiNbKOCTI

Cropinka3 3 4
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MENARINI

PesyawTarn (3
OAHHHIISIMH
BHMipIOBAHHSA)

Bignosifgae

22,10 mm
10,58 mm
9,06 MM
1558,81 mr
Bignosigae

3%

20 %
29 %
51%
86 %

He nposoaunocs
ITozutHBHO

ITosuTHBHO

He npoeoaunocs
He npoeoaunocs
He nposoaunocs

<0,01 %
<0,1 %
<0,1 %
<3 ppb

<100 KYO/r
<100 KYO/r
Bignosinae

He nposoaunocs

101 %

y of this POF for maore information.

Yacrora
NpOBE/ICHHS
BHIPOOYBaHHSA

Al0

Al0
Al0
Al0
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BERLIN-CHEMIE
MENARINI

YacToTa TeCTYBAHHA:

AX: TECTYBAHHA BKIHMAE KORXHY 00y cepiio

Ry: TecTyBaHHA BHEIHYAE KOXHY «y» cepii

1365: TecTyBaHHA NPOBOJMTECA OJHH pas Ha pik; 1180: TecrysanHA NPOBOJAHTECA pa3 HA NiB poky; [90: TecTyBaHHA NPOBOJHTECA KOXKHOTO KBapramy; [30: TecTyranas
TPOBOJHTECH KORHOTO MICAIIA

Iloscaenns:

A®I: AxTiBHHH (apMaleBTHYHUIT IHTpeAi€HT
ITIT: TIpomiskuuit MPoayKT

Micue3Hax ofKkeHHs: BUpOOHUKa, 0 BUITYCTHB cepilo B 06ir: BEPJIIH-XEMI AT, T'ninikep Ber 125, 12489 Bepuin,
Himeuunna
Howmep ninensii na eupobuuuTBO U1 YKpainu: DE BE 01_MIA_2025_0008

Ceprudikat: [lum s 3acBinuyro, mo HaseleHa Buine iHdopmanis e mocroBipHON Ta TouHOMW. L0 cepito mpomykuii Oyno
BHT'OTOBJIEHO, BKJIFOYA0UH MaKyBaHHA/MapKyBaHHS Ta IPOBEJICHO KOHTPOE i AKOCTI Ha BUINE3a3HAYEHUX BUPOOHMYMX NiNBHHIX Y
noBHi i BinnosiHocTi 3 BuMmoramy HBII, BeranoBieHUMH MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJINOBIAHO N0 crienudikariii,
O MICTATBCA Y peecTpauiiiHomy jgocke. I[Iporokom BHpoOHMITBA, MAKyBaHHA Ta aHANi3iB OyJIO NEPErisHYTO Ta BCTAHOBIEHO

pignosigHicts HBIT.

Cepis Gyna npoTecToBaHa BiJIIIOBIHO J0 YHHHOTO CTAHJapTy TeCTyBaHHs. SKicTh BinoBinae crenudikari.

dinansHuii cTatyc: BumymieHo

YrnosHOBakeHa ocoba wmamn
I-p Hop6epr Craur (nionuc)

06/02/2026

Cropinka 4 3 4
LIMS Lot Num: 159331



JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

13.03.2026 Ne 11654/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
TabeTkH npoJionrosanoi aii, mo 1000 mr; no 15 rab6aerox y 6aicrepi; no 4 Gaicrepu y
KapTOHHiH KOpooui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/20045/01/02 ctpok nii peectpauiitnoro nocsinuenns 23.05.2028

Cepis nikapcskoro 3acoby Ne S4105A Kinekicts BBe3eHoro nikapeskoro 3acoby 4320
BupoGuuk BEPJITH-XEMI AT, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CrifibHe yKpaiHCbKO-eCTOHChKE MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremns, i Micie NpoKHUBaHHS Ta peecTpaniiiHuii Homep 001ikoBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouao six 11.03.2026 Ne 0649/25.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3
JOTPHUMAHHAM BHMOT 3aKOHOJABCTBA OO 3a0e3MeueHH AKOCTI IIKapChKHX 3aC00iB.

_ Omera EPBOMEHKO

(minrmac) {iHuiamH T8 npisnMie)

TRIAL MODE - a valid license will remove this message. See

ds property of this POF for maore information.



BERLIN-CHEMIE

MENARINI
Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54105A Analysis Number: 159234
Number of packages (Quantity): 4740 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 21/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 10/02/2026 Date of Batch Release: 10/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.: UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 156234 Page 1 of 5 Print Date: 11/02/2026 10:11

Certificate of Quality

TRIAL MODE - a valid license will remove this message. See

Report Number 94353
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BERLIN-CHEMIE
MENARINI

Genealogy

API Name: Metformin hydrochloride

API Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03920224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54105

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging
Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008

Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159234 Page 2 of 5 Print Date: 11/02/2026 10:11
Certificate of Quality Report Number 94353 LW_ORA_PHARMA_PRD
TRIAL MODE - a valid license will remove this messa property of this PDOF far more infarmation.




BERLIN-CHEMIE
MENARINI

ltem Specification Result Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm % 0.20 mm 22.13 mm
Breadth 10.50 mm £ 0.20 mm 10.59 mm
Thickness 8.90 mm % 0.30 mm 9.07 mm
Average mass 156045 mg £ 3.0 % 1561.66 mg
Uniformity of dosage units (P n=10: AV s 15.0 (L1); n=30: AV S Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75%M or > 1.25xM
Loss on drying (IR-drying) =5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of label claim 20 %
2.For1h 20 - 40 % of label claim 29%
3.For3h 44 - 64 % of label claim 52 %
4. For10h & 85 % of label claim 88 %
Identification
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur. 2.2
29), method 1
Impurity A $0.02% Not tested
Unknown impurities, each 501% Not tested
Total impurities 04 % Not tested
Chemical purity (Ph. Eur. 2.2.
29), method 2
Impurity A =0.02% <0,01 %
Unknown impurities, each s01% <0,1 %
Total impurities s04% <0,1 %
NDMA (Ph. Eur. 2.2.29, Ph. Eur. S48 ppb Not tested A10
2.243)

LIMS Lot Num: 159234

Certificate of Quality

TRIAL MODE - a valid license will remove this mess
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BERLIN-CHEMIE

MENARINI

Item Specification Result Testing
Frequency
TAMC (Ph. Eur. 2.6.12) <103 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) <102 CFU/g Not tested A10
Escherichia coll (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3)
Assay
Metformin hydrochloride (Ph. Eur. 2. 85 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 101 %
2.28), method 2
Testing Frequency Explanation:
* Ao test added every "X lots
* Ry: test removed every “y" lots

+ |365: test performed once per year; 1180: test performed half-yearly; 190: test parformed quartery; 130: test performed monthly

LIMS Lot Num: 159234

Certificate of Quality

TRIAL MODE - a valid license will remove this mess
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BERLIN-CHEMIE

Explanation Genealogy:
API: Active pharmaceutical ingredient
SF: Semifinished product

MENARINI

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP.

This certificate was issued by a validated computerised LIMS and is valid without personal signature.
The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quallty Control Manager Name - Dr. Sven Schrder
Signature:

Qualified Person Signature: Name - Dr. Ricarda Hoffmann
Issuer Signature: Name - Dr. Valentina Margania

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

Date - 10/02/2026 12:40:06 (GMT +1)

Date - 10/02/2026 16:27:51 (GMT +1)

Date - 11/02/2026 10:11:08 (GMT +1)

LIMS Lot Num: 159234

Certificate of Quality
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BERLIN-CHEMIE
MENARINI

Ceprudikar sikocTi

Iponyxr: Ciodop® XR 1000
Jo3yBauus:; 1000 mr Jlikapcrka dopma; TabneTku MPOJIOHTOBAHOT JIii
Po3mip ynakoBku: 60 (4%15) Omnuns pO3Mipy  YIakOBKH
YIAKOBKH:
Bup ynakoBku: Bruicrep
Buytpimniit kox npoaykry Ne:  F162934 Homep anamisy: 159234
Howmep cepii: 54105A ‘YMoBH 30epiraHus: CrieniaJibHi YMOBH
30epiraHHs He BUMaraloThes
Po3mip cepii/KinbkicTs: 4740 ynakoBok Jara sakindenns 30/11/2028
TEPMiHy MIPUAATHOCTI:
Jata BUpoGHUIITEA; 21/11/2025 Jara Bumycky cepii: 10/02/2026
Jlata ananisy: 10/02/2026 Kpaina-BupoOHUK: Himeuuuna
Kpaina-imnoprep: Vkpaina
Hasga BupoOHUKa: BEPJIIH-XEMI A"
Howmep peectpauiiinoro  UA/20045/01/02
TIOCBITYEHHA
HopmaTuBHa TOKyMEHTAITis; He 3acrocoByeThes
Cropinkal3 5
LIMS Lot Num: 159234 Hara apyky: 11/02/2026 10:11
Ceprudikar sxocti
Homep 38iTy 94353 LW_ORA_PHARMA PRD

TRIAL MODE - a valid lic ill remove this mess: y of this POF for maore information.




BERLIN-CHEMIE
V] MENARINI

IlosicHeHHS

A®I Hazpa: MetdopMminy rigpoxaopua

A®I Indopmanis npo Bupoduanuy Ainsanmio: Banbapi JItn. — K. Dutinpananappy, 534217, IparaBapam Manpan,
Tanyky, Bect I'ogiapi Jicrpixr, Auaxpa Ipangem, Iunis

A®I Homep cepii Bupodnnka: MT03920224

IIIT Hasea: Merdopminy rigpoxnopun 1000 Mr XR, Tabnerku nposoHroBaHoi i

T Indopmanis npo BapodHHuy AinbaHNI0 BApodanka: BEPJITH-XEMI AT' — Temnensxodep Ber 83, 12347
Bepnin, HiMequuna

IIII Homep cepii BupoOnuKa: 54105

BupoOuukn

Bupoouunrso «in bulk»

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxopxents Bupobuuka: Temnensxodep Ber 83, 12347 Bepnin, Himeqduna
Howmep ninensii na BupoGumrTeo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0016

IaxkyBanns

HaiimenyBanus BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
Micuesnaxomxenns supobuuka: [ninikep Ber 125, 12489 Bepnin, HiMmeuuauna
Howmep nittensii na BupoGumrreo: DE_BE_01_MIA_2025 0008

Howmep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Bunyck cepii

HaiimenyBanns BupoOHuka: Berlin-Chemie AG — BEPJITH-XEMI AT’
MicuesHaxomxenHs BupoOuuka: [ininikep Ber 125, 12489 Bepnin, HiMmeuuuna
Howmep srinensii na supoGuumTso: DE_BE_01_MIA_2025_0008

Homep ceprudixary GMP: DE_BE_01_GMP 2025 0015

Cropinka2 35§
LIMS Lot Num: 159234 Hara apyky: 11/02/2026 10:11
Ceprudikar sxocti
Homep 38iTy 94353 LW_ORA_PHARMA PRD

TRIAL MODE - a valid lic ill remove this mess: the k y of this POF for maore information.




BERLIN-CHEMIE

V] MENARINI

TRIAL MCDE - a valid lic

Bunpobysanns Cnemndikanin PesyawTarn (3 Yacrora
OTHHHISIMH NpoBe/ieHHs
BHMipIOBAHHSA) BHIPOOYBaHHSA
Omuc (opranonentuunuit)  Tabnerku oBanmeHoi hopmu Bif Gimoro  Bixnorinae
10 Maibke 6110T0 KOIsopy 3
TicHeHHAM «SR 1000» 3 ogHoOro 60Ky
Ta IMafKi 3 iHmoro Goky.
Josxuna 22,00 MM £ 0,20 MM 22,13 MM
IMupuna 10,50 MM £ 0,20 MM 10,59 mm
Tomuna 8,90 mm + 0,30 MM 9,07 MM
Cepejs Maca 1560,45 mr £3,0% 1561,66 Mr
OpnHopinnicts  gosoeanux n=10: AV <15,0 (L1); Bignosigae
omuuuis (PhEur.2.940) n=30: AV < 15,0 (L1) Ta xoaHe
IHIUBIyabHE 3HAYEHHSA HE
BUXOOUTE 3a Mexi < 0,75xM abo
>1,25xM
Brpata mpu BucymyBaHHA < 5% 3%
(I4-cymka)
Pozunnenus (Ph.Eur. 2.9.3)
1. TIlporsarom 30 xB 10-30% Bix 3asBIIeHOT KiIBKOCTI 20 %
2. Tlporsarom 1 romuuu  20-40% Bij 3asBIEHOI KiTBKOCTI 29 %
3. Iporsrom 3 rogux 44-64% Bif 3agaBlIeHO] KiTEKOCTI 52 %
4. TIlporsarom 10 roqmn = 85% Bix 3asBiIeHO] KiIIBKOCTI 88 %
InenTudikanis
Merdopmin  rigpoxnopuy Jloka3 imeHTHuHOCTI 3 eranoHHO He nmpoBogunocs
(Ph.Eur. 2.2.29), meron I PE4OBHHOIO
Merdopmin  rigpoxnopun Jloka3 igeHTHuHOCTI 3 eranoHHol IlosuTHBHO
(Ph.Eur. 2.2.29), metox 11 PE4OBHHOIO
Merdopmin  rigpoxnopun Jloka3 igeHTHuHOCTI 3 eranoHHol IlosuTHBHO
(Ph.Eur. 2.2.24) PEYOBHHOIO
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), meron I
Jomimka A <0,02% He npoeoaunocs
Hesigomi gomimku, koxuna <0,1% He npoeoaunocs
VYceroro gomimok <0,4% He nposoaunocs
KinbkicHuii BMiCT JOMIIIOK
(Ph.Eur. 2.2.29), metox 11
Jomimka A <0,02% <0,01 %
Hesigomi gomimku, koxuna <0,1% <0,1 %
Ychoro JoMimok <0,4% <0,1 %
NDMA (Ph.Eur. 2229, <48 ppb He nposoaunocs Al0
Ph.Eur. 2.2.43)
TAMC (Ph.Eur. 2.6.12) <10° KYO/r He npoeoamnocs A10
TYMC (Ph.Eur. 2.6.12) <102 KYO/r He npoeoamnocs A10
Escherichia coli (Ph.Eur. Bincytua/r He npoeoaunocs Al10
2.6.13)
KinbkicHe BU3HaYeHHs
Merdopminy rigpoxmopun  95-105% Big 3asBieHoi KibkocTi He nposoaunocs
(Ph.Eur. 2.2.29), merox I
Merdopminy rigpoxmopun  95-105% Big 3asBieHoi KimbkocTi 101 %

(Ph.Eur. 2.2.29), metox 11

LIMS Lot Num: 159234
Ceprudikar sxocti
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BERLIN-CHEMIE
MENARINI

YacroTa TeCTYBAaHHSA:

AX: TeCTyBaHHs BKIIIOUA€ KOXKHY (X Cepilo

Ry: TecTyBaHHS BHKITIOUAE KOXKHY «y» Cepilo

1365: TecTyBaHHs MPOBOAUTLCS OJMH pa3 Ha pik; I180: TecTyBaHHs MPOBOIUTECS pa3 Ha MiB poky; [90: TecTyBanHs
TIPOBOAIMTLCS KOMKHOTO KBapTamy; [30: TecTyBaHHsS IPOBOJUTHCS KONKHOTO MiCSILs

Cropinkad4 3 5
LIMS Lot Num: 159234 Hara apyky: 11/02/2026 10:11
Ceprudikar sxocti
Homep 3Bity 94353 LW_ORA_PHARMA PRD
TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.




BERLIN-CHEMIE
MENARINI

Ilosicaenns:

A®I: AxTiBHHH (papMaleBTHYHHIT HTpeAi€HT
IIIT: Tpomiskuuit mpoayKT

Micue3HaxokeHHs BUpOOHMKa, 10 BUITycTHE cepito B 06ir: BEPJITH-XEMI AT, I'minikep Ber 125, 12489 Bepunin,
Himevuuna
Howmep ninensii na eupobuuuTBo 1 Yipainu: DE BE 01_MIA_2025_0008

Ceprudirat: Ilum s 3acBinuyro, mo HasefeHa Buile iHdopmanis e pocroipHOW Ta TouHOMK. L0 cepito mpoxykuii Oyno
BUT'OTOB/IEHO, BKIIIOUAI0UH [IAKYBaHH/MapKyBaHHS Ta NPOBEJCHO KOHTPOIE i SKOCTi Ha BHINE3a3HAYEHUX BUPOOHHYMX JUIBHULAX Y
noBHi i BinnosiHocTi 3 BuMoramy HBII, BeranoBneHMME MiCLIEBUM PEryISTOPHAM OPraHOM, a TAKOXK BiJIOBIAHO N0 crienuikariii,
O MICTATECA Yy peecTpauiifHomy gocke. [Iporokom BHpOOHMIITBA, MAKyBaHHA Ta aHali3iB OyJNO TEPErnsHYTO Ta BCTAHOBIEHO
BifnosigHicTs HBIT,

1leii ceprudikaT BHAAHMI NepeBipeHOI0 KOMIT'IOTepHOIO cucteMoro LIMS i aiffcruii 6e3 ocobucroro migmucy.
Cepis Gyna npoTecToBaHa BiIMOBIHO 0 YHHHOTO CTAHIapTy TeCTyBaHHA. SIKicTh BinoBifae crenudikai.

dinansHuii ctatyc: BumymieHo

IMignue wmenemxepa 3 koutpomo Im’s —JI-p Ceen llpozep Jara — 10/02/2026 12:40:06 (GMT +1)
AKOCTi

Migmuc YnoeHoBaxeHoT ocobu: Im’st — J1-p Pikapaa Xodmaun Jara — 10/02/2026 16:27:51 (GMT +1)
IMignmuc emiTeHTa: Im’st — JT-p Banentuna Mapranis Hara — 11/02/2026 10:11:08 (GMT +1)

TMoscrenns popmary nati: dd/MM/yyyy hh:mm [:ss]

Cropinka53 5
LIMS Lot Num: 159234 Hara gpyky: 11/02/2026 10:11
Ceprudikar sxocti
Homep 3BiTy 94353 LW_ORA_PHARMA PRD
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

17.12.2025 Ne 62592/25/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
TabeTkH npoJionrosanoi aii, mo 1000 mr mo 15 rabaerox y Guicrepi; no 4 Gaicrepn y
KapTOHHiH KOpooui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/20045/01/02 ctpok nii peectpauiitnoro nocsinuenns 23.05.2028

Cepis nikapcskoro 3acoby Ne 43148A KinbkicTs BBe3eHOro Jikapcskoro 3acoby 4320
Bupo6uuk BEPJITH-XEMI AT, Himeuunna
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CrifibHe yKpaiHCbKO-eCTOHChKE MiANPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremns, i Micie NpoKHUBaHHS Ta peecTpaniiiHuii Homep 001ikoBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 15.12.2025 Ne 3872/35.

3a pesyneTaTaMM JIep:KABHOTO KOHTPOIMIO BCTAaHOBJIEHO, INO JiKapchkuii 3aci6 BeeseHo B VYkpainy 3

AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA I0/10 3a0€3MEYCHHS AKOCTi JTIKAPCHKHX 3aC00iE.

BPHHAKAGI13%K0 Onsra EPBOMEHKO
"J = Z i
m&é} ﬂt[?ea.gm KOHTPOIY) {rduiac) {izinianru Ta npizamwe)

N

&
a0 e T
Euis

TRIAL MODE - a valid license will remove this messag

See the keywords property of this PDF for more infarmation.



Kojt apoaysry

Flepmana-supoinmmg,

HOMEP pESCTPALIHIONIE NOCEIMCH
Honop copll 431484

Hara pupobruures: 0972024

Hlara eunycry cepitt 02/04/2025

flikapeora despaa:
Cona plifasTupsich:
Fosdin Ta TAR NARYBAHMR.

FaiMenyBRaNNg | MICUE IHAXOQAMOHH S
anpolinuka, 1 sunyeTRe eepi B ohir:
Hamep nitessd Ha srpelnegTsc:

Tonaanug

By

LepRaKe Mass

BTRaTh apn ancylyRaHk

winerng (Y
1 Fiporsrom 36 xe

2. Opesrom 1 roaumin
3. Mpuraron 3 roju

A Dporsrom 10 roaun
OAHOSIARCTL ROSOBAMUX OAUHIL
{BAXUNHHT M)

Kirscrsit ananis (BEPX)
HAopiun (BE

Jlossl
huia gomi

e

EUEHI MIKPOUR A
Esuherichia coli
Postupu

Honsuna

{hpnrs

Topugra

1 Barpolysakis HE & PYYHBRAG PSEGAMTLER HE DEPUIK THHOX KOMETIIAHUX Caplax | noTiM sa rowmil qed
2T ¥A P SBIGKISD IR TOFO, sivy YMOHY BYA0 ONEOHIIO pamitpe},

Banpa npo cepyudiragino:

v !Sl)(‘diih‘iy‘?(i G BANAACHE 15
TRy BNE
ORZBHON, & T
APLIAPET AV 0
Bianowil

K]ropn

B} TE NHOBEABHO KOTNGT
HANOBIAHO AQ Craupixanis,

BERLIN-CHEMIE
MENARINI

Ceprwipikar sxocT
Ciotpapd XR 1000
F157687
Hinouuma
LIA20DARI01/02
Bava sarikeienns repming upupatrocry 092027
Possip cepi. BEAL yn.
Tafnersu nponoHronanot A, no 1000 mr
1 raineTka NEONONIGHINGT AT MICTATL 1000 KU eTROPMINY (IADOXTIGPUAY
no 15 radneror y Gricyepl, no 4 Bricrenia ¥ kaproHKil xopofi
MAPKYBEISIN YRPATHCHKEIO MOBOK)
BEPSUH-XEMEAT, Cnivikep Ber 125, 12489 Beprtin, Himeniman

DE_BE_01_MlA_2023_0045

Curuphixauin Peaynsrar
Tatineriy oBansnl OPMI BIA SINOTD 4G Markke Sinero xonopy Bianosiaae
3 THCHEHHAM «SR 1000 3 0aNoTo BOKY T4 magks 3 siuoro Hoxy

HAT YYRURMYBAHES OCHOBAGID NIKG HA XPOMETOrDAMI 3Ppa3ka AN
KPLKIGHOM BHANISY BIANCBIAAS ALY YITHMYBUHHA GCHOBIOID
Al 1A XPOMATOTPar CTARAAPTHANT PUIHHY, I OTORAROIG
An KinicHEro avanisy.

Cioarunss

CNeKTp IHGREUEPROHOIC ROINAKAHHS 3DAIKE NOBUHEN
PANGBAATY CTANOHRQMY SNEKTPY 880 CUBKT Ry, LTPUMANOMO 41
CTINABPTHOIS IPAMA METPORMINY HAPOXNCPNAY 8 SHANOTRRIK
YMEBEX.

loasrage

1860,45 mr £ .3,0% (1513,64-1607 26 mn) 1556,23 mr

He Ginbive & % 4. %
10-3G %% Bl 3ARBARKOT KiNbKOCT 0.
2040 %6 iz 3ARBNEROT KINBKOGTS 29.

Ad-B4 45 vif 3aapneHl KinngocT

He peniue 85 <4 sy saganerel dnekoor

na i AV S 15.0 (L 1)

n o= 3 AV 15,0 (L1) 1 5KOAHE 13 DKDBMUK IHBUEHS AMICTY HE
BUXOANTL 32 end < 0 75%M alo » 1,25%M

48. %

Sinnosigac

He meming 95 % | ue Ginmilia 108 % Big aassnesnt ksbkocti Y,
He Dineawe 0,02 % < 01 %
Ha ik 8,1 % < 0.1%
Mo Bintaue 0.4 %5 < 1Y

<400 Ky Q¥
<100 Ky Qi

SKAM He Ginsaue 10° KYQir
BHATE He Ginoue 107 RYO

Mg Gyyn siasyrmiie Bigeyrwiir

22,00 Mt i 0,20 rag 22.04 mm
10,50 Mm £ 0,20 ram 10.55 wm
H.90 Mar ik G.30 mm 8.88 mm

€ ROCTOBPAMG T3 YONHOIo. LI COpia (p04yRuiT BYN0 supufnede (BRoc ands
i axacrl y nopwilt pianNeeigHact 3 susoran GMP, scranornesimme
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

27.10.2025 Ne 51778/25/10

CIO®OP® XR 1000
(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabaeTky npoJionrosanoi aii, no 1000 mr no 15 Taéaerok y G.icrepi; no 4 6aicrepn y
KapToHHiH Kopooui
(dhopma BHITYCKY, 1O3YBaHHS, BH [1AKyBAHHA JIIKapCHKOro 3acoby)

Howmep peecrpaiitroro mocsiguenns UA/20045/01/02 crpox aii peectpariitnoro noceinuenns 23.05.2028

Cepis mixapcebkoro 3acoby Ne 34549A Kinbkicts BBe3eHOrO Jikapcskoro 3acoby 4446
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpomo six 23.10.2025 Ne 3292/38.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

/é . @J/ Biktop CTE®KIBCbKHI]

HTPO110) ey éé_” = (n l.lnHl:‘F (iHiuianm Ta llijBHIllL.)
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TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.






JEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

04.03.2026 Ne 9281/26/10

CIO®OP® XR 1000

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
TabJaeTKH NpoJIoHroBanoi aii, no 1000 Mr; no 15 rabiaerok y OJicrepi; no 4 GJicrepn y
KapTOHHiH KOpoo6ui

(bopma BHIIYCKY, IO3YBaHHS, BH NAKYBAHHS JIKApCHKOrO 3ac00y)

Howmep peecrpaiitroro mocsiguenns UA/20045/01/02 crpox aii peectpariitnoro noceinuenns 23.05.2028

Cepis mixapcbkoro 3acoby Ne S4107A Kinskicts BBe3eHOrO Jikapeskoro 3acoby 4704
Bupobuuk BEPJIIH-XEMI AT, Himeyuuna
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizeuine, iM's, no 6aTekoBi (izuuHO
ocobu - mignmpuemns, i Micle NpoKHBaHHA Ta peecTpaliiHmi HoMep 00IIKOBOT KAPTKH IIATHHKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa Bisyaasnoro xoutpoio six 04.03.2026 Ne 0527/24.

3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.
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[Tpomyxkr:
Ho3zyBanHs:
Po3Mip yHaKoBKH:

Bua ynaxkosxu:
BuytpiurHiit kox niponyxry Ne:
Howmep cepit:

Posmip cepii/KinbkicTs:

Hara BupoOHuUIITBA:

Jara anauisy:
Kpaina-iMnoprep:

Hasga Bupobuuxa:

Homep peecTpaliifHoro
MOCBIAYCHHS

HopmatusHa 10KyMeHTAaLlis:

LIMS Lot Num: 159236
Cepridirat skocti

fore v it Ay ot 04

CepTudikar sikocri

Ciopop® XR 1000
1000 mr
60 (4x15)

Buicrep
F162934
54107A

4704 ynaxoBok Hara

Jlikapceka dopma:
OJmnnug
YTIAKOBKH:

po3Mipy

Howmep anaiisy:
VMo 30epiraHHs:

s3aKiHueHHs

TepMIlly IPHAATHOCTI:

24/11/2025
06/02/2026
VYxpaina
BEPJIIH-XEMI AT’
UA/20045/01/02

He 3aCTOCOBYCTLCA

Cropinka 135

Honiep 3sity 94105

Jara Bunycky cepii:
Kpaina-BupoOHHK:

TabserTku 1poJIoHToBaHoT it
YIaKOBKH

159236
CreuianeHi yMOBH
30epiraHHs HC BUMAraloTbes

30/11/2028

06/02/2026
Himeuunna

Hara gpyky: 09/02/2026 13:30

LW_ORA_PHARMA_PRD



'MENARINI

TTosicHeHHSst

A®I Hazsa: Met(opminy rizpoxsiopun

A®I Tudopmanist npo Bupobnuy ginsuuuro: Baubapi Jitn. — K. Inningananappy, 534217, Iparasapam Mannan,
Tanyxy, Becr Tonisapi Hicrpikr, Anuxpa [panemw, 1uais

A®I Homep cepii Bupo6unka: MT03920224

IIIT Hassa: Metdopminy rigpoxnopra 1000 mr XR, tabnetku nponoHrosanof ail

TTIT Tudpopmanisi nipo BUpoOHUYY KinbHUI0 BUpoGHuKa: BEPJIITH-XEMI AT -~ Temnensxodep Ber 83, 12347
bepnin, Himeuunna

I Homep cepii Bupobuuka: 54107

BupoOnuxu

Bupo6uuurso «in bulk»

Haiimenysauns Biupo6uuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
Micuesnaxokenns supoduuka: Temnensxodep Ber 83, 12347 Bepuin, HiMewunna
Howmep miuewnsii na supo6uuureo: DE_BE _01_MIA_2025_0008

Howmep ceprudixary GMP: DE_ BE 01_GMP_2025_0016

Maxypanusn

Hatimenysauns supobuuka: Berlin-Chemie AG — BEPJITH-XEMI AT
MicuesnaxomxerHs Bupobuuka: [inikep Ber 125, 12489 Bepnin, Himeuunna
Howmep niuensii na supobunurso: DE_BE_01_MIA_2025_0008

Homep ceptudixaty GMP: DE BE 01 _GMP_2025 0015

Bunycxk cepii

HaiimenyBauns supo6uuka: Berlin-Chemie AG — BEPJIIH-XEMI AT
Micuesnaxopkerns Bupobuuka: Tninikep Ber 125, 12489 bepuin, HiMcuunna
Howmep miuensii na supobrnutso: DE BE 01 _MIA 2025 0008

Homep ceprudikary GMP: DE_BE_01_GMP_2025_0015

Cropivka23 5
LIMS Lot Num: 159236 Hara npyky: 09/02/2026 13:30
CepTudixat socti
Hownep ssity 94105 LW_ORA_PHARMA_PRD



Bunpobysanus

Ormic (oprasoIenITHUHWH)

Howxuna

Mupuna

Topumna

Cepenns maca
OIHOPINHICTL  JO30BAHUX
omurntn (Ph.Eur. 2.9.40)

Brpara nipu BHCYIyBaHHS
(I9-cywrka)
Pozunucuas (Ph.Eur. 2.9.3)
1. TIporsrom 30 xB
2. Tporsrom | roauxu
3. Tlporsrom 3 ronun
4. Ilporsrom 10 romun
InenTudixawis

MerdopMmin  rigpoxsiopug
(Ph.Eur. 2.2.29), meron
Merdopmin  rigpoxsopun
(Ph.Eur. 2.2.29), meron IT
Merdopmin  Tizpoxmopun
(Ph.Eur. 2.2.24)
Kinpkicuuit BMicT nomimox
(Ph.Eur. 2.2.29), meron [
Jomiwka A

HesijtoMi OMILIKH, KOXHa
Yceporo noMilok
Kinekicuuit BMICT JOMilLIOK
(Ph.Eur. 2.2.29), meron 11
Homimka A

HesinoMi goMimki, KoxcHa
Yeporo JOMIIOK

NDMA (Ph.Eur. 2.2.29,
Ph.Eur. 2.2.43)

TAMC (Ph.Eur. 2.6.12)
TYMC (Ph.Eur. 2.6.12)
Escherichia coli (Ph.Eur.
2.6.13)

KinbkicHe BU3HAUEHHS
MerdopmMiny rigpoxiopun
(Ph.Eur. 2.2.29), meron I
Metrdopminy rigpoxsiopui
(Ph.Eur. 2.2.29), meron 11

LIMS Lot Num: 159236
Ceprudikar skocti

Crenudikanis

Ta6nerku oBalibHOT PopMH Bil GLIOTO
70 Maibke 6iJ10T0 KOJIbopy 3
TucHeHHsIM «SR 1000» 3 oamoro oky
Ta rIanKi 3 iHmoro 6oKy.

22,00 MM £ 0,20 MM

10,50 mM £ 0,20 MM

8,90 MM =+ 0,30 MM

1560,45 mr +3,0%

n=10: AV <150 (L1);

n=30: AV < 150 (L1) Ta xoxHe

iHIMBiKyansic 3HAYCHHA He
BUXOIUTL 3a Mexi < 0,75xM  abo
>1,25xM

<5%

10-30% Big 3asBNeHOT KIILKOCTI
20-40% Bix 3asBJIEHOI KiTLKOCTI
44-64% Bix 3agBaeHOl KiNBKOCTI
> 85% sin 3asBaeHOl KinbKOCTI

Jokas 1HEHTHYHOCTI 3 €TalOHHOI
PCUOBHHOIO
Joxaz 1AeHTHUHOCTI 3 CTAIOHHOIO
PCYOBHHOIO
Hokas imeuTH4HOCTI 3 ETANONHOIO
PEYOBHHOO

<0,02%
<0,1%
<0,4%

<0,02%
<0,1%
<0,4%

<48 ppb
<10* KYO/r
<10*KYO/r
BincyTHs/r

95-105% Bij 3as1BJICHOT KIJILKOCTI

95-105% sin 3asBaeHO] KiILKOCTI

Cropinka 335

Honep 3siTy 94105

PesyavTaTu (3
OXMHHUSIMU
BUMIpIOBaHHA)

Bignosinac

22,12 MM
10,59 MM
9,10 MM
1566,36 mr
Bixnosinae

3%

20 %
29 %
52%
87 %

He nposoaustocs
TTozuTuBHO

TTosutuBHO

He niposoaunocs
He niposouiiocs
He npoBoauitocst

<0,01 %

<0,1 %

<0,1 %

He ﬂpOBOIlH)TOCSI

He nposonunocs
He nporoauinocs
He nposonunocs

He nposoauiiocs

102 %

Hara apyxy: 09/02/2026 13:30

HPOBEIEHHS
BUIIpOOYBaHHS

Al0

AlO
Al0
Al10

LW_ORA_PHARMA_PRD



YacTora TECTYBAHHSI:

AX: TECTYBaHHs BKITIOHAE KOKHY «X» Cepilo

Ry: TeCTYBaHHs BUKIIOUAC KOKHY «Y» CEPII0

1365: TecTyBaHHA NPOBOAKWTHLCS OIWH pa3 Ha pik; 1180: TecTyBaHHA TPOBOXUTLCA pa3 Ha nis poky; 190: recTypats
NIPOBOJMTLCS KOXKHOTO KBapTany; I30: TecTyBaHHS IPOBOJUTHLCA KOXKHOTO Micsus

Cropinka 435
LIMS Lot Num: 159236 Jlara npyxy: 09/02/2026 13:30
Ceprrudirar sixocTi
Howmep 3sity 94105 LW_ORA_PHARMA_PRD
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MENARINI

Mosicuenms:

A®L Axrusuuit GpapManeBTHIHIN IHTPENieHT
TIT: TIpoMiXHMI 1poayKT

Micuesnaxokenns BUpoOHHUKa, WO BUITYCTUB cepito B 06ir: BEPJITH-XEMI AT, Tninikep Ber 125, 12489 bepiin,
Himeuunna
Homep sitensii na supobunnrso wis Yrpainu: DE_BE_01_MIA_2025_0008

Ceptudirar: Lum s sacsiguyio, wo Haeerena Buie indopMalis ¢ jgocrosiproio Ta Townoto. o cepito mponykilii 6yno
BUTOTOBJICHO, BIIJIIOUAIOUH ITAKyBAHHI/MAPKYBAHHS Ta MPOBEIEHO KOHTPOID i SKOCTI Ha BUILIE3a3HAYCHHX BHPOOHHUMX JIUIBHUISIX Y
NOBHIM BignoBigHOCTI 3 BUMoramy HBIT, BCTAHOBIICHUMHE MICUEBHM PErYJISTOPHHM OPraHOM, a TakoX BiAMOBINHO o crieuudikanii,
o MiCTAThCs y pecerpauiiinoMy jocke. TTpoTokonu BHPOGHWLTBA, MaKyBaHHS Ta aHAT3B OyJ0 TCPETNSHYTO Ta BCTAHOBICHO
sijmosipnicrs HBIT.

Ucit ceprrdixat Bupannit nepesipenoto xomm'ioreprolo cueremoro LIMS 1 pifictnit 6es ocobuctoro nipnucy.
Cepis Oyma npoTecTOBaHA BilIOBIAHO 0 YHHHOTO CTAHIAPTY TecTyBaHHA. SIKicTh BiAnosinae cneundikanuii.

dinanpHuif craTyc: BunyueHo

[Tinmuc wMewemxepa 3 KouTpomo Im’s — Mapirt Cixapar Hara —06/02/2026 14:21:34 (GMT +1)
SIKOCTI

[Tignuc YroBHOBa)keHOT ocobu: Im’s — JI-p Cami llIBanaT Jara — 06/02/2026 16:43:20 (GMT +1)
ITinmuc eMiTenTa: IM’st — I-p Banentuna Maprauis Jara—09/02/2026 13:30:31 (GMT +1)

[Mosicuenns hopmaty narn: dd/MM/yyyy hh:mm [:ss]

Cropinka 53§
LIMS Lot Num: 159236 Jara apyxy: 09/02/2026 13:30
Ceprudixar sxocTi ‘
Honcep 3aity 94105 LW_ORA_PHARMA_PRD






1 MENARINT

Certificate of Quality
Product: Siofor® XR 1000
Dosage: 1000 mg Pharmaceutical Form: Prolonged-release tablet
Pack Size: 60 (4x15) Pack Size Unit: pieces
Packaging Type: Blister
Internal Product Code: F162934
Batch no.: 54107A Analysis Number: 159236
Number of packages (Quantity): 4704 Packages Storage Conditions: no special storage
conditions
Date of Manufacture: 24/11/2025 Date of Expiry: 30/11/2028
Date of Analysis: 06/02/2026 Date of Batch Release: 06/02/2026
Country of Destination: Ukraine Batch Releaser Country: Germany
Manufacturer: Berlin-Chemie AG
Marketing Authorisation n.; UA/20045/01/02
Normative Documentation: N/A
LIMS Lot Num: 159236 Page 1 of 5 Print Date: 09/02/2026 13:30

Certificate of Quality Report Number 94105 LW_ORA_PHARMA_PRD
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MENARI

Genealogy

API Name: Metformin hydrochloride

AP| Manufacturer Site Information: Wanbury Ltd. - K lllindalaparru, 534217, Iragavaram Mandal, Tanuku, West
Godivari District, Andhra Pradesh, India

API Manufacturer Batch number: MT03920224

SF Name: Metformin-HCL 1000 mg XR, extendend release tablet
SF Manufacturer Site Information: Berlin-Chemie AG - Tempelhofer Weg 83, 12347 Berlin, Germany
SF Manufacturer Batch number: 54107

Manufacturers

Manufacturing site of bulk

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Tempelhofer Weg 83, 12347 Berlin, Germany
Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0016

Manufacturing site of packaging

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

Batch release site

Manufacturer: Berlin-Chemie AG - Berlin-Chemie AG

Address: Glienicker Weg 125, 12489 Berlin, Germany

Manufacturing Authorisation Number: DE_BE_01_MIA_2025_0008
Number of Certificate of GMP compliance: DE_BE_01_GMP_2025_0015

LIMS Lot Num: 159236 Page 2 of 5 Print Date: 09/02/2026 13:30

Certlificate of Quality Report Number 84105 LW_ORA_PHARMA_PRD
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Item Specification Resuit Testing
Frequency
Appearance (organoleptic) White to off white oval tablet Conforms
debossed with 'SR1000' on one side
and plain on other side
Length 22.00 mm £ 0.20 mm 22.12 mm
Breadth 10.50 mm £ 0.20 mm 10.59 mm
Thickness 8.90 mm % 0.30 mm 9.10 mm
Average mass 1560.45mg £ 3.0 % 1566.36 mg
Uniformlty of dosage units (P n=10: AV < 15.0 (L1); n=30: AV < Complies
h. Eur. 2.9.40) 15.0 (L1) and no individual content
< 0.75xM or > 1.25xM
Loss on drying (IR-drying) s5% 3%
Dissolution (Ph. Eur. 2.9.3)
1. For 30 min 10 - 30 % of labe! claim 20 %
2.For1h 20 - 40 % of label claim 29 %
3.For3h 44 - 64 % of label claim 52 %
4.For10h 2 85 % of label claim 87 %
ldentification
Metformin hydrochloride (Ph. Eur, 2. Proof of identity with reference Not tested
2.29), method 1 substance
Metformin hydrochloride (Ph. Eur. 2. Proof of identity with reference Positive
2.29), method 2 substance
Metformin hydrochloride (Ph. Eur, 2, Proof of identity with reference Positive
2.24) substance
Chemical purity (Ph. Eur, 2,2,
29), method 1
Impurity A £0.02 % Not tested
Unknown impurities, each $0.1% Not tested
Total impurities <04 % Not tested
Chemlcal purity (Ph. Eur. 2.2.
28), method 2
Impurity A 50.02% <0,01 %
Unknown impurities, each $01% <0,1%
Total impurities <04 % <0,1%
NDMA (Ph. Eur. 2.2.29, Ph. Eur. 548 ppb Not tested A10

2.2.43)

LIMS Lot Num: 159236

Certificate of Quality

Page 3 of §

Report Number 94105

Print Date: 09/02/2026 13:30

LW_ORA_PHARMA_PRD
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Item Specification Result Testing
Frequency
TAMC (Ph. Eur. 2.6.12) $ 1043 CFU/g Not tested A10
TYMC (Ph. Eur. 2.6.12) $1042 CFU/g Not tested A10
Escherichia coli (Ph. Eur. 2.6.1 Absentin1g Not tested A10
3)
Assay
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim Not tested
2.29), method 1
Metformin hydrochloride (Ph. Eur. 2. 95 - 105 % of label claim 102 %
2.29), method 2
Testing Frequancy Explanation:
« Ax: test added every X lots
+ Ry: test removed every "y lots
+ 1365: toet parformed once per year; 1180: test performed half-yearly; 180: teet p d g 130: test p d monthly
LIMS Lot Num: 159236 Page 4 of 5 Print Date: 09/02/2026 13:30

Certificate of Quality

Report Number 84105

LW_ORA_PHARMA_PRD
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Explanation Genealogy:
API: Active pharmaceutical ingredient
SF; Semifinished product

Batch Release Site: Berlin Chemie AG, Glienicker Weg 125, 12489 Berlin, Germany
Number of Manufacturing Authorisation for UA: DE_BE_01_MIA_2025_0008

Certification: | hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling 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 Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

This certificate was issued by a validated computerised LIMS and Is valid without personal signature.

The batch has been tested according to the valid testing standard. The quality complies with the specification.

Final Status: Approved for market

Quality Control Manager Name - Marit Sichardt Date - 06/02/2026 14:21:34 (GMT +1)
Slgnature:

Qualified Person Signature: Name - Dr. Samy Schwandt Date - 06/02/2026 16:43:20 (GMT +1)
Issuer Slgnature: Name - Dr. Valentina Margania Date - 09/02/2026 13:30:31 (GMT +1)

Date Format Explanation: dd/MM/yyyy hh:mm[:ss]

LIMS Lot Num: 159236 Page 5 of 5 Print Date: 09/02/2026 13:30

Certificate of Quality Report Number 94105 LW_ORA_PHARMA_PRD






AEPKABHA CIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npoe. Coitnnunol Hanil, 3, . Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls. ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKICTE BBe3eH0ro B YKpaiHy MiKapchKoro 3acody

30.05.2025 Ne 24672/25/10

CIO®OP® XR 1000

(malinenysakusa aikapcekoro sacoly 3riaHo 3 peecTpauiitHiM nocsiaueHHAM)
Tadaerku nposonrosanol 4ii, mo 1000 Mr no 15 Tadaerox y 6aicrepi; mo 4 Gaicrepn y
RApTONHiH Kopobui

{hopaa BIOYCKY, A03YBAHFL, BIL NAKYBAHIIA IKAPCEKOTO Fac0fy)

Homep peecrpantitaoro nocsiguenns UA/20045/01/02 crpox aii peecrpaniitnoro nocsiguenns 23.05.2028

Cepin nikapenkoro sacofy Ne 34547TA Kinskicts BBe3enore sgikapesxoro sacoby 360
Bupodnsk BEPJIIH-XEMI Al', Himeaunua
(srafivenysanin supoliiks AIKAPCHEOTO 33C0DY, Kpaiia TOXOKRCHEY)
Baesexoe B Ykpuiny Crninpite yRpaincLKRo-ecToOHCHKE HIUIPHEMCTBO Y opMi TORAPHCTBA
3 oGnesxentono sinnosinaaenictTio " Ourima-Mapst, JITI", inenr, xoa:
21642228

(wafimenysanta a xox 3a CAPTIOY wopuanusot ocoGy afie upisentite, im'a, 5o DatexoBi ditunol
QCOGH ~ NIANPAECMES, 11 Micle NPOXNBANNA T2 pecctpaniiigii HoMep o6AiIKoBOT KAPTRY WAATINHKA
MozaTkie afo cepid Ta HoMep nacnopta)

HpoTtoxosa risyanbuore xexrpeaw sia 29.05.2025 e 1598/29,

32 pesyAbTATAMN  AEPWABHOIG KOHIPOAX) BCTAHOBIEHO, WG Jikapeekuil  3acif  sBeseno B Yipaiy 3
AOTPHMAHHAM BiMOT 32K0HOJABCTEA HIONE JA0C3NEHERHS AKOCT] ATRAPCHKIX 2acobis.
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