JIEPJKABHA CJIYKBA 3 TIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIA OBJIACTI

npos. Caitnuunoi Hazii, 3, m.Kuis, 02099, ten/baxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €EIPTIOY 37078774

BHCHOBOK
Npo AKIiCTL BBE3€HOro B YKpainy JikapcbKoro 3acody
09.09.2024 Ne 43653/24/10
PAMI CAHJIO3®

(HaiiMeHyBaHHS JIKAPCEKOTO 3ac0BY 3riAHO 3 peecTpaiHHIM NOCBIZIYCHHAM)
tabaerku mo 10 mr, o 10 Tadserok y 6aicrepi; mo 3 6icrepn B KapTOHHii Kopodui
(hopMa BHTTYCKY, A03yBaHHS, BHJ TIAKYBAHHS JiKapChKkoTo 3aco0y)

Howmep peectpauiiinoro rocsizuenns UA/11299/01/03 crpox aii peectpauiitnoro nocsinens 01.01.2099
Cepis nixapcbkoro 3acoby Ne NW7418 KinbKicTb BBe3eHOr0 Jikapchkoro 3acoby 25674

BupobHHK Jlek C.A., Tlonbiua
(HaliMeHyBaHHs BHPOOHHKA JIKapChbKOTO 3ac00y, KpalHa TTOXOKCHHS)

Baesero B Ykpainy ToBapucTBO 3 06MesKeHoIo BixnoBiAanbHicTI0O "Canto3 Ykpaina",
inent. kon: 38419586

(naitvenyranus Ta ko 3a €JPTIOY ropuawuHoi ocobu abo npiseuute, iM's, 110 GaThKOBI
izuumoi ocobu - mignpuemus, i Micue NPOXHBAHHA Ta peectpauiitiiii HoMep obnikosoi
KApTKH [IaTHHKa HOAATKIR aGO cepis Ta HOMEp NacropTa)

INpoTokon BisyansHoro kontpomo sin 02.09.2024 Ne 2595/1.

3a pesynpTaTaM JEPXKABHOIO KOHTPOII BCTAHOBJICHO, WO nikapcekuil  3aci0 BBeseHo B YKpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOJABCTBA MO0 sabesneueHHs SKOCTI JTikapChKHX 3ac00iB.

Biktop CTE®KIBCHKHUH

(istitiany Ta npizsKe)
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dopma: Ceprudikar cepii 113
Bepcis: 44095011.101116-1225.2 Bupauo:
NEK C.A., Nonsiua

CEPTUGIKAT BIAMOBIOHOCTI CEPII

NW7418

Nek C.A. Byn. [lomaHieBcbka 50 C, Bapwasa, 02-672, lMonbwa

1 064/0095/15

_BupoBHuya niuensia Ne:

Cropivrka t 34




dopma: Ceptudikat cepii N3
Bepcis: 44095011.101116-1225.2 Bupgano:
NEK C.A., Monbuia

m
e
&

‘ B npoLieci BUpoBHULTBA Ta NakyBaHHA He 6yno BiAXUneHb, AKi MOXYTb
V BNNWHYTU HA BUMYCK NPOAYKTY.

B npoueci Bupo6HULTBa Ta NakyBaHHA Byrno 3aiKCoBaHO HACTYMHi
BUOXUMEHHS, OUB. HWKYe (peecTpauiiiHui HoMep BIAXUNEHHA B

/-

LM niaTeepKyt0 AOCTOBIPHICTb Ta TOMHICTH BULleHaBeaeHo! iHdopmauii. Lia cepis nikapcbkoro 3acoby 6yna
BUIOTOBNEHA, BKIHOYHO 3 YAKOBKOK/MapKyBaHHSAM Ta KOHTPOMNEM SIKOCTi Ha BULLEHaBEAEHUX BUPOBHUUMX AINEHALSAX
y NOBHIlA BiANoBiAHOCTI A0 BUMOT GMP micLiesux perynsTopHux opraHis, a Takox Ao cneuudikauii PeecTpauiiHoro
[ocke Kpaiku iMnopTepa abo dainy cneyudikauii AOCHIAKyBaHOro nikapcbkoro 3acoby. [aHi Npo BUrOTOBNEHHSA,
ynakoBky Ta aHaniau cepii 6yno nepesipeHo 1a NiATBEPAXEHO iX BIANOBIAHICTL cTaHaapTam GMP.

Ceptudikauis Cepil 05.08.2024

YnoBHoBaxeHa ocoba : Artur Krajewski

/EnekmporHuil nidnuc/  05.08.2024 13:47:27 +02'00' !

Croplnka 23 4




NW7418

30BHiWHI BUrnag

Diamerp’
JoBxuHa (only setup*)

WupuHa (only setup*)

laeHTUdikauin:
Paminpun

laenTudikayin:
Paminpun

PosnagaHHs
CtupaHnHa

Brpata macu npu
BUCYLWYBaHHI

pH

OaHopigHicTL MacK

KinbkicHe BU3Ha4eHHA

OaHopiaHicTs BMICTY
paminpuny

PAMI CAHOO3®, tTadneTtku no 10 Mr

42032627

BEPX

TWX

€ep.o..

€8p.0.

dopma: Ceprudikar cepii 13
Bepcina: 44095011.101116-1225.2

CEPTUDIKAT AHATI3Y

NV1398

23.05.2024

BugaHo:

NEK C.A, Nonsiua

04/2026

Bini abo maixe 6ini kancynonogibHi, 3 puckoto Bignoeigae

3 oHoro Boky

15,0 + 0,2 mm (15,0 — 15,2 mm) 15,0 MM
6,5+ 0,2 mm (6,5 — 6,7 mm) 6,5 MM
QCHOBHWIA NiK BIANOBIAaE cTaHAapTy o Yacy Bignosigae
yTpUMaHHS!

OcHoBHa nnama BignoBiAae craHaapTy no Bianosigae
3HaueHH Rf

< 15 XBUNMH - 1 XB
<1% 0,1 %
<35% 11 %
25-4,5 3,1

18 3 20 cep. BinxunexHs + 5% Bignosinae

20 3 20 cep. BinxuneHHs = 10% Bianosigae
CepepHs maca 360,0 mr+ 2,0 % 362,1 MF
95.0 — 105.0 % 1021 %
85.0 — 115.0 % Big 339BNEHOrO BMICTY 99,3 % |

Cropiuka 33 4




| Tlikapehkiid 3

CynyTHi gomitukun

Z

KeanidhikoBaHi, ineHTudikoBaHi

- fomiwka A
- Jomiwka B
- gomiwka C
- Aomiwka D

- fomillka E

BEPX
BEPX
BEPX
BEPX
BEPX

HeksanidikoBaHi, HeigeHTUdbiKoBaHI

- iHavBiyanbHi

Bcboro

PosuuteHHA

BEPX
BEPX

Mikpo6ionoriuHa 4uctoTa?

®dopwma: Ceptudikar cepii M3
Bepcisi: 44095011.101116-1225.2

NV1398

£05%
£05%
£05%
£05%
<0.5%

<0.2%
<1.0%

2 75 % (Q) 3a-30 xBusuH

3aranbHa KinbKiCThb XUTTE3LATHUX aepoBHUX MIKpoopraHiaMiB

- Bakrepil (TAMC)
- rpubu (TYMC)
Escherichia coli
Enterobacteria®

Salmonellat

Npumitkin:

<1000 KYO/r

<100 KYO/r

He BusHauaeTbea y 11
s 100 KYOIr

He Bu3HavaeTbea y 101

Bugaxo:

NEK C.A., Monblla

23.05.2024 i 04/2026

< 0,05 %
< 0,05 %
0,05 %
< 0,05 A
< 0,05 Sy
< 0,05 %
0,05 %
98,1 %
of- KYOIr
- KYOIr
of-
ol KYOIr
.-

* . [loBXUHY Ta WMPUHY KOHTPOSIOITL TiNLKKU B Npoueci HanawTysaHHA o6naaHaHHA {only setup)
1~ Pe3ynbTari oTpUMaHi npy KoHTponi B npoueci BUpobHuUTBa
2 _ He BigHOCUTLECA [0 PYTUHHUX TecTiB (neplui Tpu BUpoGneHi cepii, noTiM koxHa 10-a cepin abo oaHa cepis Ha pik, wWo
HacTynaeMm neplurmMm)
3 . Enterobacteria Tinbky AKWO NPOBOAUTLCA TECTYBaHHA
4 - Salmonella Tinbky AKLL0 NPOBOAUTLCA TECTYBaHHA

05.08.2024

Cropinxa d 2 4

FicHo

Artur Krajewski

/Enexmponnull nidnuc/  05.08.2024 13:45:56 +02'00'

Digitally signed by Fedochenko Telmna

Fe d OCh en ko ON: dc=com, dcanovartis, ouspaopla,

0u=S5Z, seraiNumber=2116816,
cn=Fedothanko Tet.ana

Tet| a na Reason: Sandoz Ukraine QP on impad
Onto: 2024.08,27 13:26:30 +0300'




Form: FDF Batch certificate
Version: 44095011.101116-1225.2 Issued by:
LEK S.A., Poland.

BATCH CERTIFICATE OF CONFORMITY

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

Manufacturing License Ne: 064/0095/15

Page 1 of 4




Form: FDF Batch certificate
Version: 44095011.101116-1225.2 Issued by:
LEK S.A., Poland

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

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

During the course of manufacturing and packaging the following deviations
were reported, see below (deviation ref ic system):

i

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Qualified (Authorized) Person Artur Krajewski

Digitally signed by Krajewski Artur
DN: de=com, dc=novartis, ou=people, ou=SZ,

. .
K raJ eWS kl A rt u serlalNumber=757067, cn=Krajewski Artur
Reason:; | am approving this document

Date: 2024.08.05 13:47:27 +02'00'

Page 2 of 4




Form: FDF Batch certificate
Version: 44095011.101116-1225.2 Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

23.05.2024 04/2026

NW7418 42032627 NV1398
Appearance - White to off-white, capsule shaped with Conforms
' scoreline on one side.
Diameter!
Length (only setup*) - 15.0 + 0.2 mm (15.0 — 15.2 mm) 15.0 mm
Width (only setup®) - : 6.5+ 0.2 mm (6.5 — 6.7 mm) 6.5 mm
Identification: HPLC Principal peak corresponds with retention time - ~ : Conforms
Ramipril standard
Identification: TLC » ' Principal spot corresponds with Rf value of Conforms
Ramipril standard '
Disintegration I <15min : ; S : min
Friability - <1% 0.1 %
Loss on Drying - £3.5% 1.1 %
pH - 25-45 34
Uniformity of mass Ph.Eur. 18 of 20 average * 5% Conforms
! 20 of 20 average *+ 10% Conforms ]
Average 360.0 mg £ 2.0 % 362.1 .| mg
Assay - 95.0 — 105.0 % 102.1 %
Uniformity of content  Ph.Eur. 85.0 — 115.0 % of the declared content 99.3 %
of Ramipril




Related substances
Qualified identified

- impurity A HPLC
~impurity B HPLC

. -impurityC HPLC
- impurity D HPLC
impurtyE . HPLC

Not qualified not identified

- individual ) ) HPLC
Total HPLC
-Dissolution ' -

Microbiological contamination?
Total viable aerobic count

- bacteria (TAMC) -

- fungi (TYMC) -
Escherichia coli -
Enterobacteria® -

Salmonella* -

Notes:

05.08.2024

Form: FOF Batch certificate
Version: 44095011.101116-1225.2

- RAMI SANDOZ®, tablets 10 mg

NW7418 : 42032627 .~ Nv1398 ' 23.05.2024

$05%
<£05%
£0.5%
S05%
505%

$02%
<1.0%

275 % (Q) after 30 minutes

< 1000 CFU/g

<100 CFU/g

not detectable in 1 g
<100 CFU/g

not detectable in 10 g

* _ Tablet length and width is controlled at the equipment setup phase only (only setup)
1.Results taken from the in-process controls

2 _ Not routinely tested (first 3 production batches,
3. Enterobacteria only as ‘if tested’ specification

4 _salmonella only as ‘if tested’ specification

Krajewski Artu

Pagedof 4

04/2026

Issued by:
LEK S.A., Poland

< 005 %
< 005 %
0.05 %
< 0.05 %
< 0.05 %
< 0.5 %
0.05 %
( 98.1 %
/- CFU/g
- CFUlg
o
-/- CFU/g
-

Artur Krajewski

Digitally signed by Krajewski Artur

DN: dec=com, de=novartis, cu=people, ou=SZ,
serialNumber=757067, cn=Krajewski Artur
Reason: | have reviewed this document
Date: 2024.08.05 13:45:56 +02'00°

subsequently every 10th batch or once a year, whatever comes first)




