JIIEPJKABHA CJIVIKBA 3 TIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH ¥ KHIBCBHKIA OBJIACTI

npos. Ceitnuunoi Haxii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHUCHOBOK
Npo AKiCTHL BBe3eHOro B YKpaiHy JikapcbKoro 3acody
09.09.2024 Ne 43653/24/10
PAMI CAHIO3®

(HaiiMeRyBaHHs JikapcbKoro 3acoBy 3TiAHO 3 peecTpauifHuM NOCBIJUEHHAM)
ta6aeTkn mo 10 mMr, no 10 Ta6aeTox y Gaicrepi; o 3 6icTepn B KapTOHHIH Kopooui

(hopma BUTTYCKY, 103yBaHHs, BUA MTAKYBaHHIA nikapchkoro 3acoby)
Howmep peectpauiittioro nocsinuenns UA/11299/01/03 crpox aif peectpauiiinoro nocsindeHs 01.01.2099
Cepis nikapcbkoro 3acoby Ne NW7418 KinbKicTh BBE3€HOr0 JiKapchkoro 3acoby 25674

Bupobuuk Jlex C.A., Tlosbwa

(aliMeHyBaHHs BHPOGHHKa JIIKAapCbKOTO 3ac00y, KpalHa TTOXOUKCHHSA)

Baesero B Ykpainy ToBapucTBO 3 06MeskeHOI0 BimoBiganbHicTIo ""Canos Ykpaina',
inent. kon: 38419586

(naitmenysanus Ta ko 3a €APIIOY ropuapinol ocobu abo mpissuiLe, iM's, 110 6aTEKOBI
diznunoi ocobu - ninnpremus, i Micue MPOXHBAHHA Ta peecTpatiiiinuii Homep 06NikoBO
KapTKH [UIaTHHKa MOAATKiB aGo cepid Ta HOMep NacropTa)

INpoToxon Bisyansroro kontpomo in 02.09.2024 Ne 2595/1.

3a pesynpTaTaMy JAPKAaBHOTO KOHTPOIIO BCTAHOBNEHO, IO nikapcekuil 3aci6 BBesemo B YKpaiHy 3

llOTpl/lMaHHﬂM BMMOT 3aKOHOaBCTBA LIOR0 3a6e3neueH s SKoCTi JIKapChKuX 3ac00iB.
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dopma: CeprudikaT cepii 13
Bepcisi: 44095011.101116-1225.2 Bupauo:
NEK C.A., Monsiua

CEPTU®IKAT BIANOBIOGHOCTI CEPII

Cropinka 134




dopma: Ceprudikat cepii M3
Bepcis: 44095011.101116-1225.2 BugaHo:
NEK C.A., Monbuia

' - B npoueci BUpoBHULITBA Ta NakyBaHHSA He Gyro BiaXuneHsb, AKi MOXYTb
V BMNNUHYTU Ha BUMYCK NPOAYKTY.

B npotieci BUpobHULTBa Ta nakysaHHsA 6yno sadikcosaHo HaCTymMHi
BUOXUMEHHS!, AVB. HIKYe (peecTpaLiiiHuii HOMep BIAXUNEHHS B
eNeKTPOHHIl cuctemi ob1iky):
Bioxunenusa Ne (GX_QEM): /-

Lium niaTBepaXylo [OCTOBIPHICTL Ta TOMHICTH BULleHaBeeHo! iHopmalii. Lis cepist nikapcbkoro 3acoby 6yna
BUIOTOBNEHA, BKITHOYHO 3 YNAKOBKOK/MapKyBaHHAM Ta KOHTPONEM SKOCTI Ha BULLIEHABENEHUX BUPOBHUYUX AINbHULAX
y MOBHIll BignosigHoCTi 40 BUMOT GMP MicLeBux perynsiTopHUx opraHis, a Takox [0 cneuudikauii PeecTtpauiiHoro
[ocke Kkpaiku iMnopTepa abo dainy cneuudikauii AoCnifKysaHoro nikapcekoro 3acofy. [laHi Npo BUrOTOBMEHHSA,
ynakoBky Ta aHaniav cepii 6yno nepesipeHo 1a NiaTBEpMAXeHO iX BiANOBIAHICTL cTaHaapTaMm GMP.

YnoBHoBaXeHa ocoba ? Artur Krajewski

/EnekmponHuti nidnuc/  05.08.2024 13:47:27 +02'00° ;i

Cropinka 22 4




Hiant

PAMI CAHOO3®, TabneTtku no 10 mr

NW7418

42032627

dopma: Cepruchikat cepii N3
Bepcin: 44095011.101116-1225.2

CEPTUDIKAT AHANI3Y

NV1398

23.05.2024

BupaHo:

NEK C.A., Nonsiya

04/2026

30BHIiWHI® BUrnag

DiameTp?
JosxwuHa (only setup*)

Wwupwuka (only setup®)

loeHTUdikayin:
Paminpun

lgeHTUdikauin:
Paminpun

PosnaparHs
CtupanHa

BrpaTa macu npu
BUCYLIYBaHHi

pH

OpHopiaHicTL MacK

KinbkicHe BU3Ha4YeHHA

OgHopiaHicTbL BMIiCTY
paminpuny

BEPX

TWX

€p.o.

€ap.0.

Cropivka 32 4

Bini abo maitxe Bini kancynonogibHi, 3 puckoto Bignoeinae
3 ogHoro Goky
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
QcHoBHUIA NiK BiANOBIAaE cTaHAapTy no Yacy Bignosigae
YTPUMAHHS
OcHoBHa NnsiMa BIZNOBigae cTaHaapTy no Bignosigae
3HaveHHw Rf
<15 XBUNMH - 1 XB
<1% 0,1 %
<35% 1,1 %
25-4,5 3,1

. 18 3 20 cep. BiAXMNerHs £ 5% Bignosignae
20 3 20 cep. BinxunexHs t 10% Bianosigae
CepepHa Maca 360,0 mr+ 2,0 % 362,1 Mr
95.0 — 105.0 % 102,1 %
85.0 — 115.0 % Big 3asABNEHOrO BMICTY 99,3 %




dopma: Ceptudikar cepii M3
Z Bepcisi: 44095011.101116-1225.2 Bugano:

NEK C.A., Monblua

N

| IliRApCHENN |

S

PAMI CAHOO3®, TabneTtku no 10 mr

| NW7418 42032627 NV1398 23.05.2024 - 04/2026

CynyTHi goMiluKku

KeanichikoBaHi, ineHTudikosaHi

- fomiluka A BEPX <05% < 005 %
- foMiluka B BEPX <05% < 0,05 %

- powmituka C BEPX <05% : 0,05 %

- pomituka D BEPX $0.5% < 0,05 %
_pomika B BEPX <05% ' 4 < 0,05 .
HeKBanicpiKoéaHi, HeigeHTudikoBaHi

- iHauBipyanbHi BEPX <0.2% < 0,05 %
Beboro BEPX =1.0% 0,05 %
PosuuHeHHA - . - 275 % (Q) 3a-30 XBUUH : 98,1 %

MikpoGionoriuHa YucToTa? i

3aranbHa KinbKICTk XUTTE3LaTHUX aepoBHUX MiKpoopraHismis

- akTepii (TAMC) = < 1000 KYO/r ol KYOIr
- rpueu (TYMC) - <100 KYOIr -/~ KYOIr
Escherichia coli - He BuaHauyaeTbes y 1T “f-

Enterobacteria® - < 100 KYOIr -/~ KyO/r
Salmonella* - He BUsHavaeTbes y 10 T “f-

Npumitku:

* . [IOBXUWHY Ta LUIMPUHY KOHTPOSIOIOTL TiNbKY B Npoueci HanawTyBaHHA o6nagHaHHA (only setup)

1~ PesynbTaTu OTPMMaHi npu KOHTponi B npoueci BUpobHULUTEA

2~ He BinHOCUTLCA A0 PYTUHHMX TecTis (nepiui Tpu BUpobBrieHi cepii, noTiM koxHa 10-a cepisi abo oaHa cepis Ha pik, Wo
HacTynaem neplunm)

3 - Enterobacteria Tinbku AKLO NPOBOAUTLCA TECTYBaHHSA

4 . Salmonella Tinbku AKUWO NPOBOAUTLCH TeCTYBaHHA

05.08.2024 Artur Krajewski

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

Digitally signed by Fedochenko Telann

Cropitka 4 2 4 Fedochenko sfiericms o

. cn=Fedochanko Tel-ana
Tet| a na Reason: Sandoz Ukraine QP on iinpod
Dato: 2024.08.27 13:26:30 +03'00"




MéﬁUfac':turlhg License Ne:

Form:

Version:

- ul. Domaniewska 50C, Warszawa,

FDF Batch certificate
44095011.101116-1225.2

Page 1 of 4

Issued by:
LEK S.A., Poland

02-672, Poland




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

:; deviations, that may influence the

i

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

V _ During the course of manufacturing and packaging there were no

During the course of manufacturing a'nd packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

release of the product.

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 specifica

tions 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

Page 2 of 4

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

Reason: | am approving this document
Date: 2024.08.05 13:47:27 +02'00'

K raj eWS ki Art u serlalNumber=757067, cn=Krajewski Artur




NW7418

y 4

CERTIFICATE OF ANALYSIS

42032627

Form:
Version:

FDF Batch certificate
44095011.101116-1225.2

NV1398

23.05.2024

Issued by:
LEK S.A., Poland

04/2026

Appearance

Diameter’
Length (only setup*)
Width (only setup®)

Identification:
Ramipril

Identification:
Ramipril

Disintegration’
Friability
Loss on Drying

pH

Uniformity of mass

Assay

Uniformity of content

of Ramipril

HPLC

TLC

Ph.Eur.

Ph.Eur.

White to off-white, capsule shaped with
scoreline on one side.

15.0 + 0.2 mm (15.0 — 15.2 mm)

6.5+ 0.2mm (6.5 6.7 mm)

Principal peak corresponds with retention time -

standard

Principal spot corresponds with Rf value of
standard

<15 min

<1%

<35%

25-45

18 of 20 average * 5%

20 of 20 average + 10%

Average 360.0 mg = 2.0 %

95.0 ~ 105.0 %

85.0 — 115.0 % of the declared content

Page 3of 4

&3

Conforms
15.0 mm
6.5 nm
. Conforms
Conforms
1 | min
0.1 %
1.1 %
31
Conforms
Conforms
362.1 .| mg
102.1 %
99.3 %




Related substances
Qualified identified

- impurity A HPLC
~impurityB HPLC
- impurity C ’ HPLC
- impurity D HPLC
_impurity E "~ 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:

* _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,

Version:

Form: FDF Batch certificate

NV1398

s05%
<05%
<05%
$05%
£05%

<0.2%
<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

3 . Enterobacteria only as ‘if tested’ specification

4 _salmonella only as ‘if tested’ specification

05.08.2024

Page 4 of 4

44095011.101116-1225.2 Issued by:

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

Kraj eWS ki Artu r serialNumber=757067, cn=Krajewski Artur

LEK S.A,, Poland

23.05.2024 04/2026

< 0,05 . %
< 0.05 %
0.05 %
< 0.05 %
< 005 | %
< 0.05 s %
0.05 %
98.1 %

-/- CFU/g

- CFUlg

- J

-/- CFU/g

- 1

Artur Krajewski

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

Reason: | have reviewed this document
Date: 2024.08.05 13:45:56 +02'00°




" A WNovartis dopma: Ceptudikat cepii (M3
a Division Bepcin: 44095011.101116-1225.2 BugaHo:
NEK C.A., Monblia

CEPTU®IKAT BIANOBIOHOCTI CEPII

no 10 TabneTok y 6nictepi; no 3 6nicTepy B KapTOHHIN KOpobUi

PG7499 PG7499

Byn. JlomaHieBckka 50 C, Bapwasa, 02-672, Nonblya

064/0095/15
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A Novartis dopma: Ceptudikar cepii M3
: Division Bepcin: 44095011.101116-1225.2 BugaHo:
NEK C.A,, Monbuta

&%w; e .
95-010 Ctpukos, Byn. Moaninie, 16, Monbla

: Nek C.A. syn. lomaHieBcbka 50 C, Bapwaga, 02-672, MNonbiia

e i 5

" B npoLieci BUpoBHULITBA Ta NakyBaHHA He Byno BiaxureHb, ski MOXyTb
v _ BIMHYTU HA BUMYCK NPOAYKTY.

B npotieci BUpoBHMUTBa Ta nakyBaHHs Gyno 3adikcoBaHo HacTymMH
BUAXUMNEHHS, ONB. HWKYe (peecTpaLitHnil HoMep BiAXUIMEeHHs B

~ eneKTPOHHil cucTemi obniky):

BiaxuneHHs Ne (TrackWise): -/-

LM niaTBEpIKY0 AOCTOBIPHICTL Ta TOMHICTL BUlieHaBeneHoi iHcopmauii. Lis cepis nikapcekoro 3acoby 6yna
BUFOTOBMEHA, BKITOYHO 3 YNAKOBKOK/MapKYBaHHSM Ta KOHTPOMEM SIKOCTI Ha BULLEHABEAESHUX BUPOOHUUUX iNbHALIAX
y noBHilt BignosigHocTi o BumMor GMP MicueBux perynaTopHUX OpraHis, a TakoX Ao cneuudikauii PeecTpaduiitHoro
[locke KkpaiHu iMnopTepa abo dhainy cneuudikallii focnifpxysaHoro nikapcbkoro sacoby. [adi npo BUroToBAEHHS,
ynakoBky Ta aHanisn cepii 6yno nepesipeHo Ta NiATBEpMAKEHO X BIAMOBIAHICTL CTaHAapTam GMP.

s AR

Anna Jekiele

/EnexkmporHud midnuc/  04.02.2025 14:28:41 +02'00’




A Novartis
Division

dopma: Ceprudikat cepii N3
Bepcia: 44095011.101116-1225.2

CEPTU®DIKAT AHANI3Y

BugaHo:
NEK C.A., MonbLia

PG7499

PG3143  13.12.2024

11/2026

30BHilWHIA BUrNag

Diamerp!
[osxuHa (only setup®)

Wnpuna (only setup®)

laeHTUpikauin:
Paminpun

IneHTUdikauin:
Paminpun

Po3napnaHHAa

CtupaHHs

BrpaTa Macu npu
BUCYIIYBaHHi

pH

OaHopigHicTL Macu

KinbkicHe BUBHaYeHHs

OgHopiaHICTL BMICTY
paMinpuny

BEPX

TWX

€sp.o..

€sp.o.

Bini abo maike Gini kancynonoAibHi, 3 puckoto Bignoeigae

3 ogHoro 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
OCHOBHUIA MiK BiAMOBiAae ctaHaapTy no vacy Bignosigae
YTPUMAHHS

OcHoBHa nnaMa Bignosigae cTaraapty no Bignosinae
3HauveHHo Rf

< 15 XBUNKH 1 XB
<1% 0,2 %
<3,5% 1,4 %
25-4,5 3,9

18 3 20 cep. siaxuneHHs + 5% Bignosinae

20 3 20 cep. BigxuneHus = 10% Bignosinace
CepeaHa Maca 360,0 mr £2,0 % 361,1 Mr
95.0 — 105.0 % 100,4 %
85.0 — 115.0 % Big 3asBneHOro BMIiCTY 100,7 %




dopma: Ceprudikar cepii M3
Bepcia: 44095011.101116-1225.2 BupaHo:
NEK C.A., Monblia

A Novwi
s [Hvis

B

PAMI CAHOO3®, Tabnetkun no 10 mr
42031959 ; PG3143 : 13.12.2024 11/2026

=

PG7499

CynyTHi AOMiLLKK

KeanichikosaHi, ineHTudikoBaHi

- aoMiluka A BEPX <05% < 005 %
- ,uomiuJKa B BEPX <05 % < 0,05 %
- nomiluka C BEPX <05% < 0,05 %
- gomiwka D BEPX <05% < 0,06 %
- Jomiluka E BEPX <05% < 0,05 %

HexsanigikoBaHi, HeileHTUdIkoBaHi

- iHavBigyanbHi BEPX <02% < 0,05 %
Bcboro BEPX <1.0% < 0,05 %
Po34uHeHHs - 275 % (Q) 3a 30 XBUAH 99,8 %

Mikpo6ionoriuHa uncroTa?

3aranbHa KinbKicTb XUTTE3GaTHUX aepobHMX MiKpoopraHiaMmis

- BakTepii (TAMC) - <1000 KYOIr “l- KYO/r
- rpubu (TYMC) . < 100 KYOIr ol KyoOlr
Escherichia coli - He BU3HavaeTbea y 11 -/-

Enterobacteria® - <100 KYO/r -l- KYOIr
Salmonella* - He Bu3HavaeTbesi y 10T -l-

MNpumitkn:

* . [JOBXMHY Ta WMPHUHY KOHTPOMIOHTb TiNbKK B Npoueci HanalwTyBaHHA o6naaHaHHs (only setup)

1 — PesynbTaTu oTpUMaHi Npu KOHTposli B Nnpoueci BUPOGHULUTEA

2 _ He BiaHOCUTLCA [0 PYTUHHUX TecTiB (Neplui Tpu BUpobneHi cepii, noTiM koxHa 10-a cepin abo ofHa cepis Ha pik, Wo
HacTynaem nepumnm)

3 . Enterobacteria Tinbku AKLWO NPOBOAUTLCA TECTYBAHHA

4 . Salmonella TinbKu sKU0 NPOBOAUTLCA TECTYBAHHA

Marta Skowronska

/Enekmponnutl nidnuc/  04.02.2025 14:28:16 +02'00

Fedochenko s e

vu=SZ, sarialNunber=2116818,

Y &2 & 1 cn=Fedochanko Tetiana
= eliana Duto: 20250213 16:19:44 +0200°




Form: FDF Batch certificate
Version: 44085011.101116-1225.2

BATCH CERTIFICATE OF CONFORMITY

'RAMI SANDOZ®

Issued by:
LEK S.A., Poland

LEK S.A.

'Man.l.jfaétﬁi'in

Page 1ol 4




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

. : d i A G S G SRARH a0 Z 4 % ‘
V - During the course of manufacturing and packaging there were no
deviations, that may influence the release of the product.

During the coursé of manufacturing and packaging the following deviations
were reported, see below (deviation reference Ne in electronic system):

Deviation Ne (GX_QEM): -/

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

Anna Jekielek

A 2

Qualified (Authorized) Person

. 5
Digitally signed by Jekielek Anna
DN: de=com, dc=novartis, ou=people, ou=8Z,

.
J e kI e I e k An n a serialNumber=2213753, cn=Jekielek Anna
: Reason: | am approving this document

Date: 2025.02,04 14:28:41 +01'00"




SIS

- RAMI SANDOZ®, tablets 10 mg

Appearance

Diameter!
Length (only setup®)
Width (only setup®)

Identification:
Ramipril

ldentification:
Ramipril

Disintegration

Friability

Loss on Drying

pH

Uniformity of mass

Assay

Uniformity of content
of Ramipril

FDF Batch certificate
44085011.101116-1225.2

Form:
Version: Issued by:

LEK S.A., Poland

CERTIFICATE OF ANALYSIS

S

Hi

HPLC

TLC

Ph.Eur,

Ph.Eur.

W"’éﬁ/ﬁ( e &
PG3143 13.12.2024

11/2026

White to off-white, capsule shaped with Conforms
scoreline on one side.

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
Principal peak corresponds with retention time Conforms
standard

Principal spot corresponds with Rf value of Conforms
standard

<15 min 1 min
<1% 0.2 o
<35% 1.4 %
25-45 3.9

18 of 20 average * 5% Conforms

20 of 20 average + 10% Conforms
Average 360.0 mg £ 2.0 % 361.1 mg
95.0 - 105.0 % 100.4 %
85.0 — 115.0 % of the declared content 100.7 %
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Form: FDF Batch certificate
Version: 44095011.101116-1225.2 Issued by:

LEK S.A,, Poland

Related substances
Qualified identified

- impurity A HPLC <0.5% < 0.05 %
- impurity B HPLC $s05% < 0.05 %
- impurity C HPLC <05% < 0.05 %
- impurity D HPLC <05% < 0.05 %
- impurity E HPLC <0.5% < 0.05 %
Not qualified not identified

- individual HPLC <02 % < 0.05 %
Total HPLC <1.0% < 0.05 %
Dissolution - 275 % (Q) after 30 minutes 99.8 %

Microbiological contamination?

Total viable aerobic count

- bacteria (TAMC) - <1000 CFU/g -/~ CFU/g
- fungi (TYMC) - <100 CFU/g “/- CFU/gy
Escherichia coli - not detectable in 1 g /-

Enterobacteria® - <100 CFU/g /- CFU/g
Salmonella* - not detectable in 10 g /-

Notes:

* . 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, subsequently every 10th batch or once a year, whatever comes first)
3 . Enterobacteria only as ‘if tested’ specification

4 . Salmonella only as ‘if tested’ specification

Marta Skowronska

Digitally signed by Jekielek Anna
. DN: de=com, de=novartis, ou=people, 0uU=SZ,
J e kl e l e k An n a serialNumber=2213753, cn=Jekielek Anna
Reason: | am approving this document
Date: 2025.02.04 14:28:16 +01'00°
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