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Product

Product monber
Batch number

Dosage strength
Dosage form
Packaging size
Muanufacture date
Expiry date

Moxenidin Xantis §,2 mg

60080213
IMFQIgA

0.2 mg __
film-coaied tablets

30 tbl flm (10x3) in blisters

18.01.2024
31.12.2025
Ukraine

ysis / C

.‘WWW A

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

Importing country

779927

15186  PACKS

MKK No. 1820/UA/17580/01/01
UA/17580/01/01

bttt v

o

Test
" A ?eamme
Appearance

Average weight of 1 tablet
| Identity of Moxonidine
HPLC
HPLC - DAD
( Identitication
Titanium dioxide

lron
- Content uniformity
Uniformity of dosage units
i Content uniformity of whole
| iablets

Content uniformity - AV
- Assay HPLC

i Moxomdine i1 1 1ol
Purity HPLC

. Impurity A

o A P nn

Impunity B

Other individual impurity

Sum of impurities
Dissclution of Moxonidine

after 20 mun. (Q=80%)
Microbiological quality

Macrobiological purity
Ph.Eur.5.1.4,
Total aerobic microbial count
(TAMOC)

B i R A

Total combined yveasts/moulds

ﬁt (TYMC) :

piak, round, biconvex film
coated tablets, diameter 5 mm
68.4 mg to 75.6 mg

concordant chromatogranis

concordant spectra

positive reaction

positive reaction

AV (10 units) SL1=15.0 or
AV (30 units) < L1 = 15.0 and
0.75M<x1 £1.25M

nllaaliaitp

| NMT 15.0

95.0 % 10 105.0 %

| NMT 0.3 %

NMT 0.3 %

CNMT 0.2 %
 NMT 1.0 %

NLT 85 %

NMT 10° CFU/g

NMT 10° CFU/g

Sanecy Pharmacouticals a.us.

Nitrianska 100 » 920 27 Rlohovec » Slovenskd republika » t: +421 33 736 1111 » f: +421 33 730 0890 « e-mail: info@saneca. com R A
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Resulits

conplies

731 mg

positive

posHIve
positive

pOSIIVE

complies

3.7
100.5 %
ND
0.14 %

<0.05 %
0.14 %

0 CFU/a

(0 C¥U/ig
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ite of Analysis / Certificate of Compliance
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Product Moxonidin Xantis 4,2 mg

Product number 60080213 Batch LIMS HV 779927 ny
Batch number IMF014A Released quantity 15186 PACKS

| Dosage strength 0,2 mg

Dosage form film-coated tablets

| Packaging size 30 tbl flm (10x3) in blisters Date of analysis 07.02.2024

| Manufacture date 18.01.2024 | Specification MKXK No. 1820/UA/17580/01/01
Expiry date 31.12.2025 Marketing authorisation  UA/17580/01/01

Importing country Ukraine No.

koA it o e e . . o 1 3 A o i A i st 5 A Ao . : AT T, ; . ot e il ; IR, . . : Bl piaiap A AL 3.8 B BT 0% Sl e A oo b oy dnbedeleiet e 5 -4ak

| absenceinl g

4

Absence of Escherichia coli absence

el e e B P e oL AL A
3

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured mcluding
packaging and quality control at site fully operating in compliance with EU GMP requirements, the local Regulatory Authority and
the marketing authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

Released for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovak republic
Authorisation number ;. V-15/2022 Authorisation number ; V-15/2022

Certified by QP Gulatova Maria Certified on:  07.02.2024

'thrianska 100 « 920 27 Hiohovec » Slovenska republika» t: +421 33736 1111 ¢ f1+421 33 730 0890 = e-mail: info@saneca.com
1€0: 46 833 323 » IC DPH: SK2023500842 » OR 05 Trinava. odd.: Sa. vi. £€.:10601/T « Tatra barika. a.s. = IBAN: $K22 1100 8000 00292012 3416



Ceprudikar anajisy / Ceprugikar BimoBigHOCTI

| Ilpooyxm Moxcouninun Kcantic 0,2 mr
| Homep npooykmy 60080213 Cepin LIMS HV 779927
Homep cepii IMF(14A -~ Bunywena xinekicmo 15 186 yniaxoBOK
Hosyeanus 0,2 Mr
Jlikapcora popma TabIIeTKu, BKpHTl TIIBKOBOXO 0O0JIOHKOIO
Posmip ynaxoexu 30 tabmn. Bxp. miie. 06. (10x3) y 6mictepi Jama ananisy 07.02.2024
Hama suzomosnenns 18.01.2024 Creyugixayis MKK Ne1820/UA/17580/01/01
[Ipuoamnuri oo 31.12.2025 Peecmpayivine noceiouenns UA/17580/01/01
Kpaina imnopmep Yxpaigg
BrnpoOysanus Hopmysanns PesyiibTaTH
| 30BHIIHIE BUIIAK
| BoBHIMAIH BATISN poxxeBl OKpyIJi ABOONyKIi TabneTKW, BKPHWTI | Biamoslaae
| TWIIBKOBOIO OOOJOHKOI, HiaMETPOM S MM i
CepepHs Bara 1 TabieTky Bix 68,4 Mr no 75,6 mr 73,1 mr
InenTuunicTs Mokcouinuny
BEPX BIATIOBIHI XPOMaTOrpaMu NO3UTUBHHUK
BEPX.-IIM]I BIATIORIAHI COEKTPU. TIO3UTUBHUH
IneHTHQIKANIA -
TuTay JHOKCHT IIO3MTHBHA PEaKIlis ﬂ TO3UTUBHUM
3a1i30 TIO3UTHUBHA peaKLis HO3UTHBHUH
OpnopinHicTh BMICTY ~ ]
ORHOPIOHICTE J030BaHUX
ojuHMIL e | R |
Onmopianicte  BMmicty  uinoi | AV (10 oxuauup) < L1 = 15,0 abo BIJITIOBIZAE
TabneTKY AV (30 omuuuns) <L1= 15,01 |
o 10,75M xxig1,25M | B _
| OnHopigHICTs BMICTY - AV | ge Ourbite 15,0 3,7
| Kinpricaui smict BEPX |
| MokcoHinuly B 1 Tabmn. ) 1 95,0% - 105,0% 100,5%
Hucrora BEPX _
oMmimka A He Ouibie 0,3% He BU3H.
| Homimxa B ‘ne 6inpure 0,3% 0,14%
| Inmia okpema AoMILIKA He oueme 0,2% <0,05%
| Beporo jomimox He outsae 1,0% 0,14%
| Pozunnenust Moxconignny
gepes 20 xB. (Q=30%) He Merie 8§5% 97; 100; 97; 102;
R . | 98; 106%
MixpobioJioriysa axicTb
MikpoOionoriyga 4ucTroTa 3a
Cep. @apm. 5.1.4 o
SarampHe — uymeno  aepobrux | He 6imsme 10° KVO/r
mikpooprauizmis (TAMC) __ -
SarasipHe YHCIO APDKIOKOBUX Ta | He Ginpuie 10° KYO/r
| roricasgrux rpubis (T'YMC)

‘Sanecs Pharmaceuticals a.s. Mtk
Nitrianska 160 = 520 27 Hlohovee * Slovensks repubilika +t: +421 33 736 1111 ¥ £ +421 33 730 0800 * e-mail: mfa@aanﬁca com T SR A A R
1C0: 46 833 323 + 1€ DPH: SK2023599842 * OR 05 Trnava, 0dd.: Sz, vi, &: 10601/T * Tatra banka, a.s, * IBAN: $K22 1100 0000 0029 20123416 w’w urrha&é r.:m
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Ceprudikar ananizy / Cepradikar BignoBixsocTi

Hpo@yzcm - M‘@K@@Hmm Kcanric 032 MI
Homep npooyxmy 60080213 Cepiss LIMS HV 779927
Howmep cepii IMF014A Bunywena xinobKicmo 15 186 ynaxosox

Hozyeanus 0,2 MT

JTixapcora hopma TabIETKH, BKPHTI ITIBKOBOIO 000TIOHKOO -
Posmip ynaxosxu 30 tabin. sxp.mnis.ob. (10x3) y 6nicrepi Jama ananisy 07.02.2024
Tama euzomoenennsa 18.01.2024 Creyugirayis MKK Ne1820/UA/17580/01/01 |
ITpuoamnuii oo 31.12.2025 Peeccmpayitine nocgiowenns UA/17580/01/01 '
| Kpaina immopmep YKpaina |

| Bigcyrricts Escherichia coli | BIACYTHIM B 1 T BIACYTHIN

Bipnosipuicrs cnenudikanii
Tlum s 3acBimayio, 10 HaBenewa Bue indopManis € siproro 1 Tournoro. g cepia nmponyxry Oyia
BUTOTOBNICHA, BKITFOUAIOUH TIaKYBaHHA 1 KOHTPOINb SIKOCTI Ha AUTHHUII, IO MOBHICTIO BIANIOBLIAE
paMoram GMP €C, sumoram MICIIEBOI0 PEryISTOPHOTO OpraHy Ta peecTpaniiaomMy
OCBITYECHHIO Y kpaiHi-iMmopTepi. [IpoTOKOH BUrOTOBICHHS, TaKyBaHHA Ta aHAMI3Y Cepid 0yIIo
IPOAHANI30BAHO Ta BCTAHOBNIEHO X BignoBimHicts GMP.

JlonymieHo Xo peanizauii

Bupobuuua b . JiibHUS KOHTPOJIO IKOCTI T4 BHITYCKY !
Saneca Pharmaceuticals a.s., Nitrianska | Saneca Pharmaceuticals a.s.,, Nitrianska
100 920 27 Hlohovec, CinoBaupka Pecny6mixa | 100 920 27 Hlohovec, Cnopaupka Pecriybiika
Homep nozsony: V-15/2022 Homep possomy: V-15/2022

3arsepipkeno Ynosuopakenoo ocoboro: (Ilinmuc) I'ynamorsa Mapig (Gulasova Maria)

3arsepaxeno: 07.02.2024
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Saneca Pharmaceuticatss. I
Nitriansks 100 * 920 27 Hlohovee » Slovensk republika ¢ t: #421 33 736 1111 * £:4+42133730 0890 * e-mail: info@sancea.com
100: 46 833 323 + T€ DPH: SK2023599842 ¢ OR 05 Trnava, 0dd.: Sa, vl. &1 10601/T = Tatra banka, a.5. = I8AN: SK22 1100 0000 0029 2012 3416
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Product

Product number
Batch number

Dosuge strengin
Dosage form
Packaging size
Manufacture date
FExpiry date
Importing couniry

Moxonidin Xantis 0,4 mg

60080215
OSMKO14A

0,4 mg

film-coated tablets

30 tbl flm {10x3) in blisters
18.01.2024

31.12.2025

Ukraine

Batch LIMS HV
Released quantity

Date of analysis
Specification

Marketing authorisation
No.

780156

14 969 PACKS

08.02.2024
MKXK No. 1820/UA/17580/01/03

UA/17580/01/03

j

1

{ Test

] Aﬁapea:rame-

Appearance

_} Eimits

| pink, round, biconvex

| film-coated tablets, half-scored

complies

F
b
1

| Identity of Moxonidine

|
|

J
K

_?
%
;
|

]

|

1

.I
|

HPLC

HPLC - DAD
identification

Titanium dioxide

Iron

| Content uniformity

Uniformity of dosage units
- Content uniformity of whole
tabiets

Content uniformity - AV

- Assay HPLC

Moxonidine i1 1 thl

{ Purity HPLC

impurity A

Impurity B

Other individual impurity

Sum of impurities
Dissolution of Moxonidine

after 20 min. (Q=80%)
Microbiclogical quality

Maicrobiological purity

| Ph.Eur.5.1.4.

Total aerobic microbial count
(TAMC)

| on one side, diameter 7 mm
1 136.8 mgto 151.2mg

| concordant chromatograms.
| concordant spectra

{ positive reaction

| positive reaction

| AV (10 tb]) <L1= 15,0 or AV
i (30 tb) <L1=15,0and
0,75M <x1 £1,25M

- NMT 15.0

95.0% to 105.0 %

NMT03%
| NMT 03 %

NMT 0.2 %

| NMT 1.0 %

| NLT 85 %

NMT 102 CFU/g

146.1 mg

pOSitive

positive

positive

positive

compiies

| 4.4

96.9 %

ND

0.14%
005 %
| 0.19 %

| 97:96193:96:95:95 %

| 0CFUg

Saneca Pharmaceuticals a.s.
Nitrianska 100 « 920 27 Hlohovec « Slovenskd republika » t: +421 33 736 1111 « f: 421 33 7300890+ e-mail; info@saneca.com
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JIEPKABHA CJIYVKBA 3 JIIKAPCHKHUX 3ACORIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI
npos. Hanil Ceitnuunoi, 3, 02099, ten. (044) 2‘9’5;—’26-85_

E-mail; .d_ls.'kyiv@dls.-, gov.ua, Kog €JPTIOVY 37079055

PO SAKICTh BBE3EHOro B YKpainy JiKapchKoro 3acody

27.02.2024 Ne 9409/24/26

 MOKCOHIIMH KCAHTIC

-~ WP e

(BAMCHY BRHHS JIKAPCLKOro 3acoBy arifHo 3 peecrpauiitmm nocnim;émmm
Tab/leTku, BKPHATI NiBKoB0I0 0600nK0i0, o 0,2 mr no 10 TadeTox y Guiictepi; 110 3
Guricrepn B KapPTOHHIMH ravil i

.

(dopma ﬁ?n*rycrcy, JOSYBAHHSA, B NAKYBANIHA .uii{apcm{orufsacoﬁy) |
Howmep peccrpauiiinoro nocsiguenus UA/17580/01/01 crpox aif peectpautiiinoro nocsinucnys 16.08.2024

Cepis nikapeskoro sacoGy Ne IMFO14A KiftbKkicTs BBE3CHOTO Stikapeukoro sacoby 15186

BupoGHuk ~Canexa Papmacpiotikans AT, Crosanbka Peciry omika

(HafiMCHyY BaHIS BUPOGHHKA HIKAPCLKOro 3aco0y, kpaiiia HOXOAKCHID)

Baeseno v Ykpainy AKIIOHEPHE TOBAPHUCTBO "®APMAK", inenr. xon: 00481198
(Haitmerypans va xod 3a CUPTIOY wopriny not 0coBGu abo npissuule, iM's, 1o GuTHLKOD
(pizHuHOT 0CoBH - ianpHeMI, 1T MICHES TPOXHBRHEA TA pecerpatifinnf nomep obnikosol
KapTKH [HIATHHKA 11044TKiB 2060 CCpis Ta HOMCP rracnopra)

Mpotokon Bisyabioro kowrpomo sin 27.02.2024 Ne 643/3.

3a  pe3yiibTATAMI  EPIKABHOTO  KOHTPOMO  BCTAHOBICHO, 110 nikapcokuit  3acib  BpeseHo B YipaiHy 3

RaQKOHOAABCTBA 100 3aBe3reueHi SKoCTi JNKApCLKYX, acobis,

Mukona XOJIOJEHKO

o e ey e -4 W

(Iniuianm ra npiseyine)




