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Cepradikar ananisy / cepradikar siznosizaocri

Ipodyxm Mokconigau-®apmak, 0,2 mr tada 30
Homep npodyxmy 60081011 apmin LIMS HV 782491
Homep napmii 38V074A Bunywena xinsxicms 14502 YTIAKOBOK
Bmicm axmuenol pevogunu e dozi 0,2 mr
Jixapesxa gpopma Tabnerkn
Poamip ynaxoexu 30 Tabnetok Hama ananizy 08.04.2024
Hama supobruymsa 04.03.2024 Creyugpinayin MKK No. 1820/UA/17580/01/01
Tepmin npudamrocmt 28.02.2026 Homep mopeosol niyenzit  UA/17580/01/01
Kpaina-imnopmep Ykpaina
Banpobysauns Mexi Pesynerara
3opHimuiH BRr IS
3oBHimHIH BHrIAL POXeBi Kpyrni ABOOMyK TaGNeTKH, BKPHTI 0GONOHKOI0, Bimmosinae
JAMETPOM 5 MM
Cepenns maca 1 Tabnerkn Bin 68.4 mr 10 75.6 Mr 72.8 Mr
InenTudixauis Mokconinuny
BEPX Xpomarorpamu 36iralotscs INosuTHBHA
BEPX — nerekrop Ha mioanift marpuui Cnexrpu 36irarotscs TozuTHBHA
InenTudixauis
Jiokcun THTany TTo3uTHBHA peakuis To3uruBHa
3anmizo TMosnTHBHE peakuia IosuTHBHA
Onnopinnicrs BmicTy
OZHOPiAHICTE OMHMIE A03YBAHHS
Onmopiaxicts BMicTy nimux Tabnetok | AV (10 ommauus) < L1 = 15,0 a6o Bimmosinae
AV (30 ommuHue) < L1 =150
0,75 <xi < 1,25M
OnHopinuicts BMicTy — AV He 6ineme 15,0 10.0
Kintkicue Buznavenns (BEPX)
Moxkconimmm y 1 Tabnerui Bix 95,0 % a0 105.0 % 103.2%
Yucrora (BEPX)
Jomimka A He binewe 0,3 % He Buasnexo
Jomimxa B He 6inpme 0,3 % 0,17 %
Inma okpema nomimka He 6insme 0,2 % 0,05 %
3araneHa KUIBKICTE AOMiMIOK He 6inewe 1,0 % 0,22 %

BHBLILHCHHA aKTHBHOT pe4OBHHHA
qepes 20 xa (Q=80 %)
Mikpobionoriysa yucrora

MikpoGionoriuxa gucToTa,
€sponeiiceka GapMaxones 5.1 4.

He menme 85 %

92;96;91;93;91;94 %

3aranbHa KinbkicTs aepobuux He 6insme 10° KYO/r 0KYOIr
MiKpOOpTraHisMis

3araibHa KinbKicTs JPDKIDKOBHX i He Gineme 10° KYO/r 0KYOIr
IUTICEHEBHX rpHOiB

BincyrricTs kumkosoi nanuuin Bigcymaelr Bincyras
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Saneca
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Ceprudikar ananizy / ceprudikat BigmosinHOCTI

Hpodyxm Moxkconigun-®apmax, 0,2 Mr taba 30mr

Homep npodyxmy 60081011 Hapmin LIMS HV 782491

Homep napmii 88V074A Bunywena xinexicme 14502 YTIAKOBOK
Bmicm axmusnol pevosunu 6 0o3i 0,2 Mr

Jlixapcexa hopma Ta6neTkn

Pozmip ynaxoexu 30 Tabnetok Hama ananizy 08.03.2024

Hama eupobruymea 04.03.2024 Creyugbixayia MKK No. 1820/UA/17580/01/01
Tepmin npudamrocmi 28.02.2026 Homep mopeosol aiyensit  UA/17580/01/01
Kpaina-iunopmep Vkpaiua

l ' |

Binnosigae conenmdiranii,

M nixTBEpImKYTO, MO HaBeAEHA BHmE inopmanis € gocTOBIpHOIO Ta TOYHOO. Hana napTiz npoxyxumii
BHT'OTOBJIeHa BKIIFOYHO 3 MAaKyBaHHAM Ta KOHTPOJEM SKOCTI Ha TMiANPHEMCTBI, INO NpAIoe BiNOBIAHO 710 BEMOT
HaNexHOT BUpo6HuH0i npakTike €C, Micnesoro PETYIATOPHOTrO Oprany Ta Toprosoi Jinemsii kpainu-
iMmoptepa. IpoTokomu 06po6ks, NaKyBaHHA Ta aHa/Ii3y naptii Gy.IM nepernsuyTi i BusHano TAaKHMH, MO
BiNOBiaIOTE HaneXHil BUPOGHYMIH npakTuLyi.

Bunymeno na nponax

Micne BupobuuuTBa: Micue koHTposI0 siKoCTI i BHIOYCKY:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100

920 27 Hlohovec, Slovak republic 920 27 Hlohovec, Slovak republic

Homep mivemsit; V-15/2022 Howmep ninensii: V-15/2022

CeprudikoBano ynosnoBaxenorw ocofoso: I'ynsmosa Mapis Ceprudixosano: 10.04.2024
(nionuc)

(nevamxa Saneca Pharmaceuticals as.)
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Certificate of Analysis / Certificate of Compliance

| Product MOXONIDINE-FARMAK 0.2 MG TBL 30 (UA)
|
| Product number 60081011 Batch LIMS HV 782491
" Batch number 88VO74A Released quantity 14 502 PACKS
! Dosage strength 0,2 mg
| Dosage form tablets
Packaging size 30 tbl Date of analysis 08.04.2024
Manufacture date 04.03.2024 Specification MKK No. 1820/UA/17580/01/01
Expiry date 28.02.2026 Marketing authorisation  UA/17580/01/01
Importing country Ukraine No.
¥
Test Limits Results
| Appearance -
’ Appearance pink, round, biconvex film complies
‘ coated tablets, diameter 5 mm
| Average weight of 1 tablet 68.4 mg to 75.6 mg 72.8 mg
j Identity of Moxonidine
| HPLC concordant chromatograms positive
| HPLC-DAD concordant spectra positive
Identification
| Titanium dioxide positive reaction positive
| Irom positive reaction positive
j Content uniformity
| Uniformity of dosage units
| Content uniformity of whole AV (10 units) sL1=1500r | complies
| tablets AV (30 units) <L1 = 15.0 and
é 0.75M <xi <1.25M
| Content uniformity - AV NMT 15.0 10.0
l Assay HPLC
| Moxonidine in 1 th] 95.0 % to 105.0 % 1032 %
| Purity HPLC
| Impurity A NMT 0.3 % ND
|
i‘ Impurity B NMT 0.3 % 0.17 %
| Other individual impurity NMT 0.2 % 0.05 %
| Sum of impurities NMT 1.0 % 022 %
i Dissolution of Moxonidine
] after 20 min. (Q=80%) NIT 85% 92;96;91:;93;91:94 %
Microbiological quality
| Microbiological purity
| Ph.Eur.5.1.4.
| Totl aerobic microbial count | NMT 10° CFU/g 0 CFU/g
| (TAMC)
| Total combined yeasts/mounlds | NMT 10° CFU/g 0 CFU/g
- (TYMO) ;
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Saneca
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Certificate of Analysis / Certificate of Compliance

Product MOXONIDINE-FARMAK 0.2 MG TBL 30 (UA)
Product number 60081011 Batch LIMS HV 782491
Batch number 88V074A Released quantity 14 502 PACKS
Dosage strength 0,2 mg
Dosage form tablets
Packaging size 30 tbl Date of analysis 08.04.2024
Manufacture date 04.03.2024 Specification MKK No. 1820/UA/17580/01/01
Expiry date 28.02.2026 Marketing authorisation ~ UA/ 17580/01/01
Importing country Ukraine No.

Absence of Escherichia coli absenceinl g absence

Conformity with the specification.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including
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: Gu]aﬁovéfMéﬂa Certified on: 10.04.2024
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