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Appeara
Diamelf
Average weig
ormity of mass

D'\sinteraﬂon
Hardness

identification
-moxonidine HPLC

The retention time of the major Ccomplies

peak in the assay chromatogram
of the sample corresponds to
that of Moxonidine in the
standard

HPLC (Ph. Eur.
2.2.29)

Complies
Complies

Meets the requirement
Positive

Positive
95,0 ~ 105,0% of label claim

.moxonidine uv
. Iron oxide”

- titanium dioxide”
Assay - Moxonidine

uv

Ph. Eur. 2.3.1
Ph. Eur. 2.4.14
HPLC (Ph. Eur.
2.2.29

HPLC (Ph. Eur.
2.2.29)

Related Substances
a) Individual Known

OH-OCH3 Moxonidine ) <0,6%
OH-CL Moxonidine (D) <06%
p) Other Known Impurities £0,5%
¢) Any Unknown impurities <03%

d) Total <1,0%

Desoiton | (PhEw 203 | % within 20 min
_-—Water Content (KF) © PhEu.2512 |
Uniformity of Dosage Units Ph.Eur, 2.9.6

Ph.Eur. 2.6.13

non routine test
(TAMC): 10° CFU/g routine tes

Total combined yeasts/moulds
count (TYMC): 10? CFU/g
Specified micro-organisms
Escherichia coli absent /g

non routine test

nan routine test

Comments:

*Non routine test. Perfo‘rm‘ed for one batch in every 10 batches or at least one batch annually.

Conclusion: All tested parameters are within specification. The product meets the required quality.

Date: Feb 5, 2024

Almuth Schneider

Head of Quality Control
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Brank komnauji ApTesan AbTesan Gapma Mgy | ko, Kr,
Himeyypna

29430, TMoxos, BeH,a,naH,unTpace 1

Cepmq)ikauiﬁﬂa 3asBa

3anBa BUNycky
3amoBHyk:
Kpuananng craryc:

Boopear Papma MM6X | Ko. KI
Meauynng npoayxr
Moxcorama@, Tabnerky, BKPUTI nniskosor o6ononkoin
M 10018654
Kpaina iMnoprep: o

opmyna
_0 000 ynakosok
KKOBTEHb 2023
W BepeceHs 2026
Hitoua peyosuna MOKCOHigmH 0

NNIBKOBOIO 060710

Ce Tudhikauis 3anea

CripasxHim g niATBEPIXYHO, L0 BULLEBKa3aHg iHbopmaLjis e cnpaBMHbor_o I TOUHO. Lisi
napris npoAykuii Gyna BUrOTOBNEHa, 3anakosaHa, B!(\{'IFO_‘-JE.]F"O‘-M' ynakosxy i KOHTpOrIb
SIKOCTI Ha BULLIeBKa3EHIX BNPOBHNYMX MiKisix B noBHi Mipi ix BlAMoBigHOCTI 3 Mpasvnamm
HBI sumor MicLesoro perymioroyoro opraHy, a Takox Cneuyxct)lKaqxl MapgeTgH;gsz )
Niyensit (PeecTpauinHoro MOCBIAYEHHS) Ha MPOAYKT KpaiiH1 iMnoptepa 33 HoaH? ,
MpoLec BrpoBHMyTEA, ynakoska i KOHTPONb AKOCT] Byrm poarnsHyTi i By

ianosiaHo go HBNM, § . 16 AMBXEB
gngSlyCAKOMAU,bOFO cepTudikata meguuHm MPOAYKT BUNYLLIEHWIT Ha puHOK. (§
vipektnea 2001/83 / €C cT.51)

3 Mr Ta6neTKm,BKpMTi
HKOIO

Hata: 05 mororo 2024 Kaponin CanHek

YnosHoBameHa ocoba srigHo §14 AMT

. ) . "
Lle/t nokymeHT mae enektpoHHmii nignuc Ta aie 6es nignucy epyuny
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BnaHK xomnaHii ApTe3aH

Momcorama®,
Ne30 (10x3

TabNeTKH, BKPUTI A BKOBOKO 06OROHKOIO IT
) ricTepax
Bropsar Papma TMoX &

H TIpunaTHHil 10:
KinpKicTb yHaKoBoK B
cepil:

T

Apresar ®apma rmbX i Ro. I\ Himeuunta
29439, IOX08, BeHm\aHnunpace 1

00,3 Mr

Cepis 6anxa.

KinpKiCTh BasKy:

1 936 203 10T
pepeceHb 2026

10000
AKOBKH

CepTudikart AKOCTI
[lapameTp Metoa Crienuixanii PesynpTat
Jopuimnpiil BHIASA BizyansHo pOKEBL Kpyr Bianoeiaae
. } . .
MixpoMeTP rabneTKy, BKPUT! INiBKOBOTO
0BONIOHKO1O
JliameTp: 6+0,2 MM 6,1 MM
Imumdﬁxauig Uac yTprmMyBarHs Biarnosizae
- MoxcOoHLAHH - BEPX; BEPX (€D CHOBHOTO KA HA
2.2.29) xpomarorpami
Bnnpo6ysaﬂo'ro po3uMHY
M€ BIIIOBIAATH ¥aCY
yTpUMYBAHHS MKy
MoxcoH AuH Ha
xpomaTorpaMi CTAHAAPTHOIO
pO3YBBY
- Moxconiqus - © Y@ vo | Maes : -—---f-v----------- B
- Mae sianosiaaTs Bignosiaac
- OKC v e O e e
________ iﬁ_ﬁ?ﬁt_l_“— €P23 1 HO‘?{PITMBHﬂﬁ B1 AUOBi Jae
- J{BoOKHC THTaHY * D24 S R
2.4.14 - ~ . .
Copenmn iaca —— TlozurusHud Bianosifae
B3parkKyBaHHA —_ S
- \ 98,5 — 108,5 mr 103,6 MT
AHOPIAHICTL MACH ¢ 3
$295 18 3 20: Copeamsa 7,5 % Bianosiae
TeepaicTh X 20 3 20: Cepeams £ 15 %
32.9.8 He menme Hix 30 N 117N
Po3naaaemMoch :
* C y : . P
€92.9.1 He Ginpue Hisk 10 xBuans 1 XBUAHHA
Bumict soau (K®) * cd2LA
: ®2.35. <709
12 <70% %
Po3unHeHHs!
€P29.3 Q =80 % 3a 20 xpuuH
KinbkicHe Bu3HAUeHHS |
. BEPX (€D 95% - 105% B i
Mo — /0 > BL, 3QSIBJICHO! 99,4 Y
KCOHIAMHA 2.2.29) KinprocT 4 %




Cynyrai pesosuay | BEPX (€

a) Inausiayameri Bigomi 2.2.29)

OH-OCH; Moxconiaus (C) o <0,6 % 0

OH-CL Moxcosiun (D) <0,6 % 0

B) [Hiui BigoMi momizmicu £0,5% 0

¢) Trui wesizomi gominmem <0,3% 0,1

a) Beworo <1,0% 0,1

Oanopiguicts BMmicTy €D296 85 ~ 115 % Bix Brasasoro Bixnosizae
BMiCTY
%PCI<6,0% (10 Tabnerok)

MikpoGionoriuna uncrora* | €D 2.6.12, Ph.Eur. 5.1.4 He pytunnmii recr

€PD2.6 13 3araneHa KinbKicTs

acpobHMX Mikpobis
(TAMC): 10° KOE / r He pyrusmuii recr
Beroro xombinosanux
Apbrokis/usins (TYMC):
10°KOE /r
Brazani mixpooprauiamn He pyruunamit tecr
Escherichia coli: siacyri/r

Komenrapi:* He pyTunuuii recr, IIposonurscs na xoxsii 10-ij cepii, ane He MeHLe Hix pas y pik.

BucHosoxk:
Bei Tectopani napamerpu B mexax cnenndikauii. Lleit npoayxT Bignosigae UM BHMOTaM SKOCTI.

Hara: 05 motoro 2024
AnmyTt Unergep
fonoBsa fenapTameHTy KOHTPONA AKOCT]

Lieit pokymeHT mae eNeKTPOHHUM mignuc Ta pie 6es nignucy BpyyHy






