AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCHKIN OBJIACTI

mpoB. Ceitauynoi Hanil, 3, M. Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpPaiHy JiKapchKoro 3acody

21.02.2024 Nz 6238/24/10

PI3JOTEHC®

(HaiiMenyBafit NKAPCHROro 3ac00y 3IEIHO 3 PEECTPANIITHIM NOCBITICHHAM)
TabaeTKkH, BKPUTI INIIBKOBOX 00010HKO010, M0 0,4 M, 1o 14 Taberok y Guicrepi, mo 1
GiHcTepy Y KapTOHHIl Kopobui

{thopMa BHAYCKY, AO3YBAHLS, Bill NAKYBAHHA NKapCcsKOTo 3acoby)

Homep peecrpauifinoro nocsiguenns UA/0315/01/02 erpox aii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis nixapcskoro 3aco6y Ne 723422 Kinskicts BBE3¢HOTO NiKapcrxoro 3acofy 3500
Bupobuux Maiinan Jlaboparopiz CAC, Opannis
{(maitmenysanHs BUpoOHUEA MKapCEEOro 3acoly, KpaiHa MoxomKers)
Baesero 8 Yxpainy CninbHe yKpaiHebKO-ecTOHChKe NiaNpueMceTBO ¥y Gopmi ToBapucrea
3 ofMexkenoro Binnorigansuictio " OnTiMa-®apm, ITH", inenr. xoa:
21642228

(naiimenyBanua Ta KoR 32 €APTIOV roprmiunoi ocodu abo npissnue, iM'a, no Gatsxosi diznynol
ocofn - nigmpuenM, il Micle NPOKHBAHKEA Ta PEECTPALIHEMHE HoMep oBiKOROL KAPTKH TLIATHHEA
nojarkis afo cepist Ta HoMep nacnopra)

TIporoxon sizyassiore kowrposno sig 21,02.2024 N 0127/34,

3a pesynsTaTaMH JIEDXKABHOTO KOHIPONIO BCTAHOBIEHO, MO 7Jikapchkuil 3aci6é BeeseHo B Vipaimy 3
JOTPHMAHHAM puMor 3ax0HO3BCTBA 10AC 3ale3neden s AKoCTi ikapeskix 3aco0is,

B.o. Hauayfiugt iy
Harnsgy e e

Anmn KIITOEBA

B

© (iiigann Ta pissitute)

(oo




FORM-003259827

Mylan Laboratories SAS/ MaiinaH flaGopatopiz CAC

2.0, CURRENT
Page/cT. |1

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, Frange / PyT zﬁJEeanmb, JI6ho fi

Menap, 01400, LWaTuioH-clop

Certificate of analysis/ CepTudikar ananisy ;

Physiotens 0,4 mg 1x14 tab UA — Material 400540799 — Batch 72#22 :
Customer material 1055935

®isioteHc 0,4 Mr 1x14 Tabnetku UA - MaTtepian 400540799 - Cepin

anapeH, dpaduis

MaTepian 3amoBHuKka 1055935

1. Name of product/ Hasea npoaykry PHYSIOTENS®/®I3IOTEHC®

2. Country of the manufacturer/ Kpaina enpoGruk France/®panuis

3 Registratipwn certiﬂcatg number in Uk(;ipel Homep UA/O315/01/02
peecTpauiitHoro NoCBiAYeHHS B YrpariHi

4, Strength/ Cuna gaii 0,4 mg moxonidine/ 0,4 Mr MOKCOHigNHY

, : Film-coated tablets 0,4 mg /
N Pharmaceutical form/ flikapceka dopma TabneTkn, BKpUTI NRIBKOBOK 0BONOHKOI, 1o 0,4 mr
. oo 14 tablets in blister; 1 blister in carton box/

8. S;zai::&type of the package/ Poamip i Tun 14 Tabnetok y BricTepi; no 1 Gnictepy y kKapToHHIN
y kopobui

7 Batch number/ Homep cepit 723422 T

' Batch size / Poamip cepii 136500 ~ ~ | packs/yn.
8 Date of manufacture/ flata eupoBHULTBA O2e20I T T T
) Date of batch release / Qata sunycky cepii 8/07/2023 """ 7" !

9. Expiry datellﬂ,ara 3aKiHYEHHA TepmMiHy 517052026, " 77"
npugaTHocTi

10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chalaronne, France /
manufacturing process and guality control/ MaunaH NaGopatopia CAC, PyT ae BenbBsink, Nbito ai
Hassa, agpeca Ta HoOMepw riLeHzii Ha Menap, 01400, Watwiton-clop-Lanapon, PpaHuin
BAPOBHMLTEO 4N BCIX BUPOBHUKIB,
BIAMOBIAANbHMX 33 BUPOBHUYMIA NpoLec i Manufacturing Authorization (NiueHais Ha
KOHTPOMNbL AKOCTI BMpobHULTBO) 2022 284 1 2

11. | Results of analysis/ PesynbtaTu aHanisy See table below/ [lve. TaGnnLo HuMe

Results of analysis/ PesynuTaru ananisy

Parametfer tested
KoHTponeoBaHuii NapameTp
General characteristics/3ararbHi xapakTtepucTuka
Shape/®opma
Colour/Konip
Diameter*/Qiamerp*
Imprint/Bigburok

dull red / maToBO-YyepBOHUIA
6mm/ 6 Mm
"0.4" on one face / "0.4" 3 ogHoro Goky

Acceptance limits Results

flonycTumi mexi PesyneraTtn
Complies /

round, convex / kpyrna, onykna Bignosigae

Identification of active substance /
lAeHTUMDIKALIA fitoyoTf pevoBuHU

EFFECTIVE 565

Effective Date (EST) : g4-Jul-2023

Print Date (EST) : 27-Jul-2023

HPLC / BEPX

or/abo

Uv/ive

Retention time of main sample peak must
compare favorably with retention time of
main  moxonidine reference standard
peak/ Hac yTpMMyBaHHA OCHOBHOMO nika
3paska noBMHEH CchiBnagaty¥ 3 4Yacom
YTPUMMYBaHHA OCHOBHOIO Mika eTanoHHoro
CTaHAAPTY MOKCOHIAWHY.

or/abo

UV-spectra of moxonidine sample from
200 to 400 nm compare favorably with
UV-spectrum of reference standard /
Yd-cnektp Bin 200 g0 400 Hwm
MOKCOHIAWHY 3paska NaswHeH cnisnagaTy
3 Y®-CNeKTpoM eTanoHHoro craHaapry.

arfabo

[V]complies / Bianosinae

EINO[ tested / He
TeCcTyBaNnoch

omplies !/ Bigniosigae

[(Not tested / He
TecTysanach

Printed by : Carcline De Araujo

E171

ldentification of coloring agents* E171 and E172,
chemical reaction / lgenTudikauis bapeHUKB*

i E172, xiMivHa peakyis

Positive/ MNo3uTueHa

or/aGo

D Complies / Bignosiaae

V.06

ED: 03-Mar-2023

HA AAD: 19-Jul-2016

ﬂ)yay /93¢ o7 0507 Z"‘f'%




FORM-003259827

Mylan Laboratories SAS/
Route de Belleville, Liey
sur-Chalaronne, France
Menap, 01400, WaTuito

2.0, CURRENT

Maiinan Jlabopatopis CAC
dit Maillard, 01400, Chatillon-

e BenwBine, Mbio gi
é-lcp:}gpﬂ_l_lanapom ®paHuUis

Certificate of analysis/ Ceptudikar aHanizy

Physiotens 0,4 mg 1x14 tab UA — Material 400540799 — Batch

Customer material 1055935
®izioTeHc 0,4 Mr 1x14 Tabnetku UA - MaTtepian 400540799 - Ce
Marepian 3amorHuka 1055935

EFFECTIVE
Page/ct. |2

Not tested / He
TeCTyBanoch

Assay, HPLC / KinbkicHe BU3HaYeHHR, BEPX

0,380 - 0,420 mg of moxonidine per tablet
(95 - 105% of labelled content) /

0,380 0,420 mr MOKCOHiAWHY Ha
Tabnetky (95 - 105% Big 3aABneHoro
BMICTY)

_____________

Related substances, HPLC /
CropigHeHi pevosuHn, BEPX

6-desmethylmoxonidine/ 6-aecmeTUIMOKCOHI AMH

4-hydroxymoxonidine/ 4-NAPOKCUMOKCOHIAMH

Unspecified, single highest value/
HescTanosnen;, HalBuLLE OKpeMe aHaYeHHs

Total related substances /
3aranbHa Kinekicrs CNopigHEHUX peyOBMH

NMT 0,5% (w/w) relative to the labelled
moxonidine amount / He 6inblwe 0,5%
(M/M)  BigHocHO  3amBnenoro BMICTY
MOKCOHIiMHY

NMT 0,5% (w/w) relative to the labelied
amount moxonidine / He Ginbwe 0,5%
{M/m)  BigHOCHO  3asBReHoro EMICTY
MOKCOHIAMHY

NMT 0,5% area each, relative to the sum
of all peaks, apart from excipients and
solvents peaks / He 6inbLue 0,5% nnowi
KOXHZ, BIQHOCHO CyMM BCix nikie, Kpim
MiKIB 4ONOMDKHWX peyoBH | POZYMHHUKIB
NMT 1,5% (wiw + % area) / He 6inbwe
1,5% (M/m + % nnowi)

Microbiological quality**, complies with Ph.Eur,
5.1.4 (non-aqueous preparations for oral use} /
Mikpo6Gionoriyna HucToTatr™, Bignoeigac eMmoram
€0 5.1.4 (HeroaHI 3ac0Bu ANd opanbHoro
3aCTOCYBaHHA):

TAMC, Ph.Eur. 2.6.12 / 3ararbHa KiNbKiCTb
aepobHuX Mikpoopratiamis, €¢ 2.6.12

TYMC, Ph.Eur. 2.6.12 / 3aransHa KinbKiCTe
Apixaxesnx/nniceHesnx rpubie, €4 2.6,12
Escherichia coli, Ph.Eur. 2.6.13 / € 2613

103 CFU/g / 103 KYOIr
=102 CFU/g 7 2102 KYO/Ir

Absent in g/ BigcytHs B 1

Not tested / He
TeCTYBanoch

orfaba

Average mass / CepeaHsa maca

_____________

105 mg +3% (=102-108 mg)/ o7 ;

105 mr +3% (=102-108 My 0 [TTTmTemmoee
Hardness, Ph. Eur/ Teepgicts, €0 NLT 20 N / He menwe 20 N 64 T
Disintegration, Ph. Eur./ PoanaganHa, € Disintegration within 10 minutes / T

PoanananHs npotarom 10 xBUAWK SRR R R
Dissolution, Ph. Eur. (flow apparatus, HPLC) / NLT 80% of the declared moxenidineg | gg = ===~==--- T
PosunHeHHs, €O (mpoTounmit anapar, BEPX) content should be released within 10| =-==-===-----

minutes. / He wmeHwe 80% Big

S@ABNEHOT0 BMICTY MOKCOHIZMHY NOBMHHO

BUBINBHSITUCS NPOTAroM 10 xBUMMK
Uniformity of content, Ph. Eur. HPLG / Complies with Ph. Eur. / Compilies /
OgHopigHicTs Bmicty, €4 BEPX Bianosinae sumoram €@ Bignosigae

* Test is not part of the routine batch analysis. / Tect
** Microbiological test will be performed at least once

NPUHaAMHI CAVH pas Ha PiK.

V.06 ED: 03-Mar-2023

HE € YaCTMHOW PYTUHHOMD aHani3y cepir,

per year. / MikpoBionoriyunmii Tecr Gyme nposoauTucs

HA AAD: 19-Jul2016

-Jul-2023

Effective Date (EST) : 04

Print Date (EST) : 27-Jui-2023

Printed by : Caroline De Araujo



FORM-003259827 2,

Mylan Laboratories SAS/ Maiinan Nabopatopis CAC

EFFECTIVE
Page/cr. |3

0, CURRENT

Route de Belleville, Lieu dit Maillard, 01400, Chatillon-

sur-Chalaronne, France / Pyt

Benegine, Nsio gi

|
Menap, 01400, U.Iamwon-crOpﬁ.LlanapOH, DpaHuis

Certificate of analysis/ Ceprucpikar ananiay ;
Physiotens 0,4 mg 1x14 tab UA — Material 400540799 — Batch e ;

Customer material 1055935

disioteHc 0,4 Mr 1x14 Tabnetku UA - MaTtepian 400540799 - Cepin

MaTtepian 3amoBHKMKa 1055935

Comments/ KomeHTapi Destination countries: Ukraine
12. Kpainu-imnopTepu: Yxpaina
13. | Certification statement/ I hereby certify that the above information is authentic and accurate.
3asBa npo ceptudikayiio This batch of product has been manufactured  (including
packaging/labeling 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 Autharization of
the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compiiance with GMP. /
Lum ninTeepaxyro, wo BuLleBMKNaaeHa iHchopMaLi| € aBTeHTUUHOWK
i eipHo. Lo cepilo  npenaparty BUPOGNeHD  (BKNIOYaouM
NakyBaHHA/MapKyBaHHA Ta  KOHTPOnb AKOCTT)  BUMiLEBKa3aHUM
BUPOGHUKOM y noBsHiit BiANOBigHOCTI 3 BUMOramm GMP NOKaneHOro
PErynaTopHoro oprady i 3 saTeepmkeHumu cReundikalisMK arigHo 3
Peectpauiitium  noceiguerHsm KpalHu-imnopTepa. [okymeHTauiio
LoAo BUPOGHULTBA Ccepii, nakysaHHs | TECTyBaHHR nepeeipeHo, i
BCTAHOBNEHO T BiANoBigHIcTL BUMoram GMP.
14. | Name and position & title of person (ELRICKBERT__
authorizing the batch release/ Im's Qualified person 7 YnoerosaxeHa ocoba
Ta nocana ocobu, BignoBiaansHol
33 BUNYCK cepii
15. { Signature of person authorizing the | \Firick Bert. - DidalysigneEy K
batch release/ Mignue ocoby, :M550099 Datei202307.28
BiAnoBiaankbHoi 3a BUNycK cepii mTIaeIlll R S
16. | Date of signature/ Oara mignucy 2810712023 :-
V.06 ED: 03-Mar-2023

HA AAD: 19-jul-2016

2023

Effective Date (EST) : (4. Juli

Print Date (EST) : 27-Jul-2023

Printed by : Caroline De Araujo



FORM-003259827

Document Name ; FORM-003259827

2.0, CURRENT

Title : Bilingual CoA Template 400540799_Physiotens 0.4mg_1x14 tab UA,

Version : 2.0, CURRENT

Status : Effective

Electronic Signature

EFFECTIVE

Remi Chauvin2 28-Jun-2023
14:18:13

Celine Reynaud 30-Jun-2023 Final QA Approval
02:45:16

Effective Date (EST) : g4.Jy1-2023

Print Date (EST) : 27-Jui-2023

Printed by : Caroline De Araujo



JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKII OBJACTI

npoe. Ceimusrol Haaii, 3, mKuig, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.kof@dls.gov.ua, Kog €IPITOY 37078774

BHUCHOBOK

IIPO SIKICTH BBE3eHOr0 B YKpalny JikapchbKoro 3acoby

13.02.2025 Ne 6048/25/10

DIZIOTEHC®
(naifmenysanig nikapeekoro 3acoBby 3rigno 3 peecTpaniiinuM nocsingeHHIM)
Ta0JeTKH, BKPHTI 1LTIBKOBOI0 000/10HK010, M0 0,4 MT, o 14 Tab6aerox y Gaicrepi, o 1
fJricrepy y Kaprouuii kopobui
{dopa BHITYCKY, JO3YBAHMSE, B DAKYBAHHA AiKAPCEKOTO 3acoby)

Homep peectpaniitnoro noceiguemm UA/0315/01/02 crpor aii peecrpaniitnoro nocsinuenna 01.01.2099

Cepis nikapeskoro 3acoby Ne 728030 KinskicTh BBesenoro gikapcskoro sacofy 200
BupoBunxk Maiinan flaGoparopiz CAC, Opanuis
(naiimenyBanHa BHpoOHUKR NIRAPCLEOTD 32c0By, Kpaiia NOXONKeHH)
Baesero B Vipainy CrninbHe yKpaiHCbKO-eCTOHCBKE MIANPUEMCTEO Y GOPMI TOBAPHCTBA
3 ofimexeHolo BinmorinaabricTio "OnriMa-Papn, JITA", izeur. ko
21642228

{naifivenysauad Ta koj 3a €APIIOY opuanunol ccobn abo npizennie, in'g, o Satskoei dizuunot
0cobu - pignpHemi, il Micile TIPpoXUBaHHS TA peecTpauiiinui HoMep oGnixoBol KAPTKIL MAAaTHHKA
noparkis alo cepis ta HoMep nacnopra)

HpoToren sisyansuore xonrpoaro sig 12.02,.2025 Ne 0400/12.

32 pesynsTATAMH NEPWARHOTO KOHTPOIK BCTAHOBAEHO, INO JHKapebkuil 3acif  sseseso B Vipalny 3
AOTPHMAHHSM nuMor 3aK0HOZABCTEA LIORO 3a0e3nedeHHs AKOCTI AiKapebKuX 3acobis.

Onsra EPLOMEHKO!

(iniigian Ta Apizesnge) .




FORM-003259827

Mylan Laboratories SAS/ Maiinan NatopaTopiz CAC
Route de Belleville, Lieu dlt Ma|IIard 01400, Chatillon-

3.0, CURRENT

sur-Chalaronne, France

Menap, 01400, LLlaTl/MOH-CI()p anapOH

eanIJ'lb ﬂbMO ai
paHL]Iﬂ

o~
Effective
- Batch -_7 s ;
"""""" 3
. -+
! - Cepis 1728030 (g

Effective Date (EST) : g5.Jan-2

1, Name of product/ Hasaa npoaykry PHYSIOTENS®/QISIOTEHC®

2. Country of the manufacturer/ Kpaina BupoBruk France/®paHuin
Registration certificate number in Ukraine/ Homep

3 peecTpaliAHoro nNoeceigveHHA B YkpaiHi UAID15/01102

4, Strength/ Cuna git 0,4 mg moxonidine/ 0,4 Mr MokcoHianHy

. ; Film-coated tablets 0,4 mg /
5 Pharmaceutical form/ likapcbka dopma TabneTtky, BKpHTI I'IJ'IiBKOBgOIO obonoHkow, no 0,4 mr
. W 14 tablets in blister; 1 blister in carton box /

6. Size and type of the package/ Poamip i Tun 14 Tabnetok y 6nictepi; no 1 6nictepy y kKapToHHiR

YNAKOBKW .
Kopobui
- Batch number/ Homep cepii w8030 T TTTTTY
) Batch size / Posmip cepii 43000° " ! packs/yn
8 Date of manufacture/ Qata smpoBrnutea B EVIT7
) Date of batch release / Qata sunycky cepii e/ T T !

o Expiry date/lﬂ,ara 3aKiHYeHHA TepMiHy 777 .
NpUAATHOCTI

10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit
numbers for all sites responsible for Maillard, 01400, Chatillon-sur-Chafaronne, France /
manufacturing process and quality controlf Maiinan NaGoparopis CAC, Pyt ne Genbsins, Mo ai
Hasga, afpeca Ta HoMepW NiLleHsii Ha Menap, 01400, IaTuion-clop-UWanapon, ®paulis
BUPOBHMLUTBO ANA BCiX BUPOGHWKIB,
BiONoBifansEHWX 3a BUPOGHWYKIA Npoues i Manufacturing Authorization (MliyeHsis Ha
KOHTPONb AKOCTI BUpoGHUUTBO) 2022 294 1 2

11, | Results of analysis/ Peayni-Tatu aHaniay See table below/ Aue. Tabnvuo Hiue

Results of analysis/ PesynsTatn aHanisy

Parameter tested
KoHTponboBaHwiA napametp

Print Date (EST) : 02-Qct-2024

Appearance, Physical examination/3aransHi
xapakrepueTuk, PizudHe oboTexeHHn
Form/®opma

Color/Konip

Diameter*/diameTp*

Stamp/BiatuTox

Acceptance limits Results

AonycTUMi mexi PeaynbTatn

Round, convex film-coated tablet/ C.O mpil:ﬁ‘S /
Bignoeinae

Kpyrna, onykna TabneTka BkpuTa
NNiBKOBOID 0BONOHKON

Dull red / MaToBO-4epBOHM

& mm/6 mMm

"0.4" on one face / "0.4" 3 ogHoro Boky

Identification of the active principle /
lAeHTHbikalis giloyol peyosmMHU

A) HPLC / BEPX

And/Ta

B) UV/E) Yo

The retention time of the main peak in

the sample chromatogram must

compare favourably with the standard. /
Yac yTpuMyBaHHs OCHOBHOMO Tika Ha
XpoMaTorpami 3paska NOBMHEH CNiBNagaTy
3 eTanoHHUM CTaHaapToM.

The UV-Spectra from 200-400 nm of
Moxonidine in the sample compare
favourably with the reference standard. /
Y®-ciektp Big 200 oo 400 HM
MOKCOHIWHY B 3pa3ky NoBUHEH
CNiBNaAATH 3 ETaNOHHMM CTaHLAPTOM.

Complies / Bianosigae

omplies { Bignosigae

Printed by : Sabine Laurent

Identification of the colouring materials E171 and
E172 **, Chemical reaction / | geHTudikauia
Gapenukis E171 1 E172 **, XimiuHa peakuis

Positive/ MNoauTueHa

|:[Complies / Bignosigae
or/abo

[ >yedy #A13

06 022




FORM-003259827
Mylan Laboratories SAS/ Malinan Rabopatopis CAC

3.0, CURRENT

Route de Belleville, Lieu dit Maillard, 31400, Chatillon-

sur-Chalarcnne, France / Pyt

Benesinb, Lo A

e
Menap, 01400, UJaruwou-cwpﬁ.UanapOH, OpaHUis
Certificate of analysis/ CepTudrikar ananizy

Physiotens 0,4 mg 1x14 tab UA — Material 1400540799

rm e == - -

Page/cr.

Effective
|2

Not tested / He

TecTyeanochb
Assay, HPLC [ KinbkicHe Bu3HauqeHHs, BEPX 0,380 - 0,420 mg Moxonidine per tablet P TR :
(95 - 105% of label} / e
0,380 - 0,420 Mr MOKCOHIOWHY Ha TaBneTky
(95 - 105% ein sasaneHoro BMIGTY)
Related substances, HPLC /
Cnoplayiett pesioauir, BERR Not more than 0,5% {(w/w), relative to the
Y n 8 ) seiduve tioine | o .o ___ .2
?égtla:sgnfstglmoxomd ine/ 6-AeCMeTUNMOKCOHIAMH labelled amount of Moxonidine. / He K
6inblue 0,5% (M/M) BigHOCHO 3afBNEHOrO
BMICTY MOKCOHIQMHY.
4-Hydroxymoxonidine/ 4-rigpoKCUMOKCOHIgMH Not more than 0,5% (w/w), relative tothe | - cmmmcean-- g
(BE 7050) labetled amount of Moxonidine. / He LT i ——
Binblue 0,5% (M/M) BIAKOCHO 33ABNEHOMD
BMICTY MOKCOHIOWHY.
Unspecified, single highest  value/ Not more than 0.5% (w/w), relativetothe | ____.________
Hecneundikosati, HalBULLE OKkpeEMe 3HAYEHHSR labelled amount of Moxonidine. / He L .
Binbwe 0,5% (M/M) BIAHOCHO 33ABNEHOO
BMICTY MOKCOHIOWHY.
Total related substances / Not more than 1.5% (w/w), relative to the
3arankeHa KinsKicTb OoMILIOK labelled amount of Moxonidine. / He D maties .

Ginbwe 1,5% (M/M) BigHOCHO 3a8BNEHO
BMICTY MOKCOHIAWHY.

Microbiological quality***, Complies with Ph.Eur.
5.1.4 {(non-aqueous preparations for oral use) /
MixpobionoriuHa unctoTa*™*, Bianosigac
BuMoOram €< 5.1.4 (HesoaHi 3acobu ana
NepopanbHOre 3acTOCyBaHHA):

TAMC (total aerobic microbial count), Ph.Eur.
2.8.12 / TAMC (3arancHe Yucno aepobHux
MiKpoopraHizmie), €0 2.6.12

TYMC {total combined yeasts/moulds count),
Ph.Eur. 2.6.12/ TYMC (3aranbHe 4mcno
ApiKANEBWX Ta nniceHeBux rpndis), €4 2.6.12
Escherichia coli, Ph.Eur. 2.6.13/ €9 2.6.13

<103 CFU/g / 103 KYOir

<102 CFU/g / <102 KYOIr

Absent in g/ BigeytHa B r

[¥1 Nottested He
TECTYBANOCH
orfabo

Average mass, Weighing /

105 mg £3% (=102-108 mg) /

CepepnHa maca, 3rakyBaHHS 105 mMr 3% (=102-108 wmr) e T
Hardness, Ph. Eur/ Teepgicts, €& 220N/z20N B3 TTTTTT
- . Disintegration within 10 minutes /
Disintegration, Ph. Eur./ PoznagatHs, € PoanagaHis npoTsirom 10 xaumrnH S
: . Not less than 80% (Q=75%) of the
S;Saorgjttlzos?’ T—IhPE(;I ':, F(,EQWMHtZLOHuﬂghe‘D declared Moxonidine content should be |
(npo-rquMﬁlanapaT BEPX) ’ released within 10 minutes. / He meHwe | 780777777777
! 80% (Q=75%) BiO saABreHOrO BMICTY
MOKCOHIOWHY — MCBWHHO  BUBIMLHATUCS
npotarom 10 XBUNKH.
Content uniformity, Ph. Eur. HPLC / Meets the requirement / Complies /

OAHOPIAHICTL J030BaHWUX 0guHKLE, ED BEPX

Bignoeigae suMoram

Binnoeinae

Print Date (EST) : 02-Oct-2024 Effective Date (EST) : (5-Jan-2024

Sabine Laurent

Printed by :
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Mylan Laboratories SAS/ MalinaH Nabopatopis CAC
Raute de Belleville, Lieu dit Maillard, 01400, Chatillon-

Effective
Page/ct. |3

3.0, CURRENT

sur-Chalaronne, France / Pyt %SGHbBIRb, Nbko A
_cmp_

Menap, 01400, Laryion
Certificate of analysis/ CepTudikaT aHaniay

anapoH, dpanLin

* Fixed by the punches size. Test is not part of the routine batch analysis. / ®ixcyeTbes 3a poaMipom nyaHcoka.
TacT He € HacTUHOK PYTUHHOTG asanisy cepil.

“* Would comply if tested./ NoeuHeH signosigart, y pasi TecTyBaHHs,

***Test is performed at least once a year at release. For stability studies, the test is performed at minimum at
shelf-life./ BunpoGysaHHa NpoBoaMTLCA NpUHAKMHI OfMH pas Ha pik NpK Bunycky. Ans 4ochifukeHs cTabinbHocTi
TECT NPOBOAMTBLCA AK MIHIMYM NPOTArOM TEPMIHY NpUAaTHOCTI.

Comments/ KomexTapi

Destination countries: Ukraine

12. KpaiHu-imnoprepu: Ykpaida
13. | Certification statement/ I hereby certify that the above information is authentic and accurate.
3anBsa npo cepTudikallio This batch of product has been manufactured (including
packaging/labeling 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 imparting country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. /
LM ninTeepmxyto, Wo BUWEBMKNaAeHa iHDOPMaLIA & ABTEHTUYHOIO
i sipHow. Lo cepilo  npenapaty BUpOGReHC  {BKMIOYAOMM
NaKyBaHHA/MAPKYBAHHA Ta KOHTPOMb  SAKOCTI)  BULLEBKAZaHWM
BUpOBHWKOM y NoBHIR BignosigHocTi 3 BuMoramn GMP nokanbHoro
perynaTopHoro opraHy i 3 saTeepaxeHvMy cneuudikaigMi arigHo 3
PeecTpauiinim  noceigyeHHs M  kpaivu-imnopTepa. fokyMeHTayio
wofo eupoBHuuTBa cepil, nakyBaHHA | TectyBanHa nepesipeHo, |
BCTAHOBMEHO i BiANOBigHICTL BUMoram GMP.
14. | Name and position & title of person | ‘g5a serr =~~~ !
autherizing the batch releasef lm'g | =~~~ "-"-"~"--~
Ta nocafa ocobu, signosinanerol | Qualified person / YnosHosaxeHa ocoba
3a Bunyck cepil
15. | Signature of person authorizing the | \Eck Bert- DAaBEty o
batch release/ Mignuc ocobn, ! Date:2024.10.08 1
; ; " M550099 s
BiANoBiganecHo! 3a BUNYCK cepii e T ke e
16. | Date of signature/ lata nigmacy — i
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