IEPKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMY Y KHIBCHbKIU OBJIACTI

rpos. Cairmrynoi Hamii, 3, m.Kuis, 02099, ren/daxe: (044} 363-06-50
E-mail: dis ko@dls.gov.ua, Kon €PITOY 37078774

BHACHOBOK
MO AKICTH BBE3EHOT0 B YKpainy JikapcsKoro 3acoly

29.10.2024 Ne 55091/24/10

GIIIOTEHC®

(nafiMeHYBAHHA NiKapchkoro 3acofy 3riAHo 3 peecTpaLiiiHuM OCBifeHILIn)
Tabierkn, BKPUTI NiiBKOBOI0 060/10HKO10, IO 0,2 mr; no 14 taéaerox y duaicrepi; o 1
aicrepy y KapToHHiil xopooui

(thopMa BITIYCKY, JO3YBAUNS, BN TAKYEaHIA AikapehEOro 3ac00y)

Howmep peectpauifiroro nocsimsenns UA/0315/ 01/01 crpox aii peectpauiitnoro nocsigaenna 01.01 2099

Cepix nikapeskoro 3acoby Ne 726823 Kiaskics sesesoro aixapeskoro sacoby 200
BupoGnux Maiinan JTabopatopis CAC, Dpasilis
{HafisenyRasEg BHPOGHIKA NIKAPCEROTO 3acoDy, Kpaila NOXOMLKEHILS)
Bseseto B YKpaiuy CninbHe YKpaiHCHKO-€CTOHCLKE HiANPHEMCTEO Y (opmi TOBAPUCTBA
3 ofMeskenoro BixnoBizatpaicTio "OnTiMa-Papm, JITA", inenr. kon:
21642228

{(Haitmenysanns Ta ko 33 CAPTIOY ropuaHEHoT ocobl afio npisawe, ', 110 6aTexoBi Qismuaol
acaBi - mianpreMus, i MicTe TPoKIBANHA Ta pescTpawiiinmii HoMep 06miKkOBOI KAPTKH NAATHIKA
nMonaTkis afo cepis Ta HOMEp NACcHOpPT4)

TIpoTokost BisyaILiioro KONTPOIO Bix 28.10.2024 N2 3278/3.

3a  pesyIBTATAMH JIEPKABHOTO KOHIPOMIO  BCTAMOBACHO, IO sikapcexuit 3aci6 BBeseHo B YKpaiHy 3

'&P'A..i#

JOTPUMAHHSAM BiMOT 33KOROABCTEA OO 3a6e3nedeHH s AKOCT] AIKAPCHKUX 32C001B,
38 TAKDAIR,. 4
’r“%i‘\kﬂ»xa ii?»i?
\]

g %%y //é . @j/ Bixrop CTE®KIBCHKHIH

Gaoopﬁxﬂg aepa dﬁuégo_ HTPOO) —W {iniuiany Ta npiamine)

=
o




ROEMO088260043 4.0, CURRENT Effective

Mylan Laboratories SAS/ Maiinan flaGepatopis CAC
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, Frange / PyT zﬁlEeanmb, NMevio i
Menap, 01400, WaTwior-clop-Llanapox, GpaHuis

dizioTenc 0,2 mr 1x14 Tabnetin UA - MaTepian 999@:}97_7_2_ ___1-Cepin 728823 !
1. | Name of product/ Hasea npogykTy PHYSIOTENS®/®|3IOTEHC®
2. Country of the manufacturer/ KpaiHa supo6Huk France/®paHuis
3. Reglstratlgn cerhflcatg number in Uk[a[.ne! Homep UA/0315/01/01
peecTpaLiiHoro NoceigYeHHs B YrpaiHi
4 Strength/ Cuna git 0,2 mg moxonidine/ 0,2 Mr MOXCOHIANHY
. : Film-coated tablets 0,2 mg /
5 Pharmaceutical form/ Mikapckka dopma TabrneTkn, BKpUTI NNiBkeBOK oBonoHkato, ne 0,2 mr
y . 14 tablets in blister; 1 blister in carton box/
6. Size and type of the package/ Posmip i tun 14 Tabnetok y Gnictepi; no 1 GnicTepy y kapTowHii
yNaKoBKK i
kopobui
7| Batch number/ Homep cepii L
: Batch size / Poamip cepii 33400 7 packsiyn.
8 Date of manufacture/ fata BhpoBHuLTRa oazezd " T TT T
" | Date of batch release / Aata sunycky cepil 160520247 """ "5
9. Expiry datel_,D,aTa 3aKIHYEHHA TepMiHy Mafb3s T T
npyaaTHocTi
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 controlf MaitnaH NaGoparopis CAC, Pyt ge Beneeine, Mbio gi
Hasea, anpeca Ta Homepu NiLeH3ii Ha Menap, 01400, IWavuion-cop-lUanapoH, dpaHuis
BMPOGHUUTBO ONs BCIX BUPOBHUKIS,
BIAANOBIAANEHMX 33 BUPOSHNUMA NpoLed i Manufacturing Authorization (NiueHais na
KOHTPONb AKOCTI BMpOBHULTBO) 2022 294 1 2
11. | Results of analysis/ PeaynsTatu ananisy See table below/ [Ine, TaGnuue Hikue
Results of analysis/ PeaynbTatu aHaniay
Parameter tested Acceptance limits Results
KoHTponboeanwii napameTtp Hdonyctumi mexi PesynbraTth
Appearance, Physical examination/3aransHi Round, convex film-coated tablet/ Cpmph_es;’
XapakTepucTuki, PisnyHe 0BCTEXeHHS Kpyrna, onykna TaGneTka BrpuTa Bignosinae
Form/®opma NNiBKCBOK 0BONAHKOK
Color/Konip Light pink / CeiTrio-poxesuia
Diameter*/fliameTp* 6 mm /6 mm
Stamp/Biabutok "0.2" on one face / "0.2" 3 ogHoro Goky
Identification of the active principle / The fetanfibn . ) &
faeHTUchikaLia 4ilovoT peyoBUHM e retention time of the main peak in : T
the sample chromatogram must Complies / Bianoaigae
A) HPLC / BEPX compare favourably with the standard. /
Yac yTpuMyBaHHA OCHOBHOFO nNika Ha
XpoMaTorpami 3paska NoBUHEH cniBmagarn
3 eTafOHRUM CTaHaapToM.
And/Ta
The UV-Spectra from 200-400 nm of i o
B) UV/B) Yo Moxonidine in the sample compare []Complies / Bianosinas
favourably with the reference standard. /
Y@-cnektp Big 200 Ao 400 Hm
MOKCOHIAWHY B 3pa3ky NOBUMEH
CMiBNAAETW 3 €TaNOHHAM CTaHAAPTOM.
Identification of the colouring materials E171 and Dc;omp"es / Bianosigac
E172 **, Chemical reaction / |geHTndikaujs Positval Mo 260
Bapsrukis E171 1 E172 **, XiMivHa peakuis o8 s o

Dy e o) 1411 [zj (3 (S Ly

1

Effective Date {EST) : ¢3_.Fah-2024

Print Date (EST) : 03-Dhan200214

Printed by : SariditdoBla Araujo




RO XIO085380043 1.0, CURRENT Effective
Mylan Laboratories SAS/ Malinan flaBopaTtopis CAC Page/cr. |2
Route de Belleville, Lieu dit Maillard, 01400, Chatillon-
sur-Chalaronne, France / Pyt ne benbeins, Jikio gi
Menap, 01400, WaTuion-clop-LLanapoH, dpaHuis
Certificate of analysis/ Ceptudvikat ananisy P ———— ,
Physiotens 0,2 mg 1x14 tab UA — Material 400540772 '— Batch?2%%__ :
®isioteHc 0,2 mr 1x14 TabneTku UA - Matepian400s40772 | -Cepia 726823
Not tested / He
TeCTYBANACH

Assay, HPLC / KinbkicHe Bu3HavenHs, BEPX

0,190 - 0,210 mg Moxonidine per tablet

(95 - 105% of labelled content) / G T !
0,190 - 0,210 mMr mokcoHigMHY Ha
Tabnetky {95 - 105% Big 3amBneHoro
BMICTY)
Related substances, HPLC /
CnopigHeHi pevosuHn, BEPX " .
6-Desmethylmoxonidine/ 6-aecMeTUNMOKCOHIAUH Not mare than 0,5% (eI AU (oIe R
(BDF 6482) Igbel!ed ameunt of M_oxonldlne. / He L L E Ty,
Binble 0,5% (M/M) BiaHOCHO 3asBneHoro
BMICTY MOKCOHIAWHY.
4-Hydroxymoxaonidine/ 4-rigpokcumoxcoHianH Not more than 0,5% (wiw), relativetothe | . _...___.
(BE 7050) labelied amount of Moxonidine. / He ekl e /
Ginewe 0,5% (m/M) BiGHOCHO 3asiBNeHOrO
BMICTY MOKCOHIQUHY.
Unspecified, single highest value/ Not more than 0.5% (w/w), relativetathe | ____________.
HecneuwmdikosaHi, KalBuLLEe OKpeMe 3HauYeHHs labeiled amount of Moxonidine. f He i '
Ginbwe 0,5% (m/M) BigHOCHO 3asBnNEHOro
BMICTY MOKCOHIZAWHY,
Total related substances / Not more than 1.5% (w/w), relative to the
BarankHa KinbKicTs AoMILLIOK labelled amount of Maxonidine. / He A
W e e e m e e o

Binbwe 1,5% (M/M) BIAHOCHO 3aABMEHOO
BMICTY MOKCOHIOWHY.

Microbiclogical quality***, Complies with Ph.Eur.
5.1.4 (non-agueous preparations for oral use) /
MikpoGionorivHa yuctoTa™*, Bignosinae suMoram
€& 5.1.4 (HeBoAHi 3ac00M ANA NEPApansHOro
3aCTOCYBAHHAY;

TAMC {total aerobic micrabial count), Ph.Eur.
2.6.12/ TAMC (3aranbHe 4ncno aepoGHWX
mixkpoopranismis), €¢ 2.6.12

TYMC (total combined yeasts/imoulds count),
Ph.Eur. 2.6.12 / TYMC (3aranbHe wacnoc
APiKIPKEBUX T4 nniceHeBux rpubis), € 2.6.12
Escherichia coli, Ph.Eur. 26,13/ €D 2.6.13

163 CFU/g / =103 KYOIr

<102 CFU/g / <102 KYO/r

Absentin g/ BigcytHasr

Mot tested / He
TECTYBANOCL
or/afio

Average mass, Weighing / 105 mg +3% {=102-108 mg)/ e
CepefiHs maca, 3paxyBaHHA 105 mr £3% (=102-108 mr) d08 L '
Hardness, Ph. Eur/ Taepgicts, €¢ 220N/220N b
- . Disintegraticn within 10 minutes /
Disintagration, Ph. Eur./ PoanagaHns, E® PoanapaHHs npotsrom 10 xsnmaH R
: ; Not less than 80% {(Q=75%) of the
2;?2:&2‘;' T_R,Eéj ;.él;fqv::gLoHuﬂgheq) declared Moxonidine content should be
2 ' released within 10 minutes. / He meHwe | go” " """~~~ 77 3
(MpoToutivii anapar, BEPX) 80% (Q=75%) ®Biag 3asBneHoro BmicTy
MOKCOHIANHY  MOBWHHO  BWBINbHATMCA
npoeTaroM 10 XBURKH.
Content uniformity, Ph, Eur. HPLC / Meets the requirement / Complies /

OaHopiAHICTE Ao3oBaHWX oauHULL, €4 BEPX

Bianoeigae BmMoram

Bianoeigae

Effective Date (EST) : 93-Foh-2024

Print Date (EST) : #3-Fay 224

Printed by : BlardditboBla Araujo




RERNIOG85360043
Mylan Laboratories SAS/ Maiinan JlaGopatopis CAC

Effective
Pagelcrt. |3

4.0, CURRENT

Route de Belleville, Lieu dit Maillard, 01460, Chatillon-
sur-Chalaronne, France / Pyt %Eenbsmb&ﬂbuo‘m

Menap, 01400,
Certificate of analysis/ CepTudpikar aHanisy

®izioteHc 0,2 Mr 1x14 TabneTkn UA - Marepian :300540772

WaTuoH-ciop-LlanapoH, ®paHuyis

- Batchinﬁsn :

* Fixed by the punches size, Test is not part of the routine batch analysis. / PIKCYETBCS 33 PO3MIPCM NYaHCOHA.
TecT He € YacTUHOI PYTUHHOTO aHanisy cepii.

** Would comply if tested./ MoBrHeH signosigaTwy, y pasi TectysaHHs,

***Test is performed at least once a year at release. For stability studies, the test is performed at minimum at
shelf-life./ BunpoByBaHHs NpoBoavTLCA MprHalMHI O4uH pa3 Ha Pik Apu BURYcky. [lns AoChimKeHs ¢TabinbHoCTi

TECT NROBORNTLEA AK MIHIMYM NPOTArOM T

PMiHY O0DMAETHOCT]

Comments/ KemeHTapi

Destination countries: Ukraine

12. Kpainu-imnopTepu: Ykpaita
13. | Certification statement/ | hereby cerify that the above information is authentic and accurate.
3anBea npo cepTudikauio 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 imperting country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. /
Live nigTeepmKyio, WO BULLEBUKIIAGEHA HGOPMALIS & aBTEHTUYHOK
i sBipnow. Ui cepilo npenapaty BupoGneHo (BrNIOYAKOYN
NakyBaHHR/MAPKYBAHHA Ta KOHTROMb  AKOCT)  BULLEBKA3ZAHMM
BUPOGHUKOM Y NOBHIA BigNOBRIGHOCT 3 BUMOramMn GMP NOKanbHOro
PErYNIATORPHOrO opraHy i 3 aareepaxeHumu cneyudikauisamu srigHo 3
PeecTpaliiium  NoCRigueHHAN  KpaiHu-imnopTepa. [flokymeHTalin
lioso BMPOBHULTRA Cepii, nakyBaHHs | TecTyBaHHMA nepeBipeHo, i
BCTaHOBNEHO if BiANOBIgHICTL BMMOram GMP.
14. | Name and position & title of person | ;3052 JoMaIN g
authorizing the batch release/ Im'a |~~~ ----=----~
Ta nocaga ocobu, BignoBiganLHoOT Qualified person / YnosHosaxeHa ocofia
38 BUNYCK cepif
15. | Signature of person authorizing the [[ =~~~ -=-7-=---~~~ '
batch release/ INignuc ocobm, }\:;;?;;smmam- Fotieerpiritiad
BiAN0BIAANBHOI 38 BUIYCK cepil oL A '
- ot e -
16. | Date of signature/ Jara nianucy 503"0612024 !

Affiliate template version V.06 / Bepcis wa6noky naptHepa V.06

Effective Date (EST) : ¢3.Feh-2024

Print Date (EST) : #3-

Printed by : ManigitéBla Araujo




LA

AEPKABHA CIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npos, Ceitmrunol Hagil, 3, m.Kuie, 02099, Ten/axc: (044) 576-40-41
E-mail: dis.ko@dls.gov.va, Koz €IPTIOY 37078774

BHACHOBOK
Hpo SIKiCTH BBE3eHOro B YKpaiHy jikapcbKore sacody

06.02.2025 Ne 4572/25/10

®I3IOTEHC®
(nafiMeHyBaHHA HIKAPCLKOTO 3acafy 3TiAHO 3 PECCTPALTHHITM MOCHIeRRTA)
TabIeTKy, BKpaTi IAiRKOBOI0 000A0HKOM0, 10 0,2 M, o 14 TaGnerox y Gnicrepi, mo 1
faicTepy y xaprouxiii xopobui
{Gopma BHTyCKy, A03YBANHA, DS MAKYBANs Alkapckkora sacoby)

"Homep peecrpauiiinoro nocsiagenrs UA/0315/01/01 erpox gif peectpaniitoro noceingenra 01.01.2099

Cepis nikapenxoro sacoby Ne 728591 KinskicTs BBescHoro Jgikapcskoro 3acofy 600
Brpo6uuk Maitnan JlaGoparopis CAC, ®paunis
{(maiimerrynanna snpoGHUKa nikapesraroe sacefy, kpaina MOXoMEEHHS)
Baesero B Yipainy CrinbHe ykpainceKo-ecToHCh)e MANPHEMCTEO Y opmi ToBapHCcTBa
3 o6mesxeno1o Bixnosizansicro " Outiva-®apm, JITH", izent. xon;
21642228

{raiivenyBanna Ta koa 3a €IPIIOY sopumuunoi ocobh ado npizzmue, iM'a, 0o Garhkesl Gisunoy
ocabi - nignpitemu, i Micue upoxIBaHNR Ta peceTpaniiininit nosep obmikosol KapTRN TUATHHKA
negatkie abo cepia Ta HoMep nacnopTa)

ITpatokon sisyansuore kenrpomo eix 05.02.2025 N 0316/12.

32 pesyapTarans AEpKaBlOTO KOWTPOMIO BCTAHOBAGHO, MO MiKapChKMil 3aci6 BBeicHO B Ykpainy 1
AOTPHUMAHMSAM BuMOT 3aKOHOAABCTRA IIOND 3a6e3neYeHH AKOCT Jirapceknx 3acobis.

Bixrop CTEOKIBCHKU

{ininianis Ta npizakme)




RERNIHETEAUH43

2.6, CURRENT Rifprrived

Mylan Laboratories SAS Malinaw NaBopartopis CAC
Rmut@ de Belleville, Lieu dit Mdll!drd 01400, Chatilion-

SUF Lhatarcnm, Fran e/ Pyt

Menap, 01400, iila"mw;«ﬁ ~£H

eHbENL, b0 il

{54
aﬁlfmapm paHIs

Appearance, Physical examination/3aranssi
xapakrepmerikl, Oiznune oficTaienns
Formmi@opra

ColorKonip

Diameterflianmerp”

Stamp/Binbutox

Complies /

Round, convax film-coated labletf : A
Bignosigae

Kpyrna, onyna TabneTtea BrpuTa
NABKOEOK DDONOHKOK

Light pink / Ceitno-poxesui

8 mm /8 Mm

"0.2" on one face 7 "0.2° 3 oproro Boxy

Certificate of analysis/ Ceptudikar aHaniay P j sRAAERE AL
Physiotens 0,2 mg 1x14 tab UA ~ Material 400540772 = Batch | mm et
®izioTenc 0,2 Mr 1x14 Tabnetku UA - MaTepian 1400540772 ;- Cepist st 8
.
1. 1 Name of product/ Haasa npoaykry PHYSIOTENS®/MISIOTEHCED tj_»
2. Country of the manufacturar/ Kpains hmpo(mw Francelbpaniyis o
. Rggmtwu@p {.:(:l?ﬂlfl(‘.?f:’: mmmg mj Uk'r”.;n_m Hoep UA0315/01/01 :{;
DECCTRBWRNOIG NocsiaverHsi 8 Yrpait) fat
4. Strength/ Cuna ail 0,2 mg moxonidines (1,2 1 MORCOHILIAHY %
; . . Film-coated tablets 0,2 mg / =
5 armaceutios { Nigkapaoka hopm S e e
o Pharmaceutical form/ flikapchka Hopts Tabnetiu, BroMTi IriBKoBo10 oBNNOHKG, 110 0,2 Mr =
5 P 14 tablets in blister; 1 blister in carton box/ b
26 and : > package/ Fo o o : .
a. fu‘e and fjpe efthe packagey Pookip | TN 14 rabneTor y Brictepl; no 1 Snictepy y KapToHuii i:s
YIAKOBKY
Koraofim
7 Batch number/ Homep cepil G4~ "
7 Balch size / Poamip cepll
8 Date of manufacturef Bara supobrayisa
* ! Date of batch release f [ava punycky cepil ;
a Expiry date/ 'J.‘,Ia'ra BGRIMIQHRET TEPMInY B 2028
HPVAATHOCT] -
10. | Name, address and manufacturing license Mylan Laboratories SAS, Route de Belleville, Lieu dit ;—:‘;
numbers for alf sites responsible far Maitlard, 01400, Chatilon-sur-Chalaronne, France / 4
manufacturing process and quality control/ Masiran NtaBopatopis CAC, Py nie Berwaine, Neac ai ;,‘3"
Hasna, aipeca 1a HOMeRM NUEH3 Ha Menap, 01400, Warwiod-cop-thanapon, ®padin e~
SUPGBHULITBO AR Bed BrpoBmain, B
BIANOBIIANLHEYE 33 BUpOBHHURR npouee | Manufacturing Authorization (Fliuensist na ;
HOHTROME SIKOCT pupeBauTee) 2022 294 1 2 =
1. | Resulls of analysis PeaynsTaty axanisy See table below/ v, Yabnumlo HWKHe &
o
Results of analysis/ Peaynerary asaniay £
Parameter tested Acceptance limits Results -
KoHIponLoBarui napamern Donycrumi meii Pesyneyazym

ldentification of the active principle /
laenTudirauin 4140l peUOBKHI

The retention time of the main peak in
the sample chromatogram must

[,/:] Comglics / Binneniaas

X s fe)
A)HPLC / BEPX compare {avourably with the standard. / =
Yae yTpUMYBaRHs! GCHOBHOTO THKa Ha 5,
XPOMATOIPEMI BPABKS NUBMHEN CNIBNALATI a%
3 @TANOHHAM CTAHIAPTOM. a
=
AndiTa (.%
e The UV-Spectra from 200-400 rum of Corrios | Bianesin: ¢
BJUVIB) YO Moxonidine in the sample compare [f]Complios! Binnosiane 2
favourably with the reference standard. / Z
Y-cnaxrp sig 200 40 400 um .g
MOKCOHIJUHY 8 3PASKY OBUHEN [
CHIBMAAATY 3 TANOHEM CTaMNANTOM,
ldentification of the colouring materials E171 and Gc;omplac:.,f fignoninae
o be . . et )
E172 ", Chemical reaction / Inertadpixauis Positivel MoaurveHa otfatio
Baperukie E171TE172 ™, Xiniuna peakuis
4
8 . e ~A7 W f



ROGRAHAOT 40843

Mylan Labgoratories SAS/ Maiinan NaGoparopiz CAC
Route de Bellaville, Lieu dit Maillard, 01400, Chatillon-

1.8, CURRENT

sur-Chalaronne, France / Pyt ne Benbsint, flbio ai
Menag, 01400, Warmion-clop-Uanapod, Opaniis

Certificate of analysis/ Ceptudikar ananisy

®isioTenc 0,2 Mr 1x14 TabneTkn UA - MaTepian 400540772

'~ Batch

[Ea

Bifpetived

LA L

RN

1728591 :

i . Cepin (728591

E/:I Not tested / He

WOTYRANOCH

Agsay, HPLG / Kinericke suataverqs, BEPX

0,190 - 0,210 mg Moxonidine per tablet

STY: 15-Dek-2024

{BDF 6482}

4-Hydroxyronxonidine/ 4-rapokcrmorConiIuH
{BE 7080)

Unspecified, single highest  value/
Hecne UdiIoREH, HAPBULLG CKPBME SHAWBHHA

Total refated substances !
3aranska KnbricTs 20MiBok

Sinbie 0,5% () BIDHOTHO 3BRBNEHOM
BRICTY MORCOH3IHY.

Not more than 0,5% (vlw), refative to the
laballed amount of Moxoniding, / He
fiinbiue §.5% (Wi} BIANOCHD 3a8BReHGIQ
BIICTY ROKCOHIAWRY.

Noi more than 0.5% (wiw), relative to the
labefled amount of Moxonidine. ( HMe
Binswe 0.5% (A9} BIHOCHD JARBNEHOMO
BIICTY MOKCORIAMEY.

Not more than 1.5% {wiw), relative o the
labelled amaunt of Moxonidina, / He
Ginbine 1,5% (MM} BIZHOCHO 3a8BNEHHO
BRICTY MOKCOMIMIY,

(95 - 105% of labelied content) / 2 S
0190 « 0210 w5 MOKCOREWMHY  HE
Tabrergy (96 - 106% sin ganBneHoro

BIMiCTY)

Related substances, HPLG 7 o

Cropipuexi pexoaui, BEPX Not more than 0,58% (wiw), relative to the

. P " i . 3 ¥ Re i Vi 2 2 g o - N
§-Desmethylmoxoniding/ 618 CME TUIIGKGOBIZANI Enallad Amaunt of Movanidine:  He g

Microbiolagical quality*™*, Complies with Ph.tur,
§.1.4 {nor-aqueous preparations for oral use)/
MikpoBlonorsxa vueToTa™™, Bignosigas snuoram
£ 5.1.4 {HepoaHi 300K Q¥ REpOPANEHOIC
3BCTOCYBAKMA).

TAMC {total aerobic microbial count}, Ph.Eur.
2.6.12 { TAMC {saranpse “ieno aepobhux
MiKpoopradiamia), € 2.6.12

TYMC {fotal combined yeasts/maulds count),
PPhEwr 2.6.12 7 TYMC (garansHe 4ueno
LApiRApKenux Ta nricerenx rpuding, €4 2.6.12
Escherichia coli, Ph.Eur, 26.13/£0 28,13

108 CFUQ {5100 Ky Olr
102 CFU/g £ 1P KYOUr

Absentin g/ Bigeytea s o

RUTYESHOCS
orfabn

[:} Absenty f oy taaft

Average mass, Welighing /
CepenHst MAca, IBEKYBaHNs

05 mg £3% (=102-108 mg) /
105 s 23% (=102-108 wr)

220N/=220N

Disintegration within 10 minutes /

{npoTounun anapat, BEPX)

80% (Q=75%3) BiA SanreneHoro aMicty
MOKCOHIMHY  TOBVHHG  BUBIIBHATHOR
npoTsrom 10 XBUImH,

Disintegration, Ph. Eur.f Pognagaris, €O Po3naiaHHs NPOTAToM 10 XSUnIH o : -
‘. ; " Mot jess than 80% (Q=75%) of the

Dissolution, Ph, Eur. (Flow through I

. . i - i declared Moxoniding content should be

apparatus) , HPLC / Posuuries, €& released within 10 minutes, / He menws | 197" """ "]

Content uniformity, Ph. Eur. HPLC /
OAHOBHHICTS Aoi0saHix ouHie, €O BEPX

Meets the requirement /
Bignosinae suUMOtam

Complies ¢
Bignosigac

o

Effective Date {

P7Dee-2024

Print Date (EST) @

Printed by ;: SabineRaynaot



REZXIHOTHAA843
Mylan Laboratories SAS/ Matinan MaGoparopia CAC

1.4, CURRENT Njfperived

0¥
ERNRS

'3

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

sur-Chalaronne, France / Pyt pe
Menap, 01400, WWatitod-Crp-

benesin, Nero i
anapoH, dpanis

Certificate of analysis/ Ceptudixay ananisy sy

Physiotens 0,2 mg 1x14 tab UA — Material 400540772 _

- Batoh2

* Fixed by the punches size, Testis not part of the routine batoh analysis. / BikcyeTen w DPOARIPOM NYAHGOHE.
Tecr He € YarTiHow DYTIHHONO akanizy cepil.

“*Wauld comply i tested./ Moawien slanoainaty, y padl recTysanHs,

*Test is performed al least once a year al release, For stabilily studies, the lest is performed at minimum at
shelf-life./ BunpoBysants NPGHOIBTLES NPUHARMKT OOUH Pl HE pik npu Bunyery. s pocnipkeus crafinupocti
TEET NPOBOAMTLCA, AK MMM OROTAION. TERMIBY, DRUAATHOCTL

Commaents/ Komewrapi

Destination countries: Ukraine

2. Kpainu-mnoprems Yepaiua
13, | Centification statementf | hereby certify that the above information is authentic and accurate.
Janea npo ceprudikaiic This batch of product has been manufaclured  {(including
packagingfiabeling and quality control) al the above mentioned sie(s)
in full compliance with the GMP requirements of the local Regulatory
Authority and wilh the specifications in the Marketing Authorization of
the imparting country. The bateh processing, packaging and analysis
records were raviewed and found 1o be in compliance with GMP. /
L nipTeepmyto, HIO BRUEBUKNANEeHa HAQOPMALIS € aBTEHTNUHO
i wipwowo, Lo cepiic  npenapaty  Brpobngwo {(BrIIOMAICIH
NaKYBAHHAIMAPDKYBEHHES 78 KOMTPONs  SKOCTT)  BUUBBRASAHNUM
supolinukonm y noswi sinnosigroct! 3 Bunoramy GMP nokaneroro
PECYNFTOPHOTO DPFaHY | 3 SATBEPKeHMMY cneuudikauinmy 3riaHe 3
PecorpauioHu  nocaigHeHssM  kpaithn-imnopreps.  JokyMeHTaiio
WOAO BUPOBHALTBA cepil, NaKyBaMHA | TECTYBAHWA NEpaBipeHo,
serarosneHo 11 sinnosianicTs sumoran GMP,
14, | Name gﬁd position & fitle of person | Iyt S walber”
authorizing the batch release/ Im'a |7~ rooomone
Ta focana ocabn, Blanesinanerel | Qualilied person / YnosHopaxewa ocoba
3a Bunyck cepl
15, | Signature of person authorizing the
bateh release! Mlignve ocobu,
SINNOBIAANILHOT 38 BUNYCK cepil
16, 1 Date of signatuwet ava tianuey

4711272024

Affiliate template version V.06 / Bepeist wabnony naprrepa Y.08

15-Peie-2024

Effective Date (EST) :

§T): 17-Dee-2024
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