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JAEPXKABHA CIYIKBA 3 JIKAPCHKHUX 3ACO¥ I
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KUEBI

npos. Haaii Coitnuunoi, 3, 02099, ren. (044) 295-26-35
E-mail; dls.kyiv@dls.gov.ua, Kop €OPTIOY 37079055

BUCHOBOK
Npo sSIKicTh BBE3CHOro B Yipainy JikapesKroro 3acoby

20.09.2024 No 48438724726

IMITA3A
(HatiMeryBRIE Nikapeskoro 3acoly srinnoe o pecerpatt i nocaiaeHIss)
rabnercu, o 20 tabnerox y Gaicrepi; no 1 Gaicrepy y wapronuiti kopolui
(tpopnsa BHIYCKY, AO3YBARTN, DU NAKYRANHS JHKAPCLKOIO 3acoby)

Homep peeerpanitimoro nocsiguenns UA/5543/01/01 erpox aif pecerpauiiinoro yocninvents HEOOMEKEHMI

Cepin sikapenkoro sacoSy Ne 620724 KinbkicTb BREsenoro aikapebioro sacoby 48674
BupoGrrx 3AT Cawnrouika, Jlutna

(Hatimenysanng supodiumnka Aikaperkore sacoly, kpaina AOXOJUKCHI)

TosapucTso 3 6GMemKeH010 pinnosiganniicro "Marepia Mejuxa-

Yipaina', inenr. on: 30308109

{(afimeuysanns ta kon 3a CIPIIOY 1oparaol ocofu afo npismaue, is's, 10 Sarnkosi Giananol

0cobH - RiAnpremus, i MicUe npoxHBaLINg T8 pecerpaiiiinnit Homep oBHIKOBOT KAPTRI NIRTHIKI
nonarkis afio cepis TH HOMED (BCHOPTR)

Baesero B Ykpaiuy

TIpoTowros BI3YAILHOre KOWIPOIO B 20.09,2024 N 3215/1.

3a  pesynbTaTaMH  ACPKABHOTO  KOHTPOMO  BCTAHOBIEHO,  LIO nikppcLkuit  saci6  mmeseno  w o Yipathny 3
JHOTPHMAHHIM pUMOT 33KOHOXABCTEA OO saGeaneuenis AKOCTY A kapesKux 3acodis,




UAB Santonika

LRUNES,

22 GY 2‘5, fa 22 36 90, é~maily sants o
BATCH CERTIFICAZ “No, 03-70-24 dated 09-08-2024
CEPTHDIKAT CEPH AIKAPCHKOIQ JACOEY Ay 03- 7124 6id 09-18-2024

Name of product IMPAZA

Hasna npoayioi HMITASA

Manufacturing country mLil‘!‘uyé‘mIza o ’ o

Kpailia-Brpodnik + Moea

Marketing Authorization Number UA/S543/01

O D G A O O O B S L S ——

Strength/Potency Active substances: ;

Craifammnicrn 1 fablet contains: affinity purified antibodies to endothelial NO synthase: |
mixture of homeopathic ditutions €12, C30 and C200 ~ 2 g

Hioui peaosunn: 1 radaerka MicTuTs  apruring 1o enaoreatwnnnol NO |
Tt a@iinio oudIIeni eyMils roMeanaTHiHux polsencdy 12, C30 ra
C200 ~ 3 mr :

Dosage form Tablets

ikapeuka hopaa . Tabnetion o
Package size and type 20 tablets in biister; 1 blister in cardboard pack with 8 marking
Po3nip ta Tin nakoBalts Ukrainian.

Mo 20 rafiacrox vy Baicrepis wo | Guicrepy v wapromuill gopodud ¢ !
MAPKVBATHM VEPATHCLEOI MOBOIQ,

Batch number ‘ 630794 :
Houep cepii
Batch size (packages) 4867+ ) .
Pasmip cepii (ynaronok) o
Date of manufacture 08.07.2024

Jara pupoluiursa .

Expiry date 01072027 ‘

Jarasaxinuenun repminy npugaruocti

Names, addresses and authorization UAB Sz’;ntoniké

numbers of all manufacturing and Veiveriu ¢. 1348, Kauno m., Kaunoe m, sav., LT-46353, Lithuania
quality control sites Authorization No.D887 issued on 15 October 2015

Hassy, anpec ta HoMmeps siensii seix 3AT Canronixa

AINLINALL 3 BHPOGIMILTBA T2 KOHTPOJIO By Bedigepo 1345, M. Kuynac, Kaysacuke s, cas., LT-463353, Jlirea
sRoCT JTinensin NeO887 sin 15.10.2015 p.

Certificates of GMP Compliance of all :
manufacturing and quality control sites | Cerlificate of GMP compliance of a Manufacturer Mo, 033/2023/GMpP

MO,

Cepriidiraru sinnosianoeri GMP seix Ceprudinar shmosianocri spobuuursa sinorase GMP No. 033/2023/GMP

JARHILG 3 BHpOGHHUTEA TA KOWTPOINO
HKOCT]

Rasults of analysis
PO3YALTATY AHANISIE

Tests Specifications Test results
Nokezmmny Bistory VIBTATH
Dascription White. to  off-wnite, row flat-faced, | White,  round, wad,  bevelled-edyge

ets  with no | scored. tablets with no embossing on the one

{Visual examination) bevelled-edge, scored (abije

embossing on the. one scored flat side and | scored fat side and embossed with IMPAZA on
Onue ambessed with. IMPAZA on the other flat | the other flat side.
(Biayamuumdt koHtpoin) slde, Tabacrkn  naceKowAEApHLHOY  dopati, :

TAONCTRI MAOCKOWHIBAPHIIOT OPMHE, 3 | pucro T4 dackoto, Ginoro xoasopy. Ha
PHCKROIO: T2 Gackoio, Bii S10ro 40 Mailke | OMHOMY TIOCKOMY GOUI HAHECEHO PHUKY, Ha
Guiord konbopy. Ma onpoMy II0CKOMY iionmy HAOCROMY
foni  HaHeceHo  paeky.  da immoMmy Goui naeceno namic IMPAZA.

naoekony Goui paseceno sare IMPAZA.
Identification Qualitative reaction  for  lactose | Complies
faenrmdinantis monohydrate with cupri-tartaric sofution R | Bignoesinase
(srange-red pracipitate ic formed).
AxicHa peakiis Ha AarTosy sasorinpar
MEGro-prapnipeniiiane gosames Po{ocan

e OPAHKEBA-HEPBOHYIO K V).
Disintegration Not greater than 15 mui, Cornplies with
Poananaiins He Oinbwie 15 xpwas., Binnosinac

2.9.1)




Uniformity of mass
VLoD IHICTH vach

mass of
g to0.315 9.
i c'mm tion of ¢
: from the ave

L«s' ‘<‘xa aut af 20 s Ay acceplabie |
deviation of mass of individoat tablels fram e
the averag sg for 2 tabiats ous of 20 s A‘verage DASs: U"“.').] i
S10%. Copeang maca: 0.53G1

oY

- Cepeann anea Tabaersy nepnuoa. Gy

sin 0283y a0 0315 1

Fiprinycried siasiacnm ¢ aaci oxpeatol

radae T piA cepearvol Macn aan 181 20
evor = 5 Yar aast 203 20 vabactow & 10

Deviation: from ~1.1% to 0.8 %
Biaxienus: Bia -1.1% 10 +0.8 %

4
Microbiological quality - Total aecrobic microbial count (TAMC) -~ | Complies with current edition (P, Bor, 2.6.12, |
MirpoSionoriuia YperoTe not greater than 10° CFU/g 2.6.13) :
- Total yeasts and rmoulds count (TYMC) ~ { Bianomaac aliovwosy wiaanme (Phe Ear, 2,612, X
not greater than 10¢ CFU/g 2.6.13)
- Absence of Escherichia coliin 1 g
o 3arannye HCAD aepodniN TAMC < 50 CFU/g (KYO s 1)
sikpoopraisyis - (TAMC) - e v
Bisnuie 10°KYOw 1 r TYMC < 50 CFU/g (KYOu 1 r)

o Jarasube wneno rpudin (TYMC) - une
Oiape 1P KYQr 1
o Bineyruicr, Escherichiz colin tr

Escherichia coli absant in L g
Biaeytns Bscherichia volin 1 r

Comments The batch corresponds to the valid specification.
Konentapi Cepig-slunosigae aouili cneundikauii, N

"Certification Statement
Bngna npo cepridirauio

I hereby certify that manufacturing stages listed in Quality agreement o supply agreement
were carried out in full accordance with requirements of current GMP-EU gu idelines and
conditions described in agreement on compliance with requiremants of registration dossier
of country of destination (Ukraine), as is provided by the manufacturer which carries out
batch certification and release. .
The above nfermeatio uthentic and accurate. This batch of product has
manufactured, including packaging/labelling and quality control at the above mentioned site
in full compliance with the GMP-EU requirements and with the specilications ircthe Markeling
Authorisation of the importing country (Ukraine), The batch processing, packaeging and
analysis records were revigwed and found to be in compliance with GHMP-£U.

L st minrsepivkyio, u1o- craail mtpo(:iummm, saxnayeni B Texuiuniit yroai no aorosopy
gocTanky, Gyan snificrent 'y nopniil BIATOBIAROCT] 3 BEMOraMu, 3a3HAUCHHMN B apil
nacranosi 3 GMP€C 1 ymopamu, onucanumy B VIOLT UI0A0 MOTPHUMAHUS  BIIMOT
pecorpautiiitore nocke kpalsi-nprstanenns (Yxpatn, sk te nepenbaueHo sipobruEo,
skuit 3piftcmoe ceprudivanio Ta pinyck cepif.

Sazspuena puie fudopuania e gocroripHow T8 TOuN00. Lo cepho npoayruit Gyao
pHpGGaeHo (BRAIOUAICHI AAKYBAHIA/MAPKYBANIL) Ta HPOBEACHO KOHTPOIL 1T SKOCTI Ha
BULAC3A3HAYCHIR Alnbriud y nonnift slanosiznocTi 3 BHMOIaM) GMP-CC, a Takow
sinnosiaro o coenndiraiil, 110 MiCTITECS Y PeeCTPAiiiHonMY A0CLE Kpailu-iMIoprepi
(Yxpaiwd). [lpoTtoxosy BHpobHILrsa, DaKyBAHHA 73 amanisie Oyno nepersisuyro ra
BCTAHOBNCHO Biauopianicts GMP-CC.

Maad of Quality Control Department: I, Zinkevidiené i / C-og, LR
Kepinum Bl UTIAY KOHTPOMIO AKOCT] signature, dete (TLANKC, ATa)

Name and position/title of
person authorizing the
hatch release

Mpiasnwe.ta nocana -ocoby,
8K BUAANS AO3BIA Ha BANYLK
cepii

Wvab R0 UEs aSnhe
QP/YO Tglg Da nkevitd
UAS Santonika
Veiveriu 9. 1348, Kauno m,, Kauno m. sav,, LT-46353, Lithuanis
3AT Cawronika
wya. Beitnepio 1345, v, Kayiae, Kayipactke s, can., 1LT-46353, _JJL ru

Signature of persen
authorizing the batch
release

[isnye ocobu, aka Biaana
AO3BUL HA BUIYCR cepil

44 j
Czc //[/vy -~

Date of signature

Jara manecanns

BATCH CERTIFICATE No. 03-70-24 dated 09- 08*2024 \”
Cepmuehicam cepii airapesrozo sacofy M 03-70-24 60 (09-08-2024
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