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UAB Santonika

Velvgriu str, 1348, LT-46353, Kaupas, ’
fepublic of Lithiania ) .
Phone (370 37} 22 67 2§, fax 22 36 96, e-maii: santunika@santonika.com

BATCH CERTIFICATE No, 3-11 0-23 dated 12-12-2023 ]
= CEPTHGIRAT-CEPIT IIEAPCLEOIO 34ACOEY. Ao (?3-” §-23 afd 12-12:2033

Namte of product RENGALIN

Haska npoxshaii PEHIAJIIH

Manufacturing country Lithuania

Kpaitia-pigsoGiing Jiurua

Marketing Authorization Number UA/17860/01/01

Flomep peeerpautifivaro NOCBEAYEH 1R

Strength/Potency- ' Aclive substances: 1 tablet contalhs: affinity purified antibodies 1o

Crna siifakrisiicrs bradykinin: mixture of hornsopathic dilutions C12; C30 and' CS0 ~ 6 mg;
affinity purified anttbadies to histamine: mixture of hameopathic. ditutions
€12,.C30 and.C50 ~ 6.-ivig; affinfty mifified antibedies to marphine: mixture
of homeopathlc diiutions C12, €30 and C50 - G:ng.. K

Hiroui peuonnrs; | TadaeTRa MicTHTL; anTHTING 10 Spainkininy adinmo
OHHUIEH]; CYMiLl TOMeoRATHYINX pozsencus C12, CI10 ta C50- 6 w1
anTyring go rictaminy athingto oumileni: cysiur TOMEONATHUHHX [O3BERCHL
C12, C30 11 C50-6 w3 anTHTiAG N0 MopPiny adiuo owsmeni- cymin

ronMeonatiinix possenens CI12;C30 1a €50 « 6 pr,

Dosage form Tablets

Jikapebka dapsa Tabnersu,

Package size and type 10 tabléls in blister; 2 blisters in cardboard pack.

PosMip 1a Tun naxonalips Ho 10 ta8nerox y Gaicrepi: 1102 Brijeiepu ¥ kaprouniit kopoSul.

Batch number

Howmep cepit - 851123

-Batch size (packages)

Poinip cepii (ndxonais) 17919

Date of manufactuce - :

Harza BupoBHimrraa 27.11.2023

Expiry date ) )

Jara sainviena TepMIHY-IpHAATHOCTE - 01.11.2026

Names, addresses and authorization UAH Santonika o ] _
numbers of #li manufacturing and Velverlu g. 1348, Kauno m., Kauind rii; sav., LT+46353, Lithuania
guality control sites - ) . Autharization’ No, 0887, issued on'15 October 2018

Haspy, anpécsita HOMepitiinessiy Beix 3AT Casroiiixa ’ ' N
RISBHHILL 3 BUpoGHIITtRY T8 KOHTpORID Byn. Beltnepio 1345, w Kaynac, Kaynacske m, cav., LT-46353, Jursa
AKGCTI : B ' Hineysin NeG88T nig 15.10.2015 p.

LCertificates of GMR-:CprﬂpHa{'l‘c'e‘of all
manufacturing and quality control sites

| Ceprudiranpianoninmocii GMP peix - Certificate of GMP cormipliancéiof a ManiifactureriNo. 033/2023/GMp

AUIBHILS 3 PupoGHHUTSa T2 Ko oo ‘Cepradivar sinnosiniocs BupoSHuiTEa BHMONNM GMP N 033/2023/GMP
AROCT ’ ' '

Resuits of analysis .
Pegynsraty ayanisis

Tests Specifications o Test results
Moxassini : Bumori Pesyrsrary
Description White to off-white, round, flat-faced, bevelled-edge,
{Visual examination) stored tablets with ng-embessing on the one scared flat
: . slde and émbossed: with RENGALIN on the other flat 1
Ome . side. . leena o0 IR )
“(Bidyansuni KQIjI]J'OJi'B); ) TaGnerkn :mock_o_mi.nimxpumio)?i(popam, 3 p}f'c‘xgrc'i,‘-'rja : '{?th.ej"ﬂat'zside;_ “y

~backoro, win 6lnoro 10 Maitxe Giroro koniopy. “Ha' GEKOLHNiNpiio]
“OmmoNty miockomy Goul naeceno. pueky, Ha imnosy | POPMIT 3 prokcior Ta “acxoro,

HnockoMy Goul nanecero Hanke RENGALIN. .| Binoro komsopy. Ha ‘omnony
[10CKOMY. Goul Hauecens prcky,
Ha O UioMy - rimockomty
6ot anetens - HaMHG
RENGALIN. )
Identification Qualitative  reaction ™ for isomaft with mixture  or Comiplies

lnenTudirauis -pyrocatechol 10% solution and concentratad sulfurle | Binsoniag
: " | acid:(The solution becomes plnk colour},

Axicua peavuis Ha BoMansT i cyituno pPo3uHMY
Hipokatexiny  10%. - 3 cipuauolt  KrHewoTolo
KOHUGHTPOBAMOIO  (podunn  maByeae PomeBOIG
sabapenewus). ; ' ' :

BATCH CERTIFICATE No. 03-110-23 dated £2-1 2-2023
CEPTHIKAT CEPH TIKAPCREOTO 14 COBY Xa 93-110-23 wid j2-1
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Disintegration
Poznanasnns

Not grester than 15 min. (with use:dises).
He Gismue |5 xpiam (is 3ACTOCYRAHMAM ANCKIN),

Complies with currént edition (Ph,
Eyr, 2.9.1)

Bisnoninac miouomy  mitzannio
(Ph. Eur. 291y -

085 niin 53 sec

05 xa. 53 cox

Uniformity of mass
Onuopinuicts macy’

The average mass is 0.550 g & 5%

-{from 0.5225 g./t0 0.5775 g.). _

Acceptable deviation of mass of individuat tablets from
the average mass for 18 tablets out of 20 is $%;
acceptable deviation of mass of individual tablets from
the average mass for 2 tablets out of 20 is £10%,
Cepeans maca: 0,550 r& 5%
{2im 0,5225 1 po 0;5775.1), : .
Npunyerani minxmenns s Maci oxpeMux TabaeTor sig
cepeaibol sac s 18 3 20 TabeTok s+ S %; ana 2 3 20
ook + 10 %, :

Complies with current edition

(Ph. Eur. 2,9.5)

Binnosizac niouomy mizansio
{Ph, Bur. 2.9.5}

Average mass: 0.546 g

Cepeans maca: 0.546 r
Deviation: from -1.1% to +1.3%
Bigsnneaunz viz -1.1%20 +1,3%

Microbiologicat quality
“MikpoSionoriuna yperora

= Totalaerobic.microbial count (TAMQ) - not greater
than 10* C¥U/g.

- Totat yeastsand moulds count {TYMC) ~ not greater
than 102 CFU/g. ‘

- Absence of Escherichia cofiin 1 g.

+ Saraiizue  uueno  aepoGnirk Mikpoopraitsuis
{TAMCQC) - ve Ginpiee 10* KYO/r

* 3dranbie yucng APIAIKOBUX Ta  mhicenenux
IpHGis (TYMC) - ne Ginnwe 10% KV O/

« Bijacyrsicts Escherichiacolis ! 1.

Coapiles:with current edition
(Ph. Eur. 2.6.12, 2:6.13; 5.1.4}
Bignoninse mitovomy mupamuo
(Ph. Bur. 2.6.12, 2.6.13, 5.1.4)
TAMC < 50 CFU/g (KYO s 1 1)
TYMC. < 50 CRU/g (KYQairn)

Escherichia ¢olt absent in | g

Comments
Koaenrap:

4 The bateh corresponds to the valid specification.
Cepix binnosinae airouiif ceunpirawi.

Bincyra Escherichid dolip 1 r

Certification Statemeant
3asea tipo ceprudikaniio

batch ¢ortification and release.
The abové Information Is authentic and accurate.

vacTaiopl. 3" GMP-EU i ymopas, OIHCANHMH B

AKuft 3nificimoe cepridixaiio Ta BHRYCK, ¢epii..

BHUIEIASHAREHIH alapinl ¥ mosmidt BianoBiznocTi

‘BCTAHOBACHO BiGNORIAHICTE GMP-EU.

| F-herebiy certify that manufacturing stages listed in Quality sgreement to supply agreetmient
- were carrted out In full accordance with requirements of current GMPEU guidelines ang
conditidns described in agreement on compliance with requirerments of registration dossier
of country of destination (Ukraine), as Is praviged by the manufacturer which rarries out

“mahufactured, mcludlng'paﬁ:kagingj'fabeglir;g‘arid quality
i full contipliance with the GMp-EU reguirements and wit]
- Authorlsatian of the. Importing coimtry (Ukralnay. Th
analysis.records.were reviewed and found to ber i compliarice with. GMP-EU, L
Elupscg’ quaepmxy;d,.mb cranil BupoGinuTea, aa3naveri i Téxdfanil yropi, Ap: nororopy
nocTazky, Syau:sailicueni y- nosrili BiANOBIAIOST] 3 puMOTaMH, BAIHBUEHMMY B Uil
, H B Yrogi WONO. AOTPMMAURA uHMor
“peecTpallifinoro gocke Kkpaii-npussaaenna (Yipainn), ax e NICPERGAtcHO BIPOGHNKOM,

e ‘balch processing, -

"' 3a3yatena -puie indopmania e HocTosipiolo T4 Touxomwo. o eepiig Tporyxisi ‘Gyno
BHPGOnEHo (BRArOULOUN Nakysapua/Mapiysanig) Ta OPOBEAEHO XOHTPORD. B axoeri Ha

BiANOBIHO. A0 crewmdixawin, ino MictaTues y peechauiﬁHq'{\_ty_ggqbeﬂgpq'iny'-itxmgprepa,_
(Yxpainu). Dporoxam BupobuuitTea, nexysamus Ta anaisie: Gyno: nepernanyTo..Ta

This batch of produgt- has been
€ontrol at'the above merntioned gite
bithe specifications in Uhe'Marketing
packaging and

3 Bivoramy GMP-EU, 2 1axox

Haad of Quality Control Department . MikuZioniens
Kepinunk nimniny xowrpomo sxoeri - e

,/Z)é:- Fa=rd =2 3

. {/ slgnature, date (wigmic, nata)

person autfiorizing fhe: .
- batch releasé

ceplf

" Name and:position/fitfe of -

Tpiammite T4 focans gooby, - :
-AKE Bunana Rodnin ud Bunyck .

Yoealikaotds asmar. - <
LA S
o 017 1}};!_‘:;1:!30& il

134B; Kaugo ., Kétino:m. sav.; 1T

(17 W

45353, Lithgania

- Slgnature of person -
‘authorizing the batch
release

IMigme ocobn, ska sxgana
L03HiR HA BHOYCK cepii

Date of signatura
Hare ninnucasis

1R

. BATCH CERTIFICATE No. 03-110-23 dated 12-12-2023. \
CEPTHPIRAT CEPIL AIKAPCEKOTO JACOBY Mo 03-110-23 ofo 12-12-303
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