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BATCH CERTIFICATE No, 03-03-23 dated 13-01-2023

CEPTH®IKAT CEPIY AIKAPCLKOIQ 3ACOEY M 03-63-23 nia 13-01 2023

" Name of product

Howep peecrpanijinaro nocaisvenus

ERGOFERON i

Haska uponywuii EPFOMEPOH . B o

Manufacturing country Lithuania . :

. Kpaio-anpoSumk Jhuria. ; o T
Marketing Authorizaktion Number

UA/12831761/01 ' T

Strength/Potency
Craa géf¥farrasicrs

Active substances:
1 tablet contains: affinity purified antibodies o hyman gamm
mixture of homeopathic gliurions €12, €30 and C50 - & mq; ait
antibedies o histamine; mixture of homeopathic dilutions C12, C3G and
G mg; affinity purifled aniibodies o Cha: mixture of homegpalthic ! i
C12, C30 and €58 - 6 mg. H
Aio%i peuonmHu: -
i o1abaeTke MiCTHTL aWvTHTiae 40 roMma IHIZP@AEBOHY  MOoAIHY mpinio
OHHLUtEHI: CYMILL TOMEONATIHY R posseaeHn C12, C30 ra C30 -6 sr: avrieria
A0 rictaMiny aGinuo o mmeri: CYMILE POMEOTRTHUHIX POIBEAES CH2, ¢3¢

C50 ~ 6 Mr; antuting no CD4 BPIRKO OWMMCHI: Cymim romeviaTHuny |
pozneaeus C132, C30 va C30 — 6 mr. :

Dosage form
Jixapcoia dopma

Tablets
Tafinetku

Package size and trype
Pcswp T2 THN N2KGESHHA

20 tablets in blister; 1 bilster in cardponrg pack,
1}o 20 rabnerox y Gaictept; no | GaicTeny v kapToInif Kopobui,

Batch number
Houmap cepif

2291222

| Mava saxivuennn repuiny npyaataocy!

Betch size (packages) 49472

Pozaip cepii (naxosans)

Date of manufacture 20.12.2022 o -
H&1a BupodHauras e
Expiry date 01.12.2025

Names, addresses and authorization
nuntbers of all manufacturing and
quality cantrol sites :

Hasair, anpecy ra HOMeDN AileRait poix
Al BEIUL.3 BHPOGHHETEY T4 KGHTROQ
 AROOTI

UAB Saritonika

Velveriy g. 134B, Kaunc M., Kauno m. sav., LT-456353, Lithuania
Autharization No.0S37 issued on 15 Octeber 2015

3AT Canronixa

8yn. Befigepio 134E, v, Kayuac, Kaynachre . can,, [T-46353, Huraa

Certificates of GMP Comipliance of all
manufacturing and quality control sltes
Ceprudiizars vignosinHoct GMP scix
DiAbHULL 3 BHPOSHMITES T4 KOHMPOMO
ARQTY]

Jlisensig NeO8S7 min 15.10.2015 ».

Certificate of GMP compliance of & Manufacturer Ne. LT/02H72020
Ceprudizat ninnosinsoer supobunursa pinoran GMP No, LTA2H2020

Results of analysls
Pesvawrary ananisis

{Visual examination)
ong
Omue -

(Bisyunnenii kowtposy) Tabaerxu

edge, scored tablets with no embossing on the
scored  flat  side
ERGOFERON on the other flat sige.
THIQCROUMATHAPH HAY
PHCKOIR Ta hacKOrs, 811 6in0ro 1o maiixe Sincro
konsopy. Ha opsosy naocxemy Goud naneceno
PHeKY, Ha IMIOMY nRackoMy Boui Hanecero
Hanye ERGOFERON,

Tests Specifications Test cesults
[oxaznnkn Busors _ Pesvaerar
Description White to off-white, round, fiat-faced, baveiled- White, round. flat-faced, ed-e

scored tablets with no ammnssing ar £
ong scored flat side snd embossed wi
ERGOFERON an the other flar

and  embossed  with

fopsy, 3

pHCKOID T2 hacKoK, Ginore Kaanop

QAUBOMY TUNICE bl

18 IHEE "gimﬁa
-’F-.J “J/

i

Identiflcation
{nerviedivaiia

Qualitatlve reaction for lactose maonohydrate
with  cupri-tartaric
precipitate is formed).
Axicna pearida na saxross Monoriopar 3 vidwo-
mapinp et posdunng P(OCAR OPARKEH0-
HEPHEOUOTO KOALODY),

selution R (orange-red
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[ . -
1 He Ginnwe |5 XBnA,

| Complizs with ‘current edition
| ter. Eur 2.9,1)

| Biancuisag ABOMOMY Bl4a2REHID
]

I

]

£ (Ph, Eur, 29.0)
; 1 min 19 sec ;
i Ll xs. 19 cex i

4
i
i

e il ._;_w_.,,_,__,_,ﬁ___;_H._,%,___m___._..ﬁ___h_%_n._‘ o5 Witk oo e
Uniformity of mass | The average mass aof the tahjet shaiild be from f| Cornplies with current editian i
D Ounoniauion, Mac i 0285 5 100.315 g, i (Phogur, 2.9.5) ;

[ Acceptanle deviation of mass of individual | Bial‘;onfﬁﬂtﬂi}é‘{OM)‘Bllii?lHIHO

? l teblets fram the average mass for 18 tabists oyt J' (Ph. Eur. 2.9.5) ;
: of 20 is = 5%.; acceptable Geviation of mass of : i
i individual tablets from the average mass for 2 AVErage mass: 300.1 mg !
tablets out of 20 Is % 10%. Cepenrn maca: 300.] wr F
; 1 Cepenun maca radnarwn NOBHMHA fy¥n gip i
r [ 6.2851 100,315 . Peviztion: from 1,00 to 11,3 %, '
i ; Mpunyernwmi Binxuaenugs g Macl  orpemoy Bizamerns: sin -1,00 RO .09 f
i | TabnerTry g Cepeanbol mack gmna 1§ 4 20 i
N . TalAeTOR & 5 %; w2320 TadNeTOR & 10 %, J
? Micrabiolagicad qaaiity . Total zerobic micropial count (TAEC) = not | Complies with current edition [
| Mixpadicnorivua ancrora | greater than 103 CRu/g, (Ph. Eur. 2.8,12, 2.6.13} i
? - Total yeasts and moulgs tount {TYMC) - not | Biznonigac DOy Braamne
| greater than 102 CRUyg, | (P Eur. 26,12, 2.6 13)

¢ - Absence of Escherichis col inig. i
[ * Suraiepe HHCAQ acpoduy f TAMC < 50 CRU/g (KYOQp i r)
MiKkpoopraiiass {(TAMC) - ne Sinpwe 0

i

I

! KYOwip
|

TYMC < 50 CFU/g (KY¥YOan i )
* 3aramie usene IprGia (TYMC). - e

i Slwe i KvQg i,

E_g_____..,_i‘m ’ *_Bigcyriiers Escherichia colf In

i Comments T The bé?ch correéggﬁgtb the vaiig specificaticn.
Kosewiapi Cepin ninnoninae AOHH coemy MKaui,

! hereby certify that manufacturing stages fisted In Quality agreement to supply agreement

were cardizd cut In fug accordance with requirements of Current -GMP-FU guidelines and

; ! conditions described In agreemant on compliance with reguirements of registration dossier

‘ ] of country of destination {Ukratne}, as is orovided by the manufacturer which carries oul

f

Escharichiz con absent tn 1 g
Biaecyrus Escherichia colig]

H
!
|
i

;’
|

batch certification and release, :
The above Infarmation |[s. suthentic and aceurate. This bateh of ‘Preduct “Ras bean
manufacturecf_, including packaglng/labelﬂng and quality contro! s the above mentioneg site
: in full compiiance with the GMp-E{J requiremants and with the specifications In the Marketing
i . Authorigation of the Importing country (Ukraine). The batch processing, packaging and
: analysis records wera reviewed and found tp be in compliance with GMP-£l),
Lt = TATBEPIKYIG, 1o crapniy SHPOOHAUTBA, 3azHaven] B Texuiuniil yrogi zo Horasopy
' hocTariey, Gynn saificuen] ¥ nesdil sianosiapoer 3 BHMOrayMH, sainavenumy p YHHHIE |
: HACTANOBI 3 GMP.EU | YMOBAOMY, ORMCampMK g Yroal meonn AOTPEMANHS  sumor
! PreCTpaLiiivoro Aacke WpaiHH-npEIRAY ey (Yrpaiuu), 2z e mepesfaieno Bupotinkas:,
i
I
1

FRHE 3ifcHoe cepridixanito 1a BHITYCK cepif,
JazHauena pume inQopyauis ¢ IOCTOBIpHOX T TOuHOO. Lo cepilo npoaykiit Gyao
BHpabasne (oRittovatoyy; naKyf;zmux!;»mpxynanmi) T& fApoBeasue KCHTPONL 11 skocTi ma
BHECIAIHAVEHIF  Binnmny Y Noskilt sinnosinnocr s BamoramMy GMP-EU, g TAKGIK |
BiZNeBizno ng Girelhdiianiii, mo mictatees ¥ pecerpauifinomy nocee Kpefan-imnoprepa }
i

!

Vpainm. TTpavorony BHPOGAHIT B HaKysalua Ta amsaniaip 6y10 neperiay o Ta
X B [ s Y

+ BOTRlORACHO BianosigmicT GMP-EL {
: i

| Head of Quality Contr Department M. Mikutianlens A2 ~0¢- 222
L Bepisnug pinainy KOHTDONO AKkoeT sigrature, dake (ifmme, s
I Name and nosition/titla of KvaliGRactas asmuy

! person authorizing the batch QPIYO _ &ML‘&'%&L I
: release . UAB Santonika &8 !
1 {pitsnue 1a locain ocofy, sxa Yeiverly ¢. 1348, Kauno m.. Kaure m. sav,, LT-46353, Lithyania i
‘ A0 203BIA Ha Rnyo) cepif 3AT Camonixg T g

8ys1. Befisepio 134E, M. Kayiac, Kaviacoke M. CAM.,

:‘___M_ﬁ—m_ﬁ--—-'—-.-h__ﬂ,'?____
Signature of person autharizing .
| the batch release _ { )
: Tiznme ocoBn, sk wigana nosain- F: tefen =
/

LJ:%?&!.[M@_;_QWW_M%_%_
i Date of signature i :
P AaTa rRarmcanmm _ f AT PO
.;,__‘L,__‘,_,-______V__V___.q__ﬁ_h__;%_

- BATCH CERTIFICATE No. 03-03-23 dated 13-01-2
CEPTHDIRAT CEPH JIKAPCLIOTO 3ACOEY X 03.03.93 Bin 13-01-2023




