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Veiveriu str, 1348, LT-46353, Kaunas,
Republic of Lithuama
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BATCH CERTIFICATE No. 03-69-23 dated 10-08-2023
CEPTH®OIKAT-CEPII JITKAPCLKOIO 3ACOBY N¢ 03-G9-23 m,q 10-08-2023

{ Name of product AFALA
HazBa nponykuii | ADAJIA o
Manufacturing country Lithuania
Kpaina-snpodunnk Jdurga
Marketing Authorization Number UA/6887/01/01
Howmep pecerpauiiinoro noesipwenss | B . _ .
Strength/Potency Active substances:
Cuna Aok THBHICTL 1 tablet contains affinity purified antibodies to prostate-specific antigai.

mixture of homeopathic dilutions C12, C30 and €200 - 3 mg
Jliroui pevuoesHiy;
| Ti‘iﬁ.l‘IETH'ﬂ MicTnTh ﬁHTHTina ’m IE}'JI‘.}LTdTGGI’!UllHQ}i‘Hmrﬂ AHTHTEHY afinuo

. A i ¢ ) pd 8

Dosage form Tablels B
JlikapchKa (hopaa N Tabperen i
Package size and type 20 tablets in blister; S blisters in cardboard pack. !
Po3Mip Ta THN NAKOBAKRA o 20 radnerok y Guictrepi; 1o 5 GiicTepis y KapTORHIl KOPOOLL. _’
Batch number : |
Honép cepii e oo
‘Batch-size (packages) 98714 |
PosMip cepil (makosany)
Date of manufacture -l
Jara: BI‘.IEDGHHH’I Ba 23.07.2023
'EXpir*,r date:
Jlara 3akinueHns TepMinty TPUARTHOCT Gl i} o

| Names, addresses and authaorization UAB Santonika | ]_
numbers of all manufacturing and Veiveriu g. 1348, Kauna m.,, Kauno m, sav., LT-46353, Lithuania
quality control sites. Authorization No.0887 issued on 15 QOctober 2015 |
‘Haspu, anpecn ta nomepn niuensii peix 3AT Cantonika 5
JABHAUL 3 BHPOBHUITBA Ta KOHTPOJTH) Byn. Befisepio [345, M. Kayuac. Kaynaceke s, cam.. LT-46353. Jirea
AKocTi Jlivensia No0887 sin 15.10.2015 p.

Certificates of GMP Compliance of all

: _manufacturlng and quality-control sites i
ZCepTHdJmaTH BianosiarocT GMP Beix Certificate of GMP compliance of a Manufacturer No. 033/2023/GMp

! 3 Na fy ") S ¥ i
Is1bHHLL 3 BUpOGHANTEA T4 KDHmGﬂm Cepridikat sianorinuocti aupodruuTsa susoras GMP Ne 033/2023/GM| 1

SAKOCTI
Results nf.anatysls

Pesynsrary ananisis: |
Tests Specifications " Testresults |
_ Tlokasrngy | - Biatorn Pesyantarn
‘Description White to ﬂff wh:te round, flat-faced, bevelled-edge, | White, round, flat-faced, bevelled- |
“(Visual examination) scored tablets with no embossing on the one scored flat { edge, scored tablets with no
side and-embaossed with AFALA embossing on the one scored flat
Onie on the other flat side. side and embossed with AFALA on
{Bisyaneunii KOHTPONL) TabneTk nﬂcrcmmt.rmmpnunm qmpmu 3 puckolo Ta | the other flat side. f
(ackoso, Bia Ginoro no maibke Ginoro konvopy. Ha TadneTky MACCKOWMAIHAPIH HOT
OAHOMY .MNOCKOMY GOl HaHECeHo pHeky, Ha inwomy [ QOPMIL, 3 puckow rta  dackow.
rmnockoMy Houi HaneceHo Hanne AFALA. Oimoro  koanopy. Ha  onnowy |
o MAOCKAMY DOUI HAHECCHO PHCKY, 1A
IHWOMY HHDCKW}t‘:ﬁWM\&HCDEH{J

Dd:
Hanne AFALAK -ﬁ-ﬁ ME L, 5‘\

Identification Qualitative reaction for lactose monohydrate with cupri
AnenTHdikauisa tartaric solution R (orange-red precipitate is forme
Jlkicna peakuis wa nakTo3w mMowuoriapar 3
mapmpeamniuar posviion P (ocall OpaHKeRo-1e
KOJIbOPY).
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- Digintegration
C Povsianins

| ot qreater than 15 rmn.

"Complies  with current  edition
(Ph. Eur. 2.9.1)
Bignorizac  ailouomy
(Ph. Eur. 2.9.1)

1 min 20 sec

| xp. 20 cek.

e oiniie 13 s,
B a1

- Uniformity of mass
OO T NS

| r-1n:,rnt.1micjglcal qu-:illtY
A ApPOGIOA0T TN HHCTO T

N ara

The average mass of the tabiet should be from 0.285 g | Complies with  current  edition
to 0.315 g. (Ph. Eur. 2.9.5)

Acceptable deviation of mass of individual tablets from | Bianosizac  A10MOMY  BHAAHHIO
the average mass for 18 tablets out of 20 s & 5%; (Ph. Eur. 2.9.5) '

acceptable deviation of mass of Individual tablets from
the average mass for 2 tablets out of 20 is £10%
Cepenns maca Tadsnerkn nosuuna 6yt pin 0.285 r no

3 0 e

FIpnnverisi BENHACHIA B MACH OKPeMOT TAORCTRY Bilt
cepeanhol sach g 18 3 20 1abaerok £ 5 %: ann 2320
tadaeror + 10 %,

Average mass: 301.2 mg
Cepenns nmaca: 301.2 wr

Deviation: from =1.9% to +1.3 %
Bizasuactua: nin-1.9% 10 +1.3 %

Total aerobic microbial count (TAMCY - not greater | Complies  with  current  edition
than 10* CFU/q. (Ph. Eur. 2.6.12, 2.6.13)
- Total yeasts and moulds count (TYMC) - not greater | Bignovinae aiouomy  BHIAHHI

than 10% CFU/q.
- Absence of Escherichia coliin 1 ¢.

s BaraiubHe  uicno  acpodHiKX  MiKpoopraHizMis
(TAMC) = nie Ouibie 10 KYO s 1 T

e aranuie uncio rpudis (TYMC) - ue iaswe 107
KYOslr.

« Bincythicts Escherichia colis 1 1,

(Ph. Eur. 2.6.12, 2.6.13)

TAMC < 50 CFU/g (IKYOB 1 1)
TYMC < 50 CFU/g (KYO B 1 1)
Escherichia colf absent in 1 g

Bincyrhs Escherichiacolin 1 r

P Comments
oMo upi
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The balch cor reepends to the valid specification.
Cepis gignosigae aiiouill cnewndikauil,

| Certification Statement
'l 3aHKA NPO CePTHIRA LI

e, e £

e

I hereby certify that manufacluring stages listed in Quality agreement te supnlv agreement
were carried out 1n full accordance with requirements of current GMP-EU guidelines and
conditions described in agreement on compliance with requirements of registration dossier of
country of destination (Ukraine), as is pravided by the manufacturer which carries out batch
certiiication and release. _

The above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site
in full compliance with the GMP-EU requirements and with the specifications in the Marketing
Authorisation of the importing country (Ukraine): The batch pre{:essmg, packaging and
analysis records were reviewed and found to be in eomgllance with GMP-EU,

Lluat 8 nijgr uepuaqrm e cranif mlpeemm'ma 3a3Haveni B 'I‘e.xmtuﬂﬁ yrnm 4o nerunepv
nocrasky, Oyau adilicieni y nosuifl pianoBinHoCTi 3 BHMOTraMH, 3a3HAUCHIMH B YHHHI
nacranosi 3 GMP-CC | ymoRanmy, OTMMCAHHMH B yroAl UI0A0 JAOTPHMAHHA BHMOT
peccTpauifiioro A0cLC Kpaiki-npuIHadenia (Yxpainn), nx ue nepcﬂﬁaqene BijpﬂﬁHHhDM

sKHI 3AiicHI0c cepmidikanilo Ta BUNYCK cepil.

Jasuavena sMwe indopamauin ¢ gocrosipHow Ta Touwoo., Llio cepio npofykuil byno
BHpobneHo (BKNIOUAIOYH HEth},?ﬁ’lliHﬂfM"lph}fBailHFl) TA UPOBEAEHO KOHTpont i1 AKOCTI Ha
pite3aIHayent i AinsHBLL ¥ nositiil pinnosianocTi 3 puMoramu GMP- €C, a TAKOX BIANOBIAHO

a0 cneuudiikauiii, WO MiCTATLCR Y pceeTpaulﬁHemy A0GKE KpaiMM-iMnOopTepa’ (‘.-fa:pamn)
Mporokosin pupoGHMUTER, NakyBadis Ta aHanizis Oyno feperngHyTO Ta BCTAHOBAEHO
pignogianicty GMP-CC,

T B Ui,

?
|
|

£

i - -r? I S
Head of Quality Control Department M. Miku&idniene .-/?}L [0~ 0Y =10l
| KepisHuK BLAALY KOHTPOAIO AKOCTI

signature, date (NiANHC, Aata)

“"Name and position/title of
| person authorizing the

| batch release

- [iptisnuie Ta nocana ocodi,

' gka slinana Q03BN HA BHIIYCK

!
| 'I.L[Hl

povalefikuctas i 511141

QP}'}"O S —FETV W_________
LJAB Santonika ﬁﬁp

Veiveriu g. 1348, Kauno m,, Kaune m. sav., LT-46353, Lithua
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Signature of person
authorizing the batch
. telease
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