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Cepis nikapepkoro sacoby Ne 520723 KisbkicTh naescHoro nikapehkoro sacosy 9862
BupoGumx 3AT Canrouika, Jlurna
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KONIS
BATCH CERTIFICATE No. 03~70~ 23 dated 10-08-2023

CEPTHOIKAT CEPII JIIKAPCLKOrO 3ACOE.V N2 03-70-23 8ig 10-08-2023

UAB Santonika

Veiveriu str, 1348, LT-46353, Kaunas,

Republic of Lthuania

Phone (370 37) 22 67 25, fax 22 36 96, c-mail: santonika@santanika.com

1 Name of product AFALA
Massa nponyxuir ADAJIA
Manufacturing country Lithuania "
Kpailia-supodnik Jhyrea.
Marketing Authorization Number UA/6887/01/01

Hosep pegcrpanilinoro nocsizveus
Strength/Potency
Cund nilfakrnesicrs

Active substances:

1 tablet contains affinity purified antibodies to prostate-specific antigen: |

mixture of homeopathic difutions €12, €30 and C200 - 3 mg

,}I,uom PCUOBHHI i
rabaeTka MicTHTs anTiTing fo npocTatocnemndivnore antureny adinno |

ommten’i: cymil romeonaTitiniix posseneks C12, C30 1a C200 ~ 3 mr !

Tablels i

Tabnerkn ]

20 tablets in blister; 5 blisters in cardboard pack. )

ITo 20 raGnevox y Gaicrepi; no § Brricrepin y kapronuiii kopodid.

- Dosage form
Jlixapcpka diopma
Package size and type
Po3mip Ta Ten rakosanis
Batch number

Homep cepii 520723
Batch size (packages) 0862
Po3mip cepii (nakosanss) -
Date of manufacture
| Bara supoSuiirea 26.07.2023
Expiry date 01.07.2026 t

Harazakiduenus TepMiny npuIaTROCTI-
Names; addresses and autharization
numbers of ail-manufacturing and

| quality control sites

Hazpy, anpecnt ta HoMepy aileHsii Beix

| ABAADL 3 Bnpoommma Ta KOHTPOMO

- | akoeri

Certificates of GMP Compliance of all
: manufacturing and quallty cantrol sites
‘ Cepmd)mmu BifnosiIHOCTI-GMP seix

| AiibHULbL 3 BUpoBRIUTEA TS KOHTpOJl}O
sKoCT

Results of analysis

Pesynurati ananisin

UAB Santonika

Veiveriu g. 134B, Kauno m., Kauno m, sav., LT-46353, Lithuania :
Authorization No.0887 lssued on 15 Octobor 2015 i
3AT Cantonixa :
syn. Befinepro 1345, M. Kaynac, Kaynachke m. cam., 1,7-46353, Jlirrea
Jlidensia Ne0887 sin 15.10.2015 p.

Certificate .of GMP:compliance of a Manufacturer No. 033/2023/GMP
Cepridrikar sigrosinHocti supobanursa simoram GMP Ne 033/2023/GMP

Onsc
{BisyanbHuli KOHTPOJIL)

side and embossed with AFALA
on the other flat side.

‘Tabnerxu nn’ocxou»mixmpnuno'l‘ dopai, 3 pHcKoIo Ta
-ackoro, six Ginoro no maﬁace Ginoro wonnopy, Ha

OZIHOMY NJIOCKOMY GOLi HanECeHO pucKy, Ha iHWOMY
ngockomy Soui HaneceHo Harine AFALA.

Tests Specifications Test resuits ;

TorkasHukn Bimoru Pesyawrary
Description White to off-white, round, flat-faced, bevelled-edge, | White, round, flat-faced, bevelled |

1 (Visual examination) scored tablets with.no embossing on the one scored flat | edge, scored  tablets with  no !
1

embossing on the one scared flat
side and embossed with AFALA on
the other Hat side. o
Tatnerksn HpoCROUMNIRAPIYHOT |
dopmu, 3 pickoo Ta  dackoio, |
Ginoro  koasopy. Ha oanomy
NOCKOMY 60u| nd/u.cmwgncr\\ Ha
inwoMy nn A% Seiﬁamaﬁs\cuo
nanuc AFAL q\‘ MERH K,

Identification
Inenrndirauin

Qualitative reaction for lactose monohydrate with cupri-
tartaric solution R (orange-red preapltate is formed),

Slkicwa peakuis Wa NakTO3N Momorimpar 3 ardwo-
mapmpamnust poseinoar P (0can OpaHKceo-uepBoHoro

KONbOPY).

BATCH CERTIFICATE No. 03-70-23 dated 10-08-2023
CEPTHOIRAT. CEPIL KA ECHROTQ IACOEY M 03:70-23_uld 10-08-2023 e
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Not great_ért : . Complies with  current  edition
He Sismine 13 xnnnun, (Ph. Eur. 2.9.1)
Binnosinae  ahonomy  migzanuio

(Ph. Eur, 2.9.1)
1 miny 04 sec
b xb. 04 cek.

' Uniformity of mass
; Coumopianictn st

H
i
i
i
i
i

i

The average mass of the tablet 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 | Binnosiaae Aouosy  nHaakmo

the average mass for 18 tablets out of 20 Is % $%:;
acceplable deviation of mass of individual tablets from
the average mass for 2 tablets out:of 20 is £10%.
Cepens saca tadaerkn nosunua 6y sin 0285 r o
0315

l'Ipul‘lyc'rm\H BULNMACHHA B MacT 0kpemoi Tabnerkn Bin
cepeanbol macn uia 1873 20 rabneror 2 5 %; 1an 23 20
rabsierox & 10 %

(Ph. Eur. 2.9.5)
Average mass: 301;2"mg
Cepieiig macai301.2 -1

Deviation: from -1,4% to +2. 2 )
Bisxsnennic siz -1.4% no +2:2°%

Micrabiological quality
Mikpodionoriuna wucrora

; Com [nénts DO

Komeutapi

Total aerobic microbial count (TAMC) ~ not greater | Complies with  current edltion
than 103 CFU/g. (Ph. Eur. 2.6.12, 2.6.13)

- Tolal yeasts and moulds count (TYMC) ~ not greater Binnosigae  uin MY BHAARHIO
than 10% CFU/g. (Ph. Eur. 2.6.42; e

- Absence of Escherichia coliin 1 g.

* 3aranvie Uucno  aepobinxX’ mMikpoopranizstia
(TAMC) ~ ne Ginbie 10 KYO s |1

¢ 3aransie wneno epubis (TYMC) — ué Ginbuse 102
K¥Os v

«  Bincyruicers Escherichiacolinp | r,

TAMC < S0 CFU/g (KYO 11 1)
TYMC < 50 CFU/g (KYO®R:1'r) -
Escherichia coli absentin 1 g’

Bincyrhst Escherictiia ¢olis 1 v

The bateh corres sponds to the valid specification,

Cepia pignosinae piloyifi cneuyixaiii, Con

Certification Statement
Jasina npo ceprisdikauio

I hereby certify that manufacturing stages listed in Quality agreement to supply ‘agreement
were carried out in full accordance with requirements .of current GMP-EU guidelines, and
conditions described in agreement.on compliance with requirernents of registration dossiar.of
country of destination (UKraine), as is.provided by :the manufacturer which carrles out batch
cerlification and release.

The above Information s authentnc and accurate. This batch: of product has been
manufactured, including packagmg/labellmg and quality .control-at the: above mentioned site
in full compﬂance with the GMP-EU requirements.and with the specifications:inthe: Marketing
Authorisation of the importing country (Ukraing). The batch progessing, packagmg dnd
analysis records were reviewed and found to be in comphance WIth ' GMP-EU.
Lum s nizrsepmiyno, mio cranii nnpoﬁnumad 3a3Haqem B Te\mtn-nu yron rou'opy
nocraskit, Oyan saificHeni y nosHifi BiANOBIANOCTI 3 BHUMOram, 3a3nanen vn ‘uH i
Hacranoni 3 GMP-CC | ymoBami, ONUCAHIMH B YIOAi  LIORO notpmmum BUMOR
PeecTPaLifinOro ROChE KpaiHu-npHEHAEHHS (Vipaiun), ax ue nepenGayco: mtpoﬁumom,_
ARuH 3aificmoe ceprihikauiio ra sunyck cepu

3aznguena sue indopmauis € goctosipHoio Ta TouMolo. Lho cepuo nponykun 6yno
Bipobiicto (BRAIOURIOYH | AKYBAHHA/MAPRYBAHHA) T4 HPOREAEHO KOHTPO/b, il nmc*n Ha
puule3azHateni mnbuumynonmt‘ pianosiaxocti 3 nunoramMy GMP-EC; arak ,K'mzmonumo
Ao cneuwndirauiff, wo micTaThes y pee,crpauumomy Joche KpatHh- wnoprepa (VKpa'mﬁ)
IMpotokonu nnpoﬁHHuTBa “MAKYBaHHA T8 aHali3iB 6yno NEPETTSIHYTO * T8' BCTAHORICHO
sianosianicts GMP-€C,

24
Head of Quahty Control Department M. MikudiGniené /Yé . //9 -OF - 2‘9"- 3
 KepisHuK gLy KOHTPOMO AKQCTI

(/lqnatwe, ate (III'UIHL Ata)

Name and position/title of
person authorizing the
batch release

Tipiasuule ra nocana ocobu,
K4 BUAASIA ZI03BIN A BHILYCK,
cepii

QP/YO }\vnhﬁkuomx i

UAB Santonika LBIE T B
Veiveriu g. 134B, Kauno m., Kauno m. sav., LT-46353, Lithuania SO,

"//-\;KPE)/
3AT Canronika //MEBH/(:
sy, Befisepo 1345, m. Kaynae, Kaynacnie m. cam., LT-46353 m

Signatute of persen

au'thorizing the batch % ) AAR

release i L Lpn

Iiznne ocodi, sk Binang AL / {(NKA Tl

JO3BIN HA BIIYCK cepif }

Date of signature /33@’ @%
| Hara nianicakim SO-O8 20023 57/5” o;c;v\e//

BATCH CERTIFICATE No. 03-70-23 dated 10-08-2023
CELTHOIKAT CEPI TIKAPCLKOTO 34ACOEY Av 03-70-23 40 111:08-2023
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