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JEPIKABHA CIIYKBA 3 JIKAPCHKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMU y m. KueBl
npos. Hanil Ceitmnanoi, 3, 02099, en. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
npo sKicTL BBE3CHOro B Vipainy JikapchKroro 3ac00y

23.09.2024 No 48580/24/26

PONIPOTEH-100
(uaiMelry BaHHA JiKapCLKOro 3aco6y 3riH0 3 peecTpaui R focsiAEHIAM)
rabsericns o 20 TabJeToR Y guicrepi; mo 1 Gaicrepy y wapronuiii kopobui
(hopsa nHIyCKY, ROIYBANHS, BUA fIEKY BANHS JIKAPCLKOTO 3acoby)

Homep peectpauiiinoro nocsistenua UA/3646/01/01 etpox aif peecTpatiitioro nocnipeid reoOMeneH i
Cepis nikapcbioro 3acoly Ne 820824 KiibKicTs 8883€HOTO fiikapceKoro 3acoby 49165

BupoBimx 3AT Canronika, Jlntsa
(tiafimery panns orpobiinHka nikapeskoro 3acoly, kpaiua HOXOMIKEHIIS)

TosapucTso 3 0OMEKEHOI0 piznosinaisnicTio "Matepia Menica-

Yiepaina", inewr, wom 30308109

(nalivMeryBaBIHS T3 KOL 38 C/IPTIOY ropuamunol ocobi abo npisneue, M9, NO Surhroni dianwanol

ocoBH - minnpreMLs, T Micue npowHBaRna Ta peccepauifnmii noMep OBAIKOHCT KAPTKH IAATHUKR
fopaTkin afo cepisn 1a noMep NACTIOPTA)

Bpesexo B Yxpalny

FIpoToKos BIsYANLHOTO KOWTPOMIO Bil 23.09.2024 N 3254/10.

Ra  pesyikTaTaMn  ACPKABHOLO KOHTPOMO ~ BCTAHORJIGHO, WO Jikapebit jaci6  sseseno B YKpaidy 3

JOTPHMAHHSIM BuMor SAKOHOLABCTEA WOLO 3aBeaneHeHHR sxacTi nikapghkix 3ac06is.
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AR Santanika

@ (470 37) 22 67 25, !

36 96, -mad é :
BATCH CERTIFICATE Noa, @ 89-24 dated 05-09-2024
Y CEPTHOIRAT (Q‘I:II’II“JIII;Al"(.'hl(()l“(') COLY Ao (13-89:24 @0 B3=09-2024
Wame of product T PROPROTEN-100
AR IPOAVKIT NPONPQTEH-104
! anufacturing country Lithuania
L Kpaiua-srpobins Jhrei
: [r\v/iarl\(etmg\Au%oywzahoq\Nurww}aer | UAS3646/01/01
IMCD DUCCTIRUHNOTO BOCBYLIIHIE g
i strength/Potency Active substanc !
s Ui Al ruRiicyy | tablet contains: affinity purified antibodies to Brainspecific 5-100 proten :
; C1O00 - 3 mg

A sanion

Jloni peosii ;
1 raBacrka MicT L aHrveiie 1o wosroenetpupiniore dlaka S-100 agboto wpanc :

CHOO0 = 3>t

Dosage form Tablets
Mixapenka hopya Tabnerey -
package size and type 50 tablats in blister; 1 bilster in cardboard pack.

PPOaNHp TR TIIE HAROBANSA

evox v Baiereply o | GucTeny ¥ wapraniii xopodil.

CBateimamBer | 620624
- S AL

49165

09.08.2024

Hara supoBnuioea

Expiry date

Javra sakiIHSH Tepsiy npEroct 01.08.2027

Namaes, addresses and authorlzation UAB Santonika

numbers of all manufacturing and Veiveriu g. 1348, Kauno m., Kauno m, sav., LT-46353, Lithuania

quality control sites Authorization No. 0887 issued on 15 October 2015 {
[, a;pecs Ta woatep AiHeHail seix
HEALHIIL S SHPOOGIHIITRA T KORTPONQ i Koer AT Carrronika

ya, Belisepno 1345, M Kayniae, KayiacnRe s, G 1140
Jlinensia NeOSST pi 15,10.2013 8,

Certificates of GMP Compliance of all
manufacturing and quality control sites | Cerlificata of GMP compliance of a Manufacturer No. 033/2023/GMP
Cepripirarn nianoaiuocri GMP seix alan, Ceprridikar BUNMOBLAROCTI BIPOSHINITRA BHMOTAM GMP No, (033/2023/GMDP
3 BHPOOIHILTEA T ROWTPOIID AKCCTE
Results of analysis

evARTATH anaisin

Tasts Bt
e Mo [ FUURODRPH. 0.
Description White o off-white, round, tefaced, pevell i '\;*\/iiili;., r@?m‘{’,‘“
{(Visual exarnination) adge, scored tablets with no embossing on the | edge, scorac
: one  scored  dat side and @ hossad  with | embessing oo the ane seored ot sids
Qe PROPROTEN-100 on the other flal side. and embossed with PROPROTEM LM
(Rizyanbtiih KOUTpoan} Talaern HAOCKOIMGHIAIMTOT Qopiiy, 3 prekoo a4 on the other Hat side, ‘
(ackeo, six Giaoro Ao saitwe Giaoro wonopy. Ha Tafaerks proCkouuainapuRHeT dopaie o
OANOMY TLACKONY GO HAHCCEHO PHEKY. 13 IHIOMY 1"4‘0“0‘? i ackoio, Qoo !fo.‘\bOP.V' Hi
aaockoy GO UAIECCRO HanRiK PROPROTEN 100, DO n:u)cm.).\xy um.n. ”;’”wf“‘m pricky
! S g IROIOMY  RAOCKOAMY Dol nanveeto
. nanue PROPRON 100,
K Identification Qualitative reaction for lactese monohydrate with Cormnplies !
Laesrspixat cupri-tartaric solution R (orange-red precipitate Binnosizuc
is formed).
Aricna pearids na A0KTOHE MOHOT iapar 3 Miono- ’ :
mapmpamiig - OFHOA Pooo{ocaa OPRRACHED- ;
HEPBOUOED KOHLOPY).
Disintegration Not greater than 15 min, Compties
Posiasanss {Fh. Eur. 2 ;
e Biastie 15 Xpand I-.%i;xn(.sni,s}g:;’{ st
{Ph. 1-;%2.
il _
01 enjips
A

BATCH CERTIFICATE No. 03-89-24 dated 05209
CEPTUGIKAT CEPIE ITIKAPCLKOIO 3ACOBY N2 03:89:24 .5iA 05-0
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gical quatity crobial count (TAMC) 0t | Compli wilh Cust |

¢ M padiogurm mierora | greater than 10 CHdfg. (PR Eur, 2.6.12, 2.6.13, 5.1.4) f
: - Tolal yeasts and moulds count {(TYMCY ~ ot | Biaoouinae Aoy HBHTHI
greater than 107 CPU/y, (PhBur 2,012, 26,13, 5,1 .0 !

- Absence of Escherichia coli-in 1 q. :

TAMC < 50 CFU/G (KNO & | 1)

2 Juraanne wHeno  acpoduus MIRpROpraNTssis :

CFANMCY = e Bismme 100 KYO 5 1 T TYMC < 50 CFUG (KYO u | )
¢ Barannie gueao rpudin (FYMC) - de Giantue
’ HPKYO i, Escherichin coli absent in 1 g
I o Bipevrnicers Eveherichia colin ) v Bieyvws Lscheriehia colin 1 ¢
- Comments The batch corcesponds to the valid specification.
CRoverapt Kepis nizuonisac xiiyis crreysufrivanii,
ification Statement hereby ity that manufacturing  stages Lsted i Quality  agrcermant to sUpply

anpo ceprighicanio

Jreement were carvied out in full accerdence with requirements of curreat GRP-f1f
i guidelines and conditions described in agreement on compliance with requirements of
istration dossier of country of destination (Ukraine), as ia provided by the manufactures
which carries out batch cerfification and relea i
The above information is authentic and accurate. This batch of product has beer"?
manufactured, including packaging/labelling and quality contral at the above mentioned |

site in full compliance with the GMP-EU requirciients and with the specifications in the
Marketing Authorisalion of the mporting  country (Ukraina). The batch processing,
packaging and analysis records were reviewsd and found to be in compliance with Grp-
. !
: Uast & miarsepasvio. o cranii RUPOOMITBa, sadnmend 0 Ty vuiis FIOAAD AQROROPY HOCTR K,
Gy aaifieneni Y IORuiH sLA00BIAOCTT 2 BHMOFAAL, SATRNCHUNY B 4BH i gacranoni 3 GMP-CC ;
!I FHOBAMH, OICAIIMGER YYOAT BIOX0 AOTPHMAIGE Bitsior PEECTPALINHOTO J0CKe RPAHU-0pIsatenys
: {Y¥wpaiinn), gk e nepeadaseno RUPOBHIKOM, AR sxificinoe cepridivaitio 1 sanyvex copii,
! Jmuavena pune popsatis ¢ ATCTORPUOO 1A TOuHOW, Lo cepio apoaykuii §yao mpodseuo :
{praotaoun HARYRARIMAPRYRAIS) T TPORLACHD. KOMTPOAR W SK0CTI 15 Bulnesasyayenii |
altorund y nosuiit sianosimocti o siorasug G) IP-CC, a takosk sinnosiago o cncundiraiil, nw |
MiCTHTLCY ¥ pcc:cr;i;mif’nm,\x_\-' A0CLe wpaitieinooprepy (Y kpatin). Mporokoan mipolnnnsa, |
‘ Hasysanua ta angaisin 6va0 neperasmyro TaBeranosaciio wianosiauicrs GMP-CC, ‘,
i ead of Quality Control Departmant 1. Zinkevittiena i
ORKepien B AV KOUTPOIIO $ROCT]
Name and position /tit] -
i person authorizing the QP/YO Lt Dapkeyi v i
I bateh release UAB Sant i
Hptaie 1 nocaga ocad, sk Veiveriu g, 1348, Kauno m., Kauno m. sav., LT-46383, Lithuania §
AL A0SR HR BunyYCR cepil : i
AT Caproniza :
b 2Y Beltoepio 1348, M. Kaviae, Kaviacuie w. casy,, LT-46353. Ty
signature of person
§ authorizing the batch N
: release PR
FFTEnme ocod, gra Binga A038iA // . r’i’?x’,«'t."/
1 BIIYCR copit /

| Date of signature
E ARSI

W
N
BATCH CERTIFICATE No. 03-89-24 dated 05-09°

W,

CEPTUDIKAT CEPIT JITRAPCBIKOTO 3ACOBY No 03‘:89"24 B8lg 05-09-2¢




