JAEPXKITIKCITY XKBA
JEPKABHA CIIVIKBA 3 JIKAPCBKNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

syn. Bepesnsxincska, 29, Kuls, 02098, Ten, (044) 295-26-85 ven. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37079055

BUCHOBOK |
npo fKieTs BBe3enoro B Ykpainy Jixkapeskoro 3acoly

14.11.2022 Ne 48572/22/26

TEHOTEH

(niafiMeny BaHIA Jlikapeskoro 3aco0y 3riane s peecTpalifiniM NOCBiAMEHIAM) i
Tadmerkn mo 20 Tabaerok y 6aicrepi; no 2 Gaictepn y kaproniiii kopobui |

(thopma BUIYCKY. A03YBAHHA, BHA MAKYBAHIA NIKRPCHLKOrO 3ac00y)
Homep peectpanittioro nocesinuenns UA/4206/01/01 crpox aii peectpauiiinaro noceinvenns HEOOMENEHNH
Cepin nixapeskoro 3acoby Ne 1851022 KiakkicTs #Be3enoro nikapenkoro sacoby 24644

BupobHux 3AT Casrodika, Jlutea

(uatiseny pains BMpoGHHKa NIKEPCLKOTO 3acu0y., KpaiHa NONCIKCHHA)

Breacro 8 Ykpaiwy Topapnerso 3 obmekenolo Biznosinansnicrio "Marepia Menuka-
Yrpaina", ineur, won: 30308109

(Hatmenynanns 1a kon 30 CJIPTIOY opuawinol ocoGu abo nipispnure, iM's, no Gatekoni Gizvunol
‘ocobu - nianpuesmis, T Micue NPOXUBIHKA TA pecCTPauifiHuA HOMEp 06NIKOBOT KAPTKH NARTHHKA
nonatkis abo cepia Ta HOMCp nacnopTa) |

33 pesynbTaraMM OEpXKABHOID KONTPONIO BCTAHOBNEHO, W0 Aikapcbkni - 3aci6  peezeno B VYkpainy 3
OOTPHMAHHAM BUMOT 3akoHOIaBCTRY [iloR0 3adeanesiexns akocr ikapeokix 3acobis, !
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BATCH CERTIFICATE No. 03-187-2 2 dated 27-10-2022
CEPTU®IKAT CEPI] AIKAPCLKOTO 3ACORY N 03-187-22 nin 27-10-2022

. JAB Santonika
Veiveriy str. 1348, 1T-46353, Kaunas,
Aepublic of Lithuanis HE :
Phicne (370 373 22 67 25, fax 22 36 96, e- manl sar\mmxafésa"tcmka com

Name of product TENOTEN

Haspa npoaykuif TEHOTEH

Manufacturing country Lithuania ]

Kpaina-aupodumk JinTea !
arketi izati

Marketing Authorization Number UA/A206/01/01

Homep peecrpauifirore nocpinvesia

Strength/Potency
Cusia niVasxTHRREICTH

“Active substances:

1 tablet contains: affinity purified antibodies to brainspecific 5- 100 protein:
mixture of homeopathic dilutions €12, €30 and €200 - 3 mg :

Hitoi PEHOBIHH:

I Tabierka MictuTs: anTHTING 20 MozROCTemwdivHore Ginka S- IU{} adingo
PUHILICHT: CYMII POMES TRTHYHIK pcsneﬂenb C12, C30 va C200 - u Mr
Tablets

Tabnerkn

Dosage form
Jlikapceka popma

Package size and type
Po3mip Ta THO NakoBaHHA

20 tablets In biister; 2 blisters in cardboard pack.
[To 20 Tadnetox v Snicrepi; o 2 Grictepn ¥ xapTouniit kOpOOLll

Batch number

Hosmep cepil LELRIS
Batch size (packages)

| Poamip cepli (nakosany) 23841

1 Date of manufacture
Hata supobHe T 10:10,2022
Sépiry date 01.10,2025

Hata sakiiueans Sepuiny npyaaThocTi
Names, addresses and authorization
numbers of all imanufacturing and
quality control sites

Haanu, anpecs ta soMepH nileH3iv Beix
HAINBRYULL 2 BHPOBRAUTBA Ta KOHTPOAKD
FKOCT

" | Certificates of GMP Compliance of all
o} manufacturingiand quality control sites
CeprairaTy sianosiznoers GMP seix

1 inbHELE 3 AAPOOHENTEA Ta Kom'ponm
AKOCT

Resulis of analysis

Peavaerat ananizia

UAB Santonika i
Veiveriv g. 1348, Kauno m., Kauno m, sav., LT-46353, Lithuania
Authorization No.0887 issued on 15 Oclober 2015
3AT Canronira

uys. Bedtaepro 1345, v, Kdynac, Kaynacoke M, cam.,

A : 1.T-46353, Isrraa
Jliuerais Ne0887 8ix 15.10.2015 p,

Certificate of GMP compliance of a Manufacturer No. LT/OEH/2020%
Cepmudixar pinnosinHocti BupoSHHITEE BUMOraM GMP No. LT/02H2020

Tests i Specifications Test results
Hovasumcn Bumoruy Pezynurary
Description White to off-white, round, flal-faced, bevelled- | White, round, ftat-faced, bevelled-edge,

(Visual examination) edge, scorad tablets with no embossing on the oneg

the other flat side.
Tatnerku.nascromsiHAPHIHOT HOPMH, 3 PHCKDIO
Ta ' Qrackolo, Bif Ginoro Ao maibie Ginoro xoavopy.
Ha osmomy nnockosy -Goui nakecero pHexy, Ha
iHwoMy  nuockomy Gom RAHECERD  Han#c
TENOTEN.

| Cnue
{Bisyanssuit xonrposis)

seered flat side and embossed with TENOTEN on -

scared tablets with no embossing on the one
scored flat side and embossed :with TE NOTEN
on the other flat side.

TabneTkr MNOCKOUHAALPHYHGT Qopsu, 3
PHCKOW Ta .dackoto, Gizoro: s\oniaopy Ha
OHOMY IUIOCKOMY, Goni Hanedéno pucky, Ha
iHmoMy

i *cﬁeu?\na;—ieceno HaMHC
TENOTE 7, S pRKA -y, D AN
-fb. >

["Tdentification Qualitative reaction for-lactose monohydrate with

YENROHOTD KONLOPY).

% TNy |
IngnTugrizauis cupri-tartaric solution R {orange-red precipitate is Z ’8—6\
formed). B ¥
SlkicHa peakuin Ha NaKToIH MORGTIADAT 3 Midwo- 2z
mapmpamniey pozviioM P (0¢ad  opaitkeno- rgﬁé" o/
2

o

E '\. = }
Dismtegrat:on Not greater than 15 min. é::rinl_aéiles ;\9\9‘; j;th s cgg 9’@4’!’ z edition
Posgesriae He Ginbie §5 xpuant. ur MELTN :

22 5P g Binnorinae “mmm’fy BUAAHEO
(PR, Eur. 2.9.13 ;
1 min 15 sec !
1 xn. 15 cex
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- "Uniformity of mass

The average mass of the tablet shouid be from Complies with' egition
L1 Quropinsicrs Macu- 0.285 ¢ to 0.315 g. (Ph. Eur. 2.9.5)
ek ; . Acceplable deviation of mass of individual tabiets Binnoniaae AHOHOMY SHNAHHIG
from the average mass for 18 tablets out of (Ph. Eur, 2.9.5) ’
20 i5 & 5 %; dcceptable deviation of mass of
individuat tablets from- the average mass for 2 Average mass: 300.1mg
tablets out of 20 is +10 %, B Cepeﬁun saca: 300.1 mr
Cepeans maca TabaeTku nesuHHa SyTH sig '
0,285r 200,315, Deviation: from.~1.6 % ta +1.2 %
Mpunyetumi  sinxunerns B Maci OKpemol | Binxunesda: sin -1.6 %00 +1.2.%
vabneTkn Bia cepesneot mack gas 1§ 3 20 . '
vabnerok 4+ 5 %; nas 2.3 20 tadaetok £ 1{ %, ;
Micraobiological - Total aercbic microbial count (TAMC) - not Complies with current edition £
tuality greater than 10® CFU/q. {Ph. Eur. 2.6.12, 2.6.13, 5.1.4)
1 Mirpobicaorivua - Total yeasts and moulds -count (TYMC) - not | Bignosisae DIOHoMY REJAHHIO
i uHCToTA greater than 10 CFU/g. (Ph, Eur. 2.6.12,2.6.13, 5. 1.4) -
: - Abgence of Escherlchia coliin 1 g. o
? + 3nraieug wncio acpobuix Mikpooprauismia | TAMC < 50 CFU/g (KYO B 11}
i (TAMC) - ne Binsiue 1P YO a1 1
i = Saransue yucio rpudis (TYMC) - ve Sinsme | TYMC < 50 CFU/o (KYO 8 1 1)
’ 1PKYOslr. o i )
« Bincyrwicts Escherichia coli s 1.1 Escherichia coli absent in 1 g
i FE Bineyrha Escherichia colin | r
Comments The batch corresponds. to the valid spacification, -
KomenTapi Cepin sinnosiaae nitouift cneupdirauii.
Certification 1 hereby certify that manufacturing stages listed in Quality-agreement to supply agreement were
Statement carried out in full accordance with requirements of current GMP-EU guidelines and conditians
3asna npo described in agreement on compliance with reguirements of registration dossler of .country of

ceprugtikanio

destination (Ukraine), as Is provided by the manufacturer which carries out batch certification and
release,

The above information ks authentic and accurate. This batch of -product has-been manufactured,
including packaging/labelling arid quality control at the above mentioned site. In fuil compliance
with the GMP-EU requiraments and with the specifications in the Marketing Authorisation of the
importing country (Ukraine). The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP-EU. o

Him s pigrsepaazcyio, wo cragii BUpOGHUUTES, 3asnaueni B Texniuwill yroni ao ACTORODPY
nocrapxy, fyau snificneni y noskif BiamosianacTi 3 BHMGLAMH, 3A3A4CHHMH I HMHAI HacTaHOR)
3 GMP-EC i ymoBasn, onucayusn 5 yroal niono ROTDEMAHHA BAMOT peecTpauifdoro nocse |
KpaiHu-nphsHasenns (Yxpainn), ak e nepeadadeno DHPOGHHKOM, AkHH 3aiHcHe ceprudixauio
Ta BHITYCK Cepil.

3azHavena pume indapMania ¢ nocTopipsicio Ta TotHoo. Lk cepin npoaykull Syno supebaeto
{(BruoYalONY NAKYBAHHA/MAPEYBAHHA) TA NPOREAEHO KOHTPOAL: 1 AkocTl We BHWesa3BANeH]H
Ainptsuiy nosailt slanosionocti 3 sumorass GMP-EC, a Takox BIANORIAHG o crienudiikanis,
HI0 MICTATECH Y peceTpatiifiiony nocke Kpainn-innoprepa (Yxpalun). TIpoToxkosu BHpoBHKLTRA,

N4aKYBAEHHA T4 aaisis SyNo NepernsyTo T2 BCTAHORIEHO RiADOBIANICT, GMP-€C,

Head of Quality Contro! Department M, Miku&itniena
Kepisunk sizaisy xoxTponi skocti

T ot ) <2025

signature, date (piannc, aara)

Name and position/titie of
person authorizing the
batch release

Tpizmue Ta nocaga vcobk,
ARG BHIUIL /1030171 He, BUITYCR
cepir

Kéﬁliﬁk\mlasasmu?
Qr/YO Egls Dagkevike
UAB Santonika
Veiveriu g. 1348, Kauno m., Kauno m. sav., LT-46353, Lithuania

3AT Canronika

| Signature of parson
| authorizing the batch
- release

- Tlianuc ocofik, sxa sraana

8y5, Befipepio 1345, M. Kaywac, Kaynacexe M, cam., LT-46353 hl}ng;a&—“:«\
' PB T T
PEIMRA . [0

: ’ x
A03BLI 118 BUITYCK cepil ; ( } \‘gk'f-‘?’
Date of sighature ’ ) } G l\ﬁ‘ﬁ?“mw !
Jata nipaucanuz DI 20002 \‘TJ, e
2,
A
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