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Velveriy str. 1348, LT-46353, Kaunas,
Repubiic of Lithuania
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Phone {370 37} 22 6725, e-mail; santonfka@santonika.com

BATCH CERTIFICATE No.

24 dated 10-04-2024
Ne.03-25-24 giq 16-04-2024

CEPTHDIKAT CEPLE IIKAPCHKOIrQ 3ACOBY

Naing of produet ANAFERON FOR KIDS

Hazsa npoaykuii’ AHADEPQH BUTHMMIGE
Manufacturing country Lithuania
Kpaina-eupoBGuik. Jlurea

Marketing Authorization Number UA/7758/01/01

Howmep peecrpaniifuors nocsigieis

Strength/Potency ) Actlve substances:

Chna ailfacrusnicrs

Hlroni pevonmin:

I Tabneta. MivtaTe antiting zo ramwas
QUILHENIT cyMil roMEOnaTHY HHX

1 tablet containg afiinity purified ‘antibodles to buman gamma Interferon:
mixture of homedpathic dilytiens Ci2, €30 and £50

~3my

iHTcptf)epcmy fMonnun adinug
possencny 12, C30 1a C50 -3 mr

Dosage form
JNixepenka fopma

Tabiets
Tabnerku

Package size and type

Posaip va Tin maxbiarms 1620 Tabnerox y Grigrepi; no

20 tablets in biister; 1 bilster in cardboard pack.

1 Gnigrepy v xaprousitl xopo6i,

Batch number”

Homep cepil 216324
Batch size {packages) o

1 Poanip cepif {nakdeans) 49182
Date of manufacture
Haia nupobuvnrea 14,03.2024
Sxpiry date 01.03,2027

Hara saxiitienns vepsiny. fpAzaTHOCTi,

Names, addresses and autharization
numbersof all manufacturiag and
quality control sites N

Haisl, aipech 12 nosiepn nineyail peix
RisHI 3 upoSiigTea T4 KOHTPOAK)
axoeri ) )

UAB:Santoniky
Velveriu g, 1348, Kauno m.,

3AT Cantonixa

2 Kauno-m. sav., LT-46353, Lithvania
Autharization No.0887 Issuid on- 15 Octaber 2015

Byn. Belivepio 1345, m, Kaywac, Kaypuchxe . cam., LT-46353, Jluraa
Jlidersin N0887 vin 1510901 5p.

manufacturirig afd quality control sites
Ceptsdikarn sizgeriniocti GMP seix
nim,Huus:3.miprimurBa-m"{cefﬂpomb
akoeti

Certificates of GMP Compliance of all

Certificate of GMP-comipliance of a Manufacturer No. 033/2023/GMp
Copripikar slnnosinuocti BHpOOHITEa BumoTan GMP No. 033/2023/GMp

"Results of anaiys{s. '
PesynvTaty anan fin

Tosts

‘ Speclfications
Ioicasuuxu

Bunorn

“Test results
Péaynirary. |

White o off-white; rourid, flat-faced, bevelled-
edge, gcored tablets with. fip =emtg'q‘(ss‘}m;; .an’thd
one’ scored flat side and’ -erhbSssed with:’

Description )
{Visual examination)

White, round;, Fat-faced, bevelled-edge, - scored
" tablets Wwith ndembossing ap the one scared flag
-side and embbssed with' ANAFERON KID on the

Onie ANAFERON KID o the other flat side. _othér flat-sice.
(Biayanbeuii TaGnerkn  nnockoumningprymoi Popmi, 3 | Tabnevin, RAOCKOUAWIIHADUUTOL  dopun, 2
KOHTPOILL) PHAKOI0 T2 dackia, Bz Ginoro ao matixe Gin PHCKOIO Ta dhackok, Sinoro KORhOpY. Ha omiony
i xonpapy: Haloanomy AngoKomy Gou HAHECEHO | AOCKOMY | Goti HaHecewo PHCKY, Ha inwomy
- PHCKY, “HA HWOMY niGcKRoMy ‘6o HaReceHo sHmockoMy 6oul warecenio Hanuc ANAFERON
Hanuc ANAFERON KID. KID,
Identification Qualitative reaction for lactose monchydrate |.Complias:
lnentrdicais with cupri-tartarlc  solition R (orange-red | Binnosisae
: precipitate Is formedy, '
Awicna peaxuin ya naxTozn MOROTIAPAT 3 Aridhi o
mapmpamuus posuunor P (acan opadxcso-
YEPBOHOIO KONBOPY), .
Disintegration § Notgreater than 15 min, Complies.with current edition (Ph. Eur. 2.9.1}
Poanapanmn ‘He Ginpnie 15 xounn. Bignosinae nitotomy sunanmio (Ph. Eur, 2.9, D
I'tnin 25 e
1 %B. 25 cer
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,H%@ﬁ%

" Unifarmity of mass
Onpopianicrs sacn

:@285__!"1;0'0;3 15r

_TafdngTok & 5.9%; ann 23 20 Tabneror + 10 %,

0.285 g t0 0.315q.

+ pub

afnonizac abouosy miganito (Ph. Bur. 2.9.5)

The average mass of the tablst shoul f?@%f}kgeﬁ{;g?ﬁies with current edicion (Ph. Eur. 2.9.53
o Y

Acceptable deviation of mass of individual =

tablets front the average mass for 18 tablets
SUt of 20 i3 & 5 % acceptable devigtion of
mass of indlviduat tablets from the average
mass fof 2 tablets out oF 20 is 210 %,
LepenHs nMaca TaGNUTKM nosMMma Byt Big

Upunyetusi  sinxmnesis s maci  oxpemol
Talnerkn Bin cepearnoi macw wan 18 3 20

Aversge mass: 301.1 mg
Cepennn maca; 301,01 mr

Deviation: from -0.5 % tv +0.5 %
Bingisnenas: win 0,5 % 140 +0.5 %

release,
The above informatidn is authenti: and accurste
Inciuding packaging/labelling and quality-control a

Mlcrahiclogicat 1+ Total aerobic microbial count {TAMC) - pot | Complies with current edition
quality greater.than 10 CFU/y. ‘ ) {Ph."Bur. 2.6.12, 2.6.13)
MispoGionoriyua = Tatal yeasts and moulds count (TYMC) - nat Binngpinae milouosy snpaniio
o greater-than 107 €FU/g, (Ph. Eur. 2.6.12,2.6.13)
- Absence of Escherichia coll in 1.q,
* . Juram,Hy HHEnD 3epolHs | TAME < 50 CFUf (KYO 8 1 1)
Mikpoepranizmis (TAMC) ~ ve Ginutue 107 )
KVOslr. TYMC < 50 CFUfg (KVO | )
* 3aranene wmeap rpubin (TYMC) — ue
Gimbie 10 K¥YOnlr Escherichia coli absent in 1 g
»_Bincyruicts Escherichia coli n.f Biacyrns Escherichia colin | r
Comments The batch corresponds to the vaiid speciticatian.
Kosenrapi -Cepin mianpainac nirouifi coenudikauil,
Certification T hereby certify that manufacturing stages listed In Quality agreement to supply agreement were
Statement catrled out in full accordance with requiremients of current GHP-gU guidelines and conditions
Jasea npo described 1t agreement on compliance with requiremants: of registration dossier of country of
cepTidirauin destination (Ukraine), as is provided by the manufacturer which carrles ouk hatch certification and

. This"batch’ of product has been manufactured,
tthe above mentioned site in full carnpliance with

tha GMP-EU requifements and with the sgecifications in the Marketing Authorisatlon of the importing

Louniry {Ukralne). The batch processing,
{6 be in compilance wlth-GMP-EL).

. LlaMa niadepawyio, nio craniy é'r_r_rppﬁ_ﬁim‘rﬁh;z, sa3

Gynnaaifcneni y nonult pinnosing
% . !

i ‘ﬁyck cepit,
3aznauena s idiopMauis ¢ AocToRIpHOIG TA

packaging and-analysis records were reviewed and found

naue] B Texuivilf yroni a6 adronopy nocraski,

0uTi 3 BHMOTaM, 333HAYCHIM Y B HNIH RacTanoR] 3 GMP-CC
MOBSMH, OfHCEIIME B YFONI NOAGT AOTPHMAHEA BHMOR -péecTpaliiiioro Joese wpaleu-
Hatdentn (Yepaitn), 2% e mepeabateno mupofimkon,

axdif suifichioe ceprudixanin Ta

TouEOHK. Lo cepilo mponykui Byso aupolinenc

{BKmouAOUN nAKYBAERHAAMADKYRAHHA) T4 NPOBENEHO . KOHTPOASL 11 AKOCTI HA BitesatHaucuifi

AlneBHN Y nobuil siznorinkocti 3 puMoramm O

MP-€C, a raxex pignosinio go enewndikarii, ulo

MICTATICR Y peecTpalliiinosy Aocse Kpainn-iunoprepa (Yrpainu), Hporoxonn supoBiHuitTea,

RakyBanis T2 adanizis Byno nepernanyro Ta peTa

Hosneno sianosimyicrs GMPEC.

Head of Quality Control Department 1, Zinkevitlens
KepiBuik BIAAiRY ROHTPOAID AKOCTL

@’ﬁ/ I 0k - gty

sighature, date {ninnue, fta)

persun authorizing.the
batch releasae

cepit .

Narme and positlon/title of

Hpéa&u_u;e TR DoCcaRa ocofy,
AKABHAANA J03LIN HA BUITYCK

” Kvnliﬁki;ﬁtas 'En.‘il
QR/YO. Bl Hﬁbkw:?

UAH Santonika )
Veiverlu.g. 1348, Kauno m., Kauno m, sav
3A FCAHTORIKE . L L

. LT-46353, Lithuania

‘Signature of per,
authorizing the'b;
releasa

nozein Ha Bamyck cepil

tch

Hianne-ocobi, aka siaana

Date of signature
Hara ginmucauns

Ay A2y
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