UAB Santonika

Velverlu'str, 1348, LT-46353, Kaungs,

Republic of Lnthuania ;
PhoNE (370 37) 22/ 67 25, e-riisils. santonika@sanionika.com’

BATCH CERTIFICATE No.:03-66-24 dat
CEPTUOIKAT CEPYE N3 {Oro SACOBY N

Name of praduict
Hassa npoayitifi’

Manufacturing country _thhuania

Kpaina-snpobrngk Jiiea

Marketing Authorization Number ‘UA/7756/01/01

Howmep. peccTpauiiinoro’ TIOCBIAMEHIHS ‘

Strength/Potency Active substanices:

Cuna ,uu/ax’ruamcn 2o tablet containg affinity purified antibodies to Human gamma ‘interferon:

mixtare-of homeopathic dilutions:; ‘€12, C30'and €50~ 3 my
1 difo PEHOBHHI;
_ @ MiCTHTE “aHTHTING y,o TamMa; urrepdmpouy ANOAUNH.. adrmuo
| ounmeni: cymw TOMEONATHYHMX possenent €12, €30 1a C50 =3 mp-
Tablets.. it

: Dosage form
“Jlikapenia dopMa.

| Package size and type
1 Posxip.1a Trn: naxosamm
T Batch: ‘number

: _Homep cepu

: cardboard pack. ] "
mc'repy y Kaprmmxﬁ Kppoﬁm, e

: ‘"av LT-46353, Lithuania:
october 2015

'eﬁnepxo 134B, N Ka_yuac"- Kayﬂacbxe M. CaM,; LT-46353 Jlutea -
3is VN00887 mn 15. 10 2015 P .

e comphance of ; '_ Manufacturer Ne: 033}2023/GMP
Jmonmuoc'n Bnpoﬁlmmrna nmwonm GMP No.. 033/2023/GMP

8 Results of analysis

;Pesynbm'm aﬂamaxs
- Fest:

; Tokasuuky’
Description
(Visual'examination)

3 Test results

: Identmcatxon
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Unlformlty of mass The averdge mass of the; tablet -$hould be from |
Oniidpiiinicrs aiacir. 0 285.g't0'0,31%;

\ } 5}
Binokipae 'IHO‘!OM\' mumumo (Ph l“ uf, 7 9 3)

tablets from: rage mass for 18 tablets
out of 20,:5 %5 %; acceptable devnatmn of
Vidual tablets from the average
mass Eor.z tablets oyt of 201 :!:m Y.
‘Cepemm MﬂCZﬁ THDJIETMf HOBMHHH O)TH Bm
0 285¢ r A {

Average mass: 301.6-mg
Cepeita maca: 301657

Deviation: from <0.7 % to-+0.8'%
< | Binxwieting: sin <0,7 % n0-+0,8 %

Mlcrobiologlca! - Total aerobrc micmbval count (TAMC) £ nc'.urt.;" Comphes wiith- current edmon
quality ‘greater than10%CEU/g.. {Ph. Eur. 26,12, 2.6, 13y,
Mixpodionorivua - Total :ye and-moulds count (TYMC)~ not . Bianosinae );‘qumy sunaamo :

10% CFU/g. Ph i ]
HHCTOTA ! Ph. Eur, 2.6:
‘of Escherichia coliin 1: Q.. ( .
L HUCHO < - aepoﬁmfx. TAMC <.50 CFU/g (K\S’O-B"l-"‘v'i_’.)"
opramsmm (T‘AMC) ue Binbue: 10 S ’
| TYMC < 50.CFU/g (KYO 5 1 1)
‘ :Estherichia coli abseritin’1 s
_ | Bineyrua Escherichia coli 'l r
| Comments.
| Komeénrapi o e
‘Certification Bges listed - Quaiity agreement T Supp y-agreement were
Statement. irements of current GMP-EU ‘guid I ¢ foi
Bdfsa Tpo.. t-on: complia

With' requiréments: of re stratlcn ~dossier
b

cepmdm\auuo e manufacturer which ’c

ne )i s“is provnded by




NEPIKABHA CIIYXEBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM ¥y m, KHEB]

npos, Haali Ceitninusof, 3, 02099, ven. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, ICon, EAPTIOY 37079055

BHCHOBOX -
PO AKRICTHL BBE3EHOr0 B YKpainy Jirapchbroro.3acoby
23.08.2024

Ne 42906/24/26
AHADEPOH JUTSIUAN

(nafimenypauua aixapetroro 3acoGy ariuuo 3 pecoTpauiHHEM AOCHIAtCHIEM)
rabneTicn, no 20 Tabaerox y Gaicrepi; no 1 6aierepy v xapronnit xopobui
(hopma prRyCky, A0SYBAHIA, NHR NAKYEEHNA AIKBPCbKOrD 3nc0fY)

Ccpm mknpcbxoro 3ticoby Ne 580724

Homp peac‘rpau[ﬁrmru nucnmqermﬂ UA/??SG/O]/O] cTpoK /il peecTpaniftHoro nocnimickns HeoBMENCHAH
BuboGHux

KisnxicTs nuescxoro sikapeskoro acoby 48980
3AT Cautonika, Jlursa

Breseio B Yxpainy

(naiueuyoomity m1poﬁmmn nmapcl.xoro .mwr iy, Kpaiila noxo ket }

Yrpaina", lnenT. won: 30308109
{HATIMCIYDAINA T8 Kol 30 CAPTIQY wopnusmstot ocoliv alo npiassuie, iv'e, 0o Gorkkoni drsuyoi
. ocoﬁsl

mnnpﬂemua, Ti micue npnmummuu ™ pcc‘crpnumrmﬁ HosMep urumnum RinKH THIUT 113K

noRzTiin G0 cépia Ta RoMep tuciopTa)
TipoTokon pisyasstero korTpoae sig 23,08.2024 M 2824/2

Tosapuerso 3 o0memxenolo signmosiansuicrio "MaTepia Venuika-

38 peIYALTATAMH AEPWARNOrO

KOHTPORIO  BCTAHOBMEHO, 1o  nixapohkull  3acif
AOTPHMAHHAM bHpo AR ARNETRA 10N 326e3ncueHHA sIkocTi nikapehkyx JncoGin.
L
TRHEBR
: 12 - 4

suedclio B Yepalny 1
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BATCH CERTIFICATE No. 03-

-2 dated 10-04-2024

Naime of produst

CEPTHDIKAT CEPIY JUKAPCEKOIO 3ACOBY N9.03-25-24 #isy 10-04-2024

ANAFERON FOR KIDS

Hazen npoaysuii’ AHAGEPOR AUTHGHE
Manufacturing country Lithuania
Kpatua-supobune Jivtea

Marketing Authorization Number UA/7756/01/01

Hoxep peectpaytithiors nocalguens

Strength/Potency”
‘Crra-aifarcrusnicrs

Active substances:
1 tablet contains affinity pu

Ahosi pevosmim:

mixture of homeodpativc dilutions C12, £30 and €50

I Tabnerka Micrute. anTHTing
OUHILEHII CYMIL FOMECNATIUHIX possereny C12, C30 1a C50 -3 M

rified ‘antibodles to human gamma Interferon:
~3my

RO ramma iwtepdepony moxnnn adinng

Dosage form
Jlikaperka dopma

Tablets
Tabaerkn

Package size and type
Paanip 74 Tin magdsanms

20 tablets in blister; 1 blister

110°20 rabnerok y nicrepi; no T Bnigrepy yiicaptonniti xopobui,

in cardboard pack,

Batch number

_Howmep cepit 210329
Batch size {packages)
Poaumip cepif {(nakosans) 49182
Date of manufacture
Ilam'mtpoﬁnnmjua ' 14.03.2024
o gy dnte ' 01,03,2027

~Bara suduuemin tepaminy npinarhoeri

Names, addresses and authorization
numbeys.of all manufacturlﬂ_g-and

quality ¢

AkocTi

fity control sites
Hazel, anpecn 1a ndsiepn Ninenait péix
RiZuHHOE 3 piipoBinuTea Ta KOHTPOAHD

UAS Santonika

Authorization No.0887 lssued

JAT Canrouixa

Velveriu g, 1348, Kauno im.,-Kauna m. sav., LT-46353, Lithuania

Byn. Belinepio 1345, a1, Kaynac, Kaymacrke a1, cam., LT-46353, Murea
Jlitensin NaORB7 nin 15:16.2015p,

‘on 15 October 2015

SiNbHHNE 3

AKOCT]

Certlficates of GMP Compliance of all
manufacturing and quality control sites
Cepratiarn sizgoninnocti GMP Beix
mipbﬁimm'a T4 Kolrposmo

Certiftcate of GMP compltance-of a Manufacturer No. 033/2023/GMp
Coprudixar slanosigpocti BRPOOIILTES BuMoraa GMP No. 033/2023/GMp

Resulis of anaiysis.
Peaynwrary apanisis

Tests
TTokasumry

Specifications
Buworn

Test results
Pésynbmry

Description
{Visual examination)

White to off-white; round, . flat-faced, bevelled-
edge, -scored  tabtets with. o embossing.on thd
one: scored flat side and' eifibdssed with

- side and embossed

White, round; Hat-faced, bevelled-edge, scored
tablets iith no enibbssing on the one scared flag

d with ANAFERON KiP on the

CEPTUOIKAT CEPH JUKAPCEKOI0 3AC

Onie ANAFERON KID on the attiér flat side, _other Tlat side.
(Biayastbnnii TabBngrkn TVIOCROUHRIRADIYHOT dopyn, 3 - TaGnerity DROCKOMMATHADUUEOL  dopmu, 2
KUHTPOINE) PHEKOI0 T2 dackqro, Bin Ginoro no matixe 6inora: | puckoro & dackoig, 6inoro korbopy. Ha omon y
: KoEapy: Ha onuony TUI9CKOMY: Goui -HaneceHo” HOCKOMY . Golll Hakeceno PHCKY, Ha inwomy
PiCKY, “Ha iffiloMy ‘niidekomy Boli HaseceHo \HnockoMY iBout wakietenic Hanuc ANAFERON
Hanie ANAFERON KID. KID.,
Identification Qualitative redction for lactose monohydrate | Complies
laentropixauis with . cupri-tartaric  selution R (orange-red Binnosipae
precipltate Is formed), '
AKicHa peaxuin ba RaxToIH MOROTIAPAT 3 Aridhira.
mapmpamaus posunor P (acan opaumcee-
YEPEGHOTO KoLopy). 55,7
Disintegration 4 Not greater than 15 min, Compiles with current edition (Ph. Eur. 2.9.1}
Posmananny ‘He lireee 15 xaunuun. Bignosizae airosomy susantio (Ph. Eur, 29.1)
Imin 25 e
1-xB. 25 cex
BATCH CERTIFICATE Neo. 03-25-24 dated 10-04-2024.

OBY Ne 03-25:24. nin 10-04-2024),




KOMIA

Unifarmity of moss.

Omopianicrs smack

(o)
The aversge mass of the tablet shoul '?r\;%"hgeg?{“ X}’r ies with current edivion (Ph. Eur. 2,9.53
0.285 g?jf 0.3154q. ) £ ;"“ 2 akel norizac aivomy sinanie (Ph Ber. 2.9.5)
Acceptable deviation of mass of individua
tablets from the average mass for 18 tablets
Qut of 20 1s = 5 %; acceptable deviation of
riass of indlvidual tablets from the average
riass for 2 tablets out 6f 20 is 210 %,

{Cepeans Maca TaBRETKH NOBMHMA ByTh pi N
gﬁ;ﬂr ZO_G %EIS I_’ ' PHRIL ST B Deviation: from -0.5 % to +0.5 %
Pt | T o g

Biniineurs: ain -0,5 %10 +0.5 %

Average mass: 301.3 mg
Cepenpa macq: 301,14 mr

Hpsnyerimi  sinxinewnn 8- Maci  oxpesol
ralueTin sin cepeninol mack win 18 3 20
vebneTok & 5.9%; ann 23 20 Tabperor + 10 %,

Micrahialogleat .= Total aerchic microblal count. {(TAMC) — ot Complles with current edition
guality greater.than 10% CFi/g. ) ] {(Ph.Bur. 2:6,12, 2.6.13)
MigpoSionorivia - Total vg;sts fggcmg;‘:lds count; (TYMC) - net | Biznpsizae miiovomy BHaaniio
gy greaterthan cFU/fa. . : 1
HCTETA -)Ebse_ncg o?Escherichla?coﬁ_ o (Ph. Eor. 2.6.12,2.6.13)
* Jurasnng HHeno sepoliinx | rame < 50 CFUfg (KYO e 11}
-Mikpooprasiamie (TAMC) ~ He Ginvlue 10%
K¥Oulr TYMC < 50 CFu/g (KYQOo ) 1)
* 3aransHe seao rpubin (TYMC) — He
Ginpzne 1P KYOp 1 r Escherichia coli apsaa'nt in 1g
»_BincyTicri Escherichiacolia t r. Biacyrna Escherichia colin | r
Comiments Tha batch correspands ko the valid specificatiar. o :
Komenrapi Gepin ninnoninac nilouift cnenndivani,
Certification I Hereby certify that manufacturing stages listed in Quality agreement to supply agreement were
Statement catrted out in full accordance with requirersents of curcent GMP-EU guidelines and conditions
3asaa npo described in agreement on compliance with requiremants: of registration dossier of country of

ceprHdirauin

destination (Ukraine}, as is provided by the manufacturer which carrles out hatch certification and
rélease, , g ,

The above information’ is authentic and accdrste. This batch of product has been manyfactured,
Including packaging/fabelling and quality-control at the above mentioned site in full carnpliance with
the GMP-EU raquiréments and with the spetlfigations in the Marketing Authorisation of the importing
counitry (Ukralne). The bakch processing, packaging and-analysls records were revigwed and found
to be in compliance with GMP-EU, o ’ :

Lt 5 nizirnepaayio, o craiii supobiinitrag, saamavesi 3 Texuiuuidl yroni a6 10 rosopy HocTasky,
Gyan 3xilicneni y noouif BiINoRiANOLT 3 BiMaTaMy, 3EIHANCHHMY B YHERL HacTAoR] § GMP-6C
1 ymovamu; oricanusty B yroni Ao AOTHHMBREA BEMOT -POCCTPAUiMHONO JIoche KpaiHy-
npu3naterta (Yepaiii), ax e mepeaBadcho supoGiixom, axafl 3dificHIoe cepTHikaiie T
BHITYCK Ccepi,
3pznatena e indiopMattis € nocToRipROKS T8 Topow. Lo cephio mponykuit 6yna anpoGneno
(BEMIOUMIOUM  NAKYBARYI/MAPRYRAHHA) T4 TIpOBELEHO KOHTPOAS 11 AKOCT HA BHUIE3aTHaN eIl
AinBREA ¥ nobHti Biznonianocti 3 pusoramn GMP-€Q, a Ak BLATORINHO 10 enewsdikallT, ulo
MICTATLCR Y peecTpailiifnonmy aocke Kpaihi-imnoprepa (Yxpainu). Hporoxenn supobHutTea,
nakyBais 12 ananizis Gyno nepernyTo Ta BeTaHosNeHo BIANOBIHICTE. GVIP-EC,

Head of Quality-Gantrol Department 1, ZinkeviZlens @W 4 Ol - 23ty

KepiBuuic BIATIRY ROHTPOAID AKOCTL sighature, date (nifinue, fita)
Naria and position/titla of T Kualiffkyatus 250t g
person authorizing the ] QRIYOD £gid Dapkevs

batch ralease

[pizanute Ta notdna ocoby, Velveriu.g. 1348
4 Z03BIN HA BHITYC

. AR& BHAAT

cepit -

"UAB Szntonika . . ;
e B, Kauno m,, Kauno'm, sav., LT-46353, Lithuania
BAT Canroming . . T o

| Slendture of persan .
authorizing the hatch

release

Hinnsie ocobi, sxa siaana
AO3BEN Ha BHITYCK cepil

sy, Belineio 1345, i Kaybine; Kayiniésive s, cant; LT-46353, i

Date of signaturs
Hate ninoncanss

ACDlyp - 2822:4

BATCH CERTIFICATE No. 03-25-24 datod 10-04~2024 Page 2 of 2

CEPTH®IKAT CEPII JIIKAPCLKOI'Q 3ACOBY Ne 03-25-24 _nia 10.-04-2024 Cropinka2s 2
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KONt
JEPIKABHA CIHYHKBA 3 JIKAPCEKHX 3ACOBI
TA XOHTFO.JIIO 3A HAPKOTHKAMM y m, KAEBI

npos, Hanii Ceitauunol, 3, 02009, ten, (044) 205-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €OPTIOY 37079055

BHUCHOBOX
npo AxicTs BBesenoro B Ypaiuy nirapeniora 3acoby

11.06.2024 Ne 30007/24/26

AHADEPOH TUTSIUMIA

(naitmenynammsa alkapeskoim ueoby skiano 5 peeerpauifiom tocnigyeunam)
Tabuerin, no 20 rabieron y Gaicrepi; no | Gnicrepy y raprommiii wopobni

(bopMn mssyeKy, A0syMNIIN, WL HACYIIRN JikAPOBKOlO saeaCy)
Howmep peectpauiiinoro nocpinuenns UA/7756/01/01 crpok nif peectpaniitnoro nocalauenia HeoGmMeenuit
Cepia nixapeexoro sacofy Ne 210324 Kinuxicvs oeacnoro nikapenkoro sacoby 49182

BrpoGaux 3AT Cantonika, Jlnrna
(nalMenynmig sHpeGke sikapenkero sacoby, kpuTin NOXG/LKERIR)

TeonapHeTBo 3 06MeKCHNID BiMOBIRANLHICTIO "MaTepin Mepsica-
Yurpaiua', lxewr. von: 30308109
(uakmcaynatnm tu kon 3o EAPTIOY 10piamuneT veoGi hoo npluskino, W'y

ocof ~ nlznpiesi, ¥ micue nposxkunng T pecorpanifinii womep of;
fonatkin nGo cepla o 1omMep nacnopra)

Bpeaeno p Vipatny

TpoTokon Bhynnsnore xourpomo aig 11.06.202:4 X 2038/1.

Sa  pesynpTOTAMH AEKABHOIO KOHTPONIO BCIAlOmICcHO, L0 AikapoLuuit  34ci6
HOTPHMAHHAM puUMOr 38aK0HOAIBCTAY I0A0°3a6eanese kg NRACTE Jtixapcskuy sacobis,

2COB! T
g o
O \{,5 £, 0.9 q}
Hauanfisne o8 Maxona XONMOREHKO
(no {KOITTPOING) - (uinmw). (inlniany ta nplaonine)
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