UAB Santoniks

Veiverly str, 1348, LT-46353, Kaunas,

Rapublic of Lithuania

Phone (370 37) 22 67 25, fax 22 36 96, e-mail; santonika@santanikaicom

8 priedas
3-B00-PR-09-10

KONIA

BATCH CERTIFICATE No, 03-13-23 dated 18-05-2023
CEPTNDIKAT CEPIY NIKAPCHKOIO 3ACOEY NO 03-13-23 Big 18-05-2023

Honmep peecipauiiinore nocsinvenns

Name of product ANAFERON
|_Hasna nponyxuii AHAQEPOH
Manufacturing countey Lithuania
Kpaina-supoGuuk Jlirpa .
Marketing Autharlzation Number UA/2614/01/01

Strength /Potency
Cuna aitfaicrusnicrs

Actlve substances:

oyl pedosunu:

b orabrerka Micrury aWwtwring a0 ramua inrepdepony  maanun
OUITIIEHT! CYM I TOMROMATHYHHX PDOIBCACH! C12,C307a C200 -5 wr

1 tablet contalns affinity purifled antibodies to human garmnma interferon:
mixture of homeopathic dilutions C12, €30 and C200 - 3 g

athitiio

Dosage form
Jlikapeuka dopma

Tablets
TadneTrn

Posmip Ta THIT nakosakas

Package size and type

20 tablets In blister; 1 blister in cardboard pack.
[1o 20 12Gaerok y Gnicrepi;

no 1 Gnicrepy y kapTonwiii KopoBui,

Batch number

Mata saximienns TepMity npraarHocTi

Honiep cepiy 050123

Batch size (packages) 49160

Posmip cepif (nakoBany) ) .

Date of manufacture '
1 Hata supoGnnursa 04.01.2023 ]

Explry date 01.01.2026 !

Names, addresses and

quality control sites

HAKOCTT

numbers of all manufacturing and

Haseun, anpeen ta uomepw srinenaif najx
Linukuis 3 BUpoGHUITas Ta KOHTPONIO

authorization UAB Santonika

3AT CantoHika

Velveriu g. 1348, Kauno m.
Authorization No.0887 Issue

Kauno m. sav., LT-46353, Lithuania !
d on 15 October 2015 |

Byn. Belinepio 1345, m. Kaynac, Kaymachre M. cast., LT-46353, Jluvese

AKRoCTi

Certiflcates of GMP Compliance of al|
manufacturing and quality control sites
Ceprudikarn signosinkoeri GMP seix

AiMEHUUL 3 BHPOGHMULTEA. TR KORTPOSIO

Jlinensis Ne0887 sin 15.10.2015 p.

Certificate of GMP compliance of a Manufacturer WNo, 033/2023/GMp
Ceprudinar pignosianocri BrpoGuimmea susoras GMP Ne 03372023/GMp

Results of analysis
Pesysurary ananisis

i

Specifications

(Visual examination)

edge, scored tablets with no.embossing on the
one scored flat side and embossed with

Tests Test results
Tlokasnmxn Bisory Pesynwvrary i
Description White to off-white, round, flat-faced,. bevelled- | White, round, flat-faced, bevelled-edge, scarad |

tablets with no embossing on the one scored flat
side and embossed with ANAFEROM on the other !

He Simbine (5 xpymm,

Omite ANAFERON. on the other flat sida. flat side. i

(Bisyanbruit Tabnersn  nnockomminapi ol popamst, 3 | Tabnerxy TNOCKOUHAHAPUYHOY  Gopant, 2 (

KOHTPOIL) PHCKOIO T4 (ackor0, Bik Sinoro 20 Mafixe Ginoro | puckoto Ta gackoro, Ginoro Kkoseopy. Ha oanosy

! koneopy. Ha oanomy mnockomy Goui Haneceno mrockomy Goli wauecero picky, ua iMwomy |

PHCKY, Ha Inmomy nnockoMmy Goui HadeceHo rockomy Goni Hareceno nannc ANAFERON. l

Haue ANAFERON. N

Identification .| Qualltative reaction for loctosae monchydrate | Complles l

Ineuwrndikatiia with ' cupri~tartaric solution R (orange-red | Binnosinae :

’ preclpitate Is formed). '

Skicna peasuin ua narxrou MOHOFIAPAT 3 AidH0- !

mapinpanituat posaios £ (0can opaHKkeno- i

HEPBOHOTO KOALOPY). |

Disintegration Not greater than 15 min. Compiies withlc@red) f
Poznaganus Bignorinae mi

1 min 21 sec
I xB.21 cex

BATCH CERTIFICATE No, 03-13-23 dated lﬁ
CEPTHW®IKAT CEPH JUKAPCHROTO 3ACORY

Ne 03-13-23 _sin [8-0
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The aver'age mass of the
0.285 g to 0.315 q. ’ '
Acceptable deviation of mass of individual
tablels from the average mass for 18 tablets out

Uniformity of mass T
¢ Qunopianiers macy ‘

indlvidua! tablets frony the average mass for 2

tabléts out of 20 is +10%.

Cepennst maca. TaBneTRU  noariHna Byrn min

0,285 r 00 0,315 1.,

IMpunyernsmi - giaxunenns g Maci  oxpemof
j TaliieTki Bia cepemtnoi Macy ant 18 3 20

THONETOK = 5 Y% ann 2 3 20 ‘rabnerok £ 10 %,

{
!
i
|

i

tablet shotid be from | Complies with current ediion ‘(EII—E-E‘_Z‘._Q‘._ST

Binnoninae aiiouosy sipanmio (Ph. Eur. 2.9.5)

Average mass: 301.4 mg
Cépeans maca: 3014 yyr

Deviatlon: from -1.5% to +0.9%
Binxusncnun: sin -1.5% 1o +0.9%

| Microbiologica - Total aerobic microblal count (TAMCY - not

f of 20 15 & 5%; acceptable deviation of mass of
f
|

| Quality greater than 107 CFU/g
¢ adikpoiaaoriung - Total yeasts and moulds count (TYMC) - not
e Fena greater than 102 CFU/g

- Absence of Escherichia collin 1.g

* 3aranuue uHeHo aepobumux
Mikpooprauissin (TAMC) - ne 6inpme 10
K¥Onir,

3aransue uueno pibis (TYMC) - ue
Binstne 102 KYQu ] 1

.

i _L- Biacyniiern Escherichia colis [ 1.,

Complies with current edition
(Ph. Eur. 2.6.12, 2.6.13, 5.1.4)
Binnosinae Airouosy sunanmo
(Ph. Bur. 2.6.12, 2.6.13, 5.1.4)

TAMC < 50.CFU/g (KVO s | r)
TYMC < 50 CFU/g (KYO 5 | )

Escherichia: coli absent in 1g
Biscyvun Escherichia coli s | r

stages listed In Quality agreement to supply agreement were
requirements of current GMP-EU guidelines and conditions

Commants The batch corresponds Lo the valid speclfication.
L’_‘\_'S"‘W“"’*‘PL__ Cepig sinnosinae miroyii cneuudiran’,
| Certl.flcation I hereby certify that manufacturing
| Statéement cerrled out In full accordance with
’ Jasna npo describad In agreement on compllance with requirements of registration dossler of country of

i ceprudinauiio
i release,
I The above Information

YMOBAMUY, OlHCAHUMY n yroui oA

| ,

; " | to be in compliance with GMP-EU,
|

i

! npuskzaenHs (Vipaiin),

BHIYCK cepif.

MicTThen y peecTpaniiiionmy

Is authentic and accurate,
including packaging/labeliing-and quality control at
the GMP-EU requirements and with the specifications In the Marketing Authorisation of the Importing

Tk ue nepeaGavero BIPOGIHEKOM,

foceve kpalum-innoprepa

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

This batch of product has been manufactured,
the above mentionad site In full compliance with

country (Ukraine). The batch processing, packaging and analysls-records were reviewed and found

Lhs 1 minvsepiowyio, wio crasii BHPOOHHYTBA, 3a3taveni Texuniuniit yroz xo ZoTOROPY NOCTABKH,
Synu apilicueni y nosgiit sinmoniniocTi 3 sumoram, SASHATCHITMM B YHHBIH HacTanoni 3 GMP-EC
i AOTPUMEHUS  BHMOI peecTpauiiitoro

Aknfl sniffcinoe ceprudikmtio Ta

(arNrovatoyn TEKYBAHHL/MAPKYRAHHS) 14 MPOBEACHO KOHTPONL i1 sxocri na BHIE3aHauCHi
minsHuwd Y tosmii sianoinnoct 3 Braoravi GMP-€C, a raxox sianosizuo zio coewndinauili, e

(Yxpainn), Uporoxonn mupoGuiurma,

HOCKE KpaiHy- |

| Chief chemist G, Markuckaite
© Kepinnug HULILAY KOWEPOIMIO axoeT

Gunag) , M-05-3097

signature, date (nianic, auta)

} Sazyauena suwne indopsarsia e fwetoripHoio Ta Tounalo, 1o cepiio nponyxuii Gyno nupobneno
i

NAaKkyDanHs 1a ananizin 6yo NCPErAAYTO T4 BCTRIOBAEHO BiANOBiAHICTH GMP-CC.

{ Name and position/titie of K\-s\ﬁﬁ‘.w\‘-l:nsﬁ.:n);x:
wole Daplkevide

j Person authorizing the

Qr/YQ

i bateh release
i Mpispniwe ta nocana 0co0H,
_l KA BHAana no3uiir Ha sHmyck

| cepii

UAB Santonlka

3AT Cauronixa

Velverju g. 1348, Kauno m., Kauno m. sav., LT-46353, Uthuania

Db

Signature of person
authorizing the batch

; release

| Minme ocolu, #Kka Buaaia

/[ D

.;‘,5" 1 ‘_A\
Byn. Beifnepio 13485, M, Kaynac, Kayiacske u. cant,, LT-46353, J}ﬁ;ﬁh‘ﬁﬁnad:f y/‘,\

R

Y/

i
| A03Ris Ha sunycK cepii

Date of signature

AE-05 - 2023

Aaia mianucanng

PN
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JEPIKABHA CJIVIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KMEBI

Byn. Bepesnakisebka, 29, Kuis, 02098, ven. (044) 295-26-85 Ten. (044) 2952683 =4 %
E-mail: dis.kyiv@dis.gov.ua, Kog €JIPTIOY 37079055 § ) i #

BHCHOBOK

Npo AKiCTL BBE3EHOro B YKpaiHy JikapcbKoro 3acoGy

10.07.2023 Ne 35045/23/26

AHAQEPOH

{nutiMcHyBRHIS Nikapcbkoro 3acoby 3riano 3 pCecTpRuIAHEM NUCAKIINCHHAM)
Tabaerkn, no 20 Tabnerox y Gaicrepi; no 1 Gaicrepy.y kapronniii kopobui

((hopma BunyCKy, 203y BABKR, BHL NEKYBAHHA AKRPCLKOro 39c0GY)
Howmep peectpauiitnoro nocsiayenns UA/2614/01/01 crpok ail peectpauilivoro rioesinuenns HEOOMENEHUH
Cepis nixapcekoro aacoBy Mo 050123 KinskicTs seesenoro nikapckkoro sacofy 49160

Bupobuux 3AT Canronixa, JInTea
(uahmenysanis supoBirka nikapehroro sacofy, KpaiHa NOXOMNCEHHH)

Bseseno 8 Vipainy Tosapuerpo 3 o6mexcenoro signosinannnicrio "Marepia Meanxa-
Yipaiua", tnenr. xoa: 30308109

(ratiMenynanis Ta kon 33 CAPTIOY opnav+iol ocobu abo npisauiye, iM's, no 6aTbkobi GintHoT
ocoly - nianpueMus, 1 Micue NpoxHBaKks Ta peecTpauifuni HoMep 0GAIKOBOT KAPTKH IINTHHKY
noaaTKis 460 cepis T HOMEp nacnopTa)

TIporoxon pisyassHoro kentponto sin 10.07.2023 Ne 1904/1,

.-

3a pesyasTaTaMM [EPKABHOPO KOHTPOMO BCTaHOBAENO, g Jikapeskul  3aciG  sseseno 8 Vipainy 3

AOTPHMAHBAA FUNKGE JakQronascTsa wono abesneueHns akocyt aikapcokux 3acobis.
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