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UAB Santonika : iy
Velveriu str. 134B, Ly-46153, Kauney, . 1 %
Republlc of Uithuania F 3

Phone (370 37) 22 67 25, fak 22 3596, e-mall: santonlka@santodiko.com T

 BATCH CERTIFICATE No. 03.138-25 tated 08-01-2024

CEPTHOIKAT CEPIY MIKAPCLKOFO SACOBY NC 03-118:23 iy 08-01-2024 :
"Name of product ANAFERON b
Hasea fpuaysuir AHADTEPOH
Manufacturing country Lithuania
Kpaina-gupoGuy Iy
Marketing Authorization Number UA/2624/01/0%
Homep PeeeTpauiifiiors noesinyenny-
Strength/Potency Active substances: ) o _
Cuna nii/arTisnicTs 1 tablet’ ¢ontaing ‘affintty - purified #ntibodlds to human gamrha Interferon:
mixture of homgopathlc-difutions €12, C30 and C200~ 3 mg
Jiow] peuosni:
T rafinerks. MICTHTE auTHTING 20 Tarma, intepdiepony nonun adinno
: _ounenf: cymilirroMeouaTH X poaencHs Cl2, C30:ta G200~ 3 mr
LDosage form ’ : Tablets : ;
Jikapebka diopma ; Tabnerki = . o
Package size and type 20 fablets in blister; 1 biister In:cardboard pack, L -
PosiMip o thn naxopasis. o 20 "zriﬁngfox;j'ﬁsni;‘;repj;',ng I Gnig'rcpy}'.-Rap‘nonniit'kopoﬁm.
Batch numbar T —_— -
Hontep cepji 931223
Batch size (packages). ;
Posumip cepiy (E'qu‘r{cir}a'}{g) ; otz
Date of manufactire .
| Iane aypbbifingsn - - 112.12:2023 .
L Jara sakiinienin Tepitiny npunsruces. Dldz.enzer
Names, addresses ahd autherization UAB Santonika ) "
umbers ¢f:a[l_rgggyfgctgrin§_and' N ~ve1'veﬁu-g;»;1'_3.4_ﬁ, Kayno-m,,, Kauno.m, sav., L1-48353, Lithuania
quality control sites”. R I A;J,thbrizatlnh‘-No;OBW—rss'uéd &n 15:Gctober 2015
Haauu, ajipech ta Homeps pinessiy scix. AT Carromiga . 0 _
RinsIme 3 BUPOOHAUTHA TR KONTPOMO . | Byx, Beliagpio 1348, 1, Kaymae, Kaynaceice b, e, LT-46353, Murpa
gikocri g T Hiveais No0§87 win 15.102015:p.

Certificates of GMP. cdmpllancg',af-atl
maEnufdcturing and gquality. cantrol sites

Ccprﬂtpfkajru_ninrfonimmjc_'ri.GMP’BG]’}:_ ..., | Certifitate of GMP' ompliance of & Manufactyrer No. 033/2023/GMp

Al 3 Hupobyi; -7 | Cepradiar signonino HPOGHULEA BitOTam GMP N 033/2023/GMp
RESUItS oF analyais T
Pedyabrari dusiiain ' ) e s
Tests Spécifications _ o ©- . Testresults
HNokasungn . " Driors - ' - Pesyivivary )
Dascription White- to, aff—whlt_e,_.::our_ld, flat-faced,. bevelled- White, round,’ fat-faced, __b_gqelled—edg_e ; scored

(Visual examination) edge, scared tablets with: no-embossing on the tablets with Ao smboseing on the oné scored flat
ane scored f{lat slde ‘and -emtiossed -with | stde and embossed Wwith ANAFERON on:the ottier

Omire | ANAFERON on the other flat side, | 'atside,
(Bisyanuuutl Tabretxn TROCKOUHMHApINHOT- ihophs, - 3 |- abnerion TUIOCKOMHI AP HYHGT thopmu, 3
KOHTpONE) ' PHCKOT0 T2 @ackﬁﬁ,‘-hiﬂzﬁinbi'd Ho'Maibice Glors CrOIG Ta-diackard; GinoiD i’{ﬁﬁr;ppy..-Hg;dﬁHomy

RONEGPY. Hit 0kitony Toidckiniy Gowi Hanecin ToCKony: 6o, walistaio oy /,- Mg Intnigs
KeABOD MY _ 1Y DOl HAHStEH ¥

PRGiyT Ra ImioMy nnecxonty. Golyi. Wanccoio: FitdickoMy Sowi Hanecelo Haniec ANAFERON. .
Haniy ANAFERON; N j i T ‘
Idantiication . ‘Qualitative  reaction. for*lactase - monchydrats Cormplies-
Imenripicaniy With- cupritarfaric  sofutton R (orange-red | Binnosinae
"p;éclpibté_ls_forrﬂed).
AKicha peaknia na sakTo3i Moy 10riApaT 3 aridug- T
mapuipainiust poswunos P (ocan opamseso- ﬂ;‘é‘;:ﬁ ) MJ’%\
HEPBOHET0 KOALOpY). o &ﬁf’""\%ﬁf’&-,
DisIntegration " Not-greater than 15 mimn, | .Compliggwiti cL QE-LE
Posnananmi He Gimntite 15 xpunim, Bi i %

e _BATCH CERTIFICATE No. 03-118-23 dated 082433y
CEPTHOIKAT CEPIIJIKAPCEKOTO SACOBY M 03:118.35 1o 0007 So55
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The average mass of the tablef should be from
0.285g to 0.315 ¢.

Acceptable deviation of mass of individual
tablets from the average mass for 18 tablets out
of 20 Is & 5% acceptahle devidtion of mass of

tablets out of 20 5 =10%.
Cepenna Maca tabnevis RosuiHa GyTH .Bin

0,285rn0 03157,

individual tablets from the average mass for 2

Complies with current edition (Ph. Eur. 2.9.5)
Binnosinae wionosy sugamino (Ph. Eur, 2.9.5)

A.v.erage mass: 301.2 mg
Cepepsss maga: 301.2 mr

Deviatlon: ffom -1.5%.to +1.3%
Biaxunenus: sig -1.5% no +1.3%

Mpunyerumi  sinsinenns o wact OKpeMoy

TabneTki nig CCPeANLOT Macn aas 18 1 20
TabneTox 3 5 %b; nan 2 2 20 vabnerox 4 10 %,

Microbiological - Total aeroble microbial count, {TAMCY - not Complies with current edition
quality greater than 10° CFU/g (Ph. Eur..2.6,12, 2,6.13, 5.1.4)
MirpoGioorivua | - Towl yeasts anzc,l mgulds count (TYMC) ~ net | Bianoninae nilovoMy Bnas0
YHCTOTH greater than 102 CFU/g Ph. Bur.2.6.12,2.6,13, 5:1.4
: - Absence of Escherlchia caiiln 1. , ( i )
* Saransye: HHeno 2ePOBHI | TAMC < 50 CRU/g (KYOm 1 1)
stikpaopraitiayin (TAMC) — e Ginsue §0? '
KYOplr o TYMC < 50 CFU/g (KYOB 1 1)
¢ 3arwnune wueno. Fpubin (TYME) ~ ne - o
Gimpie 107 K¥Ount ' Escherichia coli absent in 1 g
»_Bizgcywiilert Escherichia colin 1 1, Biacyrus Escherichia coli 51 r
Comments The batch corresponds ta the valld spacificafion, ' :
Konenrapi Cepis sinmosizde aimiﬁ'cncukdlimu_if; S
Certification ‘I.hereby certlfy that manufacturing stages-istad in Quality agreement to SUpply-agréament were.
Statement ‘carried out In full accordance With requirements of current GMP-EU--guidelines- and ‘conditigns
3aasa mpo described, I agreement on, <compliance with, requirements. of. registration: dosster-of country of
cepTidikeitin g;grslgthn‘ (Ukfaine), as is provided. by the manufacturer whichcarries. out: bakch certification and

The:above.Informatian-is authentic arid ‘accirate: This bateh of product hisbeen miarufactured,
includlng_-packaglng[la_beﬂing and. quality. control at the above: mentioned site In-full compliance with
the:GMP-EU requirements and with-the specifications i the Marketing Authar_tsatloq~_coff,th_e"lmpgi"ting
cauntry (Ukralne). The batch Processing;: packaging and analysls records Wwerereylewed and found
to be in.compllance with GMP-EL. T : : '

- Lnes Hif.lfééri?w@;m@._?rsa.ixi‘f-9.uno.Gﬁr?mxeaj.aa:ena'sﬁﬂ_i.ﬁl—Téxaimﬁtiﬁ YIOAi A0 ROTOBODY NoCTaRK,
Oynianificnent y nopwil BIANOBINHOCT] 3 BuMGrams, BRSHAMERMNIL B “ITHRIH HacTanos] s GMP-C

i yhonamr; PitcaMd 8 yroni - wiogio DOTPHMARHS, BIMON PeecTpaitiiinore okt Kpagim-
npuziatenas (Yipaiin), ax e’ népeatayco BHPOBHIKOM, Akl 3aifichioe ceprudikanio ta
Zuyckoepil, o T

Sazuanens suine fudopiauis e fovtosipuote Ta oo, Lo’
. {momouatodn nakysanns/apiysanig).: T2 nposened KOHTp!

oYK Gyt simoIeo

onb_ L AkoeTi #1d. BruncIzaaveni
AU y nosuti sinnosiagocTi 3 unorast GMP-EC; a Tako sinnonim; Jig erewdikauii, uo
MicTaTses y' peecrpanifomy. Bocse. kpal . )

163y peecTpan) ] civniopteps (Vipaisin). Tporoxonis, BHpOGHtitiTDa,
DaKYHLHHA Ta ananisis Syno VePErNany 0 T3 BETHOBACHO BinnGE; AMicTE GMP-eC, -

Kepiontnc sininy KONTPONO AKGCT
Name and pasition/fifle of - o EA o

pérsun.-autll:tJriilhg{tﬁg' ' QPIVD Kvalifikuotas aismuu - -

batch release ‘ | UAB Santonika Bl Dapievmee

Npisnmige Ta nocapa ocob, Velverlu 9. 1348, Kauno m., Kayno. . sav., LT-46353, Lithuania

K& BMAATA Koasin’ aBanyck | 3AT HTOHiKa . b wm w, ’

i " o, iepiot34B, . Kayijiic, Kayinctie i, eaMy LT-46353; Tsraa

A
Head of Quality Contral-Department: M -Mikuéitinieng /3/*” 228 f"-.(p/ ~zaly,
“s_lgnal'urg;_dM\anuc,- Hara) :

copit FRE e
"Slghaturs. gt person: - i
,al,gthpri_zl_ng-thg:ﬁatgt-:lr.‘ i g b

rélease’ X
Higmie oto6a, aka BHzdfia
HO3RIN Ho Hunyek cépif

Date of slgnatura
Hara ninnnoanns.

——

BATCH. CERTIFIGATE No, 03-118-33 dated 08-01-2024

L [ ICATE No. ; . b & Page 2 of 2
CEPTH®IKAT CEPIY IIKAPCHROTO 3ACOBY e 03.118.23 uix 08-01-2024

Crophuxa 2.3 2.
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AEPXKABHA CJIVIKBA 3 JIIKAPC LKUX 3ACORIB
TA KOHTPOJIO 3A HAPKOTUKAMMU y m. KHEB]

npos. Haait Ceitauustof, 3, 02099, Ten, (044) 295-26-85
E-mail: dis.kyiv@dls,gov.ua, Kog CAPIOY 37079055

BUCHOBOK
PO AKICTH BBE3EIOro B Yrpainy nikapenicoro 3acoly
18.07.2024 Ne 36701724726
AHADEPOH

(1ralimenysanng HiKAPCEROUG 30c0BY 310 8 peecTpaitngs nocsinnennsm)
Tabxercn no 20 rabiaerok y Satictepis 110 1 6aicrepy y KapTonriii xopobui

(hopma prNyeKy, Ho3yHONAR, DA NAKY 81N MKBPCHROD sncoby)
Homop peectpauifivoro nocsinvenns UA/2614/01 /01 ctpok nif peecs pauitinoro noceinvenus neoBMencerinii
Cepin sixapenroro aacofy Ne 931223 Kinbxicrn anesenioro nikaponxoro sncoGy 49172

BupoGHuK 3AT Canrouika, JiuTea

(uakisenynais mapodanxa aikapunkoro Tacoly. KPITHIL TIOt0sering)

Bueaero o Yipainy Tosapuerso 2 obmexenoro signosinaasaicrio "Matepia Menca-
Yrpaiua', inewt. won: 30308109

(naisenynanys o von 32 CHPHIOY TOpARIOL 0coBl A80 JpidsuILe, 'Y, 10 Bk
{hiznenot ovolin - ainpyest, 17 afene NROAHEIN T 10 pecerputithiunil nopep obikonot
KRR riH T e noaackio a6o cepis tn HoMEp naenopTa)

ITpoTokon siayansuore xowrpesto six 18.07.2024 1 2465/1.

3a  pesymuTaramu  Jepxasroro KOHTPOAIO BCTEHORNCHO. WO NikApchkMll “acid nueieno & Yrpay

AOTPHMAB HIVLBHMOr 30K0HOAANCT BA OO zabeaneueHns aKoeTi N
JARCOBIE 5
Wby

ChKHX 3acofbin,

(nianme)
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