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AEPXKIIKCIIYHEBA
HEPJKABHA CJIYKBA 3 JHKAPCLKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMUM y m. KHUEB]
BYN. Bepesusxisenka, 29, Kuin, 02098, e {044) 295-26-85 ren. (044) 295-26.82
E-mail: dis.kyiv@,dIs.gov.tla,lit_u_)g:_//www.d_fs.pov;gga Koa €JIPHIOY 37679055

BUCHOBOK
PO HKICTL BBE3CHOIO B Yrpainy aikapeskoro 3acoly

01.03.2022 Ne 10469/22/26

AHA®DEPOH IUTSIVHIA
(R&RMCHYBals Nikapenkoro ICO0Y B0 3 pecerprI R HOCALMETiHM)
raGaern no 20 rabuerow Y Guticrepi; no | baicrepy v kapronuiit Kopobui
{hapan RHIYCRY. Amy8aiin, L RIS b g AikApenLEare 3000y

Homep peecrpanitinoro nocninuen s UA/TTS6/01/0% crpok wif PEECTRAUIIHOrO HoCi e s HEOOMCIKE] H T

Cepin nikapchkoro sacoby No 010122 Hinkkicr, paeiciors rikapebkoio saceGy 49370

Bupodine 3AT Cauronixa, JTnrea _
(Hufiseiey g sepodiixg MKAPChEOLO HCOOY, #PATHE NONKCH 1)

Bacero s Yipaiuy Tosapnerso 1 06mexenonn BiAnoBigaILHicTIO "Marepia Memnes-

Yrpaiua', inewr. wor: 30308109

{HaMeysanug 1 koa aa CIFIOY HIPYANEOT 0cotin wBo lBpienuLe, ise, go OurbReBi it

OCOBH - anpHeMis, T MICIE npomsmamig Ty peterpuiinni nosep ofiaixonof KAPTKH 1IUTHI K
MOAATKiB 4G0 Cepis Ta nomep HachopTa)

3a  pesyneraTamu ACPHEBHOIY  KOHTPONIG  BCTRHOBAEHO. 110 MKAPCHKUA  3aci6  puscieno  w Yipainy 3

AOTPHMAHHAM BUMOT 18K0HOAABCTRA Lo 3aberneueis axeeti nikapcsxux sacobis
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UAB Santonika

Velvertu sir, 1348, LT-46353, Kaunas,

Repuilic of Lithuania

Phene (370 37) 22 67 25, g-mali; s2ntonlka@santoniks.com

B ) T ——

BATCH CERTIFICATE No, 03-16-22 dated 01-02-2022
. o CEPTHOIKAT CEPIF JIKAPCEKOIMQ BACOEY Ne 03-16-22 8ig 01 “02-2022
j Name of product ANAFERON FOR KIDS

| Hazsa nponyiuir N — LAHAQEPOH AUTSAUME e i
i Manufacturi;{'g country_ T LE}’EB(T\Bﬁ_L_“—% C E T e - E
Kpaina-sppobuux FL“TE_L%__L__,_%_%_M_M_&* S .
Marketing Authorizatian Number UAf7756/01/01 :
_Howep pecetpanithioro N2CEIAYEHR i ;
‘ Strength/Potency Active sUbstances: T T ——— T T j
Cona piawkruziicr, 1 tablet contsing affinity purified antibodies to Numan gamma interfaron: !
mixture of homeopathic dilvtions €12, €30 and C30 -3 mg !
Abhoui peyopmnn: :
I radaersa sicturs amraming A0 raMMa iHTepQIPOHY Moinn agitng

: OMHINGHI! eyMill IoMeanaTHY X o3ceaenn C12, C30 1a C50 — 3 aer J
i Teblare LA THUHEX PO3EGACHL T12, 3 e ol
r Cosagea form Tablets

Jlixaperka dopama _ Tadnercy

Package size and type 20 tablets in blister; 1 blister In cardboard pa?k.

Fhoaip 7o ion vasopamns o 20 rafinetor y Guicrepi; 1o 1 Gmicrepy v xa POUNIA kopodu.
| Batch number

” I
\
1
 Howepeepii oz e . ]
Batch size (packages) 2
: g
-Loselp cepii (nakopagy) 4930 i o e
Date of manufacture ,
dava 8upoBukisrea . o -‘__29 12‘20‘_33_, . S
Expiry date ’ y
Hara saxinvesna repuiny 1 HIATHACT] | 91-12.2024 §
~2 8 JARIHNEHHA 1 HY &ﬂ%_mm.hw%_ T e sy
Names, addresses and authorization UAB Santonika
numbers of ajl manufacturing and Veiveriu g. 134B, Kauno m., Kauno m. sav., LT-46353, Lithuania :
quality control gltes Authorizatlon No.Qggy Issued an 15 October 2015 !
Haasn, sapecy 1a HOMepH JliucH3iT Beix | 3AT Cantenixa i

MIBEALG 3 BupoSHHITT S Ta KoHTPOMG 6yn. Beifsepio 1345, p. Kaynac, Kaynacoke », cam., LT-46333, Jlisrsa

AKGCT Jlinensis MeO8S7 Bin 15.102015 o, :
—_— 1 L IBIA PIVEST BiA 15.10,2015 p - i e

Certificates of GMP Campliance of ali
manufacturing and quality control sltes ;

Ceptdriraru BlanonizHoeTi GMP Reix [ Certificate of GMp compliance of a Manufacturer No. LT/02K/72020

| Cepradixsr BinnoBHoCT BURGSHINTRA BHMOray GMP No. LT/02H/2020
MALHIUL 3 RUPOGHAITIA T2 KOHTROMA P p ) L 2
AKQCT!

i o - — P _——
= L—-—___,__m‘_%_._._____ - e

! Resuits of analysis
i_PeayabTary ananisig
—— L IDTATH allamgl

Tasts . Specifications T ~Testresuits

Moxaznuku i Biwory ] PesynsraTy _
| Description T White To off-white, round, flat-faced, bevelled- White, round, fiat-faced, bevelied-edge, scored .
[ (Visual examination) edge, scored tablets with no embossing on the | Iablets with no embossing on the one scores flat |
I i one scored flat side aAd’ embossed with ’ 5ide and ambossed with ANAFERON KID on the |
Onuce | ANAFERON KID on the other flat side. other flat side, :
(Bisyanemui Tabnericu MNOCKOIHAIHAD U HOT  hopry, 3 fl Tafirerkn  mnogko dHApHY HOT opmi, g

[ KOHTPOAL) FHUKOI0 Ta dhackolo, Big Ginore no aaifue Binoro ’

; PHEKOIO Ta (g om,‘ﬁﬁiggﬁ# wpy, Haomiony |
! | womuapy. Ha oumrony RIOCKONMY Soul HaHeosHe | TockoM) T\{gpﬂ ] Wz;gc‘pé RUY: HA Moy

PHCRY, Wa iminomy THIOCxOMY GOl Baheceho | rrockoXde U Halecen ’Hgﬁm ANAFERON |
Kanie ANAFERON KID. KiD, ff+ ¥ ‘“

22 LA oL N i
} Identification Quailtative reaction for lactose monopyEree- ompled g‘ "
Laenrudiauis with  cupri-tartaric  solution R ﬁk@(gﬂgg} * Bingor Bas = @ |
g brecipitate is formed). S WERLIA *’4}?% M=% > %‘ i
SIxiena pearisis Ha aakToIU MoHo Fed At i \ % \ \‘+D(C5r
mapmpamnuy. posvuros P 7 < \%, = P u\@«“%@
;_HCPROHOIO KOMbOpY), Rl RN oS N
% Kot greater than 15 min. Sfnphel wih o A2t (Ph. Eur. '2..?{.“1)
N le Ginne 15 xummmn. B'rﬂqu: A€ 20eTOMY Bunarmig (Ph. For. 2819
'y SEC
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FCH CERTIFICATE No, 03-16-22 dated 01-02-2022 Page 1 of 2
\T CEPT! JTIKAPCBKOTO 3ACORY M 03-16-22 nix 01-02-2022 Cropirka 13 2

et Ty ol R e

[ui o




g oniitn |

| Uniformity of mass The average mass of the et should be frem | Complies with currant edition (Ph. Eur. 2.9.5)

L OaKopiaricrh macy 0.285 g to 0.315 g. Binnopigae nhosomy runansio (Ph bur 2.9.5)

Azceptabie deviatian of rmass of individua|

tablets from the averaae mass for 18 tabiets

ot of 200s £ 5§ %, ac e devistion of

mass of individual Labless from the average

mass for 2 tablets cut of 20 is =10 Y%.

A aee [ _:--1 P Favres !'-.

i g?ﬁﬂﬁo'\g‘;?ﬁm”M HoBHIHE BYTH B poviation: from -0.7 % to +0.9 %
! 2 ) Biaxunenus: pin -0,7 % no +0.9 %

fverage muss: 300.7 mg |
CopeaHa maca: 300,7 mr !

[Mpumycrumi  BiaXuhenHs B Maci  oxpemol
TaGReTrM Bin cepelanol Mack ans 18 3 20

L Talnevor L 5 %; s 2 3 20 rabaetor + 10 %, . |
Microbiolagical ~ Total aerobic microblal count (TAMC) - net | Complies with current edition
quality greater than 10° CFU/g. {Ph, Eur, 2.6.12, 2.6.13)} i
MikpoGionoriyna - Total yeasts and moufds count {TYMD) -~ not | Bianoginge piroyomMy BHAaIIH0
“heTeTA greater than 107 CFU/y, (Ph. Bur, 2.6.12, 2.6.13)

- Absence of Escherichia coliin 1 g,

v 3aranbHe HHGHO aepolnmx TAMC < 50 CFU/g (KYO B L 1) :
Mikpoopradiamis {TAMC) — ne Sbwe 107 ;
K¥Oulr, TYMC < 50 CFU/g (KYO e I 1 '

e Jaranene uucaa rpubis {IYMO) -~ ne
Blrnwe 1P KYO e | 1 Escherichia coll absent [n 1 g

+ Bigcyruicts Fscherichiacolin i1, Bincyrust Bscherichia colin | r

“Caomments The batch corresponds to the valid specification. B

L@_EE_Eﬁj?i_iir | Cepis sinnosinae ajiouif coenndikauil. ] o

- Certification I hereby certify that manufacturing stages listed in Quality agreement Lo supply agreement ware

! Statement carried out in full sccordanca with reguirements of current GMP-EU guidelines and conditions
3asna npo described in agreement on compliance with requirements of registration dossier of country of
ceprudikaniio deistination (Ukraine), as is provided by the manufacturer which caeries out bateh certification and

release.

The abave nformation is autthentic and accurate. This batch of product has been manufactured,

Including packaging/tabelling and quality control at the above mentioned site in full compliance with

the GMP-EU requirements and with the specifications In the Marketing Authorlsation of the Importing |
country (Ukralne). The batch processing, packaging and analysis records were reviewed and found !
to be in compliance with GMP-EU. ;

U 5 miigTsepasy:o, mo crajii supoluntiTes, 3aznasent n Texuinni yroai no norosopy noctanxy,

Bynau amifictcsl y AoBHIRE sLinosignoCT] 2 BUMOMANMY, 383HaeH MY B JuHHIN Hacianoni 3 GMP-EC |

i yMoBaMit, OnNMCAHMMK @ VrOAl OO AOTPHMANHA BUMOT peectpallifiioro #oche xpaink-

; npuztiavetna (Yrpaiin), Ak Ue gependaveno nupofuHKoM, AkHA saificmoe cepradiraniio Ta

| pHTTYCK Copil.

: 3uanadena suule iHhopmania ¢ aocTosipHOK Ta Tounow, Lo cepile npogyxni 6yso supolasio |

(BRMOYAICTH NAKYBANHA/MADKYBAHHA) T& NDOBEASHO KORTPOIL 1T AKOCTI HA DHie3inuueHil

| AimuEnogd v nonHiE rlanonizroct 3 pumoramn GMP-CC, a taxoex ninoninge 1o cneuxdixauifi, me

MICTATLER y peetTpallifiioMy noche wpalun-iMmoprepa (Yepaipw). Tporoxosn anpobuiurea,
HAKYBAHTIS T2 HATITIR BY2I0 NePErNfHYTO T2 BCTAHDANeHo Rlntopiakicth GMP-CC.

/)ﬁ Ol “PE H 3G 55

i Head of Quality Contral Departinent M. Mikudidntené

| Kepipiux Biaiiny KOHTPOMO RKOCT] shhature, dote (miATue, sura) L
Name and positlon/tifle of Kvalifikieoias asinbe
persan authorizing the Qr/ YO Tl Danlouiis
batch release - | JAD Santonika ’
[Mpizsuuge 1a nocaga ocody, Veiveriu g. 1348, Kauno m., Kaung-

aKka Bi4ana A03eia Ha sunyek | 3AT Cawrronika i
cepil Byl Beitsepio 1345, m. Kayi A
Slgnature of person
authorizing the batch
release

[Tiznvc ocobu, nka BUNANA
OO3RIT Ha RUITYCK cepil

Yy QU‘QO

Page 2 of 2
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Konis

. IEPXINKCIIYKBA -
)IEP}KABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHE€BI
Byn. Bepeanskxischka, 29, Kuis, 02098, Ten. (044) 295.26-85 Ten. (044) 295-26-82
E-mail: dis.kyiv@dls.gov.ua https://www.dls.gov.ua, Kox €APTIOY 37079055

BACHOBOK
npo skicTs BBe3enoro B Yipainy nixapcekicoro 3acoby

17.11.2021 N 69173/21/26

AHA®EPOH JUTAYHN

(nalimenysaniia Rikapcsxoro 3acoby riayio 3 peecTpaRNIAHMM OCBiN m}
ra6aern no 20 Tabnerox y Galerepi; no 1 6xicrepy onuill Kop
($OpMR BUNTYCKY, AO3YBBHNS, BU TIAKYBAKHA aikapcsxoro 3acoby)

Homep peccTpaiifiHoro nocaiauesHa UA/7756/01/01 crpok aif peecTpauiitioro nocsiMenns HeoOMeKeHuNR
Cepin nixaposoro sacoby Ne 2101021 Kinsxicrs BBosenoro aikapcuxoro sacoby 49390
Bupobaax 3AT Canrtonika, JluTea

(HaimcuyBaHHN mpoﬁnm-nlnpcmm-amsy. KPAlHATOXOIKOHHA)

Baeseno B VipaTuy TonapHCTBO 3 00MENKEHOI0 pignosiansaicTIO "Marepia Mexaxa-
Vipaloa”, inewr. koa: 30308109

(HaktMCcHYBAHHA T8 XOA4 a8 €JIPTIOY iopuanuncl ocou abo npisewue, IM's, 10 Garskoei diswarnol
ocobu - nianpuemMis, T Micue mpoXHeaIA Ta peccrpaniftnnii HoMep oBnixosol XapTXH MAATHHKA
nonatkis aGo cepis Ta HOMCP nacriopra)

TipoTokon BlayansHOro KoHTpoato Bla 17.11,2021 X 4182/4.

3a pesyMLTAaTAME JEPHABHOTO KOHTPOAIO BCTAROBNEHO, IO mixapcsxuif 38ci6  mBeleHO B Vipalny 3

AOTPHMAHHAM BHMOT 33KOHOAZROTS .3aGeaneuenna AKOCT] NIKAPCE 3acobib.
_“‘_w.;m ‘{ H{_I!;E;;;\
@ﬁ;\\,\“““ .\”'? .,3‘0
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Lol




e T

e TR T T e T i

%(Oﬂlﬂ

[Uniformity of. mass.
Onnopinnics macy

b

- The:average mass of the tablet should be from -
0.285'g to 0.315 g

| Atceptable devistion of mass of individual
_tablets from the average mass for 18 tablets
Tout Of 2015 £ 5 %; scceptable: 'deviation-of
‘mass of individua teblets from the average

| mass for 2 tablers ot of 20:1s £10 %,

Cepenns: Maoa -Tabnerxu noguHKa b‘ym Bin

| 0,285 pn0 0,315
Upunyctumi  siaxnnenns; ‘» maci oupeno”r -
20°|

| Tabnerkn sin. cepennbol Mach. ans 18
Tabnerox & 5-%:ang 2 320 'rqgnerok*

' Complies with:current. edition {Ph. Eur. 2.9.5)
Binnoginae nitowomy sHAakHIO (Ph. ‘Eur, 2.9.5)

- Average mass; 300.1 mg-
| Cepenna maca: 300,1 Mr

| Deviations: from 0.8 % to +0.7 %
Binxanesyn; iz -0, 8 %’;{o +0,7 Y%

[ Microbiologieal

~ Total aerobic. microblal:count (TAMCY. =

-i:omplles with curmntaditlon —
6.1%; 26,1

_,__,_ii

| quatiey’ N [ an:10% CFU/q.. : .
| MixpoSicioriins. ="Tota ea\sts:rnd mp};é;ls ‘count: (TYME) =not: -Bmuonma ROy, ‘é_mn;no
| uHcTOTH A 0¥ {{Ph,. 6.12,2:6.13)
< Absence of Escherichia «,:q.u % '1 9. b Eor:2 2 A
‘& 3aransMe . uueno °P°ﬁﬂlﬂi 1 TAMC < 50.CEU g (Y O'#] |
ikpoopraHismia (TAMCY, — m: 6msme P gt 3 2
e liI’-KSFO sl TYME % 50 CFU/g '(lc_s'?j(’;i_:ngl ™)
. :
: * | Escherichia: coli: absenl: inlg
_ * | Bimgyrus Bscherichia coli s l 4 s
_:commam' he bzitch cbrresppnds tﬂ: tﬁe valld spetfﬁnaﬁorl
Kome ; ..,éepqumnopmaem cnenydiranit;
Cartlﬂcﬁtipn L || T hergby:certify that. manufacturing stages listed in Quality -agreement to supply: agreement were
‘Statemaent’ -carried .out: In. full ;accordance: with requirements .of current GMP-EU guidelines; and ¢anditions
‘Baspanpo - | ‘described in agreement:.on compliance- with requiréments of reglstration: dossier : country .of
oem@muub -destination’. (Ukralne), ‘as'ls provided by the mdnuﬁ&cturer which cﬁmas.o_ tmtch 1 ﬁ:lﬂt:smn and’

| release;

‘The 8bové Information Is-authentic’ arid _sccurate,
| “Inéluding Paﬁkaging/rabellfng am:l qua

“wl{h the 'GMP-ED regi :

; _a:suaueua, amuc m@opmat;lp €. ) :

| -(exmonaioun s/ma TH o HTROST

L mbTsEmL ; rronmﬂ_ , m‘lcmmuom EY moma 'GMP-QC, a TakKo BifH < ikaiLil
| o mictaTsca. y. peectpanifinomy aocse KpalHu-iMnopTepa (Y R‘pﬂmﬁ) . TIpoToKon| EHpoSHuLTEa,

*| :naxysaHusT8-aHaNi3iR Gyno nepermuym T8 BCTAHOBNEHO BinnoBiaHicTs GMP-EC.

| vl Ho:g: 1348 Kauna m., 5353, Lithuania
| BAT Canrosiika, -

| Byns: Be@gggg_jﬁ&u Kaynac, Kayuacweh CAM: ,L’I‘-46353 Jlm-sa

KE:.II'IO_TTI Sﬂ? v b

dated 031 :uzozi ' P.«:,\g; of 2

BATCH CERTIFICATE No. 03-230-2 Pige,
Big 03-11 1\!2-1 : _ﬁ"‘[’t—?!?siw-ﬁ:’! 2

c:sﬁ-mmmrcsmr JNKAPCBKOI'O:3ACOBY M 03-230-2

R -



A

CEPTUDIKAT mammm ‘SACOEY N

Name of product

ANAFERON FOR'KIOS

T A Y T e ol s 38 L R e L R el PRI
UAB Santanike
velverlu str, 1348, LT-46353; Kaunas,
Republi¢ of Lithuania
Phone (37037):22 67 25, fax- 22 36 956, e-mall:’ ‘sEntonikag@santonika.com
‘BATCH C‘ER?TFICAT?E No: 03

2 "-'-daud oa-uvzoz:
- (03-11-2021

Homep peectpaniinoro nocpiiueHHA

Ha3sa npoayKuit AHAGEPOH ANTAYHN
Manufacturing country uthUanla

KpaiHa-BUpobHHR 1

Marketing Authorization Number N??ES]‘JIIO:.

Strength/Potency

numbars of all manufncturlng and

Cuna:nitfakTuBHicTS
{ Dosage form iR
Jlikspcka opma abieTky
[ Package size and type 20 tablets it busm, 1. blistgr m c;muoard pad:
Po3mMip.72:THI NAKOBAHHA ' -y Gmicvepi; mio jgimy y: ta_pﬁl_l_l@ mpoﬁlﬂ
Batch-number : oabriipitice i e i ;
I-lomp :;tgp"r s d § '_2,-‘9-1.02? i
Batch size tpat;lmhes) 1 -49390°
Po:m_ig cepil-(1TaKoBaHE) ;
Date.ot manuracturc 49:10.2021
_Jera supounitras 49:10.2024
[ Expiry date. | A
Iara aaximem -repp.duy upmmgm 01.10 2024
Names;, addmm and authorization Uﬁﬁ Santon ka.

Velveriu g. 1348, Kaung m., Keung m. sw #LT-46353, uthuania
ithoriz 887 issued on'15:October 2015,

t. cam., L4633, Turea

(Visual-examination)

| edge, scored tablets: with no em

ltesults of analwls
Pesynprati aganisis
Tests:
[Toxa3HuKH BuMor®
‘Description White. to" oﬁ'-wﬁlte, round, flat-faced beveﬂed-

one scored flat side. and embossed

‘Onvc ANAFERON KID on the other flat side. :
(Bisyanssnii Tabnergu TnocKoUWANIHAPWIHOT ~ JopKH, 3
KOHTPOIJIL) prekoto Ta backolo, Bil ‘6lnono. A0 Matike-| ] P
' | 6inoro xonuopy. -Ha ORHOMY IUIOCKOMY boui |:¢
HARECEHO' PHCKY, Ha iHwomy Tmockomy Goui |
_ __| naneceno nanug ANAFERON KID.
Identification T Qualitafive reaction for lactose monohydrate. |G
Inenitiadikaiis ith . cupri- tartaric &o!uﬂan (prari e-red
Dlsintiagmtlon R Not. qréate 1
“|'Posnaranis | He'Ginbine 15 Xmunuh.

CEPTH®DIKAT CEPILINKAPCEKONO 3ACOBY Ne gs-zgg-zr nin o.‘iiazmt

BATCH CERTIFICATE No..

i T e S



m ‘ONntA

- AEPXKJIKCITY XXBA =
NEPXKABHA CJIIYVKEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byn. Bepesuakiechka, 29, Kuis, 02098, Ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dis kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €NPTIOY 37079055

BHCHOBOK
npo sKkicTh BBe3eHOro B YKpaiHy Jikapchbkoro 3acoly

17.11.2021 ' N 69174121726

AHA®EPOH JUTSITYHN

(natiMeHyBaHAS NikapcbKoro 3acoly 3rinHo 3 peectpaniftuum HOCBIAYEHHAM)
Ta6aerxu nmo 20 Tabaerox y 6aicrepi; mo 1 6aicrepy y kapToHHiii xopooui

((hopma BHITYCKY, JIO3YBAHHA, B NAKYBAHNA NiKAPCLKOro 3acoGy)
Howmep peecrpauitinoro nocsiauenns UA/7756/01/01 crpoxk aii peectpatiitioro nocsintenss HeobMmexennii
Cepin nixapcskoro 3aco6y Ne 2111021 KinekicTs BBe3eHOrO NliKapesxoro 3acoby 49437

Bupobuuk 3AT CaHTOHiK.a, JIarBa

(nalimeHyBanua supoGHUKa nikapeskoro 3acoby, Kpaiua TIOXOKEHHA)

Beeseno 8 Vkpaiuy ToBapHCTBO 3 06Mekenoi0 BianosinanpuicTio "Marepia Menuca-
Yxpaiua", inenr. xoa: 30308109

(naitmenyBauns Ta koz 3a €IPTIOY opunuusol ocobu a6o npispuute, iM'g, no Garskosi disuHOT
ocoby - nianpuemu, Ti Micle NPOKMBAHHA Ta peecTpauifinui Homep obnikonol KapTKH NIATHHKA
nozarkie aGo cepis Ta HOMEp macnopTa)

IpoToxon Bisyansuoro konrpome six 17.11.2021 Ne 4182/5.

3a pelynsTaTaMM fIGPXKABHOIG KOHTPONO BCTAHOBIEHO, 1O nikapcekuit  3aci6  BReIeHO B YKpalHy 3
JOTPHMAHHSM BHMOT 3aKOHOAABCTBA OO 3a6e3ne e A axocTi nikapehkux 3acoGis.

f_.

Hauaneunk

) MXOHOI[EHKO

A e N e
1 Fohy

m&fin\:lv\npiannmi:)

(nocanosa ocoba op

(n La—ﬁnc)




Uniformlty of mass
“OnvopiuricTs aack

0.2859 t0 0.315 9.

“The average mass of the tablet should be from |

‘Complies with current edition {
Bianopizac aireuomy pRAAHA0O

Acceptable deviation of mass of ind]viduai
tablets from the average mass for 18 tablets
out of 20 Is .5 %; acceptable deviation of
‘mass of individual tablets from the average
‘mass for 2 tablets out of 20:is 10 %.
chwuu Maca TaGneTkH nonmma 5y-m Bia

“Average mass: 302.1-mg’
- Cepemya maca: 302,1 v

-'.'Dawatlon from <1.0 % to +0,8 Yo
“Bigxunenis: Bin -1,0 % 16 +0.8 %

.-m;;xmemm B Mac: urtpmn}’
| roBrieton 5 %, g 23 20 "raGne'rux,:l-. 10'.
- Total ‘aerobic: microbial munt (TAHC).
-greater than 10* CFU/g:
- Total yeasts and. moulds: count (TYMC) -
‘greater than 10* CFU/q.
~‘Absence of scherichiia cc[i inlg. _
: .' s’mrrme : "
“MiKpoopraismie _(‘I‘AMC} - r;c ¢
10° ICYO nlr
‘e Saranslie HHCHo rpuﬁm (TYMC) = ne
Ginptze 100 K¥YO 81 o
'+ _Bingywicrs Escherichia coli® 1 .1

Microhiologica: Lomplies with current edition
A : {Ph Eur. 2.6. 13} ;
* Biatoni nae miouesy i aaniio

.-f-?f,l’ﬁ_-'ﬁtih 2,612, 2.6.13).

TAMC < 50 CFU/g (KYO 5 11)

TYMC < 50 CFU/g (KYO'B 11}

Escherichia coll absent in 1 g
‘Biacytus Escherichia coli s 1

Comments - The batch corresponds to the valid specification.

Komeniapi | Cepin niznoniaac aiiouifl crieusdikait,

Certification Thereby certify that' manufacturing stages listed in Quality agreement to supply. agreement Were

Statement: -cartied out in fullaccordance with requirements of current GMP-EU guidelines and conditions

3assa npo, .described .in_agreement on compliance with requirements of réqgistration dossler of countey of:
ceprudiKaiio: destination (Ukraine), as is provided by the manufacturer which carries out batch certification and

-release:

‘The ahove information is authentic and accurate. This batch of product has' I;men manufactured,
‘including packaging/labelling - and quality: control- at the above’ mentioned site in full compliance:
with'the GMP-EU requirements and with the specifications in the Marketing Authdrisation of the .
Importlng country (Ukraine) The: batch: prucessmg, packagmg and aﬁa!ysis records were reviewad:
-and found to be in compliance with GMP-EU.

e 8 nmmepnxcyw, o crwﬁf anpnﬁmmma, saamaveni 5 Texiianii ymm 410 JI0roBOpY «
MoCTARKY, Gymt miﬂmmﬂ ¥ noBuii BiAnosimiocti BUMOTAMM, IAIHAMCHHMY B !mimiﬁ HUCTANOBI®
3 GMP-€C i monwa, omscaamm: B YTOAl DIGHO JOTPHMMAHIE BHMOL Peectpaniifons focke.

tcpiﬂ'au-npmﬂaqﬂmn (Ykpainn), 4K we nepenbaucio B potuKoNM, Aruik 3ailicos cepwtpixauam

'mo MlmTI»Cﬁ v peec'rpa’luiﬂuouy Jmcbc xpaar-m-mﬂop‘rcpa (V xpnmu} ﬂpn‘mmu at{poﬁﬂnu‘ma,'.
NIaKYBAHHA Ta AHANIZIR BYNO NEPErNANYTO TA BCLAHODACHO BianosianicTs GMPE-EC.

Head of Quafitv Control oepartmenr M. Mikuiiniend - % .9,{- A =20
B:ep:smaw Bm,mny tcompumo aRdcT! sigqawre. date {mmmc, ara)

Signaturg of person
af.ath'nrizrng the batch

Tianue: ocuﬁu, ARA BHANR
O3B Ha BHITYCK CepiT

Date of srgnntura
Jlara m.u.lmcalmx

BATCH CERTIFICATE No. 03-331-21 dated 081 11-2021
CEPTHOIKAT czpﬂ JUKAPCBKOT'Q 3ACOBY- Xe 03-231.31 sin us.i-l_ ;




8 priedas
3-B00-PR-09-10

‘UAB santonikn

Veiverid str, 1348, LT-45353, Kaonas,

Republic of Lithuania

Phone (370 37) 22 67 25, &-mail: sanm&a@éaiztbriiia’ic’dm

. BATCH CERTIFICATE No. 03-231-21 dated 081 '_
CEPTU®IKAT CEPIY ITKAPCEKOrO SACOBY N2

Name of product. ANAFERON FORKIDS

Haspa nipoayritii - AHAQEPOH AUTAYMI

Manufacturing country ' Lithuanla 7

Kpaida-sipoGink Jiurna :

Marketing Authorization Number UA/7756/01/01

Hontép pecerpaitifiiioro noemmlcuua ]

Strength/Potency ' Active substances:

Cuna piv/akTneticrs 1 tablet contains. affinity- purif‘ed antibodles to: human gamma’ Interferc—n-

mmure of hameapathic dilutions. C12, £30.and: cso <3 mig

Jioui pevosmtin:

I'"raGneTka ‘MiCTWTH AHTHTING RO ramMva }H'mpq:epnﬁy HIOAMINE ng}::u‘im'
OUKIICHI: CyMil FoMeonaTHIHHX poasenceks C12, C301a C50—~3 mr-

Dosage form : Tablets.

Jlikapeoka dopaa’ ; TaGnetku

Package size and type -20:tablets.in blister; 1 blister in cardboard: ‘pack.

Posmip Ta THIL Nakonay s o 20 TabreToK ¥ 6mc'r=p: no 1 ﬁmc'repy 3' Kaproiiii xopoﬁm
Batch number ;

| Homep cepif 2"1 1021

Batch size [packages)

Poimip cepii (naxonaiix) 4027
Date of manufacture wis
Jlata pupoGiiirsa - JABA0.202);
| Expiry date . ¢ PRSI
Jlata saxinveierepyiny: npmtarmoc-ri 01,10 2024
| Names, addresses and authorization -LIAB- Saﬂmniim ) s
‘numbers of all manufacturing'and | Weiverlu g. 1348, Kauno m., Kauna n, sav., 46353, Lithuania
qyuality control sites . Authorization No.08B7 Issued on 15. Qctober 2015
Haapu, aapeesr1a HoMepH mucml? Bcix BAT Caurorika
'.umaﬂnuh.ssupnf HHILTHA T4 KONTPOIIO By, Beiincpro 1345, m. Kaynac; Kayuacr.xem cam; LT-46353, Jiwrsa
AKOCT - | linesisin NeO887 nix 15.10.2015 ps

‘Certificates of GMP Compliance of all
:manufacturlug .al'ld quality control sites. |
Cepiudiikatn sixnonianocti GMP seix: Certificata of GMP: mmpllanr:e of 8 Manufacmrer Ncr ‘LT/02H72020

JUSTBHHILE 3 BHPOGHHLTEA T8 KONTPONIO Cepridixar sinnonianocti expoGnwuTes pruvorav GMP No, LT/02H/2020

AROCTI
‘Resuits of analysis
PesyiisTary anatisin

Tests Specifications Test results
[Hoxkazmitn . Buxoru Pesyisrati
Description White to off-white, round, ﬂat*faced hwgliedv White, .round,. flat-faced, bevelled-edge,: mred

(Visuat examination) edge, scored tablets with no embossing on the| tablets with no 1embosslng “onthe. one 'scored
one scored flat -Side - and ‘embossed with | flat side and embossed: with ANAFERON KID on

Otive ANAFERON KID on the other fiat side. the other: ﬂab side.
(Bisyanunii Tabnersn TOCKOUMATHAPHYIOT q:upun. 'I‘eﬁ:mw nnocxouummpuquoi‘ tl:opmu
KOHTPONL) 'puc«om ﬁ {bnmn}, Bix (‘moro 0 'Maiia(e- pHCKOIO Ta - “Packoio, Gmom - Kolbopy.: Ha

ONHOMY TIOCKOMY GOt

HaHeCEHO 'pnnk)r, ug iztmmry nnmuy.-ﬁnui' immoMy.  nnockomy Gowi -

HaneceHo HaniEANAFERON KID.. ANAFPERON KID.
Identiﬂcatlon Qualitative: reaction - for lactose’ monohydrate | Complies
Taentndixaris with - cupri-tartaric. solution R (orange-red | Bimiiosijiae
precipitate is formed).

Stxicia  peakuin Ma xaxrosw monoriapar s
adono-mapmpamiint - pozuunoy P (ocan
OPAHIKCRO-HEPBOHOID KOBOPY).

Disintegration : Not greater than 15 min,, Complies with current&dition, [P}
Po:manamm He Binpine 15 xanmmin., 'Hin:‘:oﬁinae‘nim\iq'_ a)Q;mr'_ A
I'min 20 sec - A
1 £8.20 ¢ex 5

BATCH CERTIFICATE No, 03-231-21 dated 08-11-2021
CEPTH®MIKAT CEP!I J‘l IKAPCI:KOI"O SACOBY J\i 03 231-2! niu 0
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