Uniformity of mass The average mass of the tablet should Be from
OnHopiauicts Mack 0.285'g to 0.315 g. annamac mrol:ow) 3n11amuo=(Ph Eur 2 9. 35)

PPN PR SREY.

Acceptable deviation of mass of individual
tablets. from the average mass for 18 tablets - 301.8 !
-out of 20 is' & 5%; acceptable deviation of mass E:;;ngaﬂ?liz: 301.8 :?FQ
of individual tablets from the average mass for : :
2 tablets out of 20'is £10%. CEviatERY S £1.0% o +0.9% i
Cepenns maca TaGNeTkA NOBHHHA GyTH Rl eviation: from - o
3 : i ; «1.00 o,
0,285 r 1o 0’3]5 f. : Bi)lXH.ﬂenHﬁ Big-1. OJ}OﬂU +0 9%

Mpunycrumi  Biaxunénus ¥ Maci oxpemol
TabneTkn Bif cepeanbol Macu ana 183 20
Tabnerox % 5 %: ana 2 3 20 Tabnetor & 10 Y.

Microbiological - Total aerobic miiciobial count (TAMC) = not | Complies with current edition (Ph. Eur. 2.6.12,
quality greater than'10% CFU/q 2.6.13)
MikpoGionoriuna - Total yeasts and moulds count (TYMC) ~ not | Bignosinac nilouomy Busanuio (Ph. Eur. 2.6.12,
uncrora greater than 10? CFU/g 2.6.13)
- Absence of Escherichia coliin 1.9
o 3aranbHe wHENO. aepobHuX | TAMC < 50 CFU/g (KYO'B.1 1)
Mmikpoopranismis (TAMC) — e 6insme S '
10°KVO®Blr TYMC < 50:CFU/g (KYO 51 1)
e 3aranvHe uucho rpubis (TYMC) — we | !
Ginbwe 10°KYO B 1 Escherichia coli absentin 1 g |
« Biacyriicts Escherichia colin 11 | Bincyrin Escherichia colis 1 v i
Comments The batch corresponds to the valid specification. :
Komenrapi Cepis Binnosinac airouiii cneumdikaiii. DR
Certification I hereby certify that manufacturing stages listed in Quality agreement to supply- agreemant were
| Statement carried out in full accordance with requirements of current GMP-EU. guidelines and conditions
3aaea npo described in agreement on ‘compliance with requirements of registration dossier of country -of
ceprudikanuiio de:lsl:tnation (Ukraine); as is provided by the manufacturer which carries out batch certification and
release.

The above information is authentic and accurate. This batch of product has been marufactured,
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 Authorisation ‘of the
importing country (Ukraine). The batch processing, packagtng and: analysis records were. rev[ewed
and found to be in- compuance with GMP—EU

LIuM: s ninrsepmeyio, wo “cranii’ Bnpoﬁtmmaa, sazvaveHi B TexHIYHIA yrom 0 IOTOBOPY
NOCTABKH, Gy.tm spificHeni y TIOBHIH BIANOBIAHOCTI 3 BAMOrAMH, 3a3HAYEHUMHA B YAHHIA HacTaHOBI i
3 GMP-€C i ymoBaMM, ONHCAHUMH B.Yrofi WOAO NOTPHMAHHS BUMOT PEeCTPalliHHOrO A0CHE
Kpatup-npusHaienns (Yxpainn), sk ue nepe.uﬁatleno nnpoﬁnnmu mmﬁ 3pificHIoe cep'rmbmaw!o
Ta BHDCK Cepil.

3azHaueHa BMIIE :chopmama € HocToBipHOIO Ta TouHO: Llo cepuo nponyxwl 6yno Bupobneno
(mcmottamlm naxynalmafmpxynamm) TA NPOBENCHO KOHTPONL 1i AKOCTI Ha BHINe3asHaueHil ;
JAinsHUL -y noByilt BignosinnocTi 3:BUMoramu GMP-EC, a Takoxk BigmoRigHO 1O cneundmcamii
1o MICTATECH Y- peccrpau:fiHOMy J0CkE KpaiHu-iMnopTepa- (Vxpaiun). ITpoTokonu BHpobuuLTEa, | -
NaKkyBapHs T aHasij3is 6yNo MeperIsHyTO Ta BCTAHOBAEGHO BiAMOBIAHICTE GMP»E.‘C. :

Head of Quality Control Department M. Mikugioniens f—}é/_ 2T =88 -~ 252,

KeplBH HK B_IMIR)' KOHTPOMQ SIKOG‘I_‘I signature, date (hianuc; para) }
Name and position/title of Kwug-,;\.{;gag AR i
‘person authorizing the QP/YO N ol v

batch release 'UAB Santonika

TIpispuine Ta nocaza ocobH, Velveriu g. 1348, Kauno m., Kauno m. sav., LT-46353, thhuanig,f\" L
e
,(s:‘/

axa Bugana nospin na punyck | 3AT Cauxronika
cepii ayn.BeﬂBeplo 134B, M. Kaynac, KayHackke M. caM., LT-463

PO S

Signature of person
authorizing the batch

release ; ; ; i
Iinnuc ocobn, ska Buaana i - Z el

. IO3BiN HA BHIYCK Ccepil

Date of signature . Zi =gy s T
HMara nignucauns . 2024~ 0g-20 Y

A
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BATCH CERTIFICA TE No. 03-197-21 dated 2:..»*09-”02' ‘!
CEP’I‘ P{ (DIKAT CEPIl JIIKAPCI:KOI"O 3ACOBY Ne 03-1 9‘7-21 Bul 20»99»21;5;




JEPXIIIKCIIY)XBA
AEPJKABHA CJIYXBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI
By, Bepesuskiserka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dls kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPIIOY 37079055

BHUCHOBOK
Npo AKICTL BBe3eHOro B Y KpaiHy JikapchbKkoro 3acofy

21.10.2021 Ne 62694/21/26

AHA®EPOH
(HatimerryBanns nikapcekoro sacoby srinHo 3 peecTpauifHum NOCBIAYCHHAM)
TadaerKu, no 20 Tadaerok y Gaicrepi; mo 1 6aicrepy y xaproumii KopoOui
(dopma Bunycky, K03yBaHHs, BU NAKYBAHHA FIKAPCLKOrO 3ac00y)

Homep peectpauiitioro noceimuenns UA/2614/01/01 crpox aii peecrpauiiinoro nocsixaenna HEOOMEKCHUH

Cepix nikapcskoro 3aco6y Ne 1730921 Kinpxicts BBE3EHOTO NiKapcskoro 3acoby 48997

BupoGHuxk 3AT Canronixa, JIntsa
(HaliMenysanns BupoGHuKa NlikapchKoro 3acoby, Kpaika noxomkens)

Breseno B Vkpainy Tosapucrso 3 o6mexenoro BinmoBigansHicTio "Marepia Meauka-

Yxpaina'", inent. kox: 30308109
(uaitmenysauus Ta ko 3a €/IPTIOY ropuauuriol ocobu abo npiseuie, imM'a, no GatekoBsi disHunoT

ocobu - mianpuemus, i Micue NpoxusanNs Ta peectpanifiuui HoMep o6niKoBOT KapTKH NAaTHHKa
nojarkis abo cepis Ta Homep nacropra)

HpoToxon sisyansnoro kontposmo sig 21.10.2021 N 3736/2.

3a pesyibTaTaMH [EpKABHOIO KOHTPONIO BCTAHOBJIEHO, IO nikapcekuit 3aci6 BBeseno B Vikpalwy 3
AOTPHMAHHAM BHMOT 3aKOHOJIaECTBA LIOZO 3a6e3NeUeHHs AKOCTI JIKAPCHKHX 3acoBiB.

Haganesauk

(nocanosa oco6a op (mignuc)




UAB Santonika

Veiveriu str. 1348, LT-46353,

Republic of Lithuania

Kaunas,

Phone (370 37) 22 67 25, fax 22 36 96, e-mall: santonika@santonika,com

8 priedas
3-B0O-PR- 09 10,

KOMNIA

BATCH CERTIFICATE No. 03-197-21 dated 20-09-2021
CEPTH®OIKAT CEPII JITIKAPCbKQOIO 3ACOBY N2 03-197-21 Bin 20-09-2021

Name of product ANAFERON
Hasea npoayxuii AHADEPOH
Manufacturing country | Lithuania
Kpaina-supobuuk - JluTsa
Marketing Authorization Number UA/2614/01/01

‘Homep peecrpauiliHoro moceiny eHun

‘Strength/Potency
Cuna pil/akTupuicTts

Active substances:

1 Hiroui pedoBran:

1 tablet contains affinity pur¥ﬁed antibodies to human gamma interferon:
mixture -of homeopathic dilutions C12; C30 and C200 - 3 mg

1 Tabnetka Mfc‘l‘HTb ‘auTHTiNng A0 raMma iHTepdepoHy NmHORHHH adidno
OUMLUEHI; CYMILII FOMEONATHYHUX poaseneuk C12, C30 1a C200 — 3 mr

Dosage fo_rm
Jlixapceka diopma

Tablets
TabneTku

Package size and type

Poamip Ta THII NAKOBAHHA

20 tablets in blister; 1 blister in cardboard pack
Ilo 20 TabnetoK y Gaictepi; no 1 6nicrepy y KapToHmil Kopobui.

Batch number

Homep cepii’ 1730921
‘Batch size (packages) T
Po3mip cepii (makosaHb)

Date of manufacture

Jara BupoSHRLTEA 01.09,2021
el 01.09.2024

_JlaTa 3aKinyeHHs TepMiHy NpUAATHOCTI

Names, addresses and

| numbers of all manufacturing and

| quality control sites

Hazen, upecu Ta HoMepu Aitensii Beix
_ mm.um.u. 3 BUpOOHMLITEA Ta KOHTPOMIO

AKOCTI

authorization. UAB Santonika

BAT Canronixa’

Veiveriu: g. 1348, Kauno m., Kauno m. sav., LT-46353, Lithuania
Authorization 'No.0887 issued on15 October 2015

By Befisepro 134E, m. Kaynac, Kaynaceke M..cam., LT-46353, JIntea

Certificates of GMP Complianoa of all
manufacturlng and quality control sites
. Cepmnjnxam BignosigHocti GMP Beix

JUNBHULE 3 BUDOGHULTEA
< AKOCTI -

Ta xompnmo

-Jlinensia Ne0887 Bin 15.10.2015 p.

'Certrﬁcate of GMP compliance of a Manufacturer No. LT/02H/2020
-Cep'mquxar BianopinHoCT Bapoﬁnnma puMoram GMP No. LT/02H/2020

Results of -a'.'!"? lysis

PesynisratH ananisie
Tests Specifications Test results
TMokazuukn Bumorn Pesynerati
Description White to- oﬁ’~white, round, flat-faced, bevelled- | White, round, flat-faced, bevelled- edge, scored

(Visual examination)

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

tablets with no embossing on the one scored
flat-side and embossed with ANAFERON on the

‘Onue ANAFERON on the other flat side. ‘other flat side. :
(Bisyansuuit | Tabnetku nnocxouumtmpmno: dopmy, 3 | TaGnerxd mocmum;mpwmo: dopmu, 3
KOHTPOJIE) _'pchom Ta (ackoto, Big Ginoro .jmo. Matbxe PHCKOIO T4 “packoro, binoro konsopy. Ha
= 5  6inoro kxonwopy. Ha omwluy nockomy Goui | onHoMy IIOCKOMY Goui HaHeCeHO pHCKy, Ha
| HRHECCHO DPHCKY, Ha iHWOMY njockoMy Goui | iHmOMY mockoMy ﬁout H"a €CEHO - Haruc
R Haneceno nanuc ANAFERON. ANAFERON. 25
Identification Qualitative reaction for lactose  monohydrate

Imentndikaiis

‘with ‘cupri-tartaric solution R (orange-red

precipitate is furmed) :
JIkicHa peaxuis Ha 1AKTO3H - Mouormpa'r 3

Mfaso—mapmpamﬁw posuunom P {ocan
"Dpamxeno-?iepsoubro KOJILOPY).

Complies
Binnosizae - 3

'_bis_lﬁteg.ratton
Posna,uam{m

Not greater than 15 min.
He 6:nbme 15 XBHIHH.

1 min _]9 _se:_ :
1 xe. 19 cep:.:_-_ Fa

© CEPTH®

e S BATCH cmm—‘rmrsuo. gg_-_.;gz:g;dated zom
KA’ CEPﬁ nmrcbnom

3 AR e A


http://www.tcpdf.org

