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BATCH CERTIFICATE No. 03-01-24 dated 12-01+2024
CEPTH®OIKAT CEPH ANCAPCLKOTO IACOEY Ni 03-01.24 | sin [2-01-2024
Name of product ERGOFERON
Hassa npopykuii EPFOMEPOH
Manufacturing country Lithuania
Kpaina-aupoBiHnK JNursa
Marketing Authorization Number UAS12931/01/01

Homep peecrpauiitnorg nocsisqduna

Strangth/Potency
Cuna giifacrusiticTy

Active substances: .

1 tablet contains: -affinity purified antibadies fo human gamma. interferon:
mixture of homeopathic dliutions C12,.C30 and -GS0 - 6 mg; affinity. purified
antibedles to histamine: mixture of horneopathic dilutions €12,-C30 and €50 -
6 ma; affinity purlfied antibodies to CD4: mixture of homeopathuc dilutions
C12, €30 and C5Q ~ 6 mg,

Aitoni pevosHimg

I TaBserka MicruTe: amTHTING A0 ramma igrepdepony moaunk adinno
QUHILIEHT; CyMITI roMeonaTHHRIK poskencit C12, C30 ta C50 - 6 Mr; anmurian
Bo ricrayiny adinbe cumeni: cyMiliremesimTHN Iy poteeaeny 17, C30 12
C50 - 6 wmr; anmirtina fo CD4 adinno ownuteni: cymile romeonatdumuy
poanenens C12, C30 1a CS(} 6 r,

Dosage form
Jlixgpenka (popara

Tablets
Talnerku

Package size and type
Poamip Ta THR NaKOBAINA

20 tablets in blister; 2 biisters in cardboard pack,
ITo 20 Tafinerox.y Gaictepi; 1o 2 Gnicrepln v ®aproHniit kopoSui.

Batch number
Howmep cepif

941223

Jarazaximenna Tepmmy npugaTHocTi

Batch size (packages) 24561
Poauip cepil (nakorans)

Date of manufacture 20.12.2023
Jata supofiuynTea

Exglry date.: 01,12.2026

Names, addrasses and authoriration
numbers of ali manufacturing and
quallty control sites

Hassa, anpecy Ta HoMeps Juueusi‘f BCix-
,nuxr,uum: 3 pUpOOHRITES T2 xompomo
axeoTi

UAB Santonika . )

Velveriu g, 1348, Kauno m,, Kauno m. sav., LT-46353, Lithuania
Authorizatfon No.0887 issued-an 15 October 2015

3AT Canvonixa -

By, Beiipepio 1345, M. Kaynac, Kayiacoke m. cant., LT-46353, Mirrpa

Certificates of GMP Compllanca of all
manufacturing and quality <ontrol sites
Ceprupixari-sianosinpacti GMP.seix
LifLIEUL 3. DUPOGHHITEA T2 KOHEPONO
AKOCT

Jhienais NeOBR7 win 15:10.2015 p.

Certificate of GMP compliance of a Manufacturer No, 033/2023/GMP
Ceprrdixar signoginnocTi Bupobuuursa sumoras GMP MNe 033/2023/GMP

Results of analysis
PegyauTaTd nanizin

(Visuat examination)

Qmic
(Bisyansuuit xouTpons)

‘ec!ge, scored-tablets with nic embossing on' the

ohe: scored. flat:-sidé’ and embossed -with
ERGOFERON on.the other fiat side.

| TaBnerss  rnockouMniHApHUROT  opay, 3

PHCKOIO Ta acKots, pift 6inore ao mathxe Giioro
Komeopy: Ha 0pnoMy iinockoMy Goui HaHeceno
PUCKY, Ha inmasmy nrockomy Goili HameceHa
Harrue ERGOFERON,

Tusts Specifications Test results
TloxasHHKH Brnvory Pesynprari )
Description White to off-white; round, flat-faced, bevelled- | White, round, flat-faced, bevelled-edge,

scéred teblets with no embossing on tiie
one scored flat side and embossed with
ERGOFERON on the other flat side.

Tabsericd WIOCKOUMTHIPHYHOT qjopmu 3
pricsoio ‘1A dackoto, Ginoro wofisopy. Ha
otHoMY- TIocKoMy Golll HaHeCeHs pHeky,
Ha (HIOMY THIOCKOMY GoLl HAHECEHO Hat e
ERGOFERON.

Identification
Lnentudrikanin

Qualitative reaction for lactose monochydrate

with cupri-tartaric soluticn R ({orange-red
precipitate Is formed).

SIkicla peakiis Ha N8KTO3H MOROFIHPAT 3 MidHO-
mapmpamnusn posvunoa P (ocap opanweso-
YEPROHOIO KONLOPY),

Complies
Bignosinae
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KOnutA

Disintegration
Po3nsnanua

Not greater thaa 15 min.
He Sinpe 15 xewnno.

Compties with current edition
(Ph. Eur, 2,9.1)

Bianesinac arovoyy apaanino
{Ph. Eur. 2.9.1)

1 min 18 sec

1 x8, 18 ¢ek

Uniformity of mass
Onuopinslers macy

The average mass of the tablet should be from
0.285 yto 0.315g.

Acceptable deviation of mass of trividual
tableis from the average mass for 18 tablets out

Complies with cusrent edition
{Ph. Eur, 2.9.5}

Binnosinac aicuoMy BrEaumng
(Ph, Ear, 2.9.3)

of 20 is = 5%; acceptable deviation of mass of
Individual tablets from the average mass for 2
tablets out of 20 is £10%,

Cepeaua maca TabneTkst nosuiug 6y1~u Bin
0285 rno 0,315 r,

MpunycTuMi  sinxmaensa 8 Maci  oxpesol
TabACTKH wim cepeansol mack g 18 3 20
Tabnerak £ 5 %; A 2 3 20 Tabnerox 4 10 %,

Average mass: 300.7 mig
Cepenna yaca: 300,7 mr

Devigtioa: from -1.1% to +1.1 %
Biaxunerna: sin -1.1% po+1.1 %

Complies with current edition
(Ph. Eur, 2.6.12, 2,6.13)
Bianouigae niiotomy supaniio
(Ph. Furi2.6.12,2.6.13)

Microblologlcal quality

- Total aerobic microbial ¢ount (TAMC) ~ not
Mixpotioneriuna upicrora

greater than 10* CFU/g.

- Total yeasts and moulds count {TYMC) ~ not
-greater than 10¢ CFU/g.

- ‘Absence of Escherichia coltin 1 g.

* Bapannee yHeno acpoBHN | TAMC < 50 CFU/g (KYO b 1 1)
Mikpoopraisvin (TAMC) - ne Sinswe 10°
K¥Oninrn TYMC < 50 CFUfg (K¥YO 1 1)

« 3araanhe usene rpudis (TYMC) - He
Ginkue 102 KYOB 1T,
*  Biacyruicts Escherichia colie T'r,

Escherichia coji absentin 1 g
Bigcyrhg Escherichiacolin 1 r

Comments

The.batch corresponds to the valid spemf ication;
Kostenrapi

Cepinnijrosinae Afiowii enciudigani,

Certification Statement

I hereby certify that manufacturing. stages listed in Quality agreement to supply agreement
3aaga npo cepradikayio

were carried aut in full accordance - with requirements of current GMP-EU guldelines and

conditions described in agréement on compliance with requirements of registration dossier

of country of destination (Ukralne), a3 is providad by the manufactirer which ¢arfles gut
batch certification and release,

The above infurmation is authentic and accurate. ‘This hatch of preduct has been

manufactured, including packaging/labelling and quality cortrol-at the above mertionad site

in full compliance with the GMP-EU reguirements and witiy: the specifications in the Marketing

Authorlsation. of the Importing. country {Ukrame) The. batch processing, packagmg and

analysis records were feviewed and found o be in complmnoe with GMP-EU.

i 2 nigrsepixyio, mo cranil nh’;}o(ismuma, :3a3naveni p Texuivnili yroatno norosopy

nocrasyn, Oymu aificneni y noswiil BiAnoBiIHoCT 3 BUMOraMy, 2a3adenuMu B unHuif

'Hac'raﬂom 3 GMP-EU i yMosamy, OnHCaHHMYE 8 YrOHi WONG AOTPHMAHHS BHMOF
: [JCQCT])H.U.IHHOI‘O HOUbE KpaInK-APHINAYCHHA (YKpalHH) K. e nepcp.ﬁawcuo ‘BHPOBHIIKOM,

AKHHE 3aiticuioe ceme)sxauuo Ta BHILycK cepil.

Jaznayena pume indopmauis € Accrosipuoie Ta Tounoio. Lo cepiio npoIykaii Gyno
E Bnpoﬁne}{o (Brmonaosn ﬂa}:yaammmapr\yaaum) T4 NPEREREHO KOHTPONG.IT groeTi Ha
. BiesasHavenifi abibawul y noswid sianosindocti namoramn GMP-EU, -2 TAKOH

Bifmosingo po cienndirauili, mo Mictateen y peccmawi&now ACCLE KpaiHi-iMroprepa

(Yxpalun), Hpo*roz(om-x BHPOOHYUTRA, NAKyBAHHA Ta -aManisis Gyl NePEIEAKYTO Ta

BCTAUORMSHO Biznesimicts GMP-EU.

s
Head of Quahty Controt Department M, Mnkucmmene T e - )A}g <

I{epmmm RULAINY KOUTPOMQ. 1K0CTi o signaturs, date{nmnuc aaray”’

NMame and-position/titie of - S mrkuotus agmne

nerson authorizing the batcij Qp/yo igo

relaase - UAB Santoniia 0t Papleviee:

[piserng. T4 [OCARA ocobH, ﬂm Veiveriu'g. 1348, Kaune m., Kauno m. sav., LT-46353, Lithuania
RELANA AO3BLY HA BRITYCK cepn 3AT Cantonia

By, Befipepio 1348, M. Kaynae, Kaynacske M. cam., LD

Slgnature of person aygthorizing
the batch release -

Tianic ocoby, Aka Bpjana gosein gl *
1A BHIYCK Cepii : 2
Date of signature . ‘é
Jata nianHcaubs A2-Od-2024 . X
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