CEPTHOIKAT AHAJIIZY

Kpatna eupotiura: ITATIA
Kpatna inmopmiy: Yepatua

[Bnanx Bpycuerrini]

Homep peccmpayitinozo cepmudivamy ¢ Yepaini: UA/17298/01/01

Hama pecempaigit: 21,03.2019

HAama saxinuenns mepaminy dit peccmpanin: 21,03.2024

Hazea nipodykmy PecutiGpon maGaenicu cyoninzeanwni  [(Homep napimil D237
Axmuanuti inzapedicum ma Bawrepiannimit nizar SO mr, 7 vr akoro  [ama supobuuymea 740672023
ciRICH 1 0OUHUYI0 J03yRanHs [BINOBIARE;

WSraphylococeus aurens 6x10"  KYO,

Streptococeus pyogenes 6x10° KYO,

IStreptococeus  viridans 6x10° KYO,

Klebsiella pieumoniae 6x10° KYO,

Klebsiella  gzaenae  6x10°  KYO,

Haemophilus influenzae B 6x10° KYO,

WNeisseria catarrhalis 6x10° KYO,

Streptococeus preumonice 6x10 KYO

(ocTanus Gakrepis micrate no 1x10

KYO wacrynnx tunis - TY/EQIT,

TY2/15Q22, TYIEQI4, TYSEQLS,

FYB/EQ23, TY4T/EQ24). 1a 43 wmr

Y A9 npouecy sodinizaii
Dopata quyery maGnenicu yoninaeanoni Vama saxiveenus mepainy  131/05/2026

ipudamuaocmi

Posarin ma mun ynaxoasu We 10 madnemsu y baicmepax lama aiddopy apaaie 13/06/2023
Hosep cepii 237 Hama ananizy 27/06/2023
Poswiy cepit 4500 ynarosor Hama sunyesy 300672023
Flostep copmudhivamy sixocmi 2304449 Hocunanns na dapmaroneio Brazano nuseve

Hiyeusin na eupobnmen

adM77/2023 8id 30/05/2023

Cepmughixam GMP

GMP [T791/H2023 gio 30/03/2023

Hazea eupobmird bpycuenunini ¢.p.a, ldpeca Bic [canso 6. 16147 lenya, Imaais
A2 3/ TECT CHTELQHOIKALIA PEIVIILTATH
| O1UC, OPravoNenTHHHO Kpyrai naacki Ginysari TabieTkn 3 pHckoo 3 oanore  [Bidnogidac
GOKY, 3 KOPHUHCBUMH BRPANACHUAMH, 3 NErkHM
RAPAKTEPHAM 3ANAXOM
2 ABTEIFTHHINCTE Mae MicTHTH Cysmit aizavip Gakrepiil: Bidnosioac
Bryrpinniit meron, (KA (ELISA) Staphylococeus aurens
Streprococeus pyogenes
Streprococeus viridans
Klebsiella preumoniae
Klebsiella ozaenue
Haemophilus influenza B
Neisseria catarrhalis
Stireptocaccus pnenmoniae
3 Omnopiauicrs macn Mae  sianosizatn  susoram  Caponeltchkol [Bidnosidae
(3D, 11.2.9.5) Dapmakonet
| Cepeans saca Mac Sy 8i2238,0 a0 262,0 M0 2506
(Edy, 1.2.9.5)
5 Posnananns Mac Gy we Giawsme 15 xa. o
(Eh, 11.2.9.1., Tecr A)
6 Crifikicrs Tadneror go Mae Gyri te Meme 3 kr 6,09
DOIILEBAKO BAHHS
(Beb, 11.2.9.8)
7 Busiadcins 8oam Mae By i ne Binviue 8% 4,122
(B, 1.2.5.12, Mevoa A-(meron
K.hiwepa))
8 Imynoemimymooa s
(srytpimus erennGikauin
- AKTHBHICTS Mac Byt Ginsue 30% CDE83: 91,23%:
CD86: 186.27%
- NOPIBHRHAT 3 TO3THBHIIM CD83 nopisn. PGN:50-200% 74,70%
KOILTPOCN (CDB6 nopisu, PGN: 50-200% 94,67%
9 MikpoGiosorisia uucrora 3aranshe wieno acpobunx Garrepiit (TAMC): </
(B, .2.6.12, 0.2.6,13. n.5.1.4) 11e Binnme 10° KYO/h:
Saraisie YHCAo APIIGDROBIN Ta ruticeHerux rpuiis (/0
(TYMO): e Gisapine 102 KYO/
Escherichia coli: sigcymin 1 r. Bidcymui

Koaewmapi: einqeseadamil 3pa3or cepil 6i0nosidac namencnomy cmandapmy AKocmi 32idno-3 suympiuaio cneyudikayicio.

sustoram GMPy,

Cepridixauin «LIuy 3acoiryI0, 1O HABCACHA BIINE IHQOPMALIT C CIPABICHEOI | TOYHOW, LA cepist NPOAYKTY GVIHL BHIOTORICHE, BRIAOMAIOU I
YIAKOBKY/MAPKYBAIIA, | KOwTpoanL sxocti MPOBCACHII Ha Blunesagauciony BUPOGHHIOMY MARATHAKY B noBHIK BLANOBIANOCTE 3 numoramn GMP
MICUERILX per YASTOPHRX Opranib Ta 3riano 3i cnewbixauicio. skasanoi0 B peecTpauiiivosy nocaiinensi Jikapehkoro sacoly Kpainii- nmopn.pa 4
4 CreMpikaLicio A0CHBRYBAIOT BiKAPCEKOre 3acofy. BHpPOGHULTEO, YIAKORKA Ta AHANES CEPIT HCPLrHHYTO Ta SATREQIKENO HA BIANOBIANICTD

AHanizosaHo epesipeno Y3ropkeno
M5 KR 010 In'st I3a6eana Jle Mapxo M5t Jlaypa Arpini
Iocana : Us,u Ilocajia Kepinuux  sianiny 4 [[locamn Knanidikonaua ocoa/ kepisiuk
it R KOOSO AKOCT BiyLiTy 3aleaneyeHs skocTi
; % X5 [Tianue/lata nionues 27/06/2023 [inye/ Jara Mmidnue 300672023
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BRUSCHETTIN

CERTIFICATE OF ANALYSIS

Manufacturing Country: ITALY

Importing country: Ukraine

Reg, certificate in Ukraine: UA/17298/01/61
Date of registration: 21.03.2019
Date of Expiry: 21,03.2024

Product name ! LO‘ N” gpasr
Active ingredieni and amount ;Baotcnal lysatc 50 mg, 7 mg of whxoh . M Da{e ()7/()(/202?
pernit dose i corresponds to:
| Staphylococeus aureus 6x10° CFU,
| Streptococcus pyogenes 6x10° CRU,
i Streptococeus viridans 6x10° CFU,
: * Klebsiella pnevmoniae 6x10Y CFU, !
| Klebslella vzaenae 6x10° CFU,
; Haemophllus Influenzae 15'6‘<109C,FU,
Neisseria catarrhalis 6x10° CFU, :
Streptocaccus  pneurnoniae 6x1 0" CFU | i
(the last bacteria contaings 1x10° CFU of :
the following types: TYUEQIL,;
TY2/BQ22, TY3/EQL4, (‘YS/EQLS,}
TY8/EQR3, TYAUEQ24), and 43 wg of |
glycine for lyophilization process f -
Dosage form sublingual tablets l Exp. Date 3100572026
Package size and type Nel10 rablets in blisters i | Sampling Date 1340672023
Ba(ch No. D237 Analyvn Date 27/06/2023
Batch Slze 4500 | | Release Date 30/06/2023
o 088800 000000000 0 5 P , PRI PR — B i ¢ e
QC Appr. No, 2304449 i I’harmuco;)ieal Ref. ,Srze IJelaw
e deati , ampr 1“1/)1/1{/2{)23 da/ed
Manuﬁftm ing authorisation aM/ 772023 dated 30/05/2023 ! ML Cer (zj’u.a/r 3 0 /0 3 /20 2 3
i Name Mfg. Bruschemm S R [,  Address Via [sonzo 6 16147 (JCKIOVd, Italy
Sn. No. TEST SPECIFICATION RESULTS
! Description, orgauoleptically , Round ﬂat wlumh tablets with brownish spots, Complies
Iwith a scored line on one side and a light
! characteristic odour
2 Authenticity Should contain & mixturs of bacterial lysates: . oo
v fps P plies
In-house method, EfA (ELISA) { Staphylococeus aureus Complie
Streplococeus pyogenes
Streptococeus viridans
Klebsiella pneumoniae
| Klebsiella ozaenae
Haemaophitus influenza 8
Naisseria catarrhalis
Streptococeus preumoniae
3 Uniformity of weight Complies with EP Complies
(EP, p2.9.5)
4 Average weight 238,0 -262,0 mg 250,6
(EP, p2.9.5)
T 5 Disintegration {NMT 15 min 4
: (P, 1 2.9.1, Test A) :
6 Hardness “NLT 3 kg 6,09
(EP, p2.9.8) ;
7 Water content INMT 8% 4,122
(p 2.5.12, Method A (mcthod K. Fisher)) :
':, 8 Lmmunostimmulant aclivity i
(In-house) :
- Activity - More than 30% CD83: 91,23%:;

control

«  Cowmparison with positive

" CDR3 vs PGN: 50-200%
{CD86 vs PGN: 50-200%

CDE6: 186,27%
74,70%
94,67%



BRUSCHETTINI

CERTIFICATE OF ANALYSIS

9 Microbiological purity Not aver 10 aerobic bacteria (TAMC), <10
: (BP, p2.6.12,p2.6.13,p5.1.4) Not over 102 fungi and molds (TYMC), <10
; Absent fischerichia colifl g, Absent
s |
¢ TN ‘I7te‘barch plies 1o the prescribed smmlm'éls o)‘qtm[liy as per n-House spec.l/lca{'ig‘:'t‘ )

Certification statement; * 1 liereby certity that the above information is authentic and acourate. This bateh of product has boen manufactured, including
packaging/labelling and quality control at the above mentioned site(s) in fall compliance with the GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorisation of the importing country or product specification filo for Investigational Medivinal Produets, The batch processing,
packaging and analysis records were reviewed and found o be in complinnce with GME”

Analysed by Cliccked by Approved by )
Namb ) o Chiara Rasulo Nmo ; ISuhL”dDL Mnrco Name Laora Agrini
Dcsiguau’u‘r‘l Analyst o ‘Designmion QC Manager Dusignat‘i\o; QP / QA Manager t
Sigu/Date O aloshors |sigvbue 7 —4‘3’/@{2::@3 Sign/Date /e 00 L




