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BRUSCHETTIN

CERTIFICATE OF ANALYSIS

Manufacturing Country: FTALY
lmpurting country: Ukraine

Reg certificate in Ukralne: UA/15678/01/01

Date of registration: 22.04,2022
Date of Expiry: 2204.2627

Product name

Active ingredient ond amount
por unit duse

Dosage form
Package size and tupe
Bareh No.

Batch Stz
0 dAppr Mo
Mapyfacturing guthorization

Mo My

S No. TEST SPECIFICATION
1 Dlescripyion, ompanofeptivally Whitish 1ablets with a scored lae on one side,

2 Authenticity

tn-house method, E1A (ELISA)Y

1 Uniformity of weight
(EP, p2.9.9)

4 Average weight
(EP, p 2.9.5)

5 Disintegrativn

(BR. p2.5.0, Tost A)

6 Hardness
(EP, p2.9.8)
7 Wiater content

Asmigen sublinguud tablets i 50 neg

AU tableis in blisters

Lot Mo

Bacterial lysate 50 myg, 7 myg of which M Date
corresponds (o
Staphylococcus aurens 6310° CFU,

 Stireptocneens progenes G107 CFU,

- Streplococeus viridans 6x407 CIU,

| Kilobsielts prewnoniae Gt CFU,

- Klebaiolly ozaenae 63107 CFU,
Haemophitus influenzae B ox 102 CFU,

Neisseriy cotasrhalis 6x10° CFU,

Swreprocoucus prevmoniae Hx107 CFU
(the last bacteria comtaing 1 10? CFU of
the fullowing types: TYL TY2, TY),
TYS, TYS, TY47), and 43 mg of glycine

for lyophitization provess

sublingual tablets in 50 mg bxp. Date

Sampling Daie

D&Y Analysis Date
000 Redease Dot
2402568 Pharmacopieal Ref.

aMT22023 duted 3082023 (LM Certificaw

Bruschoetint §.R L. Address

brownish spots, with a light charscteristic odour

Has to contain a mixture of bacteriad tysates:
Staphylacoccus meews

Streplococeus pyogenes

Steepineareus viridans

Kichbsiella prewnaniae

Klebsivily sracnae

Hacmophilus influenzn B

Neissoria atarehatis

Streplovorey preRme i

Complics with EP

2380 262,06 mp

NMT 13 min

NLT 3 kg

NMT 8%

{p 2.5.12, Method A {method K. Fisher))

8 Lownunostinnifant actvity
{in-house) More than 30%
» Activity

Comparison with positive

s ontel

CDSI ws PGN: 30-200%
CD86 vs PGN: $0-2001%

DSGY
164142024

Jra32027

1949302024
HRA52024
G915/2024
Sov hedow

GMP [TRLIIR623 doted
300522023

Vi Isorze 6, 16147 Genova, ltaly
RESULTS

Complies

Complies

Complics

249.7

CDR3: 305
CIs6: 36734
83%

Sy
8%
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BRUSCRETTIN

CERTIFICATE OQF ANALYSIS

Not over 107 aerobic bacteria (TAMC), i
9 - Micrabislogiead putity Mot over 18 fungi avd molds (TYMC), cwl0
(BP p 2612, p 2613, p5.14) Absent Escherichia colifl g. Absent

Commonus: The batch complics g the peoscribed stovedards of gudite ay per In-House specification

Cernfieation suutorsenr: ® ¥ leroby ecrtify that the abave information is anthentic and accurate. This bateh of pradct has teen manufactured, ncluding
Aubelbing s qualtity controt al te abave srdoned site(s) in full compliance with the UMY requireitents of the Toeat Regulatory Authonty and with the

pat
3} ons in tho Masketing Authorisstion of the importing country or product speailication fils for tnvestigationa! Medicinal Products. The batk pracessing.
packaging and unalysis resords were reviewed and found 1o b in complignes with GME”
Aralysed by Chenked by Approved by
Name Chizta Funsulo Name Isabeiln De Marco Name Lanra Agrin
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