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BATCH CERTIFICATE
T bredir e T am e CEPTHOIRAT HA CEPIIO ———
Product name: | BRONCHIAL BALSAM BELL'S | | License No.: | UK MIA 3105 ]
. Hassa npoaykuii; _BPOHXIATIBHUT BAJIb3AM BEJLI'C Jinensia No: . - 7 ]

Pharmaceutical form: | solution for oral use

o i
Manufacturing country: | United Kingdom

Jikapepra ¢opMa: | pozuns qas nepopaaLHoro Kpaina-sipobuuic: Beatnka Bpiramis l

~ 38CTOCYBaNug S
Strength/potency: S ml of solution containg: Menthol (Levomenthol) 1.0 mg; Aniseed Oil 0,0035 !
ml; Capsicum Tincture 0,025 ml

P Craa Ali/akTuBnicrs: | § MJ DOTUHHY MICTHTD: MEHTOIY (.veﬁemeum.uy) L0 mr; anicosoy guir 0,003%

uﬁ_ XH&ROBKHL

f
L

- Pcs‘cmauiiiue HOCBITUYenust No;

e Cepin N
Date of manufacture:

Aata supobyunrea:

MJI; HACTOSH K Mepuio 0,025 an
| YT HACT 1o .

size of | 100 ml in a bottle; 1 bottle in a cardboard box with Ukrainian and English
Packaging: languages labeling .

Bua i poamip | no 100 M 8 nasiuui; no 1 nasmyi g KapTonuiii kepobui 3 MADKYBAHHNM

KPATHCLROIO TA aucaiiicb koo MOBAMH

e . . s ——--% T *—
Batch size: 40 000 : boxes :
Po3mip cepii: A  xopofor

Expiry ?atef: f 0672027
puaaruuii go: ;

Unlimited from: 12.04.2017
Heobmeweno 3: , !
— S IRDUMERCHO 3:

Batch No.:

06/2024

UA/6177/01/01

Bell Sons & Company (D;Egists) Limited, :
Gifford House, Slaidburn Crescent, Southport, PR9 9AL, United Kingdom j
Benua Camz & Komnani (parricre) JI imiTes,

Registration Certificate No.:

Manufacturer:

Bupobunk:

Iidy e CIECHT s PRO9AL, MRa Bputaniy |
_— opa Xaye, Catefinbepn Kpecuenr, Cayrmo Q__A_ﬁ,,li@j_ﬁjzﬂ_g_fﬂ

Canc!u;i;ﬁ on c;;ﬂrmaﬁon of GMP Certificate No.: dated;

o4 5
| Blj&‘}flg}}pﬁ}ﬁ%g niaTBePLKeHNn ceprudicary HBIT No: 471/2024/C-943 ) Bix: i 20.06.2024

e — e

Analysis procedure results /

Pesyabraru n POBCACHHYA aHATI

i | METHODS OF ]

b TEST/ REQUIREMENTS / CONTROL / | RESULTS/ g

| BAOPOBYBAHHS BHMOTrH METOIH F’E3YJ.!b'l‘xfx']"‘!éilé

I _ KOHTPOIIO —

2 T 4 e 8

Eloy Deseription Dark brown syrup. Odor of ethanol and p. 1 MQC : - S
P o ' menthol s I Complics

P Onume Temuo-kopuuseni CHpom. 3anax eramonyi | . | MK ! Bimmosizac |

MenTony ]

In the Assay, the chromatogram obfained with
sample preparation shows a major peak havi
the same retention time as that of the maj
due to Ancthole and Mentho] in the chy#
gram obtained with sicndard prepard
Capsaicin | Tn the Assay, the chromatogram oby

,,,,,
opn R,

: . . ¥ AP, PEA R f Complies |
i e | sample preparation shows a major Ju 1 ]
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;Ne.} _ METHODS OF ‘
{ / TEST/ REQUIREMENTS / CONTROL/ RESULTS / }
l BUITPOBYBAHHS BEMOIrpm METOJIH PE3YVJALTATH |
™ KOHTPOJIO ]
) f the same retention time as that of the major peak !

; due to Capsaicin in the chromatogram obtained '
oL . _ L with standard preparation, _ — o
| Ineutndivaiia; Hac yrpuManus nikis QHETORY | MEHTONY Ha .2 MKS,

- Anicosa oaix i vienmeos XPOMATOIrpaMax doc. HKRCVEanozo | BP, App. 111 D Biamosiuac

g i cmcmr)apnmu 7 PO3NUE, OTPUMaRIX opu

}(l*!bi(l(..HOMX mnaqg_gu: TNOBHHCH CTIiBlIaaTy.
Hae yrpumanny niKy KancaiHy na
XPOMaTOrpaMax doctio e PEUROSO |
Cmandapmnozo posyunis, OTPHMaHHX B YMOBax

REHLK!CHOI‘O Busuaueiys, HoBHHCH CﬂiBHﬁﬂaT}E.
T nod e 20 CUHIBIIANaThH.

i ]\'mw.:'zi'r;zm

. 3] Density at 20 °¢ 1070~ 094 p.3MQC, | :m o
Lo . ——JBPAmexvg ¢ I A
I yerita npy 20 °C 1070 - 1,094 ¢ - . 3 MIs, ? 1078 ¢
A o Mmm_%.—__u_ﬁ—hw__w BP Annex V A N

!-lllmg, volume Not less than the i'le]Ld daim p- 4 MQC | (‘Qmpg,u

3 | O6’eM nanoprenig _He Menme sagsnenoro jra xnaxo;;]Mq nd MKH ano}aiﬁy __

5. pH 3.6 -4.2 . 5 MQC, J 45
I - ——BPAmex vy | 42 e
| lon 3.6-4.2 . 5 MICS, | s ‘
L e N e RL_A“HCX Amex VL —
i 6. Drv residue | (“n wiw} ; 20 522 5%

[ —

—— 705 e T |5
; P ymn 3WHHIIOR (%, M/ 20.5 -2235% .

7 Hhanoi 196 % (%. viv) 2.45 - 3.00 %
___IETaHon 96 % (%, 06/06 2,45 -3.00%
" Bengoic acid (%o, wiw) 0.09-0.1109

. ———
| f Bewoiiia KHCIoTa (%, 0,09-0.11%

[ ! \s’w),.__wm_ ———
L i \‘édy ,_— m B ]

[ 0. 063 - -0.077 % %
_jl_{emhal( %o, u/t) 0.018 ~ 0.022 022 % - ;
; Capsaicin equivalent 1o j 09 meg/Sml—17 megiS mi BP, App. I D
g - __Pepper Tincrure

H 1

——
! !\1 IbKicHe Bmﬂaqem{ﬂ ) ng MR'}]

T 22

f /1.1’enmm (% M08) O 018 0, 02'? % ) ] |
i§ | Kancaiyur s | 0,9 mxr/s mn = 1.2 MKT/5 M
D nepepaxyuxy na
L MOHHKY nepiyo o
Lwﬁ_r_‘ Hge _ &
0N lierobiological Purity } Total Acrobic & Microbial ¢ Count (TAMY:
Loy f more than 10 CFU/m),

——

! 11 nwgfi ml

0,069 o4

0 0193@::5
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] o METHODS OF T
f“/"'! TEST / REQUIREMENTS / CONTROL/ | RESULTS/ |
:{N' # BHITPOBYBAHHSA BUMOI'H METOOH PE3YIALTATH '
T KOHTPOJHO | ) ;
. Total combined Yeasts and Moulds count |
Lo (TYMC): not more than 10? CFU/ml. . Complies
Lo Gram-negative bacteria, resistant to the action i
Co of bile not more 10? CFU/m); . Complies
J ! Absence of Salmoneliy per 25 ml, i Complies
: ?_W,__k ) —_| Absence of Exchericlia coli per | ml. . L N

' MixpoSionoriuna HHETOTa | 3arasbHe yneno ACPOBHUX MikpoOpranisMi g BP, App. Xv1G | 31inoBaac
: (TAMC): ye insue 107 KYQ/m.
3aranene ucio APTKIDKOBHX | INicHaBpx
FpHGIB (TYMC): ne Gisie 10?2 KY O/,
I'pamueratusnigx Baktepii, etijikux 10 Jivi]
#OBYI e Gispue [0 KYO/a;

Bincytnicrs, Salmonella s 25 MIT, i Bianosigae

Bianonsiaae

Biynosigae

I e Biacyruicts Escherichia ¢oli B 1 M. -, Bianesizae "
; Labelling: | Should correspond to the registered labelling. 1 Complies |
i o Mapxveagns: Tosurio sianonigary 14 PCCCTPOBAHOMY MapKyBaktI. . Bg'r]oaﬁig_zyfh%
Should correspond 1o the requirements of MQC, I Complies
S Nosuno BiATOB i IATH JBHMoram MKS. Bianopizae |

1 herchy certify that the above information is authentic und accurate, This batch of, Product has been marafuctired,
including packagiugﬁrzbelling and quality control analysis, at the above mentioned site in full compliance with the
GMP requirements of the locat Regularory A uthority and with the specification availuble in registration dossier.
Protocols of bareh processing, packaging qn analysis records were reviewed and found to he in complianee with
GMP. [ herepy confirm that al production stages Jor this batch of finished product swere carried out in fulf
compliance with the requirenents specified in the current GMP guidelines approved by the Ministry of Health of
Ukraine,

Hun 8 3aceoy VIO, 10 Hagedena suie indhopmanin ¢ docmosipnoww my mositcio. Lo cepio RPOSYR Y Gyao
SUPOGICHD (e1tomummq NaKysanma/smapryeannaj mq nposedeno KOHMPOy i Rrcocmi ng SR eIq3iHaY enif eirnnuni
Y noauin eidnosionocmi dumozam GMP, semanosnenumy Micyeeann PeYrAmMoprur opeanom, ¢ maxoe
8ionugidne do enequicaiia, wo Micniumscs g peecmpayiinosy docer, lIpomaorony CUPOGHURM B, naKyguring mey
anaaiiie fyag HEpeIRiymo ma scmanognenp eldnosionicms GMP, Luy nidmeepdcyio, o &ci aupodnuvi cmagiy
dan yick cepii 2omoeoi RPpOYKyiT Gy dincteni & noeniy GiOnoRionoemt 4 GHUMOCUME, Y30RY el o HUNH
e nacmanosi 3 GMP, sameepocenis Minicmepemaom oxopony 100pou’st Vipaing,

Name and position of person responsibie for the analysis: | Denis Allen, Quality Controller

- Hpisenme 1a niocana 0co6x, o Bianonizac 1a anauis;: | Mlenic Amﬁfs\, Creyianice ROHTPO.110 groeri |
1

Signature of person responsible for anal};i_s?
— e e
Name gad Denis Aljen, Quality Controller

, Hianuc ocobu, wmo Bianosigac 3a auanis:

E lpiasime ra nocans 0¢06n, mo sinnosinae 3a BRANYCK cepil: | Menic Ansen, Cueninnicr
T G o OCODH, W sinnosinac 3a- cep AeE ; 1T

i .

S §

position of person responsible for batch relense:
e

Signature of person responsiblie for batch release: |
Hinnue ocobu, mo Bianosinac 33 BRIYCK Cepil:
— e R 2C00H, Mo Bianos], —— =2 BRIy CK ¢
Date of signature:
Jlara niznucanms:
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