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BATCH CERTIFICATE
CEPTH®IKAT HA CEPHIO

! Product name:
_____ _Hazsa npoaykuii:

BRONCHIAL BALSAM BELL,’S
LPOHXIATbHUI BAJIL3AM BEJLT'C

License No.:

UK MIA 3105

'Pharmaceutical form: | solution for oral use
Jdirapeska dopma: PO3YHH 9 NEPOPRALHEIO
! 3ACTOCYBAHUSN

Manufacturing country: |
Kpaiua-supoéanx: | Beanka bpuranis .

Jinenzist No:

United Kingdom

i Str?:ngth/potency:

Chaa aii/akrasnicrs:

5 ml of solution contains: Menthol
ml; Capsicum Tincture 0,025 mi

S M pO3UHIY MiCTHTE: MEHTOAY (JIeBOMEHTON
MJI HACTOSHKM nepuio 0,025 M

(Levomenthol) 1.0 mg; Anisced Oil 0.0035 |

¥} 1,0 mr; anicosol oaii 0,0035

~ Type and size of | 200 ml in a bottle;

I bottle in a cardboard box with Ukrainian and

English o

| packaging: | languages labeling

Bua i poamip | o 200 ma g masunui; no 1 LIRuIL B KAPTOHHIN Kopobui 3 MAPRYBARHAM
L YOAKOBKH! | YRPATHCLKOIO TA AHITHHCBLKOI0 MOBAMH ' N
Batci? No.: 705D1 Bafch S!Z.E: 40 000 | boxes '
I Cepist No; Po3nip cepii: KOpobor

[ Date of manufacture: Expiry date:

5 Vr_ﬁl_z_rra_s_i_swuipef.}}ulurna: i 0212024 ~ _ Upuaaruuit no: !)2/‘2_(?2_’?7.—.“
Regxsn:zztwn Cer_tlﬁcate I\(:,: UA/6177/01/01 Unlimited from: 12.04.2017

___ Peecrpauiiine nocsinuenns Ne: Heobmeweno 3:

j Manufacturer: | Bell Sons & Company (Druggists) Limited,
i Gifford House, Siaidburn Crescent, Southport, PR9 9AL,, United Kingdom E
Bupobuuk: | Beax Cans & Komuani (Iparrierce) Jimiren,

L Ligdopa Xayce, Caeiingepn Kpecuent, Cayrnopr, PR9 9AL., Ben Hra bpuranis |

‘Iis Conclusion on ('to_lfﬁrmau_(_m of GMP ('?ertlﬁcate No.: 471/2024/C-943 { date'd. | 20.06.2024

SHEROBOK tnono mixTsepakenns ceprudicaty HBIT Ne: ——_ S
Analysis proeedure results /

e Pesyabraru nposesenns ananily _
No } METHODS OF |
! / ' TEST/ REQUIREMENTS / CONTROL / RESULTS / §'
}N"n BUHITPOLBYBAHHSN BHMOTH METOIH |PE3VIILTATH
o KOHTPOMIO | ]

L 2 . 3 4 S
1. Description Dark brown syrup. Odor of ethanol and p. L MQC Cm;p—!ics |
o menthol o
Orore Temno-kopnunesuit CHPOIL. 3aliax eTaHouy i o [ MK Birioni e ”ﬂ
- | MEHTONY
C 2 | Identification: In the Assay, the chromatogram obtained with p.2 MQC, . |
1 Aniseed oil and menthol sample preparation shows a major peak having | BP, App. 111LB"."] §
i the same retention time as that of the major paw " /’%, Complies |
b due to Anethole and Menthol in the chr. % g

gram obtained with stanedard preparag

! Capsaicin
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- METHODS OF
;Njo. TEST/ REQUIREMENTS / CONTROL/ RESULTS/ |
N BUIPOLYBAHHS BHMOI'H METOMH (PE3YJIbTATH |
KOHTPOJIIO
; the same retention time as that of the major peak ;
1 due to Capsaicin in the chromatogram obtained S
- with standard preparation. | 1
| Lenudikauis: Hac yrpumanus nikis aiterony i MeHToly Ha n.2 MK4, ;
- Anicosa oain i venmon Xpomarorpamax docridxcyeaneso i BP, App. ITI D Bignoitae |
i cmaudapmna 70 POSYLKIG, OTPHMAHNX NIpH o
- KUILKICHOMY BH3HAUYEHHI, TOBHHCH CITiBIAJATH. D
Eo Kanecaiyun | Yac YTPHMaHHSA NIKY KalcaiuMuy Ha :
! XpoMaTOTpaMax dactidwyeanoso i . .
| Bianos:itae
. CIMAHAAPINHOLO POFUUNIE, OTPUMAHHX B YMOBAX
L KINBKICHOTO BHIHAYEHHS, TTOBHHCH CIUBMA’ATH. o .
} 3 [)uml) at 20 °C 1.070 - 1.094 ¢ P I MQC, 1 079 &
| BP Annex V G CUE
E Fyctuna npy 20 °C 1,070 - 1,094 r 3 MKS, 1079 ¢ '
leobe BP Annex V G o
1] . Filling volume Not less than the fabeled claim po4MQC Complies :
B ‘i ‘OG’em nanosHenns He Mentue 3asanenoro na ynakosui 4 .4 MKt Bingggi:q_aihf
31 pH 3.6-42 p. 5 MQC, 41
BP Amnex VL ) N
| pH 3,642 1. 5 MK, il |
| BP Appexvi | ™ ]
6, Dry residue (%%, wiw) 20.5-22.5% p. 6 MQC 21.3 2% |
P ( yxuil sannuok (%, M/m) | 20,5 — 225% . 6 MK 21,3 %
| 7,‘_5;“11_31201 96 % (%, viv) | 2.45 - 3.00 % p. 7 MQC 2.64% |
g_ . ETanon 96 % (%, 06/06) | 2,45 — 3.00 % n. 7 MK 264% |
8. Bunzmc acid (%, wiw) 0.09-0.11% p. § MQC 0.10 % |
Bensoama kHesoTa (%%, 0,09-0,11% n. 8 MK4 . —]
i 1) 0,10 % j
(9.1 Assay: p. 9 MQC 00775 |
L. Aniseed oil (%, viv) | 0.063 — 0.077 % o OrTe
g . Menthol (%, whJ | 0.018 —0.022 % 002 %

IS

i

Capsaicin equivalent to
. Pepper Tincture

i

|

0.9 meg/5 mi-- 1.2 meg/s mi

BP, App. 11D

1.0 meg/s ml i

Kifbgicne Bu3Hayenns:

_Anicosa viia (%, 06/00)

0,063 — 0,077 %

i Mennioa (%6, M/vé)

0,018 — 0,022 %

i Kancaiyun ¢
; Nepepaxyvrky na
! HACHICHHKY HEPHIO

0.9 MKT/S M — 1,2 MKT/5 M3

10 . Microbiological Purity

Total Aerobic Microbial Count {TAN
more than 1¢* CFU/mL. .

7 . i v
-, [

1. 9 MKSH

0,077 %4,
| 0,021 %
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BRONCHIAL BALSAM BELL’S Certificate No.: D10-4249-MB Page 3 of 3
BEPOHXIANBHUM BAILIAM BEJLPC Cepradirar Ne: Cropinka 333
| METHODS OF
gM'i TEST/ REQUIREMENTS / CONTROL/ | RESULTS/ :
f {  BUHIMPOBYBAHHA BHMOI'H METOJH PE3VIILTATYH
ol KOHTPOJIIO o
! Total combined Yeasts and Moulds count i
(TYMCY): not more than 10° CEU/ml. Complies
! Gram-negative bacteria, resistant to the action
, of bile not more 10? CFU/ml; Complies |
: Absence of Salmonclla per 25 ml, Complies |
L Absence of Lscherichia coli per 1 mi. |
- MikpoGionorivna wnetora | Jaranehe uneno aepobHuX MiKpoopranisaig BP, App. XVIG Binnosiae
o {TAMCY: ue Ginbwe 100 KYO/pa. 3
| : 3aranbHe THCNO APLKAKOBIX | [LTICHTBHX Bianosizac
! FpuGiB (TYMC): He Sianwe 102 KY O/, |
i PpaMHeraTunmix Gakrepiit, crifixux g0 nii Bianosiiac
? KOBY1 He Ginbwe 10° KVO/Ma:
i Bincyrnicrs Salmonella s 25 mn, Bisnosiae !
* Bincyruicts Escherichia coli B 1 . Birmoeiac
Labelling: | Should correspond to the registered labelling. Complies
. Maprkysanusn: | Dosuuno BLANOBI JaTH 3APCECTPORAHOMY MADKYBAHHIO. Bijnosigae o
. Packaging: | Should correspornd to the requirements of MQC. Complies
b e Makypanna: | MoBruno BignosinaTh sumoram MK Biznosigac |
1 hereby certify that the above information Is authentic and accurate. This batch of product has been marsifactured,

including pa ckaging/labelling and quality control analysis,
GMP reguirements of the local Regulatory Authority and

Protocals of batch processing, packaging and analysis records were reviewed and

af the above mentioned site in Jull compliance with the
with the specification available in registration dossier.
SJound to be in compliance with

GMP, I hereby confirm that all production stuges for this batch of finished product were carried aut in Sail

complignee with the

Lus u raeaidgy,
GHPOGIEHO (er0%oY
Y ROGIIR sionosionocmi 3 eustooa
sidnogiono oo chenidivagii, o

Name and p

o Hasedena euie indropmayia ¢ docmosipiore ma mounoso. o cepito npodyruit Hyio
# NAKYGARIA/MAPKYRUNNA) ma nposedeno KORMPOIL [T SROUME H eamiezariavenii dinbrani
AHOM, ( IHIKOSiC
SUPOOHUNMEGH, HARYGarnHa my
HEYI0, 140 8Ci supotuin cmadiy

CUMU, IQTHAUCHUMU ¢ Q1T

Ukryine.

v GMP, gemarioenenumu Micueeum pezyasmopnus ape
Micmumscs & peecmpa nidnomy docve, pomeronnu
ananizie Geao nepezasnymo ma scmanosneno gidnoeionicme GMP.

Lun nidmeepo
AR Hich cepit romosoi HPOQYREIT )

AU 30iicneni 8 nosniii ¢ionosidnocmi 3 8ILM O,

tiacmanosi 3 GMP, sameepoacenii Minicmepemeom oxopoiu 1Bopos’s Yepainu,

requirements specified in the current GMP guidelines approved by the Ministry of Health of

osition of person responsible for the analysis:
Hpissuuie Ta nocaza ocoly, 10 BianoBinac 3a anasis:

Denis Allen, Quality Controller

Signature of person responsible for analysis:
Hianuc ocolu, wo sianosinge 3a anagiz:

Henic An:rexh(i‘neixia}i_cy KOHTDO.TI0 #K0CTi |

Q="

. Name and positip
| _Tpissriye 78 nocana o

n of person responsible for bateh release;
cofiu, niw piAnosinac 3a sunyck cepii;

S

Signature of person responsible for batch reiease:
Iignuc ocobu, mo einnosizac 3a BHNYCK cepii:

;

Denis Alien, Qﬂéiity Controlier

|
;
|

Date of signature:
JaTa minnucanss:

IDRUGGRE

BELL,

4

Henic Anaen Aeuia.n’i

icF4 SONTROI aKocT

i




