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JAEPKABHA CJIYKFBA 3 JIIRAPCI)KI_/_IX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KUIBCHKIHM OBJIACTI

npoB. CeiTanynoi Hapii, 3, m.Kuis, 02099, Ten/axkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK

PO SIKICTH BBE3€HOT0 B YKpaiHy JIKaPCbKOT0 3aC00Y
18.08.2023

Ne 40153/23/1011

bPOHXIAJIBHUU BAJIB3AM BEJLI'C

(HaliMeHyBaHug JIKapchKoro 3acoby 3rigHo 3 PEECTpALlIHUM MTOCBIA4EHHAM)
PO3YIMH /ISl NEPOPAJILHOrO 3acTOCYBaHHA 1o 200 M B LTS LNNIN

o 1 nuisimui B kap ToHHiii
KOpoOui

(dopma Bumycky, ARO3YBAHHA, BUA MAKyBaHHA JIKapChKOro 3acofy)

Homep peectpaniitnoro noceinuenns UA/6177/01/01 CTpOK Iii peecTpauiiinoro moceigyenns 01.01.2099

Cepis nikapcrkoro 3aco6y Ne 656C1

KinexicTs BBe3eHOro mikapcekoro 3aco0y 19248
Bupo6uuk

bemn Cans & Kommnani (Aparricte) Jlimiten, Bennka bpuranisg
(HaliMeHyBanHs BHpO6HHKa TIKapChKOro 3acoby,

KpalHa MOXOKEHHs )
BeeseHo B Vkpainy

ToBapucTBo 3 06MexKeHOIO BIANOBIAAABHICTIO "Ip. Penai'c
JIaGopaTopis", izent. kox: 37560808

(naiiMeHyBaHHA Ta kox 32 EIPIIOY ropunmunoi ocobu a6o MPI3BHUINE, IM'S, 110 HATHKOB] (pizpgHOL
0cobu - manpuemuy, i micre NpOXHUBAHHS Ta peecTpauiitmii Homep 06nikoBo] KapTKH IUTaTHHKA

MOAATKIB abo cepist Ta HoMep acIiopra)

IIporoxon Bisyansnoroe konrpoio Bix 16.08.2023 N2 2534/1.

3a pesynbraramu ACPKaBHOTO  KOHTPOITIO

BCTAHOBJICHO, IO JKapCRKMH 3aci6 Beezeno R YKpainy 3
AOTPHMAHHSAM Bumor 3dKOHOJABCTBA 110/10 3a0e3MeYeHH s SKOCTi NIKapChbKUX 3aco0iB.
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CERTIFICATE OF QUALITY
— CEPTUHDIKAT AKOCTI )
B Product name; BRONCHIAL BALSAM BELL'S Manufacturing country: | United Kingdom
Hassa npoayxuir; bPOHXIANILHUI BAIL3AM BEJLI’C Kpaina-sspobunx: | Beanxa bpuranis|
Pharmaceutical form: solution for orsl use
Jdixapceka dopma: PO3IIH AN nepopanniore sacrocysanug L
' Strength!mtency: 3 mi of solution contains: Menthol {L.evomenthol) 1.0 mg; Aniseed Oil 84,0035 m!;
Capsicum Tincture 0.025 m1
Cana it/ | 8 mn PO3YHAY MicTaYL: MEHTOY (JTeBomenToy) 1,0 MI'; AaHICOBOT oaif 0,0035 MJT;
AKXTHBHICTD:? HacrouHkn nepmo 0,025 arjg __
Type and size of | 200 ml in a bottle; 1 bottle in g cardboard with Ukrainian and English languages
packaging: | labeling

Bua i posmip | no 200 ma n WIS mo | nasinni g KAPTOHBIH KopoHi 3 MADKYBaHHSM
YIAKOBKM: | YKPATHCBKO Ta AHIIIICLK OO MOBaMy

rem——

Batclf No.: 656C1 Baf‘ch Stzf: 40 000 | boxes
. Cepin No; Posmip cepii: | Kopobox
Mfg..Date: 05/2023 | Expiry ?ate: 05/2026
Hara BUDOGHUuTBY: _ Hpiarauil ne: -~ |
e cBistration Certificate: UA/6177/01/01 it froms | o
PeceTpaunifine NOCBIAMEeH I Heobmemenmnii 4
Manufacturer name: | Bell Sons & Company (Druggists) Limited License No.: UK MIA
Halimenypauusg BUPOOHUKA: | Bean Cam & Kosnaui {(Aparricre) Jlimiren Jdineniis Ne: 3105

Location: | Gifford House, Slaidburn Crescent, Southport, PR9 941, United Kingdom
| Micuesnaxommenns: | [ ipdopa Xaye, Caeiinfepn Kpecuesr, LCayriopr, PRY YAL, Beanka bpurania
Certificate of compliance to GMP No.: dated: |
Bricrnosox mono NiATBe DR ettty cepragixary HBIT Nu: 116/2022/C-216 Bia: 15.02.2022
Analysis procedure results /
Pesynbrary NposeAenus ananizy

.

—— e

Sr., QUALITY METHODS OF |
N, PARAMETER/ SPECIFICATION/ CONTROL |  RESULTS/
N2 [TOKAZHAKH BHMOI'H MK$ METONH PE3YABTATH
 n/n . _HAKOCTI1 1 L KOHTPOJIIO B
. Description Dary brown syrup. QOdor of ethanol and | p. 1 MQC Compliss
imenthol
Omic Femuo-kopuunenui cvpon. 3anax .1 MKA . S
) Bianosinae
- STAHONY § MEHTONY :
t 2. | ldentification in  the Assay, the chromatogram p.2 MQC,
Aniseed oil and menthol obtained with sample preparation shows BP, App. III D
& major peak having the same retention
time as that of the major peak due to Complies
Ancthole  and  Menthol ip the 7
chromatogram obtained with standard /o
preparation. 455 : : A ] —
In the Assay, the chromatogé g, " 5 -
) obtained with sample preparation s ] Complies
- - e e

BELL, SONS & CO (DRUGGIE:

§ Cheshire House, Gorsey Lone. Widnes, Chesh ¥l :
S1422.1200 Fox +44 OHS14220211  Email %

A Cittord House, Sieidburn Crescant, Southpori, M&:seysid&;, i
}351-&2?42{;8 Fax. +d4 0] F51422.128)  Enail- saies@belis-heoltheare com




BellsHealthcare

Ay e n s

W

cone bataute goue 40

Frorpe) ar provi

Certificate No.:

Ceprudiwar Ne: | D10-4249/29.06.2023

S—— == 5
'
3
i

Page 2 of 3 |
Cropinka 233 |

-t e mu

& major peak having the same retention
time as that of the major peak due 1o |
Capsaicin in the chromatogram obtained

g o, L,

_with standard preparation. R
| lnenThdikauin: Hac yrpumanna nikis aHeToTy | n.2 MK4,
Anicoea oria i menmon MCHTO/Ty Ha XpOoMartorpamax BP, App. HI D
QOCHONCYean2o 1 CHONGaPnine o | Biamoriaae
PO3uUNIG, OTPHMAHNN NpH KUILKICHOMY I
| BH3HAYEHHI, NOBHHCH CIHIBIAIATH, B -
Kancaiyun | Yac YTPHMaHHA NMIKY Karcailmy Ha
XpoMaTorpamax QOCHONYEaH 020 §
* cmami*ap{m;ﬂeu PO3%unie, OTPHMANUX B | Bianosigae
YMOBAX KUILKICHOIO BUIHAYMEHHS,
. MOBUHEH CHIBNANATH. _
3 Dengity at 20 °C 1.070 - 1.094 g p. 3 MQC, 1 080 o
: i, BP Annex \; G * iR E:, .-
l'yeTama npy 20 °C 1,070 - 1,094 r n 3 MK, | 030 " o
| BP Annex VG * ]
4. | Filling volume Not less than the labeled claim p. 4 MQC Complies |
1. O6eM nanosrenns He menwe sasenenoro ua YIaxoBLi m. 4 MKs] Branosinae
3. | pH 3.6-42 - p. 5 MQC, 49
) BP Anpex VI | 7_'
| | pH 3,6 -42 m 5 MK, 49
[ B BP Annex V | " 5
6. | Dry residue (%, W/ w) 20.5 - 22 584 p. 6 MQC 21.59%
- Cyxitil sanumox (%, mim) 20,5 - 22,5 9 n6 MKy 21.59%
7. | Ethanol 96 % (%, viv) | 2.45 =300 %, p. 7 MOC 2.61%
E'Taron 96 % (%, 06/06) | 2,45 - 3.00 % n. 7 MKSI 261% |
$. | Benzoie acid (%6, w/w) 0.09 0.1194 p. 8 MGC 0.10 9
betrotina kucnora (%, 009-0.11% . 8 MKsI
i) 0,10 %
9. | Assay: oM N
A nf.sg:?d oil (%, vwy) 0.063 - 0.077 9% P Qe 0.067 %
Menthol % wrj 10,018 -0.022 % 0.021%
Capsaicin equivalent to | 0.9 megp/S mi —~'l.2_ﬁicg;""5mnﬂ ~ IB P, App. I1I D T
Pepper Tinctupe 1.} mcg/S ml i
KimbkicHe pusnavenwy- n. 9 MK | ,. ; R
_Aricosa oais (%, 0006} | 00,063 - (3,077 % 0,067 %
Menmoz (%, av'o6) 0,018 - 0,022 9% 0,021 %
Kancatigu g 0,9 MKr/5 M~ 1,2 MK1/5 mn | BP, App. 11 D
Nepepaxyuxy na o L1 Mre/8
....... —| Hacmosnky nepyio S RO L S e ! e
10.| Microbiological Quality” | Total Aerobic Micrabi Count (TAMGEY J4FE s o <0 Complies |
AT 1ot more than 10* CFU/m. S0 g oy 0 %W
B G Total combined Yeasts and Mould S "% Complies
BELL, SONS & ¢o (DRUGGISY s S
¥ Chethire Houss, Gaorsey Lane, Widnes, C?zesh% T, :n'-'*

S1422:1200 Fox +44 [0151.422.15] 1
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S oriificats Nos D10-4249/29.06.2023 | . Page3of3 |
_ Ceprudircar No; . ) L. Cropinxa 3 3 3
;{ | (TYMC): not more than 10° CFU/mL | ;'
| Gram-negative bacteria, resistant to the Complies |
action of bile not more 102 CFU/ml;
Absence of Salmonella per 25 mi, Complies j
3 N Absence of Escherichia coli per 1 mi. ] Complies |
| MikpoSionoriumg 3aranbHe yncno aepodrmx BP, App. XV1 G Bianosizac :
! "MHCTOTR MIEPOOPraysizmie {TAMC): me SinLyge
104 KYO/ma.
| 3ardisHe yueo APLKPKOBRY | Branosigae I
TUHCHABUX rpubis (TYM C): e Binbine
10° KYO/u.
I'pamueratusamx bakrepiit, crifikux ao | Branosinae |
A KOBYI He Binnme |02 KYO/mn; 1
BiacyrHicrs Salmonella s 25 MIT, Biruanosigae
| Bincyrhicrs Lscherichia coli p 1 my. Bimnopigae
Labelling Should correspond to the registered labelling _ Complies
o Mapxypanus L [osurmo Bianosigary 33PEECTPOBAHOMY MapPKy BAHHIO. Bianosigae
Packaging Should correspond to the requirements of MOQC. 3 _ Complies
| Harysannn Hobuuno BIAIOBIAATH Bumoram MK — I_N Bianosiaac ]
! hereby certify that the above information is quthentic and accurate. This batch of product has been
riamifactured, incly ding packaging/labelin g and quality control at the above mentioned site in full compliance
with the GM P requirements of the local Regulatory Auth orily and with the specification available in registration
dossier. The batch Processing, packaging and an alysis records were reviewed and found ty be ix compliance with
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Position of person authorising the batch releage

UKE BHARIA 0381 ua BHIYCK cepil

———rbrrn.

Ipisenuge

———— L,

Denis Allen
Quality Controller
Henic Asnnen

Cuendaisicr 3

Signature of
1 iamuc o0¢oln,

person authorising the batch release
KA BHIXIA B03Bi0 Ha BHIYCK cepif

Date of signature

——
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