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| BRONCHIAL BALSAM BELL'S Certificate No.: | 0 000 nrp | Paged of 3 ,
L BPOHXIAJILHUH BAJIB3AM BEJLI'C Ceprudixar No; Cropinka 133 |

'Pharmaceutical form: | solution for oral use
Jiraperka hopma: PO3MHE VA nepopaibuoro

BATCH CERTIFICATE

o _ CEPTU®IKAT HA CEPTIO
Product name: | BRONCHIAL BALSAM BELL'S License No.: |
Hassa npeaykuii: | EPOHXIAIBHUKI BAJAL3AM BEJIC L Jdinensin No; |

UK MIA 3105

, PP
Manufacturing country: | United Kingdom
Kpaina-supobnnx: | Beanka Lpuranis

3ACTOCYBAHKS o

£
f
|

Strength/potency: | 5 ml of solution contains: Menthol (Levomenthol) 1.0 mg; Anisced Oil 0.0035 |
ml; Capsicum Tincture 0.025 ml

- Citaa ail/axrapuicrs: | § MJI POBTHHY MICTHTL: MeHTOTY (1eBosmenTony) 1,0 mr; anicosor onif 0,0035

o MJI; HACTOsHKH nepuro 0,025 ma e
Type and size of | 200 mi in a bottle; 1 bottle in a cardboard box with Ukrainian and English
packaging: | languages Iabeling

Bun i posmip | mo 200 ma & naswni; no 1 nasmui B KapTouniit kopobui 3 Mapkysanusm
YNAKOBKH: | YKPATHCHKOIO TA AHTTHCLKOI0 MOBAMMN

: Batcl? No.: 705D 1 Bafch snz:*:: 40 000 l boxes
i Cepin No; Pozmip cepii: [ KOpoOor
Date of manufacture: Expiry date; |
. Marca puposinrea; | 02/2024 ] Dpnaarunii no; | V2027
REgISt]:E:t]OI] Cer‘tlficam 1\2.: UA/6177/01/01 Ux_;hmnted from: (12.04’2{“ 7
Peecrpauifine nocsizuenms Ne: Heofmexeno 3: |

Manufacturer: | Bell Sons & Company (Druggists) Limited,
Gifford House, Slaidburn Crescent, Southport, PR9 9AL,, United Kingdom E
Bupobuuk: | Bean Cams & Komuani (Aparriere) Jdimiren,

Liddopa Xaye, CaeiinGepu Kpecuent, Cayrnopr, PR9 941, Beaura Bpuranis |

' Conclusion on confirmation of GMP Certificate No.: dated: |
Bucropox wono nixrsepmxentn cepradixary HBI No: | +71/2024/C-943 ’ . BiE | 200,?2()2,4w
Analysis procedure results /

o Pesyabraru nposeaenns ananizy _
No f METHODS OF |
oy TEST/ REQUIREMENTS / CONTROL / RESULTS / §I
A BHOPOBYBAHHS BHMOTH METOIN |PE3VILTATH
P | | KOHTPOMIO | |
TR - 3 4 5

l. . Deseription i}zirk brown syrup. Odor of ethanol and p. | MQC Complies
T menihol L
Orrue Temuio-kopnuneruii CHPOIL. 3afiax etaHony i n [ MK Blisniosime i

. e | MeuTONY I
7 2 | Identification: In the Assay, the chromatogram obtained with p.2 MQC, N |
L Aniseed oil and menthol sample preparation shows a major peak having | BP, App. 111 B ) §
0] the same retention time as that of the MAjOr AWM, /’%, Complies
‘ due to Anethole and Menthol in the chro@alylin O ek |
| gram obtained with standard prepara’ L ]
o Capsaicin | In the Assay, the chromatogram obtalld | lies
AR i Sample preparation shows a major ' '0’“?{ “’57
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i BRONCHIAL BALSAM BELL'S Certificate No.: Page 2 of 3
i . D10-4249-MB : _
|_ BPOHXIAJILHHUN BAJIL3IAM BEJLIC Ceprudinar Ne: Cropinka 233
[ METHODS OF
EN;)' TEST/ REQUIREMENTS / CONTROL/ RESULTS/ |
. BHIIPOBYBAHHSA BEMOTHA METOJIH (PE3YJIBTATH |
e KORTPO.TIO
; the same retention time as that of the major peak ;
i due to Capsaicin in the chromatogram obtained i
{ _ with standard preparation. | L B
i Lneutudikauis: Hac yrpiManis niKis aneroay | MEHTOJTY Ha m.2 MK, ’
U Anicosu oaig i venmon XpoMaTorpamax docridoeysanoae i BP, App. 111D Bloese |
; CINGHOAPPIIORO POULNIG, OTPHMAHIX TIpH T
o KUILKICHOMY BH3HAYEHHI, JIOBHHCH CIBIIAAATH. ]
E Kancaiyun | Yac yrpuMaHns MKy KancainMay Ha '
XpoMaTtorpaMax docrdwyeanosa | Bi 3
, ; LINOBidae
CIMANAAPIMHO20 po3HMNiE, OTPUMAHHX B YMOBAX
e KUILKICHOI'O BU3HAYEHHS, [IOBHHEH CRBIIAIATH. i
3. Density at 20 °C 1.070 - 1.094 ¢ p. 3 MQC, 1.079 4
i BP Annex vV G TR
; I'yerusa npn 20 °C 1,070 - 1,094 1 n 3 MKS, Y
} ko i BPAmex V G o :
4. ' Filling volume Not less than the labeled claim p. 4 MQC Complics |
| OG’eM HanoBHeHHS He Mmene sasanenoro na YIIAKOBIII 1.4 MK3 Bingg;}“igz_i_e_“j
al pH 3.6-42 p. 5 MQC, . '
BP Annex V L ’ B
1 pH 3.6-42 n. 5§ MK4, A
I BP Ampex VL | ™ ]
© 6., Dry residue (%, w/w) 203 -225% p. 6 MQC 21.3 2, i
| Cyxuit sanmuox (%, M/M) | 20,5 - 225% n & MK/ 21,3 % '
[ 7. Ethanol 96 % (%, v/v) | 2.45 - 3.00 % p. 7 MOC 264%
.+ ETaHoA 96 % (%, 06/06) | 2.45 — 3.00 % 1. 7 MKs] 264%
- 8. Benzoie acid (%, wiw) 0,09-0.11% p. 8 MQC 0.10%
i ! Bensofina kucnoTa {%%, 0,09 -0,11 % . 8 MK4 -
| j MAnE) 0.10 %6
|9 [ Assay: L9MQC o
L Aniseed oil (%, v/v) | 0063 —0.077 % - ? A

. Menmthol (%, why
L Capsaicin equivalent 1o | 0.9 meg/S mi~ 1.2 meg/s mi

0.018 -0.022%

Pepper Tineture |

BP, App. 11 D

L 0021 0%

1O meg/s mi i

| Kinbgicue susHaycums:

i
P

_Anicosa vain (%, 06/06)

0,063 - 0,077 %

Mermoa (%, w/v6)

0,018 —0,022 %

i
i
{
i

i

Kancaiyun ¢
HepenaxyHKy na
HACHIOSINEY REPIIO

0.9 MKT/S Mo — 1,2 Mxr/S ma

10.] Microbiological Purity

t
i L

Total Aerobic Microbial Count (TARN 9
maore than 10° CFU/ml.
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BRONCHIAL BALSAM BELL’S Certificate No.: | 110 110 mp | Page3 of3 |
BEPOHXTAJILHUN BAJIEZAM BEJUDIC Cepradixar Ne; Cropinxa3 33|
o METHODS OF

M"E TEST / REQUIREMENTS / CONTROL / RESULTS/
f{ ¢  BHIIPOBYBAHHSA BHMOIry METOAH  PE3VABTATHU
™ KOHTPOJIIO ]
f Total combined Yeasts and Moulds count |
{TYMC): not more than 16° CFU/m). Complies |
‘ Gram-negative bacteria, resistant to the action
| of bile not more 107 CFUAml; Complies |
f Absence of Salmonclla per 25 ml, Complies |
L - Absence of Lschericiiia coli per 1 m!. 7 _m%
| MikpoGionorinna yucrora | 3aranshe 9ncno aepoBHHX Mikpoopranismis BP, App. XVI G Bianorizae
Do (TAMC): ne 6inbire 104 KY O/, 5
| i 3arabHe YHCIO APIKIOKOBIX | MUTICHABHX Bimnosiaac
} rpubis (TYMC): He 6inbue 10 KY O/, i

i T'pamuerarusHux Saxrepii, cTifiknx 10 aif Bianosiiac
! HOBYI He Glnbwe 102 KYO/m: z
;‘ Biacyrnicts Salmonelia g 25 M, Bianorigae !
Bigcyrwicrs Escherichia coli s 1 o, Bi,qnm;i;_mq_wé
Labelling: | Should correspond to the registered labelling. Complies -
— Maprypaunsn: | Tosuuno sianosizars 3apECCTPOBAHOMY MADKYBAHHIO. Bianosizae |

4 Packaging: | Should correspond to the requirements of MQC. Complies

b . akysawnsa: | flosnuuo siguosinat sumoram MK, Bianosisac |

{ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
ineluding packaginglabelling and quality control analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specification available in registration dossier.
Protocals of batch processing, packaging and analysis records were reviewed and found to be in compliarice with
GMP. I hereby confirm that all production stuges for this batch of finished product were carried out in Sail
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of Health of
Ukraine.

Lus & zaceiduyio, o nasedena suwe inhopmauin ¢ doemosiprow ma maanolo. L cepito npodyxuii 6y10
SUPOLICHO {ar T Mo U NAKYSANIA/MAPKYGURNA) ma nposedeno RKOHMPors [T AKoemi Hi eaiezamaneni Sinpruni
Y nosuin gionosionocmi 3 susozan GMP, ecmanosnenumn Micheeum PEVIRMOPIUUM OP2ANOM, 1 IHIKOiC
sidnowione oo caequpikania, wo micmumscs g pecempanianomy docve, Ipomoronu SUPOOHUWMEGH, naARYeanHA muy
ananizis fyao nepezasuymo ma scmanasieno eidnosionicme GMP, Iusy widmeepdacyro, o aci supotuntl cmadiv

VA yici cepii zomosoi HPOOYKWIT Byau 10ficieni 8 nosunin éidnoeidnocmi 3 sumosaru, IUIHAUCHIMNN @ TIHHIT
- Hacmanosi 3 GMP, sameepdacenii Minicmepemgom oxoponu tdopoe’s Yepainu,
Name and position of persen responsible for the analysis: | Denis Allen, Quality Controller

_‘ Hpissuue Ta nocana ocofm, wo sianosinac 3a amagis: | Henic Aﬁ::e;h(?nejia}cy KOHTDO.1I0 AR0CTi
T, 14 LI AReCT)

Signature of person responsible for analysis: X % / o |
| _ Hinuue ocobu, wo sinnosinae 3a anaais: i

;

. Name and position of person responsible for batch release: | Denis Allen, (}uﬁlity Controlier ‘
t _Mpissume 1a nocaga ocobu, mo BiAnoBinac 3a Bunyck cepii: | Newic Angen plmeniagicr4 sSirpo.no axocri |
i I L4 __.i
|

H

|

Signature of person responsible for bateh release:
b Hianuc ocobu, mo sianosinac 1a BHIYCK cepii:
; Date of signature:
HaTa mianucauns:
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JAEPKABHA CJIYKFBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMMW Y KUIBCBKINA OBJIACTI

npoB. Ceitinynoi Hapii, 3, m.Kuis, 02099, Ten/taxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOYV 37078774

BUCHOBOK
PO SIKICTH BBE3eHOro B YKpainy JiKapcLKOro 3acody

23.08.2024 Ne 42048/24/10

BPOHXIAJIbHUI BAJIb3AM BEJLI'C

(HaliMeHyBaHHS TiKapCLKOTO 3acoDy 3rilHo 3 peecTpamiinam TIOCBIT9CHHAM)
PO3YHH 1151 NepOPAIBHOrO 3aCTOCYBaHHs 1Mo 200 Mur B TSI

Kopooui
(bopma pumycky, nosysanns, Bug TIAKyBaHHS JIIKAPCHKOTO 3acofy)

no 1 misumi B kapTonHiii

Homep peectpaniiitoro mocsimuenns UA/6177/01/01 CTpoKk aii peecTpauiiinoro moceiguenns 01.01.2099

Cepis nixapcrkoro sacoby Ne 705D1 Kinexicrs BBe3enoro mikapeskoro saco6y 25728

BupoGrnk bemwr Cans & Komnani (parricrce) Jimiten, Bennka Bpuranis

(natiMenyBanis BHpoGHIKa AiKapcLKOro 3acoby, Kpaika TIOXOIXEHH)

Bsesero B Vipainy Torapuctro 3 06Mesxenol0 BixmoBiTaTBHICTIO "p. Peaai'c
JlaGopatopiz", inenr. koa: 37560808

(nafiMeHyBaHHs Ta Ko 3a EIPIIOY 1opummunoi ocobH abo TIPi3BHIIE,
0co0H - miampHems,

im', o GaTskoBi hizmanoi

ii MicLe MPoXHBAKHSA Ta peecTpauiitumii HOMEp 00JIIKOBOT KAPTKH MIaTHHKA

Hoxatkis abo cepid Ta HoMep nacnopra)

MpoTokon Bisyansuore xonrpomo six 22.08.2024 N 2478/2.

3a  pesymeTatamu  jepikaBHOTO KOHTPONIO  BCTAHOBJNICHO, II0 JiKapchKHii 3aci6 BBeseHo B
AOTPHMAHHAM BHMOT 3aKOHO/ABCTEA 0710 3a0e3MeIeH s AKOCTI NiKapChKHX 3ac0BiE,
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