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BATCH CERTIFICATE
CEPTUDIKAT HA CEPIIO

'_“i)rBEiTIEEn_a}h?ERONCHIAL BALSAM BELL'S T Lme—nsz&;-r;g;;s;m}
. __Hassa upogywuii; | BPOHXIAIBHHAN BAJILIAM BEJAI’C Jinensia No: | ]

Pharmaceutical form: solution for oral use

- Jlikapeska Gopma: | pozunn qas nepopansnoro
3ACTOCYBRnUS ]

Strength/potency: 5 ml of solution containg: Menthol (Levomenthol) 1.0 mg; Aniseed Oil 00035 J

mk; Capsicum Tincture 0,025 mi

Sma POIUHHY MicTHTL: MCHTONY (nemmenmny) L0 mr; aniconov omif 04,0035

L i HACTOAHKY nepuo 0,025 mg ——

| Type and size of | 100 m] in a bottle; 1 bottle in a cardboard box with Ukrainian and English

j packaging: languages labeling :

: Bua i poamip | 10 100 vy WIAmi; no { masmui s Kaprouuili kopobui 3 MAPKYBAHHMM

Manufacturing country: | United Kingdom l
Kpaira-supo6ung: Beanka Bpuranis

- Chara aivaktushicrs:

o YUAKOBKH: | yie ATHCLKOIO TA aHCAllich o0 MOBAMH L _ | -

; Batch No.: 716D1 Batch size: 40 000 boxes
——. Cepia No: | "™ ) o Pasuip cepii: . KopoBor
Date of manufacture: :

g - E:épiry date: |
| Mara BipobunnTra:

36/2024 Mpsaarunii 10: | 06/2027
i Beglstljétzon Cer'tlﬁcate No.: UA/6177/01/01 {:l.nhmnted from: 12.04,2017
L Peccmaamue HOCBIAYerpst No: Heobmexeno 3: ; _

Manufacturer: | Bell Sons & Company (D;;z—g_gists) Limited, _
Gifford House, Slaidburn Crescent, Southport, PR9 9AL, United Kingdom j

! Bupobunk: | Beas Caws & Komnaui (Uparricre) Jisites, :
e Tidipopa Xaye, Caeiinoepn Kpecuenr, Cayruopr, PR 9AL, Beiruka Bpuranis
f Conclusion on g]'nﬁrmatmn of GMP qertlﬁcate No.: 471/2024/C-943 clattjd: ] 20.06.2024
Bucnosox moyo HHTEepAKenns ceprudirary HBIL x; | 471202 aa— " 5 A
Analysis procedure resnlts /
C—_— e Pes EBTATH I OBeeH!ﬂ! aAHAAIYY e
No METHODS OF )
P p i TEST/ REQUIREMENTS / CONTROL/ ! RESULTS / !
ld‘i’s ? BHOPOBYBAHHS BUMOIH METOIH PE3YILTATH |
L — | KOHTPOJIIO N
dde R S 3 _ 4 ol o gt
tLo Deseription Dark brown syrup. Odor of ethanol and P MOQC ’ - , *
Do _ Complies
P e ! 'menthor R ‘ _ L_______k“ _
¢ Onue TeMHo-xopuumHCer CHpOM. 3anax eranony i |y | MK ! X .
P Bianosiaac
e MEHTONY
EEaT e e ""m—‘““%"—__“*"ﬁ‘ B T e
r 2 t ldeatification: In the Assay, the chromatogram obtained with 2 qT
| 4 niseed oil and menthol sample preparation shows a major peak havi 7 |

the same retention time as that of the majoy
due to Anethole and Menthotl in the ¢l X0
gram obtained with sindard prep A
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i\'o.f ' METHODS OF ,
| / { TEST/ REQU.IREMENTS / CONTROL / RESULTS/
! BUOPOBYBAIHA BAMOTH METORH PEIYJIBTATH 1
P | KOHTPOIIO | ]

F the same retention time ag that of the major peak |
; due to Capsaicin in the chromatogram obtained f
Pl o — L With standard preparation, _ S
f Ulentudikauis: Hac yrprumanis nikig dHETOILY | MeHTORY Ha .2 M, :
- Anicosa o.ais | enmog XPOMaTOrpaMax doc Hdreveanoeo | BP, App. Il D Binosizae

i I ‘_%—"‘_“T"“'—-%'
i Kancatyum

Danmw at 20 o0

.

1070~ 1.094 g

cmcm(}apnmu 0 POsitinie, o
KiIbKICHOMY BH3NAYeHHi, nosy
Yac yrpumanng NIKY Karcaiuy
XpoMarorpamax dacaioxe WEANOSO |

cmam)apmnoea POIUIIG, OTpHMaHnX B YMOBax
KUILKICHOT0 BHIHAYCH},

TPHMaHUX npH
HeH chiBlazarTy.
HY Ha

|
i
i Bignopigac |

TIOBHHCH cniBnagaTy.

I U

p. 3MQC,

I ) —(BPAmexvg | M07e

? YCTHHA ripy 20 °C LO70 - 1,094 T T n. 3 MK$, ! ﬂl (}"“i [ T
_____ T N e e = | BP Amnex VG e

-1 Pl%lmg, volume | Not tess than the [abeled claim p. 4 MOQC ] C‘umphu
| | OGem Hdncnuaﬂfu _He menme sassnenoro ma fﬁ%ﬂwa ~ mam Ka BIE[IIOBI_E;E: o
‘mz 36-42 p. 5 MQC, J 4y

R e —— | BP Amnex v N S

f | pH 3.6-42 . 5 MKS, | = ,
P S o MJHA“UCX anmex Ml 4 T ]
| 6.0 Dry residue (%o, wiw) 12052259 | p. 6 MQC 211 o -

| e
(icC ymu 3a8/HUI0K (%, M/

[ 7., Ethanol 96 % (%, viv)_ 245 300% “*
I:?auon 96 % (%, 06/06) [ 245 - 3,00 % - §
Bmzoxc acid (%o, wiw) 0.09-0.119%

i —— .

) 0.063 - 00775

- Mcmho/ (ea WA) 10018~ 0.022%
( ‘apm:c t equivalent i .9 mcgfﬁ ml- 12 meg/

Pepper Vincrure

— el
| Be.Hmnﬂa KHCI0Ta (Y%, 0,09-0.119%

R M)

— T g

— e T T i i )

‘5 mi B

K].[bKIQHL i¢ BH3HaYeHus: ‘ ng MR‘}] 0.069 o
MM%—-‘M—‘-~% /
P _‘f_{HC()&I VA (%, 06/06) | 0,063 -0 077% - ‘ % ~
| Menmon (%, yiog) | 0,018~ 0.003 5, i 00195, ;
G e —— il ey
f ; fmmamzm &1 0,9 MKr/S mn— 12 MKI/S M : .
g nepepaxyury na S roaing Ay, Lol akerds g
L ; HACRIOSHKY nepiio 2 "
I _,M . L H LT - _H_ﬁw =
RNORAY licrobiological Purity ! Total Aerobic M Microbial C Co f Complies
! 4 R ;
Lo l more than 107 CFU/m, A C 'Y
e S AX @_?L!Lll_&i__m;
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- METHODS OF !
31\ ;"T TEST/ REQUIREMENTS / CONTROL / RESULTS / |
N BHITPOSYBAHHS BUMOrH METOOH  IPE3VABTATH ’
sind U KOHTPOJWO | ;
o Total combined Yeasts and Moulds count |
P (TYMC): not more than 10* CFU/mL i Complies
oo Gram-negative bacteria, resistant to the action '
. of bile not more 10* CFU/mI; . Complies
l g’ Lfi bsence of Salmonelia per 23 ml, b Complies
P Absence of Escherichia cali per t ml. | ;
Do e ey L2l 1t o B 4 SO P
| MikpoGionoriana ynerora 3aranbie vieno ACpolUHX MIKPOOPranizMig BP, App. XV G © Biwmobiage
i {(TAMC): ue Sinpwe 104 KYOiun, |
j . 3araneme wneino ADIKIKOBHX | HnicunBux " Bianonizae ;
P rpHBIB (TYMC): ke Gimsiue 10?2 KY O/, !

P Ipamueratusimx baxrepii, crifiknx 10 aif
‘ HOBTI He Ginpwe 102 KYOinan;

Binnonizae

Bincyrhicrs Salmonellup 25 M, | Bianopiaas
b £ e Bigcyrnicrs, Escherichia colip 1 ma. -4 Bignonizae ]
i Labelling: | Should correspond 1o the registered labelling. 7 Complies
. e Mapryeaunsu: HMoumno signosizary 3a PECCTPOBAHOMY MapKyBaHHIo, ] Bﬁggﬂgiggﬁw_f
Packaging: | Should torrespond to the requirements of MQC. I Complies |
oo Marysanus: | Mosunne BIATIORina 1 BrMoram MK, Bidnosizae |

1 hereby certify thar the above information is anthentic und accurate. This batch of product has heer manufactured,
incliding prrckagingﬂabelling and quality controt anaiysis, at the ahove mentioned site in full compliance with the
GMP requirenents af the locat Regulatory A uthority and with the specification availuble in registration dossier.
Protocols of barch processing, puckaging and analysis records were reviewed and found to he in complianee with
GMP. 1 herepy confirm that gl production stages Jor this batch of finished product were carried out in full
compliance with the requirenenyy Specified in the current GMP guldelines approved by the Ministry of Health af
Ukraine.

Uum 5 saceioy VIO, 340 nasedena eumye inopmanin ¢ docmosipnow ma mositeso. L cepio APOIYKUTT Byo
supobieno (exuonamay NARYsanns/saprysanns) mq npesedene xonmposm, W arocmi na guwy EIAIHAM IR Olrbitnyi
Y noewiie gidnogionocmi 3 8UMO20M GMP, scmanogienumu micyeeum PeNIImOpnus opeanom, u UKo
sionvsione do CRERupirayii, ug Micmiumses g peecmpayiiviomy gocer, Hlpontorony SUPOTHUYM G, NaKyearing mey
Mt Aisle Hyao nepeinuymo ma semanogienp 8idnosionicms GMP. L nidmaeposicyio, o &ci aupodiuvi cmaoiy

on yiek cepii'eamawi'rqyoaquﬁ' Oyru 3dincneni g NOBNIR 6idNveionocmi 3 BUMOUME, 30G% el g HUNH
facmanosi 3 GMP, samee Orcenin Miviem CIBOM 0XOPOILU 300p0K "y Yepaing,
Name and position of person responsibie for the analysis: | Denis Allen, Quality Controller

__ Hpissmue 1a nocana ocobu, o sinnonisac 33 anauais: | fMenic Anaen, Creui THCET Kontpo.e gKoeri |
B iPHAtREe P AL U ¢ %}7’”; — ,

Signature of Person responsible for an;ihy;?s;:v
——
Denis Allen, Quality Controller

Mianuc ocobu, mo BiAnosinac 1a ananis:
e DRAE )
pizsume T8 nocans 0cobu, mo siznosizac 3a BUNYCK cepil: | Hewic Annep, Crenianicr 5 UHIpOme skoeri |

EYCIPS |

P el oy

Signature of Person responsible for batch release:
Hinnuc ocobu, mg sianosigac 3a BHILYCK ceopii:
T = S BANOBIAAC 33 unyck ¢

i. Date of signatyre:
S . Jara ninnncass:
. wasicanna; |

i
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AEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitauynol Hanii, 3, M. Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kog EZIPIIOY 37078774

BHCHOBOK
PO FAKICTH BBe3eHOro B YKpainy JTKapCLKOro 3acofy

23.08.2024 Ne 42047/24/10

BPOHXIAJTBHUN BAJB3AM BEJLI'C

(HaliMeHyBaHHs NikapcbKoro 3acofy 3TimHo 3 peecTpaniittmm TIOCBITICHHAM)
PO3MHH LISl epOpPaJbLHOro 3acrocyBanus mo 100 v B LIS

Kopooui

(bopma sunycky, nosyBanns, sug TaKyBAaHHA JTiKapCLKOro 3acoby)

oo 1 nusiiii B kapronHii

Howmep peectpauiiinoro noceiguenns UA/6177/01/01 CTpok Aif peccrpaniitnoro noceinuenns 01.01.2099
Cepis mixapeskoro 3aco6y Ne 716D1 Kinexicts BBeseHoro sikapeskoro saco6y 21600

Bupo6mnk benn Canz & Komnani (Tparricte) Jlimiten, Benuka Bpuranis

(nafiveHyBaHHS BHpOGHHKaA JiKapchKoro 3acoby, Kpaida IOXOMKeHH)

Baeseno B Vipainy Torapucreo 3 06MeskeHOIO BiamosiganeHicTio "p. Peani'c

JlabopaTopis", ixent. kon: 37560808

(HafivenyBaHHs Ta kox 3a €J[PIIOY I0pHIYIHOT 0co6H a60 npizemie,
ocedu - mianpHemns, Ti Micue NPOXHBAHHA Ta peeCTPalifHUH HOMep o
Hoxatkie abo cepis Ta momep [acIopra)

Mpororon sisyansuoro kourpomo six 22.08.2024 N 2478/1.

IM's, 1o BaTbKOEi (isHumo
6iKOBOT KapTKY IIATHUKA

3a  pesymeratamMM  jepiKaBHOrO KOHTpONIO

BCTAHOBIEHO, IO JIKAPCHKHIT 3acih
HAOTPHMAHHNIM Bumor 3aKOHOZABCTRA MO0 3abe3IeYeHHs TKOCTI JHKapCBKHX 3ac06iB,

BBE3CHO B Vkpainy 3
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