2.6.13 BiacyTHicTe Pseudomonas BiacyTHi
aeruginosa Ta Staphylococcus
aureuse 1lr

Maca HanoBHEHH#A 3BaXKyBaHHA CepepHe HaNoBHEHHA TybK
MOBUHHO BiANOBIAATU BigMITL Bianosigae

«en

Kpim LbOro nepesipaeTbca KOHTPONb B'A3KOCTI Ha He posdacosaHomy npoaykTi (in bulk), 8 HacTynHux
mexkax: 18 000-30 000 mMa*c. Ue BBEASHO AK AKICHUI TECT, ane He € YacTUHO cneuudikauii rotosoro

NPOAYKTY.

Llum s 3acBiguyio, WO HaBeaeHa BULLe iHpopmauia € AocToBipHOLO Ta TouHoW. Lo cepito npoaykuji 6yno
BUPOBNEHO, BKAKOYAKOYM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAL ii AKOCTI Ha BULLE3a3HauYeHil
AiNbHWLI Y NOBHII BiANOBIAHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMM MICLLEBUM PEryNaTOPHUM OpraHom,
a TaKoX BiANOBIAHO A0 cneundikauii, Wo MICTATLCA ¥ TOProsii NiLeHsii KpaiHM-BMPobHWKa abo KpaiHu-
iMnoprepa, AKWO NpoAykuilo imnoptosaHo. lMpoTokonun BUpobHWUTBA, NMakyBaHHA Ta aHanisis Byno
nepernaHyTo Ta BCTaHOBNEHO BignosigHicTe GMP.
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a ROHTS company

Product name:

Wentholatum

The Menthclatum Campany Limited

1 Redwood Avenue

Peel Park Campus

East Kilbride G74 5PE Scotland
T +44 (0) 1365 848484

waw. mantholalum.co.uk

Certificate of Quality

beep Relief

Manufacturer name, country:

The Mentholatum Company Lirnite_iﬁ United Kingdom

Registration certificate humber:

UA/0377/01/01

Strength/activity:

1 g of gel contents: ibuprofen 50 mg, levomenthol 30 mg

‘Pharmaceutical form:

Gel

‘Size and typé of packaging: i 100 g in tube, by 1 tube in carton box
Batch numbher: 38063
Batch size: 14,976 units o .
Manufacturing date: oe/2020 i )
Expiration date: 05/2024 -
Name, address and licence numbers | Site name: The Mentholatum Company Limited,
of all site: Address: 1 Redwood Avenue, Peel Park Campus, East Kilbride,
) G74 5PE, United Kingdom
Licence number; MIA 189 -
Requirements of Quality Contral Results of
No Parameter Method o et R ARty Lontr G Notes
Methods (specification) analysis
visuall Transparent gel without any foreign
13 Description ¥ e : i yoree conforms
particles, with menthol odour
Identification of internal Curresponds-w'i-fﬁ the referance
2 . conforms
ibuprofen HPLC standard
- ; internal 2 L
3 Assay of ibuprofen 47,5-52,5 mg/g
HPLC p—_—
; internal s
4 Related impurities : HP:.C Not more than 0,1% m/m in total
5 oH internal pH 6,773 -

Reg sterad in England Mumber 197071 Regislerad Office: Tricor Suila, 4th Floor, 50 Mark Lane, London EC3R 7QR

i’ \ INVEHGQ4
\_ P UNTLOPLE

3
-

| A(ued led



. The Mentholatum 6nhpany Limited

1 Redwood Avenie
Paal Park Campus

. East Kilbride G74 SPE Scotland
® Vientholatum T 144 (0) 1355 648484

@ . www.mentholatum.co.uk

a RGHTO compary

i internal GC|  Corresponds with the re ference

6 Menthol Identification conforms
[ | standard
!
7 Assay of Menthal internal GC | 28,5-31,5 mg/g 29.9mg/g
= | et
Eur,Ph. The total aerobic mlcrobial count not conforms |

5.1.4 lmore 10% CFU/g 5

Microbiological Purity 2.6.12 | Total combined yeasts/moulds caunt:

8 not more 10'CFU/g
2.6.13

conforms

The absence of Pseudomonas
aeruginosa and  Staphylococcus Absent
aureusinlg

Average mass of tube content must'

conforms
conform to the conventlonal mark g

9 Mass of tube content weighing

In addition, the viscosity control in bulk product is checked, within the following limits: 18 000'»30 000 mPa * 5. This
is carried out as a qualitative test, but is not part of the specification of the finished product

| hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured,
including paclaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Signature: }\K/\M\J&’V" ¥ Date of Release: |5 Jun Z)

V. KHINDRIA
QUALIFIED PERSON

Registared in England Numbar 197071 Registered Office: Tricor Suite, Aih Floor, 50 Mark Lana, London EC3R 7QR



JIEPXJIIKCITYXKBA
JEPKABHA CJIYKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npocniekT Banepis JIoGanoscbkoro, 51, M. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
Npo sIKICTh BBE3€HOro B Y KpaiHy JIikapchbKoro 3aco0y

15.11.2021 Ne 65630/21/10

JUII PHJIID

(naiimenysanus nikapcskoro 3aco6y 3rifHo 3 PeECTpaLiHHHM MOCBIAMEHHAM)
reab; mo 100 ry Ty6i; mo 1 Ty6i B kapTonHiii Kopobui

((opma Bunycky, mo3yBaHHS, BHI NaKyBaHHs NiKapcbKoro 3acofy)
Howmep peectpauitinoro nocsiguenns UA/0377/01/01 crpok mii peectpauitiHoro nocsinuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 38063 Kinbxicrs BBe3eHOro0 Mikapebkoro sacoby 14976

Bupo6Huk MenTonarym Komnani Jlimiten, Benuxa Bpuranis

(HaliMeHyBaHHA BUpOBHKKa J1iKapChKOTo 3aco0y, kpaiHa MOXOMKEHH)

BeeseHo B Ykpaity Tosapncrso 3 o6meskenoro Bixnosigansuictio "JAEJIHTA
MEJIIKEJI", inent. kon: 39448817

(HaiiMenypanns ta koa sa €JIPIIOY ropuanunoi ocou abo npisue, im's, no 6atskoBi Gisnuroi
ocoGu - mianpuemuy, i Mictie npoxHBaHHg Ta peecTpauifinni Homep 0GMiKOBOT KapTKH MNaTHHKA
noxarkie abo cepis Ta HoMep nacnopra)

[Iporokon BisyansHoro koutposio ein 05.11.2021 Ne 3974/2.

3a pe3ynbTaraMH  Iep)KaBHOTO KOHTPONIIO  BCTAHOBJICHO, 1UO Jikapcbkuil 3aci6 BBe3eHO B Yxpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOAABCTBA OO 3a6e3MeueHH AKOCT] JliKapchKUX 3acoGiB.

S
el

B parereabsiote
AT A T
b YA KOlipp, 0

M

i

SN o
; o \\"ﬁl-m«\j"”,%’z . 0
3act KsHadaribHIka Bifly IJ‘}%
Jepxapnol exyxGHI3 TiKapChKUX 3aco6in

Ta Kofi'!fﬁ@T@@H@B}@m@é@ﬁ%;l{nﬁcmﬁ % poapess L B,

oSnaciil\ ‘;_’g 4 j

K ey A ; = :
(nocwfo‘ a o?ogsaa?;mﬂy ,ggg)‘((aagqr-‘f) KOHTPOIO) (mignuc) (iniwianu Ta npissriLe)
l.}: oy % uﬁ\“\,a i !

o “?.:‘;--.. X ll‘\diﬁi;;”/'o

N o
s\
CEPTHOIKATIR|




CepTtudikar skocTi

Hasea npoaykTy:

aur punie

HaimeHyBaHHA BUpoGHUKa, | MenTonatym Komnasi llimitea, Benuka Bputania

KpaiHa:

PieCTpauiﬁHe NoCBigUYEHHS: UA /0377/01/01

Cuna faiifakTBHICTb: 1r rento mMicTuTb: iBynpodeHy 50 mr, nesomeHTony 30 mr
Jlikapcbka dopma: lenb

Poamip i TMn ynakosku; 100 r y Ty6i, no 1 Ty6i B KApTOHHIM kopobui

Howmep cepil: 38063

Poamip cepil: 14,976 ynakoBoK

[ata BupobHuuTEa: 06/2021

[ata 3akiHYeHHs CTPOKY 05/2024

npuaaTHoCTI:

HaimeHyBaHHs,
MiCLE3HaxoMKEHHs Ta HoMepK
niyeHsin BUPoBHUKIB:

HalmeHyBaHHs BUpoOHMKa: MenTonatym Komnati Ilimites,

MicuesHaxomKeHHs: 1 Pegsya Aeento, MMin MNapk Kamnyc, lcT KinGpug,
G74 5PE, Benuka Bputanis

Niyenzis Ha BupobHUyTEO N2:  MIA 189

Ne Tect MeTog, Bumoru Ao meTofis KOHTpPONK Pezynbtatn | Komenrapi
AKOCTI aHanisie
(cneumdikauin)
1 Onuc Bi3yansHo Mpo3opuii rens 6es yyRopigHMX Bignogipae
YaCTUHOK 3 3anaxom meHTony

2 lpeHTUdiKauia BHYTPIWHLO MoHa NopiBHATK 2 eTaNOHHUM Bianoeigae
ibynpodeHy BEPX CTaHAapTOM

3 KinbKicHe BM3HaueHHA BHYTPRIWHLO 47,5 -52,5 mr/r 50,7 mr/r
ibynpodeny BEPX

4 CynyTHI AOMILLKK BHYTPIWHbLO He 6inbiu Hix 0,1% m/m y cymi Bignosinae

BEPX
5 pH BHYTPIWHbLO 6,7-7,3 7,0
pH

6 - BHYTPIWHbLO Mo*KHa NOPIBHATH 3 eTaIOHHUM Bignogipae

laeHTUdIKaLiAa meHTOAY
X cTaHAapTOM

7 KinbKicHe BM3HauyeHHA BHYTPILWHbLO 28,5-31,5 mr/r 29,9 mr/r
MeHTONY X

8 MikpobionorivuHa Esp. dapm.
yucTOTA 3aransHa KinbKicTb aepobHmMX Bianosinae
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