CepTudikart AKOCTI

Hassa npoaykTy:

amn punie

HaimeHyBaHHA
KpaiHa:

BMPOBHWKa,

MeHTtonatym Komnawi Jlimiteq, Benuka BputaHis

PeecTtpauiiHe nocBiAYEHHS:

UA /0377/01/01

Cwuna fji/akTUBHICTb:

11 rento MicTuTb: iBynpodery 50 mr, nesomerTony 30 Mr

Jlikapcbka copma:

[enb

Po3mip i TMn ynakoBKu:

15 ry Ty6i, no 1 Ty6i B kKapTOHHi Kopobui

Howmep cepii: 40508

Poamip cepii: 93312 ynakoBokK
[ata supobHuuyrea: 01/2023

[laTa 3akiHYeHHs CTPOKY 12/2025

npuaaTHoCTI:

HanmeHyBaHHs,
MicLie3HaxoKEHHS Ta HOMepH
niueHsi BUpOoBHUKIB:

HaiimeHyBaHHS BUpoBHUMKa:

Micue3HaxooKeHHS:

TiyeHsis Ha BUpoBHUYTBO Ne:

MeHTonatym KomnaHi Jlimitea,

1 Pensya Aseto, Min Mapk Kamnyc, IcT KinGpwua,
G74 5PE, Benvka bputaHis

MIA 189

Ne Tecr Mertog, Bumoru A0 METOAiB KOHTPO/IO Pesynbtatn | KomeHtapi
AKOCTI aHanisis
(cneundirauin)
1 Onuc Bi3yanbHO Mpo3opuit renb 6e3s YyopigHUX Bignosinae
YaCTUMHOK 3 3anaxom MeHTOoNy
2 laeHTUdiKauin BHYTPIWHbLO MoXKHa NOPIBHATU 3 €Ta/IOHHUM Bianosipae
ibynpodeny BEPX CTaHAApPTOM
3 KinbKicHe BU3Ha4yeHHsA BHYTPIWHbO 47,5-52,5 mr/r 50,5 mr/r
ibynpodery BEPX
4 CynyTHi fOMIWKK BHYTPIWHbO He 6inbw HiX 0,1% M/M y cymi Bignosiaae
BEPX
5 pH BHYTPIWHbLO 6,7-7,3 6,9
pH
6 o BHYTPILIHbO MoHa NOPIBHATH 3 €TA/IOHHUM Bignosigae
|laeHTUdiKaLia MeHToNy
X CTaHgapToOM
7 KinbKicHe BU3HaYeHHA BHYTPIiLLIHBO 28,5-31,5 mr/r 29,7 mr/r
MeHTONy X
8 MikpobionoriyHa Esp. Papm.
yucToTa 3arasibHa Ki/lbKiCTb aepobHMX Bianosinae
5.1.4 MikpoopraHiamis: He 6inbLw 10?
KYO/r
3aranbHa KiNbKICTb APIKAKOBH Y
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2.6.13 BiacyTHicTb Pseudomonas BiacyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHEeHHA 3BaXyBaHHA CepefHE HAaNOBHEHHA Tybu
NOBUHHO BigNOBIAATH BIAMITL Bignosigae

«en

Kpim LbOro NepeBipA€eTbCA KOHTPO/b B'A3KOCTI Ha He po3dacoBaHoMy npoaykTi (in bulk), B HacTynHMX
mexkax: 18 000-30 000 mMa*c. Lie BBEAEHO AK AKICHWI TECT, ane He € YaCTUHO cneuudikalii rotoBoro

NPOAYKTY.

Lum A 3acBiauyto, Wo HaBegeHa BuLe iHGOpMaLlia € 4OCTOBIPHOI Ta TOYHOHW. Lito cepito npoAayKuii 6yno
BUPOBNEHO, BKAKOYAIOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPO/b il AKOCTI Ha BULLE3a3HaYeHin
AiNbHULi y NOBHIM BiANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBNEHUMMU MIiCLLEBUM PETYATOPHUM OpraHom,
a TaKOX BIAMOBIAHO A0 cneundikaLiil, Wo MICTATLCA Y TOProBil NiyeH3ii KpaiHn-BMpobHuKa abo KpaiHu-
iMnopTepa, AKWO NPoAyKuilo iMnopTosaHo. MpoToKoNM BUPOBHULTBA, NAaKyBaHHA Ta aHanisis byno
nepernsHyTo Ta BCTAaHOBEHO BiAnoBiaHICT GMP.

Mignuc: /nianucaHo/ [ara sunycky: 08 ntotoro 2023

Im'a: P Janes
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a ROHTO company

NMentholatum

The Mentholatum Company Limited
1 Redwood Avenue

Peel Park Campus

East Kilbride G74 SPE Scotland

T +44 (0) 1355 848484
www.mentholatum.co.uk

Certificate of Quality

Product name:

Deep Relief

Manufacturer name, country:

The Mentholatum Company Limited, United Kingdom

Registration certificate number:

UA/0377/01/01

Strength/activity:

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

Pharmaceutical form:

Gel

Size and type of packaging:

15 g in tube, by 1 tube in carton box

Batch number: 40508

Batch size: 93312

Manufacturing date: 01/2023

Expiration date: 12/2025

Name, address and licence Site name: The Mentholatum Company Limited,
numbers of all site: Address: 1 Redwood Avenue, Peel Park Campus, East

Kilbride,G74 5PE, United Kingdom

Licence number: MIA 189
Requirements of Quality Results of
Ne Parameter Method Control Methods . Notes
g o analysis
{specification)
visually Transparent gel without any
1 Description foreign particles, with menthol conforms
odour
5 Identification of internal | Corresponds with the reference R —
ibuprofen HPLC standard
3 Assay of ibuprofen ln;ir&al 47,5-52,5 mg/g 50.5 mg/g
. . internal | Not more than 0,1% m/min
4 Related impurities HPLC total canforms
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6 Menthol internal | Corresponds with the reference R —
Identification GC standard
7 |Assay of Menthol '”t;[:”a' 28,5-31,5 mg/g 29.7 mg/g
Eur.Ph. [The total aerobic microbial| conforms
5.1.4 |count: not more 10% CFU/g
Microbiological 2.6.12 |Total combined yeasts/moulds| conforms
8 Purity 2.6.13 |count: not more 10*CFU/g
The absence of Pseudomonas Absent
aeruginosa and Staphylococcus
aureusinlg
Mass of tube . Average mass of tube content
9 weighing | must conform  to  the| conforms
content .
conventional mark “e”

In addition, the viscosity control in bulk product is checked, within the following limits: 18 000-30
000 mPa # s, This Is carried out as a qualitative test, but is not part of the specification of the

finished product

| hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/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:

2 L

Date of Release:

P Janes

QUALIFIED PERSON
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JIEPXJTIKCJTYKBA YKPAIHU
JTEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KMIBCBHKIA OBJIACTI

npocnekT Banepis Jlo6anoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOT0 B YKPaiHy JiKapCcbKOro 3aco0y

08.03.2023 Ne 8989/23/10

JIATI PUJII®

(HaltMeHyBaHHs JiKapCHKOT0 3ac00y 3riHO 3 PEECTPAIIiHHIM MOCBITYEHHSM)
reab; no 15 r y Ty6i; no 1 Ty6i B KapTOHHi#i KopoOui

(bopma BHITyCKY, 103yBaHHs, BU/ IAKyBaHHS JTiKapchKoro 3acoby)
Howmep peecrpauiiinoro noceiguenns UA/0377/01/01 crpox aii peectpauiitroro nocsiguenns 01.01.2099
Cepis nikapcpkoro 3aco6y Ne 40508 Kinskicts BBe3eHOro Jikapchkoro 3acoby 70272

Bupo6uux MenTonarym Kommani Jlimiten, Benuka Bpuranis

(HaiiMeHyBaHHs BUPOGHHKA JIIKapCHKOro 3acoly, kpaiHa OXOIKEHH)

Baeseno B Ykpainy Tosapucrso 3 o6mexeHor0 Binnopinanasnicrio "IEJIbTA
MEIIKEJI", inent. kon: 39448817

(HaiimenyBanHs Ta ko 3a €JIPTIOY ropuanaHOi 0cobH afo Npi3BuILE, iM's, 10 6aTbkoBi (izudHOI
0co6u - mignprems, i Miclie IPOKUBAHHSA Ta PEECTpallifHUI HoMep 00TIKOBOI KapTKH IIATHHKA
nojatkis abo cepis Ta HOMep nacropra)

TMpotokon Bisyaasuoro kontpoumo six 01.03.2023 Ne 0611/2.

3a  pesymbTaTaMH JEPKABHOTO KOHTPOJIO BCTAHOBJIEGHO, INO JHKAapchKMH 3aci6 BBeseHO B VYKpaiHy 3

JAOTPUMAHHAM BUMOT 33KOHOJABCTBA I110/10 3a0e3Me eHHs AKOCT JIiKapChKHX 3aC00iB.

Ipuna [TAJTAMAP

(mianuc) (ininianu Ta npizsmiie)




AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npoB. Ceimimanoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox EPTIOY 37078774

BHUCHOBOK
PO SIKIiCTh BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody
22.11.2023 Ne 58336/23/1011
JAAII PRI D

(naitMeHyBaHHS JTIKapCHKOro 3acofy 3riHO 3 PEECTPALIMHIM TIOCBIT4EHHSM)
rejib 1o 15 r y Ty6i; mo 1 Ty6i B kapToHHiii kKopo6ui

(bopma Burycky, 103yBaHHs, BU/ IAKyBaHHS JIIKapChKOro 3aco0y)
Homep peecrpauiitioro nocsiggenns UA/0377/01/01 crpox it peecrpauiiinoro nocsiggerns 01.01.2099
Cepis nikapcrkoro 3acoby Ne 40508 KinbkicTs BBe3eHOTO Jlikapchkoro 3acoby 576

Brpo6ruk Menronarym Komnani Jlimiten, Benuka Bpuranis

(HaliMeHyBaHHA BUPOOHHKA JIIKaPCHKOTO 3aC00y, KpaiHa MOXOKEHHs)

Baesero B Ykpainy Tosapucrso 3 o6MexeHor0 BixnosinaasuicTio "JIEJIBTA
MEJIKEJI", inent. kox: 39448817

(naitmenyBanns Ta xoz 32 €JIPTIOY ropuauuHoi 0cobu a6o mpissuie, iM's, 110 6aTHKOBI Bi3HaHOI
0co6H - nianpremus, 1i MicIe IPOXHBAHHS Ta PEECTpaLiiHHUit HoMep 06TiKOBOT KAPTKH IUIATHHKA
noz1aTKiB abo cepis Ta HOMep nacropra)

TIporokoa Bisyaasnoro kourpomio six 17.11.2023 Ne 3740/4.

3a pesynbTartamMu JepKaBHOrO KOHTPONIO BCTAaHOBJIEHO, MO JHKApChKHH 3aci6 BBe3eHO B Vkpainy 3

AOTPHMAHHSAM BuMOT 32KOHOJaBCTBA MO0 3a6€3ME9EHHs AKOCTi JIIKapChKHX 3aCOGiB.

Ipuna ITAJIAMAP

{ninc) (ininiany Ta npissuuie)




JEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJACTI

npos. Ceitnuynoi Haxii, 3, m.Kuis, 02099, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOI0 B YKpPaiHy JiKapchbKOro 3aco0y
28.12.2023 Ne 65945/23/1011
JUII PUJTID

(HaMEHYBaHHs JIIKApCLKOT0 3aco0y 3riIHO 3 peecTpalliiiHUM MOCBIAYECHHSIM)
rejib; o 15 r y Ty6i; mo 1 Ty6i B kapToHHii Kopooui

(dhopma BuIyCKY, 103yBaHHS, BH/ MaKyBaHH JIIKapCbKOro 3aco0y)
Howmep peectpaniiinoro nocsiguenns UA/0377/01/01 ctpox nii peectpauiiinoro nocsixgenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 40508 KinbkicTh BBE3€HOTO Nikapchkoro 3acoby 288

Bupo6uuk Meunronarym Komnani Jlimites, Benuka bpuranis

(HaiiMeHyBaHHs BApOOHHKA JIIKapChKOro 3aco0y, KpaiHa MOXOKEHHS )

Baeseno B Yipainy ToBapucTso 3 ooMmesxkeHoro BianosinaasHicTio "JIEJIBTA
MEJIIKEJI", inenr. xon: 39448817

(naiimenyBanns Ta ko1 3a €/IPIIOY ropuanunoi ocodu abo npizsuile, im'st, 1o 6aTbKOBI GizHYHOT
0Cco6H - MiANPHEML, TI MiCLIE IPOXKMUBAHHS Ta peecTpaliiiHuil HoMep 00J1IKOBOT KapTKH MIATHUKA
nojiaTkie abo cepis Ta HOMEp nacrnopTa)

TpoTtokou BizyansHoro kourposio Bin 22.12.2023 Ne 4207/2.

3a pe3yabTaTaMH  JIEP)KABHOTO KOHTPOJIIO  BCTAHOBJICHO, 11O JIiKAapChbKMH 3aci® BBe3eHO B YKpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOJaBCTBA 11010 3a0€3MeYeHHs SKOCTi JTiKapchbKUX 3aC00iB.

B.o. 3acrynum<d Haquaﬂmga, Bl,:umly

JlepxaeHoi cnymﬁu 3 JIlKapCbKHX /

3acofiB Ta KOHTpomo 3a HE}pKOTHKc‘lMH y ¢

Kuisckilt obmacti %, & 1 Ipuna LUAHAMAI/I

(nocaziosa ocoba opraHy_aepja'qé,anro KOHTPO:IO) /(ni.unuc) (1mu1a:m Ta npn mmue)

M.T1.




JIEP?)KABHA CJIYKBA 3 JIIKAPCHbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

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

BUCHOBOK
PO SAKICTH BBE3€HOr0 B YKpaiHy JiKapchbKOro 3acody
15.07.2024 Ne 34400/24/1011
JAAII PUJITD

(HaiiMeHyBaHHs JIKapCchbKOro 3aco0y 3riHO 3 peecTpalitHUM MOCBIAYEHHAM)
rejb; o 15 r y Ty6i; no 1 Ty6i B kapToHHii KopoOui
(dhopma BHITYCKY, 103yBaHHs, BUI MaKyBaHHs J1iKapChbKOro 3acody)

Homep peectparniitroro mocsiguenns UA/0377/01/01 crpox aii peectpauiiinoro mocsiguenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne 40508 KinbKicTh BBe3eHOTo Jikapcbkoro 3acoby 22176

Bupo6uuk Menronarym Komnaui Jlimitea, Benrka bpuranis
(naiiMenyBaHHs BUPOOHHKA JiKapchKoOro 3aco0y, kKpaiHa MoxXouKeHHs)

Baesero B Ykpainy Tosapuctso 3 o6mexenoro BianosigaabuicTio "IEJIbBTA
MEJIIKEJI", izent. koa: 39448817

(naiimenyBanns Ta koa 3a €J[PTIOY 1opuananoi ocobu abo npizBuile, imM's, 110 6aTbKOBI
bizuunOT 0COGH - i mpHeML, Ti MicLie POKHBAHHA Ta peecTpallifiuil Homep 061iKoBOT
KapTKH IJIaTHHKA [10/1aTKiB a0 cepisi Ta HOMEP nacrnopra)

IpoTokou Bisyansnoro koutpoo sin 05.07.2024 Ne 1980/2.

3a pesysibTaTaMM JIEPXKABHOTO KOHTPOJIIO BCTAHOBJEHO, WIO JiKapchbkud 3aci0 BBE3eHO B YKpaiHy 3

JOTPHUMAHHSIM BiMOT 33aKOHO/IaBCTBA IIOJ10 3a0€3MEUEHHS AKOCT JTIKapChKHMX 3ac00iB.
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