. Cepruchikar skocT
Hazga npogysry R PN
Hamenyoarsn  BAPOBHMKE, Mevronaryw Kounani Nimires, Benuka Bpurasia
KpaiHa; o
 Pescrpauinte nossiauenHan A 0377101/01. i : ,
Cuna dijarrasdicTs: 1T renio micTWTb. iOynpothery 50 mr, nesosanTony 30 Mr
Thxapcoks hopma; Féhb. i _
Poamip | TR YNAKOBKK: 100 7 y Ty0i, 1o 1 Y6l 8 KapToHMiA kopolui
Hamep cepii 41219 ‘ i
Rozuip cepil: 13.104 ynaxopok.
Aata supobHiiliTas: Q712023
Nars 2avinueHin CTPORY 0612026
npHAaTHACTL )
HafeHyBaHHA, Hafmenyeaund supolnuka: - Mentonatym Konnani Mimires,
;.iticues.waxogmeﬂnﬁ% TEHOMEPY | MirypaHakopRaHHa] 1 Pepayn Asetio, Tin Napk Kamnye, for Kinfpua,
niueH3if supobunde; ‘ ‘ G74 5PE, Benwra BputaHin
Tliygrain va spoBHayTeo Nt MIA 189
$ 2 H Tecr Mamg BUMOrU 4O METORIE KOHTPONK | PesynbTatH | Komenvapi
| “ARocTl aHanisio
{cneuudinauin)
1| Onue ﬁiz‘yamésb Npoaopui rens fes wymaéigaﬁx Binnosigae
s GIACTHHOK T JINAXDLMEHTONY
12 | inenmudinauis sHyTplKli “BiANOBIAAE ETANOHHAMY “Bianoaigae
| iBynpodery BEPX CTAHABPTY
3 KiapMiCHE BUIHBYEHHA BHyTRiwHlA 47.5-52,5 M1 i 50,0 wrfr
; iGynpodesy BEPX
4 Cymminémmmu BHYTPILIHIA He Ginbiw Him0,1% m/mycymi Bianosigae
: BEPX
s | pH BHyTRIWHIR | 6,7-7.3 7.0
pH
& By TpIWHIA Blafiosigas evanoHHom Bignosidas
laeuTidisauis MeuTony . wm} ‘ K : R : oy Arom
1§ 1 ClanpanTy
7 | HinuKicHe susHaveHRR euyTpiwin | '285-315 wirfr 30,2 mrfr
Mewrony =% |
8 {ikpobionoriaua Epp. Gapm; : ,
SHETOTY ‘ Faransuarinpxicre agpobrux Bianorinae
5.1.4 sikpoopranismis: se Sinbu 107
KYO/r
3araneHa KUIBKICTE APIKOMOBIX
7@ nnicenesux TpiGIa: He Blnbw
10t RYO/r




‘2,€;13 BiscytHicTs Pseudomnnas BipcyThi
* aeruginasa 7a Staphylotoccus
aursusslr

9 | Maca HanDBHEHHA gpamyBanns | CepeaHe HanosHeHH: Tybu
roskuKo 8ianosigaTh Blapityl Bignoainas
| g

Kpim usdre nepesipaersen mgrpanmfnsm:ﬁ Ha ne puIdacoEanomy NpoayKTl {in bulk), & HaCHHHRX
paentax: 18 000-30.000 mila*c. Le saengHo AK BHICHHRTRLT, aneHe € WACTHHOD cneum divanli rorosore
APORYETY,

Lk 5 sacaiguyio, Wio paBefers e IHGOPMALLA € ACTTORIPHOID T3 TOHHOKY s ceplic npoaykali Byno
BUPOGASHO, BRAKMAIOHH NARYBARHA/MAPKYSIHNA Ta NpoBEAEHO ROWTPOAL T AKACT] Ha Bi uesaIHARHIR
AinsHHL ¥ NOBHIA BANGSIAHOCTE 3 BMOraMu GMP, BCTZHOBAEHHAY MICUEBUM PETY/IRTOPHIAM OpIaHON,
3 T3KOM BIANOBIAHO AB CNEUMBIHALIR, 1S MICTATLCH ¥ TOprosif nitensit kpaiu-aipoBrika abo kpaiki-
BMTOpTERS, AKUD NROAYKYIG IMNoPTOBAND. TifieToKoRM BMpOBRULTES, NAKYBaHHA Ta aHanizia Byno
NeperARHYTO T3 BETAHNBAEHO BiANORIAKICTS GMP,

fignsic: /nignscano/ [lata sunycy: 28 cepnus 2023
Iad'a; A Maek
YNoBHDBZMEHE 0C063

fiivamn




JEPIKABHA CHYIKBA 3 g”II’Kﬁ»’;I'(TZLI«J}'!’& 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHEAMW ¥ KHIBCBKIH QBJIACTI

TN Lm*uvmm Hauail, 3, acKniw, (2099, Tea/pae: ((44) 363-06-30
Famail: dls.koredls.gov.ua, Kox CAPTIOY 37078774

BHCHOBOK
HPo sSIKicTh BBE3CN0ro B YRpaiy AikapeLKore 3aceby
07.03.2024 Ne 8315/24/10
STHTT PHGTID

:nmlmcm Biieg ;iﬂt’lp{}i:!ﬁm *!'!hD&W ’}l').‘lliﬂ 3 mﬁip;‘llzlmm&i IK&L'M)‘NLHB@“}
rean no 100 ¢ y ryii; no 1 ryii b kaproun il kopotui

ﬁ;mpm WBVERY, AT, R [FAY R A RPEET Hasniy)

Hosep pererpaitiinaro notsipenns UA/O3TTA0T/0 L capa afi peectpanifivors nucsricnig U1,0E2009

Cepin aikaponiire sacady Ned 1219 Kisnkicrs nuotenore sisapenkoro ety 13104
Fupodtng Menromryvi Kosnani Jlinired, Beanga Bpirauis

funliveny s sipofans s sipeesor sty wpalin o

Brgseno i YRpaiy Tomapierso 3odyekenolo Binnositaasiicrio TEJARTA
MEIKET", tacur. wun: 39448817
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CepTudpikar sikocTi

Hassa npoaykTy:

Onn PANI®

HaihmeHyBaHHA BUPOBHWKa,

KpaiHa:

MenTonatym Komnai Ilimiteq, Benvka BputaHis

PeecTpauiiiHe noceBig4eHHs:

UA /0377/01/01

Cuna fii/akTuBHICTb:

11 rento micTute: idynpodhery 50 mr, nesomeHTony 30 mr

Jlikapcbka hopma:

lenb

Poamip i T1n ynakosku:

100 ry Ty6i, no 1 Ty6i B KAPTOHHIN KOpoBLUI

Homep cepii:

42375

Posmip cepil:

14,832 ynakoBoK

[ata eupobHuyTBa:

06/2024

[ara 3akiH4eHHs CTpoKy
npuaaTHOCTI:

05/2027

HaimeHyBaHHs,
MiCLE3HaxXo4KeHHR Ta HOMEpPH
niueHsin BUpobHWKIB:

HaiimeHyBaHHA BUpoBHUKa: MeHTonaTym Komnani Jlimites,

MicuesHaxoQKeHHS:

1 Pepeyn Aeento, MNin Mapk Kamnyc, lct Kinbpua,
G74 5PE, Benuka Bputanis

TiueHsia Ha BupoBHuuTeo Ne:  MIA 189

Ne Tecr MeTog, Bumoru 4o meTofiB KOHTPOIO Pesaynbratu | KomeHTapi
AKOCTI aHanisise
(cneundirauin)
1 Onuc Bi3yanbHo Mpo3opuit rent bes yyKopigHUX Bianosigae
YacTMHOK 3 3aMaxom MeHTONyY
2 laeHTUdiKkayin BHYTPILLHIN Mo Ha NOPIBHATYU 3 eTaNOHHUM Bianosigae
ibynpodeny BEPX CTaHZapTOm
3 KinbKicHe BU3HaYeHHA BHYTPILIHIN 47,5 -52,5 mr/r 50,1 mr/r
ibynpodeny BEPX
4 CynyTHI AOMILWKK BHYTPILLHIN He 6inbw Hix 0,1% M/M y cymi Bignosigae
BEPX
5 pH BHYTPILLHIN 6,7-7,3 7,0
pH
6 . . BHYTPILLHIN Mo3KHa NOPIBHATKU 3 eTaNI0OHHWM Bianosigae
laeHTUbikauia meHTONY
X CTaHgapTom
7 KineKicHe BU3Ha4yeHHA BHYTPILLHIA 28,5-31,5 mr/r 30,1 mr/r
MeHTONY X
8 MikpobionoriuHa €sp. dapm.
yucToTA 3aranbHa KinbKicTb aepobHUx Bianosigae
.14 MikpoopraHizmis: He Binblw 10°
KYO/r
5 6.12 3aranbHa KinbKicTb APIKAMKOBUX Biznosigae
o Ta nniceHeBux rpubis: He BinbLu
10 KYO/r




2.6.13 BiacyTHicTe Pseudomonas BipcyTHi
aeruginosa Ta Staphylococcus
aureusBlr

Maca HanoBHEeHHA 3BaMyBaHHA CepeqHe HanoBHEHHA Tybu
MOBWHHO BiANOBIAATH BiAMITL Bignosinae

«e»

Kpim LbOro nepesipaeTbCa KOHTPOL B'A3KOCTI Ha He po3dacosaHomy npoaykTi (in bulk), 8 HacTynHKX
mexax: 18 000-30 000 mMNa*c. Lle BBeAeHO AK AKICHWA TECT, a/1e He € YaCTUHO cneuudikauii roToBoro

NPOAYKTY.

Llum A 3acBiguyto, Wo HaseaeHa Bulle iHbopMauia € 4OCTOBIPHOK Ta TOYHOHW. Lito cepito npoaykuii byno
BUPOBNEHO, BKNIOUAKOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAL ii AKOCTI Ha BULLE3a3HaYeHiH
AiNbHWLI Y NOBHIK BigNOBIAHOCTI 3 BUMOramu GMP, BCTaHOBNEHUMU MICLEBUM PEryIATOPHUM OpPraHoMm,
a TAKOX BiANOBIAHO A0 cneuundikalii, WO MICTATLCA Y TOProBii NiueHsii kpaiHu-supobHWka abo kpaivu-
iMnopTepa, AKWO NPOAYKUilo iMnopTosaHo. lMpoTokonu BUPOOHWUTBA, NaKyBaHHA Ta aHanisis byno
nepernaHyTo Ta BCTAHOBNEHO BigNoBiAHICTE GMP.

Mignuvc: /nignucano/ [Nata Bunycky: 23 nunHa 2024
Im'a: A Meek

YnoeHoBaxeHa ocoba

Wramn




The Mentholatum Company Limited

1 Redwood Avenue

East Kilbride G74 SPE Scotland

* RHTC oy 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: 100 g in tube, by 1 tube in carton box
Batch number: 42375
Batch size: 14,832 units
Manufacturing date: 06/2024
Expiration date: 05/2027
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
Ne Parameter Method Control Methods Results_of Notes
e analysis
(specification)
visually Transparent gel without any
1 Description foreign particles, with menthol conforms
odour
5 Identification of internal | Corresponds with the reference T S—
ibuprofen HPLC standard
internal 50
fi 47.5-52. .
3 Assay of ibuprofen HPLC 7.5-52.5 mg/g 1 e
. L. internal Not more than 0.1% m/m in .
4 Related impurities HPLC total Complies
5  |pH Inbeta) 6773 7.0 | i KO
pH ‘Geapmn-\"’ﬁ
Registered in England Number 197071 Scotland INVESTORS IN PECPLE
Registered Office: Tricor Suite, 4% Floor, 50 Mark Lane, Londen EC3R 7QR ;ﬂ‘::: s We invest in people Silver




Menthel internal | Corresponds with the reference

6 Identification GC standard conforms
7 Assay of Menthol Entgz:nal 28,5-31,5 mg/g 30,1 me/g

Eur.Ph. |The total aerobic microbial| conforms
5.1.4 |count: not more 102 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
Average mass of tube content
Mass of tube oy B
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.

/ Date of Release: ij;[ Z"/

Signature:

A Meek
QUALIFIED PERSON

ff;ﬂllentbolattmt




JAEPKABHA CJI1Y/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npos. Ceitnngnoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo SIKiCTh BBE3€HOT0 B YKPaiHy JiKapchbKOro 3acody

27.11.2024 Ne 61091/24/10

JUIT PRI D

(HaiiMeHyBaHHA JIiIKapCbKOro 3aco0y 3rifIHO 3 peecTpallHHAM OCBIIYEHHAM)
rejib 10 100 r y Ty6i; no 1 Ty6i B kapTonHiii kopoOui

(dbopma BHIyCKY, 103yBaHHSA, BH NAKyBaHHA JTiKapchKoro 3acoby)
Homep peectpauiiinoro nocsiguenns UA/0377/01/01 crpox nii peectpauiiinoro nocsiguerns 01.01.2099
Cepis nikapcekoro 3acoby Ne 42375 KinbkicTh BBe3eHOro nikapchkoro 3acoby 14472

Bupo6HHUK Menronarym Komnaui Jlimites, Benuka bpuranis

(railiMeHyBaHHA BHpOOHMKA JiKapcbkoro 3acolby, KpaiHa MOXOJDKEHH:)

Bgeseno B Ykpainy Tosapucrpo 3 odMexkenoro Bianopinaasuictio "JIEJIBTA
MEJIIKEJI", inent. kon: 39448817

(naiimenyranns Ta koa 3a €JIPTIOY opuguunol ocobu abo npizexule, imM's, no 6aTbKoBI BiznuHOi
0cobu - mianpreMLL, Ti Miclle IPOKHBAHHS Ta peecTpauiiHuii HoMep 06/1iKOBOT KAPTKH NIATHHKA
noaaTkis abo cepis Ta HOMep nacrnopra)

Mporokoa Bizyansuoro kourpoao sin 21.11.2024 Ne 3659/3.

- 3a pe3synbTaTaMH IEPKABHOTO KOHTPOTIO BCTAHOBJIEHO, IO Jikapchbkuii 3aci® BBeseHo B VYkpainy 3

JOTPHUMAHHSAM BuMOTr 32aKOHO/IaBCTBA 10/10 3a0€3MeeHHS AKOCT] JIIKAPCHKUX 3aCO0IB.

% - Ossra €EPBOMEHKO
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CepTudpikar AKocTi

Hasea npoaykTy:

ann PUnie

HaiimeHyBaHHA
KpaiHa:

BUpoBHUKa,

MeHTtonatym Komnani IlimiTeq, Benuka Bputais

PeecTpauiiHe nocBig4YeHHA:

UA /0377/01/01

Cwna fji/akTUBHICTb:

1 r reno MicTuTh: iBynpodeHry 50 mr, nesomexTony 30 mr

Jlikapcbka opma:

[enb

Po3amip i TUn ynakoeku:

100 ry Ty6i, no 1 Ty6i B KAPTOHHI KOpobUi

Homep cepii:

42376

Poamip cepii:

14,760 ynakosok

[aTta supobHuyrea:

06/2024

[aTa 3akiH4eHHs CTpoKy
npuaaTHoCTI:

052027

HaimeHyBaHHS,
MiCLE3HaX0KEeHHSA Ta HOMepU
niueHsii BMpoBHWKIB;

HalimeHyBaHHs BUpoBHUKa:

MicuesHaxooKeHHs:

NiueHsia Ha BupoBHuUTBO Ne:

MeHTonaTtym Komnani Jlimites,

1 Pegeyg AseHto, Min Mapk Kamnyc, lct KinBpug,
G74 5PE, Benuka BputaHis

MIA 189

No Tect Mertop, Bumoru Ao MeTofis KOHTPO/O Pesynbtatu | KomenTapi
AKocTi aHanisis
(cneundirauin)
1 Onuc Bi3yasbHO Mpo3opuii renb 6e3 YyKopiaHux Bignosinae
YaCTMHOK 3 3aNaxom MeHToNy
2 loeHTUdiKauia BHYTPILWHIA MoHa NOPIBHATA 3 TaNOHHUM Bignosinae
ibynpodeny BEPX CTaH4apTOM
3 KinbKicHe BU3HAYEHHA BHYTPIWHIN 47,5-52,5 mr/r 50,1 mr/r
ibynpodeny BEPX
4 CynyTHI fOMILIKK BHYTPIWHIH He GinbL Hix 0,1% m/m y cymi Bianosigae
BEPX
5 pH BHYTPIWHIN 6,7-7,3 7,1
pH
6 L BHYTPILWHIN Mo3KHa NOPIBHATU 3 eTANIOHHMUM Bignosinae
|laeHTudikayia meHToNY
X CcTaHaapTom
7 KinbKicHe BU3HaYeHHA BHYTPRILHIA 28,5-31,5 mr/r 30,0 mr/r
MEeHTONY X
8 Mikpobionoriyna €sp. Papm.
yucToTa 3aranbHa KinbKicTb aepobHUx Bignosigae
5.14 MikpoopraHiamis: He 6inbw 10
KYO/r
5612 3aranbHa KinbKiCTb APIKAKOBUX Bianosinae
Ta naiceHesux rpubie: He 6inbL
10 KYO/r

ey (O™
% o
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2.6.13 BiacyTHicTb Pseudomonas BiacyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHEeHHA 3BaXKyBaHHA CepegHe HanoBHeHHA Ty6K
NOBWHHO BiANOBIAATH BiAMITLi Bignosiaae

«en

KpiM LbOro nepeBipAeTLCA KOHTPO/b B'A3KOCTI Ha He po3dacosaHomy npoaykTi (in bulk), B HacTynHmMx
meskax: 18 000-30 000 mMa*c. Lle BBeAEHO AK AKICHWIA TECT, a/1e He € YaCTUHOMO cneuudikaLlii roToBoro

NpoAYKTY.

LM A 3acBiguyto, Wo HaBeaeHa suwe iHGOpMaLLia € AOCTOBIPHO Ta TowHo. Lo cepito npoaykuii 6yno
BUPOBNEHOD, BKNIOYAIOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAL ii AKOCTI Ha BULL@3a3HAYEeHIH
AiNbHULI Y NOBHIK BigNoBigHOCTI 3 BUMoramu GMP, BCTAaHOBNIEHWMW MiCLLEBUM PEryIATOPHUM OpraHom,
a TaKOX BiAMOBiIAHO A0 cneundikaLii, Wo MICTATLCA Y TOProsii niLeHsii KpaiHu-smpobHuka abo KpaiHu-
iMnopTepa, AKWO NPOAYKUilO iMnopToBaHo. poTokonu BUPoOGHULTBA, NaKkyBaHHA Ta aHanisis byno
nepernfaHyTo Ta BCTAHOBNEHO BiANOBiAHICTE GMP.

Mignwuc: /nianucano/ [Oata sunycky: 15 nunHa 2024
Im'a: A Meek

YnosHoBaxeHa ocoba

Wramn
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The Mentholatum Company Limited

1 Redwood Avenue

East Kilbride G74 5PE Scotland

* RIS comrer 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: 100 g in tube, by 1 tube in carton box
Batch number: 42376
Batch size: 14,760 units
Manufacturing date: 06/2024
Expiration date: 05/2027
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
Ne Parameter Method Control Methods Results .Of Notes
e analysis
(specification)
visually | Transparent gel without any
1 Description foreign particles, with menthol conforms
odour
P Identification of internal | Corresponds with the reference conforms
ibuprofen HPLC standard /g
3 Assay of ibuprofen m}:;:lai 47.5-52.5 mg/g 50,1 mg/g ﬂ Y
. . internal Not more than 0.1% m/m in . * (QEPTHOIKATIB | %
I &
4 Related impurities HPLC R Complies \\%% Nel
internal Py N

5 pH oH 6.7-7.3 7.1 . |

Registered in England Number 197071 Scotland y* INVESTORS IN PECPLE

Registered Office: Tricor Suite, 4 Floor, 50 Mark Lane, London EC3R 7QR Agalnst We invest in peaple Silver
Modern Slavery



Menthol internal | Corresponds with the reference
Identification GC standard
internal
GC
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

conforms

7 Assay of Menthol 28,5-31,5 mg/g 30,0 mg/g

aureusinlg
Average mass of tube content
Mass of tube -y &
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: 18 000-20
000 mPa e 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 anaJ/ysiWecords were reviewed and found to be in compliance with GMP.
Signature: v/ Date of Release: [ SUL/M
A Meek
QUALIFIED PERSON
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NEPKABHA CJIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIA OBJIACTI

npoe. Ceitmuunoi Haxii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3€HOT0 B YKpaiHy JiKapchKOro 3acody

27.11.2024 Ne 61092/24/10

JIATI PUJTI®

(HaiiMeHyBaHHA JTiKapcEKOTo 3aco0y 3rifHO 3 peeCTpalliiHHM NOCBITYEHHAM)
reas o 100 r y Ty6i; no 1 Ty6i B kapToHHi#i Kopooui

(hopma BHIYCKY, 103YBaHHs, BHI MAKyBaHH:A Jlikapckkoro 3acoby)
Howmep peectpaniiitoro nocsiguenns UA/0377/01/01 crpox aii peectpaniiinoro nocsigyenns 01.01.2099
Cepisa nmikapcekoro 3acoby Ne 42376 KinskicTs BBe3eHOTO JiKapcrkoro 3acoby 14760

Bupobuuk Menronarym Komnani Jlimiten, Benyuka Bpuranis

(HaiiMeHyBaHHA BUPOOHHKA IKapCLKOro 3acofy, KpaiHa MOXOKEHH:)

Bseseno B Vkpainy ToBapucTBo 3 00mesxeHor0 BianosinaabuictTio "AEJbBTA
MEJIIKEJ", inenr. kon: 39448817

(uafiMenyBanHs Ta ko 3a €JIPIIOY 1opummuHoi ocobu abo mpizsuiie, iM's, 110 6aTbKOBI (Bi3HIHOT
0cobw - minpHeMIs, 1T Miclle IPOKHBaHHA Ta peecTpauiiHuil Homep 00/1ik0BOT KAPTKH MIaATHHKA
noaatkis abo cepis Ta HOMep MacropTa)

Mporokou BisyansHoro koutpoo in 21.11.2024 Ne 3659/4.

3a pesyinbTaraMd JIEpPKABHOTO KOHTPOJNIO BCTAHOBICHO, IO JliKapcekwi 3acié BBeseHo B YKpaiHy 3

JOTPHMAHHSM BUMOT 3aKOHOJABCTBA 1010 3a0e3MEUEHHS AKOCT JiKapchKHUX 3ac00iB.
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Ceptuddikart AkocTi

Hasea npogykTy:

auvn punie

HaiimeHyBaHHs BupobHuka, | MeHtonatym Komnani Nlimiten, Benuka BpurtaHis

KpaiHa:

PeecTpaliiiHe noceig4eHHsA: UA /0377/01/01

Cwna gii/akTuBHicTb: 1 r rento mictuTe: ibynpodery 50 mr, nesomerTony 30 mr
Jlikapcbka dopma: lens

Po3Mip i TUn ynakoBku: 100 r y Ty6i, no 1 Ty6i B KApTOHHIN kopobui

Homep cepii: 42501

Poawmip cepii: 14,544 ynakosok

[ata supobHuyTea: 08/2024

[lata 3aKkiHYeHHS CTpoKy 07/2027

NpUAaTHOCTI:

HaimeHyBaHHS,
MiCLIe3HaxoKEeHHSA Ta HOMEpU
niyeHsiin BupoBbHwkiB:

HaitMmeHyBaHHs BUpOGHUMKA: MeHTonatym Komnasi JlimiTes,

1 PegByg Asenio, IMin Mapk Kamnyc, lct KinGpug,
G74 5PE, Benuka Bputanis

MIA 189

MicLe3HaxomKeHHS:

JliyeHsis Ha BupoGHULTBO Ne:

Ne Tect Mertopg, Bumoru o0 MeToAiB KOHTPONO Pesynbrat | KomeHTapi
AKOCTI aHanisis
(cneundikauis)
1 Onuc Bi3yanbHO Mposopuii rens 6es uyxopigHux | Bignosigae
YaCTUHOK 3 3aNaxom MeHToNy
2 laeHTUdiKavia BHYTPILUHIW Mo3KHa NOpIBHATA 3 €TaNIOHHUM Bignosinae
ibynpodeny BEPX CTaHAapTOM
3 KinbKicHe BU3Ha4yeHHA BHYTPILLHIA 47,5-52,5 mr/r 50,1 mr/r
ibynpodeny BEPX
4 CynyTHi JOMILLKK BHYTPIiLWHIN He 6inbw Hix 0,1% m/M y cymi Bignosigae
BEPX
5 pH BHYTPILIHIN 6,7-7,3 74
pH
6 o BHYTPIWHIN Mo»KHa NOPIBHATH 3 €Ta/IOHHUM Bignosinae
laeHTudikauis meHToNy
X cTaHgapTom
74 KinbKicHe BU3HA4YEeHHA BHYTpILWHIN 28,5-31,5 mr/r 29,8 mr/r
MeHTOoNny X
8 MikpobionoriyHa €sp. Gapm.
YyucToTa 33 raibHa KianiCTb aep06HHX BI,D.HOBI,D.BE
5.1.4 miKpoopraHismis: He Binbw 107
KYO/r
3arafibHa KiNbKiCTb APiIMAMKOBUX i i
2.6.12 , AP Bianosiage
Ta nniceHesux rpubie: He Binbu é@g#;m;
10 KYO/r A s




2.6.13 BigcyTHicTe Pseudomonas BigcyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHeHHA 3BaXyBaHHA CepefHe HanoBHeHHA Tybu
NOBMHHO BigNOBIAATH BiAMITUI Bianosinae

«e»

Kpim UbOro nepesipaETbCA KOHTPOb B'A3KOCTI Ha He po3dacosaHomy npoaykTi (in bulk), B HacTynHux
mexax: 18 000-30 000 mMa*c. Lie BBeAEHO AK AKICHMIA TECT, ane He € 4acTMHOH cneuuMdikalii rotosoro

NpOAYKTY.

Lium A 3acsiauyto, WO HaBeAeHa BULLe iHpOpMaLia € 4OCTOBIPHO Ta TouHot. Lilo cepito npoaykuii 6yno
BMPOBNEHO, BKNIOYAIOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAL Ti AKOCTI Ha BULLe3a3HaueHin
OiNbHULI ¥ NOBHIM BignoBigHOCTI 3 BUMOoramu GMP, BCTaHOBAEHUMM MICLLEBUM PETYNIATOPHUM OpPraHoM,
a TaKOX BiANOBIAHO A0 cneludikalii, Wo MIicTATLCA y TOProsiit niueHsii KpaiHu-sMpobHuka abo kpaiHu-
iMnopTepa, AKWO NpoayKuilo imnopTosaHo. MpoTokonn BUpoBHWULTBA, MaKkyBaHHA Ta aHanisis 6yno
nepernsHyTo Ta BCTaHOBAEHO BiAnosigHicTe GMP.

Mignuc: /nianucano/ [Oata sunycky: 10 »oBTHA 2024
Im'sa: C Tsang

YnoBHOBaxeHa ocoba

Lrtamn




° ® Vientholatum
+ ROHTO

company

The Mentholatum Company Limited
1 Redwood Avenue

Peel Park Campus

East Kilbride G74 5PE 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:

100 g in tube, by 1 tube in carton box

Batch number: 42501

Batch size: 14,544 units

Manufacturing date: 08/2024

Expiration date: 07/2027

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 .
Ne Parameter Method Cantrol Methods R Notes
i analysis
(specification)
visually | Transparent gel without any
1 Description foreign particles, with menthol conforms
odour
2 ldentification of internal | Corresponds with the reference conforms
ibuprofen HPLC standard
internal
3 Assay of ibuprofen :iiLCa 47.5-52.5 mg/g 50,1 mg/g
internal Not more than 0.1% m/m in .
i iti Complies
4 Related impurities HPLC total p
internal
7-7. Tl
5 pH oH 6.7-7.3
bsi =) Registered in England Number 187071 Scotland )42 EST
@ g Registered Office: Tricor Suite, 4% Floor, 50 Mark Lane, London ECIR 7R ol SEF]‘H (])ﬂ{f\l'.]'ISiB
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Menthol internal | Corresponds with the reference
Identification GC standard
internal
GC
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
Saseittithi . Average mass of tube content
9 weighing | must conform to the| conforms
content : a_n
conventional mark “e

conforms

7 Assay of Menthol 28,5-31,5 mg/g 29,8 mg/g

In addition, the viscosity control in bulk product is checked, within the following limits: 18 000-30
000 mPa e« 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.

) <~ S
Signature: Gﬂwh - Date of Release: __'© © < 2~

CTsang
QUALIFIED PERSON




JEPKABHA CJIVKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM Y KHIBCBKIHA OBJIACTI

npos. Ceitmignoi Hanif, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpAaiHy J1iKapchbKOro 3acody

27.11.2024 Ne 61093/24/10

JUI1 PUIIID

(HaiiMeHyBaHHS JIKaPCHKOro 3aco0y 3riHO 3 PEECTPALIIHHUM NOCBIIYEHHAM)
rejb no 100 r y Tydi; mo 1 Ty6i B kapToHHIi KopoOui

(opma BHITYCKY, I03yBaIHsA, BU NAKYBaHHA JiIKAPCHKOTO 3ac00y)
Howmep peecrpamiitroro noceimuenns UA/0377/01/01 crpox xii peecrpaniiinoro noceizuenns 01.01.2099
Cepis mikapcrkoro 3acoby Ne 42501 KinskicTs BBesenoro nikapeskoro 3acoby 10008

Bupo6Huk Menronarym Komnani Jlimiten, Benuka bpuranis

(nafiMeHyBaHHA BHPOOHHKA JIIKApCHKOro 3aco0y, kpaiHa MoXoKeHHs)

Baeseno B Yipainy Tosapucrso 3 o6meskeHor BianosizaapHicTio "JEJBTA
MEJTIKEJI", inent. kon: 39448817

(naiimenyBanus Ta koa 3a €IPIIOY opuansHoi ocobn abo npizeuute, iM's, no 6aTekosi (isnuHOT
0cobH - MiANPHEMIA, Ti MicLie TPOXKHBAHHA Ta peecTpalliiiHuil HoMep 00/1IK0BOT KAPTKH NIATHHKA
nojatkie abo cepis Ta HOMep MacropTa)

Iporokoa Bisyaasnoro kourpomo sia 21.11.2024 Ne 3659/5.

3a pesyibTaraMH JICPKABHOTO KOHTPOIO BCTAHOBICHO, IO Jlikapckkuil 3aci6 BBeseHo B VYkpainy 3

JAOTPHMAHHSAM BuMOT 3aKOHOJABCTBA 0710 3a0e3MeueHHA AKOCTI JiKapChKUX 3aC00IB.
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NEPKABHA CJYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. CeiTmuanoi Hanil, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kon €/IPIIOY 37078774

BUCHOBOK
npo sIKiCTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody
29.04.2025 Ne 19853/25/1011
JIAT PHJTID

(naiiMeHyBaHHs JTiKapcLKOTO 3acofy 3rifiHoe 3 peecTpaliiiHuM NOCBIA4EHHAM)
reab 100 ry Ty6i; nmo 1 Ty6i B kapToHHii Kopooui

((popma BHIYCKY, 103YBAHHS, BUJL AKYBAHHS JIIKAPCHKOTO 3ac00y)
Homep peectpariitroro nocsizgenss UA/0377/01/01 crpox xii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapeskoro 3aco6y Ne 42501 KinekicTs BBe3eHOrO mikapeskoro sacoby 4536

Bupo6rux Menrtonarym Komnani Jlimiten, Bennka bpuranisa

(maiiMenyBaHis BHpoOHHKA Nikapcekoro 3acofy, KpaiHa MOXOIKeHHS)

Breseno B Yipainy TosapucTso 3 odMexkenolo Biqnopizanpnictio "JIEJbTA
MEJIKEJI", inenr. kon: 39448817

(naiiMenyBanHa Ta kot 3a CJIPTIOY ropuanunoi ocofu abo npizsuie, iv's, 1o 6aThkosi (izHunoi
ocolH - mianpuemus, i Micle TIPOKHBAHHA Ta peecTpauifinuii Homep 0b1iKkoBOT KapTKH MIaTHHKE
nonaTkis abo cepis Ta HOMep MacrIopTa)

Mporokoa Bisyansuoro konrpo.o sin 22.04.2025 Ne 1276/1.

3a  pesyibTaTaMM JIEPKABHOTO KOHTPOIKO BCTAHOBJGHO, MO JikapchkuH  3acid  BBesewo B VYkpainy 3

JAOTPHUMAHHSM BUMOT 3aKOHOIABCTBA LOJ10 3a0e3MedeHHs AKOCT] JIIKAPCHKHX 3aco0iB.
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