CepTtuddikar skocri

Hasea npogykry:

ann pynie

HalmeHyBaHHs BUpobHuka, | MenTonatym Komnati Jlimitea, Benuka Bputanis

KpaiHa:

PeecTpaliitHe nocBigYeHHs: UA /0377/01/01

Cwuna pgii/akTuBHICTb: 11 rento mictutb: ibynpodery 50 mr, nesomeHTorly 30 mr
Jlikapcbka dopma: lenb

Po3mMip i TMn ynakosku: 50 ry Ty6i, no 1 Ty6i B KAPTOHHIN Kopobuli

Howmep cepii: 38184

Poawmip cepi: 53,352 ynakosok

[Oata supobruuTea: 06/2021

[laTa 3aKiH4eHHs1 CTPOKY 05/2024

npuaaTHOCTI:

HaimeHyBaHHS,
MiCLIe3HaXOMKEHHS Ta HoOMEpK
niueHsi BUpOBOHUKIB:

HalimeHyBaHHs BUpoBHMKa: MeHTonatym Komnani Jlimites,

MicLesHaxompKeHHs: 1 Peasya AseHto, Min Mapk Kamnyc, lct Kin6pua,

G74 5PE, Benuka Bputanis

JliueHsis Ha BupobHuyTeo Ne:  MIA 189

Ne Tecr MerTopg, Bumoru po meTtoais KOHTpOAtO Pesynbtatn | KomeHrapi
AKoCTI aHanisis
(cneuud){ixauiﬂ)
1 Onuc Bi3yaNbHO Mpo3opuii renb 6e3 uyRopigHUx Bignosigae
YaCTUHOK 3 3aMNaxom MeHToNy
2 laenTudikauis BHYTPILIHbO MoXkHa NOpPIBHATU 3 €Ta/IOHHUM Bignosipae
ibynpodeHny BEPX CTaHAapToOm
3 KinbKicHe BU3HAYeHHA BHYTPIilWHbO 47,5 -52,5 mr/r 50,6 mr/r
ibynpodeHy BEPX
4 CynyTHi AOMiLWKK BHYTPILWHbO He 6inbw Hixk 0,1% m/m y cymi Bianosinae
BEPX
5 pH BHYTPIWHbLO 6,7-7,3 7,0
pH
6 . BHYTPILWHbO MoXHa NopiBHATU 3 eTaIOHHUM Bignosigae
laeHTndikauia meHTONY
rx CTaHA4apPTOM
7 KinbKicHe BU3HAYEHHA BHYTPILUHbO 28,5-31,5 mr/r 30,1 mr/r
meHToNny rX
8 MikpobionoriyHa Esp. Papm.
yucToTa 3aranbHa KinbKicTb aepobHux Bianosigae
5.1.4 MiKpOOPpraHismis: He 6inbw 10°
KYO/r
3aranbHa KinbKiCTb APiXKAKO
2.6.12 AR

Ta naiceHeBux rpnbis: He
10 KYO/r




2.6.13 BiacyTtHicTb Pseudomonas BigcyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHeHHsA 3BaXKyBaHHA CepefiHE HANOBHEHHA Tybu
NOBWHHO BigNOBIAATY BiAMITL Bianosigae

«en

Kpim LbOro nepeBipaeTbCA KOHTPOAb B'A3KOCTI Ha He po3dacoBaHomy npoaykTi (in bulk), B HacTynHuMX
mexax: 18 000-30 000 mlMa*c. Lle BBEAEHO K AKICHWI TECT, ane He € YacTUHO cneuundikauii rotosoro
NPOAYKTY.

Lium s 3acBiguyto, Wo HaBegeHa Bulle iHpopmallia € 4OCTOBIPHOIO Ta TOUHOMW. Lito cepito npoaykuii 6yno
BMPO6/IEHO, BKAOYAKOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOb ii AKOCTI Ha BULLE3a3HAYEHIN
AinbHUL y NOBHIM BigNoBiAHOCTI 3 BUMOramu GMP, BCTaHOB/IEHUMU MICLLEBUM PerynaTOpHUM OpraHoM,
a TaKoOX BignoBsigHO A0 cneuundikauii, WO MICTATLCA Y TOPFroBii fiueH3ii KpaiHU-BUPOOHUKA abo KpaiHu-
iMmnopTepa, AKWO NpoAyKuilo iMmnoptoBaHo. MpoToKonu BUMpOBGHUMUTBA, NakyBaHHA Ta aHanisis 6yno
nepernaHyTo Ta BCTAHOBNEHO BignosigHicTe GMP.,

Mignuc: /nianucaHo/ [aTa sunycky* 07 nunHs 2021
Im'a: V. Khindria
YnosHoBaxeHa ocoba

LWramn
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The Mentholatum Company Limited

1 Redwood Avenue
Peel Park Campus
East Kilbride G74 5PE Scotland

 Wlentholatum T +44/(0) 1355 848484

www.mentholatum.co.uk

a ROHT® company

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:

50 g in tube, by 1 tube in carton box

Batch number:

38184

Registered in England Number 197071 Registered Office: Tricor Suite, 4th Floor, 50 Mark Lane, London EG3R 7QR

Batch size: 53,352 units
Manufacturing date: 06/2021
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
L | Requirements of Quality Control Results of
No Parameter Method . Q. . y ; Notes
Methods (specification) - analysis
o visually | Transparent gel without any foreign
1 Description . . conforins
particles, with menthol odour
Identification of internal Corresponds with the reference )
2 . conforms
ibuprofen HPLC standard
internal
3 Assay of ibuprofen HPLC 47,5-52,5 mg/g 50.6 mg/g
4 Related i ritie intemal conforms
elated impurities HPLC
5 pH internal pH jﬂ,@ \f:m 7.0
§ * '}. ri;‘ '\ o ‘!';_‘ \
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The Mentholatum Company Limited

1 Redwood Avenue
Peel Park Campus
East Kilbride G74 5PE Scotland

Mentholatum RS 1 e,

www.mentholatum.co.uk

a ROHTO company

I internal GC Corresponds with the reference ’
6 Menthol Identification conforms
. standard
7 Assay of Menthol internal GC 28,5-31,5 mg/g ' 30.1 mg/g
Eur.Ph. |The total aerobic microbial count: not conforms
5.1.4 |more 10? CFU/g
Microbiological Purity 2.6.12 |Total combined yeasts/modlds'count:
1 conforms
8 not more 10*CFU/g
2.6.13
The absence of Pseudomonas
aeruginosa and  Staphylococcus Absent
aureusinlg
L Average mass of tube content must
9 Mass of tube content weighing o gty S conforms
conform to the conventional mark “e

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 quaiitative 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 Wiarketing Authorization of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Signature: \\/\}R/W&/\” Date of Release: O75aLz. /

V. Khindria
QUALIFIED PERSON

cm‘l/imm'rmﬁ 2 )
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Registered in England Number 197071 Registered Office: Tricor Suite, 4th Floor, 50 Mark Lane, London EC3R 7QR IN PEOPLE




JEPXIIKCIIYXBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo AAKICTh BBE3€HOIro B YKpaiHy JikapchbKoro 3acoly

17.09.2021 Ne 51029/21/10

JUII PHJIID

(HalimMeHyBaHHs JTiKapchbKOro 3acoBy 3TifHO 3 peecTpaLifHAM MOCBi TYEHHSM)
reJb; o S0 ry Ty6i; mo 1 Ty6i B xapronHii KopoOui

(¢popma Bumycky, 103yBaHHS, BIA NaKyBaHHS JiKapcLKOro 3aco6y)

Homep peectpauiitnoro nocsimuenns UA/0377/01/01 ctpox nii peectpauiiitoro nocsimuenns 01.01.2099
Cepis nikapcbkoro 3aco6y Ne 38184 KinskicTs BBe3€HOTO sikapcrkoro 3acoby 33696

Bupo6uuk MenTonarym Komnani Jlimiten, Benuka Bpuranis

(HaitMenyBaHHs BUPOGHHKa JTiKapCLKOro 3aco6y, KpaiHa MOXOIKEHHS)

BBeseHo B Vkpaity TosapucTso 3 06meixenoro Binnosigansnicrio "JIEJIbTA
MEIMIKEJI", inenr. kox: 39448817

(HaliMenyBsanns Ta xox 3a €JPTIOY 1opuanyHoi 0cobu abo mpissHiLe, iM's, 0 GATHKOBI qnanﬂm
ocobu - mianpuemL, ii MiCLe IPOKUBAHHA Ta pC€CTpau1HHPIH HoMep 00J1iKOBOT KapTKH IIaTHUKA
noAartkis abo cepist Ta HOMep nacropra)

Iporokosn BisyanbHoro kontposo Bix 09.09.2021 Ne 3120/2.

3a pesynbTaTaMH  [€PKABHOTO KOHTPONIO BCTAHOBJIEHO, IO JHKapchkuif 3aci6 BBeseHo B VkpaiHy 3

HOTpPlMaHHﬂM BHMOT 3aKOHO/IaBCTBA LO/0 3a0€3MeUeHHA AKOCT] JIKapChKuX 3aco0iB.
e -nm
,’5”5’ KP4 \\“\

P '
YO SUPAN
7 B AR /”/*
b 's\"~ )
;/@:.» ouites My,

Bjo. gf%q/aaﬁm@e@y@ Ounexciit COJIOIPAY
;{ (ﬂoc OBA, xj;ogé[ opra _yx L;gp»jéﬂﬂoro KOHTPOJIIO) (mignuc) (ininiany Ta npi3suie) :
£ —L:{:‘ f llf D S~ 5
W= K

B M. M
5‘* \ ¢ g :\;l_l/é;’

S/ R
i A8

| CEPTUDIKATIF

Net




JIEPYKIIIKCIIY)KBA
JEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCHKIN OBJIACTI

npocrext Banepis Jlo6anoecebkoro, 51, M. Kuis, 03110, Tle/Q)aKc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https:/www.dls.gov.ua, Kox €JIPTIOV 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acofy
21.10.2021 Ne 59066/21/10XX
JUIT PRI D

(HaliMeHyBaHHs Nikapchkoro 3aco6y 3rinHo 3 peecTpaniitHum TMOCBiJUEHHSM)
rejb; mo 50 ry Ty6i; mo 1 Ty6i B kapTonmiii Kopo6ui

(dbopma Bunycky, 103yBaHHs, BUA NaKyBaHHS NikapchKoro 3acoby)
Howmep peecrpaniiinoro nocsixuenns UA/0377/01/01 crpox nii peectpauiiinoro nocsiguenss 01.01.2099
Cepis nikapcskoro 3aco6y Ne 38184 Kinbxicts BBeseHoro nikaperkoro sacoby 19656

Bupo6uux Menronarym Komnani Jlimiten, Benuxa Bpuranis

(HaliMenyBaHHs BUPOGHHKA JiKapChKOTo 3acoGy, KpaiHa MOXOJKEHHS)

Baesero B Ykpaity ToBapucrso 3 o6mesxenoro Bignosinansuicrio "JAEJbTA
MEJIKEJI", inent. con: 39448817

(naiimenyBanns Ta ko 3a CJIPTIOY 1opuanuHoi ocobu ado npi3BuLe, iM's, 10 6aTbKOBI Bizmunoi
0co0H - mianpuemus, i Micue npoxuBanns Ta peecrpaniiuuit HOMep 00JIiKOBOT KapTKM MIaTHUKA
noaarkis a6o cepist Ta Homep nacrnopra)

Ipororosn BisyansHoro konrpomo sin 08.10.2021 Ne 3571/1.

3a  pesynbTaTaMM JIEpKAaBHOTO KOHTPOJIO BCTAHOBJIEHO, LU0 nikapcbkuit  3aci6 BBeseno B Vkpainy 3
AOTPHMAHHSIM BUMOT 3aKOHOABCTBA LIOJI0 3a0e3MeUeHHs SKOCTi JIKapChKUX 3ac00iB.

3acTynHMK HaYAIbHUKA BiIyLiTy

KaBHOT CITyKBHS MI{KAPCHKUX 3ac0BiB
Alepastiol CIyyBH MABTRyX sacabin . Harans 3YBAPEBA
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2.6.13 BigcyTtHicTe Pseudomonas BigcyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHeHHA 3BaYkKyBaHHA CepegHe HanNoOBHeHHA Tybu
NoBWHHO BignosigaTh sigmiTui Bignoeigae

“wen

Kpim Luboro nepesipAeTbCA KOHTPOE B’A3KOCTI Ha He po3dacosaHomy npoaykTi (in bulk), B HacTynHux
mexxax: 18 000-30 000 mMa*c. Lie BBeAeHO K AKICHUI TECT, afe He € 4YacTMHO cneundikauii rotoBoro

NPOAYKTY.

Llum A 3acsiguyo, Wwo HaBegeHa Buule iHpopmauia € 4OCTOBIPHOK Ta TOYHOM. Lo cepito npoaykuil 6yno
B1pobNeHO, BKNIOYAIOUM NakyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOb ii AKOCTI Ha BULLEe3a3HaueHIil
AinbHWLUI Yy NOBHIN BignosigHocTi 3 BMMmoramu GMP, BCTaHOBAEHUMU MICLEBUM PEryNATOPHUM OPraHom,
a TaKoX BignoBiagHo A0 cneumndikauii, Wo MICTATLCA Y TOProsii NiueHsii KpaiHM-BrMpobHWKa abo KpaiHu-
iMnopTepa, AKWO NpoAyKuil imnopTosaHo. MMpoTokonn BUpoBHUUTBA, NaKyBaHHA Ta aHanisis 6yno
rnepernAHyTo Ta BCTaHOBNEHO BignosigHicTe GMP.

Nignuc: /niganucaxo/ Oata sunycky: 14 mosTHA 2021
Im'a: C. BAKER

YnoBHoBa)<eHa ocoba

Wramn




JEPXJIIKCITYXBA
JAEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHU Y KUIBCBKIN OBJIACTI

npocuekT Banepis Jlodanoscekoro, 51, m. Knis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://'www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
Npo sIKiCThL BBE3€HOT0 B YKpainy JiKapchbKOro 3acody
30.06.2022 Ne 24191/22/10
JAUIT PHIID

(naiiMenyBanns nikapcbkoro 3acody 3riHO 3 PeECTPAIliiHNM NOCBITMCHHAM )
reab 1o S0 ry Ty6i; mo 1 Tydi B kapToHHIH KopoOui

(thopma BUTIYCKY, JAO3YBAHHN, BHJL NAKYBAHHA [IKAPCbKOTro 3acoby)
Homep peccrpauiiinoro nocsiguenns UA/0377/01/01 crpok nii peccrpauiiinoro nocsiauenus 01.01.2099
Cepis nikapcbkoro sacoby Ne 38594 KinekicTs BBe3enoro nikapcokoro 3acody 11808

Bupotunk Mentonatym Komnaui Jlimiten, Benuka bpurtanis

(HaiiMenyBaHHA BUPOOHHKA JIIKapCLKOro 3acody, KpaiHa oXoKeHHA)

Breseno B Vipainy TosapucTBo 3 00mMeskenolo BignosizaasnicTio "JIEJIBTA
MEJIIKEJ", inenr. xoa: 39448817

(naiimenysanns Ta ko 3a CIPIIOY opuanyunoi ocobn abo npissuiie, iM'a, no HaThbKOBI
hiznunoT 0codun - MianpuHemits, T MICHE NPOKHBAHES Ta peECTPaliiHKi HoMep 0b/1TKOBOT
Kap']‘KM MNIATHHKA 110;121'|'1<i|: Elﬁl! ccpiﬂ Ta IIUNI(,‘FI IiaCI]{lp'l"d}

MpoTokon sisyansnoro kontpoaio Bix 28.06.2022 Ne 1510/2.

3a pe3ynbTaraMH JIEPWABHOTO KOHTPOJK RBCTAHOBIEHO, WIO JikKapchkHil 3acib BeeseHo B VYKpainy 3

JOTPHUMAHHSAM BHMOr 33aKOHOIABCTBA 11010 3aDe3MeUCHHA IKOCTI MIKapChKHX 3ac00iB.

% 3yGapesa H. B.

(nianuc) (iniuiann Ta npisenue)
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The Mentholatum Company Limiled

1 Redwood Avenue
Peel Park Campus

3.‘ ® Vientholatum B =

www.mentholatum.co.uk

a ROHT® company

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:

50 g in tube, by 1 tube in carton box

Batch number: 38594
Batch size: 58,104 units
Manufacturing date: 09/2021
Expiration date: 08/2024
Name, address and licence numbers | Site name: The Mentholatum Campany Limited,
of all site: Address: 1 Redwood Avenue Peel Park Campus, East Kilbride,
G74 SPE, United Kingdom
Licence number: MIA 189 '
: Requirements of Quality Control Results of
Ne Parameter Method 4 e Y 5 Notes
Methods (specification) analysis
e visuall Transparent gel without any foreign
1 Description Y P ) & ] & & conforms
particles, with menthol odour
Identification of internal Corresponds with the reference
2 e - & conforms
ibuprofen HPLC standard
internal :
3 Assay of ibuprofen HPLC 47,5-52,5 mg/g . 49.0 mg/g
i al WD Ve A ME 5
4 Related impurities il Not more than 0,1% m/m.in total T S
HPLC 7 \
y ‘:" 1.".“\ Nt
5 pH internal pH 6,773 [oMg "Qtﬁrﬁ"mm AR
; =il ¥




The Mentholatum Company Limited

.. 1Redwood Avenue
‘{" sl -
- ast Kilbride tfland
@ Vientholatum T +44 (0) 1365 848464

. www.mentholatum.co.uk

a ROHT® company

internal GC Corresponds with the reference
6 Menthol Identification P o ' conforms
standard
72 Assay of Menthol internal GC 28,5-31,5mg/g 29.6 mg/g
Eur.Ph. |[The total aerobic microbial count: not conforms
5.1.4 |more 102 CFU/g
Microbiological Purity 2.6.12 |Total combined yeasts/moulds count:
1 conforms
8 not more 10'CFU/g
2.6.13
The absence of Pseudomonas
aeruginosa and  Staphylococcus Absent
aureusinlg S il o -
Average mass of tube content must
9 Mass of tube content weighing . ; iy conforms
conform to the 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.

; e o ¥ w2 R
Signaturs; Wéw Date of Release; "= 2 =

C. BAKER
QUALIFIED PERSON
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CepTtudpikart AakocTi

Haszea npoaykTy: avn Punie

HalimeHyBaHHs BupobHuka, | Mentonatym Komnani limiten, Benuka BpuraHisa

KpaiHa:

PeecTpauiiiHe noceig4yeHHs: UA /0377/01/01

Cwna fii/akTuBHICTb: 1 1 rent MicTuTe: iBynpodieny 50 mr, nesomeHTony 30 mr

Nikapcbka dopma: lenb

Po3Mmip i TUN ynakoBKM: 50 ry Ty6i, no 1 TyOi B KAPTOHHIN KOpoOBUI

Homep cepil: 38594

Po3amip cepit: 58,104 ynakoBok

LaTa enpobruuTea:; 09/2021

NaTa 3akiHYeHHs CTpoKy 08/2024

npuaaTHOCTI:

HaiimeHyBaHHS, HalimeHyBaHHa BUpoBHUKA: MeHTonatym Komnani imiten,

M‘iCuGS_I-iaXDAH(eHHF! Ta HOMEPU | \icyeaHaxomKeHHS: 1 Peapya Aseio, Min Mapk Kamnyc, let KinGpua,

niueHsin BMpPoBHUKIE: G74 5PE, Benuka BpuTaHia
INiueHsis Ha supobHuuTBO N2t  MIA 189

Ne Tecr Mertopg, Bumoru Ao meTtogis KOHTPOIO Pesynbtatu | KomeHTapi
AKocTi aHanisis
(cneundixkauin)
1 Onuc Bi3yanoHO Mposopwuit renb bes vyopigHUx Bianosipae
YaCTMHOK 3 3anaxom MeHToNy
2 laeHTudikauia BHYTPIWHbLO Mo>KHa NOpiBHATH 3 ETANIOHHUM Bianosipae
iBynpodeny BEPX cTaHpapTom
3 KinbKicHe BU3HaYeHHA BHYTPIWHBLO 47,5 -52,5 mr/r 49,0 mr/r
ibynpodeny BEPX
4 CynyTHI A0MiWKK BHYTPIWHbLO He 6inbw Hix 0,1% m/m y cymi Bipnoeipae
BEPX
5 pH BHYTpPiWHbLO 6,7-7,3 6,9
pH
6 . . BHYTPIWHbLO Mo*KHa NOPIBHATK 3 eTaNOHHUM Bianoeipae
laeHTUdikauin meHTONy
X CTaHOapTom
i KinbKicHe BM3Ha4YeHHA BHYTPIWHbLO 28,5-31,5 mr/r 29,6 mr/r
MeHTOoNY X
8 MikpobionoriyHa Esp. ®apm.
yucToTa 3aranbHa KinbKicTb aepobHMx Bianosigae
5.1.4 mikpoopraHiamis: He 6inbw 102
KYO/r
3aranbHa KinbKicTb ,a.pm(,qmé)“

s./7 0 %" ,:- )

2.6.12

Ta nniceHesux rpubis: He ql
10* KYO/r &




2.6.13 BiacyTHictb Pseudomonas BipcyTHi
aeruginosa Ta Staphylococcus
aureusB1lr

Maca HanoBHEHHA 3Ba*KyBaHHA CepeaHe HanNoOBHEHHA TybK
NOBWHHO BiANOBIAATH BiAMITL Bignosipae
«en

Kpim uboro nepeBipaeTbca KOHTPOAb B'A3KOCTI Ha He po3dacoeaHomy NpoaykTi (in bulk), 8 HacTynHWX
mexax: 18 000-30 000 mMa*c. Lle BBeAEHO AK AKICHUIA TECT, ane He € 4acTMHOM cneyudikauii rotosoro
NPoOAYKTY.

Linm 5 3acBiauyto, Wwo HaseaeHa suue iHbopmMaLia € 4OCTOBIPHOI Ta To4HOI0. Liko cepito npoaykuii 6yno
BUPOBNEHO, BKNIOYAKOUM NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOANb il AKOCTI Ha BUWEe3asHavyeHIn
AinbHUL Y NOBHIM BiANoOBigHOCTI 3 BUMOramu GMP, BCTaHOBAEHUMU MiCLEBUM PEryNATOPHUM OpraHom,
a TaKoMX BiANOBIAHO A0 cneuudikauii, WO MICTATLCA Y TOProBii NiueHsii KpaiHn-BMpobHuKa abo KpaiHu-
iMmnopTepa, AKWO NpoAyKuitlo imnopTosaHo. MpoTokonu BupoBHULTBA, NaKyBaHHA Ta aHanisis 6yno
nepernsHyTo Ta BCTaHOBAEHO BiANosigHICTE GMP.

Nignuc: /nianucaHo/ Data Bunycry: 07 aunHa 2022
Im'a: Paul Janes
YnosHoBaxkeHa ocoba

Wramn
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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: 50 g in tube, by 1 tube in carton box
Batch number: 38815
Batch size: 57,384 units
Manufacturing date: 11/2021
Expiration date: 10/2024
Name, address and licence numbers | Site name: The Mentholatum Company Limited,
of all site: Address: 1 Redwood Avenue, Peel Park Campus, East Kllbrlde,
G74 5PE, United Klngdom
Licence number: MIA 189
Requirements of ualitl Control - :Results of .
Ne Parameter Method b Q, 4 Notes
Methods (specification) analysis
s visually | Transparent gel without any foreign
1 Description . ) conforms
particles, with menthol odour
Identification of internal Corresponds with the reference
2 . conforms
ibuprofen HPLC standard '
; internal
3 Assay of ibuprofen HPLC 47,5-52,5 mg/g 51.3 mg/g -
; g internal .
4 Related impurities HPLC Not more than 0,1% m/m in total
5 pH internal pH 6,7-7,3 /I,
5
‘f: WVientholatum s
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internal GC Corresponds with the reference
6 Menthol Identification P ; conforms
standard
7 Assay of Menthol internal GC 28,5-31,5 mg/g 31.2 mg/g
Eur.Ph. |The total aerobic microbial count:not|  conforms
5.1.4 |more 10® CFU/g
Microbiological Purity 2.6.12 |Total combined yeasts/moulds count: :
1 conforms
8 not more 10'CFU/g
2.6.13
The absence of Pseudomonas
aeruginosa and  Staphylococcus Absent
aureusinlg -
Average mass of tube content must
q Mass of tube content weighing . : 2o conforms
conform to the conventional mark “e

. In addition, the viscosity control in bulk product is checked, within-the following limits: 18 000-36 000 mPa * s. This
is carried out as a qualitative test, but is not part of the specification of the finished.product -

‘I 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

CMP.

Signature: ﬂ/ =

Date of Release: S P TSei a2 2

Paul Janes
QUALIFIED PERSON
‘f: Mentholatum
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JIEP’)KABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A

i

JEPXKJIIKCJIYKBA

HAPKOTHKAMMH ¥ KHiBCBKIN OBJIACTI

npocnexT Banepis Jlo6anoscskoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox CIIPTIOY 37078774

21.10.2022

BUCHOBOK
Npo sIKICTh BBE3€HOr0 B YKpainy JikapchbKoro 3acody

JUATT PRJTID

Ne 44705/22/1011

(HaliMeHyBaHHA JIKapchKOTO 3acofy 3riltHO 3 peecTpaLiiiHUM MOCBIAMCHISAM)
resib; o 50 r y Ty6i; mo 1 Ty6i B KapTOHHIi Kopooui

(hopma BHIyCKy, I03yBaHHA, BI NaKyBaHHs JikapchKoro 3acoby)

Homep peectpaniiinoro nocsinuennss UA/0377/01/01 crpox aii peectpauifinoro nocsigueHss 01.01.2099

Cepis nikapcskoro 3acoby Ne 38815

Bupobnuk

BeeseHo B YKpaiHy

Kinskicts BBe3eHOro Jikapebkoro 3acody 39960

Menronatym Komnani Jlimiten, Benuka Bpuranis

(HaitMeHyBaHHA BUPOGHHKA JIIKapCLKOro 3aco0y, KpaiHa M0XO0LKeHHA)

ToBapucTBO 3 00MeskeHor0 BiagmosizaasuicTio "IEJIBTA
MEJIKEJI", izent. xon: 39448817

(uaiivenysanns ta Koz 3a €JIPTIOY ropuuuHoi ocobu abo npissuiLe, iM'a, 110 DaTeKOBI
diznunoi ocobu - nmianpuemi, i Micue MpoKHBAHHA Ta peecTpalliliHuii HoMep 001iKOBOT
KapTKH TUIATHHKA M0JIaTKiB ab0 cepis Ta HoMep macnopra)

TpoTokox Bizyansuoro kourpomo sin 20.10.2022 N 2720/1.

3a pesyibTaTaMH JEPKABHOTO KOHTPOJKO BCTAHOBICHO,

mo fikapckkuil 3aci® BBeseHo B YKpainy

JMOTPUMAHHSAM BHMOT 3aKOHOJABCTBA LIOAO 3a6e3neueHHs AKoCT nixapchKHX 3aco0iB.
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CepTudpikar skocrTi

Hassa npoaykTy:

avn punie

HaimeHyBaHHA
KpaiHa:

BUPOOHWKA,

MenTonatym Komnati Jlimiteq, Benuka Bpuranis

PeecTpauiiiHe noceia4eHHA:

UA /0377/01/01

Cuna gii/aKkTUBHIcTb:

1 r rento mMicTUTL: iBynpodeHry 50 mr, nesomeHTony 30 Mr

Nikapcbka doopma:

[enb

Poamip i TUN ynakoeku:

50 r vy Ty6i, no 1 Ty6i B KAPTOHHIN Kopobui

Homep cepil: 38815

Poamip cepit: 57,384 ynakoBok
[ata sBupobHuuTsa: 11/2021

[aTa 3akiH4eHHs CTpoKy 10/2024

npuaaTHOCTI:

HaiimeHyBaHHA|,
MiCLe3Haxo4eHHA Ta HOMepK
niyeHsin BupobHuUKIB:

HaimeHyBaHHs BUpOBHUKA:

MicueaHaxoaKeHHA:

NiueHsis Ha BupoBHuUTEO Ne:

MexTonatym Komnawi JlimitTeg,

1 Peneya AeeHio, Min Mapk Kamnyc, lcT KinGpuga,
G74 5PE, Benuka BputaHia

MIA 189

No Tecr MeTtoga, Bumoru A0 MeToAiB KOHTPOoALo Pesynbtati | KomeHTapi
AKoCTI aHanisis
(cneumndikauin)
1 Onuc Bi3yansbHoO Mpo3opuii rens 6es yyopiaHUX Bignosinae
YACcTMHOK 3 3anaxom MeHTony
2 loeHTudikauia BHYTPIWHBLO Mo Ha NOpPIBHATU 3 eTaIOHHUM Bianosigae
ibynpodeny BEPX cTaHaapTom
3 KinbKicHe BU3Ha4YeHHA BHYTPILWHbLO 47,5 -52,5 mr/r 51,3 mr/r
ibynpodeHy BEPX
4 CynyTHi gomiwKu BHYTPIWHbLO He 6inbw Hixk 0,1% m/m y cymi Bignosigae
BEPX
5 pH BHYTPIWHbO 6,7-7,3 6,9
pH
6 L BHYTPIWHbO Mo3KHa NOPIBHATY 3 €TaNIOHHUM Bignosinae
lpeHTudikauia meHTony
X cTaHOoapTom
7 KinbKicHe BU3Ha4YeHHA BHYTPRIWHbLO 28,5-31,5 mr/r 31,2 mr/r
MeHToNy rX
8 MikpobionoriuHa Eep. Papm.
YucToTa 3aranbHa KinbKicTb aepobHuUx Bignosigae
5.1.4 MiKpoopraHiamis: He Binbw 10? S
KYO/r &
3aranbHa KinbKicTb
2.6.12 :
Ta nniceHeBsux rpm
10! KYO/r




CepTtudikart AKocTi

Hassa npoaykTy:

avn pynie

HanmeHyBaHHSA BupobHuka, | MenTonatym KomnaHi Jlimiteq, Benuka Bputanis

KpaiHa:

PeecTpauinntHe nocBig4eHHs: UA /0377/01/01

Cwvna gii/akTuBHICTb: 1 r rento mictute: ibynpodgpeHy 50 mr, nesomeHnTony 30 mr
Jlikapcbka copma: lenb

Po3mip i Tn ynakoBku: 50 ry Ty6i, no 1 Ty6i B KAPTOHHIN kopobui

Howmep cepii: 38816

Poamip cepit: 57,312 ynakoBok

[arta BupobHuuTBa: 11/2021

[ata 3aKkiH4eHHs CTpOKy 10/2024

NPUAATHOCTI:

HalmeHyBaHHs,
MiCLie3HaxoMKEHHS Ta HoOMepH
NiyeHsi BUpoBHUKIB:

HaiimeHyBaHHS BUpOOHUKA: MenTonatym Komnani Jlimites,

1 Peggyn Asetio, IMin Mapk Kamnyc, lct KinGpua,
G74 5PE, Benvka BputaHis

MIA 189

MicuesHaxoaKeHHs:

JliueHsis Ha BupobHULTBO Ne:

Ne Tecr Mertop, Bumoru oo meTtoais KOHTPOIO Pesynbratn | KomeHrapi
AKOCTI aHanisis
(cneuundikauin)
1. Onuc Bi3yasibHO Mpo3opwuii renb 6e3 vyxopigHux | Bignosigae
YaCTMHOK 3 3aNaxom MeHToNy
2 laeHTUdiKauia BHYTPIWHbLO MoO>KHa NOpPIBHATK 3 €Ta/IOHHUM Bignosigae
ibynpodeny BEPX CTaHAapTOm
3 KinbKicHe BU3HAUEeHHs BHYTPIiWHbO 47,5 -52,5 mr/r 49,9 mr/r
ibynpodeny BEPX
4 CynyTHi OMiWKK BHYTPiWHbO He 6inbw Hix 0,1% m/m y cymi Bianosigae
BEPX
5 pH BHYTPILIHbO 6,7-7,3 6,9
pH
6 o BHYTPIWHbO MoXHa NOPIBHATU 3 €TaIOHHUM Bignosigae
laeHTMdiKaLia meHTONY
X CTaHAApPTOM
7 KinbKicHe BU3HAYEeHHA BHYTPIWHbO 28,5-31,5 mr/r 29,8 mr/r
MeHTOoNy X
8 MikpobionoriuHa Esp. ®apm.
yucToTa 3aranbHa KinbKicTb aepobHUX Bianosigae
5.14 MiKpoopraHismis: He 6inbw 102
KYO/r
2 6.12 3aranbHa lgaﬁx{mw Bianosigae
Ta nnicc;
10" KY( 54‘(




2.6.13 BiacyTHicTe Pseudomonas BiacyTHi
aeruginosa Ta Staphylococcus
aureusslr

Maca HanoBHeHHA 3BaXKyBaHHA CepeZHE HaNOBHEHHsA Tybu
NOBMHHO BiANOBIAATU BigMITL Bignosigae

«en

Kpim L1boro nepeBipsaeTbca KOHTPOb B’A3KOCTI Ha He po3dacosaHomy npoayKTi (in bulk), B HacTynHux
mexkax: 18 000-30 000 mMa*c. Lle BBeAeHO AK AKICHWMI TECT, ane He € YaCTMHOW cneumdikauii roToBoro

NPOAYKTY.

Lium a 3acBiguyo, WO HaBedeHa Bule iHhOopMaLlis € 4OCTOBIPHO Ta TOYHOL. Lito cepito npoayKuii 6yno
BMPOD/NIEHO, BK/IKOYAOUYMN NaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPO/b il AKOCTI Ha BULLE3a3HauYeHin
AINbHULI Y NOBHINM BignosigHOCTI 3 BUMOramu GMP, BCTaHOB/IEHUMM MiCLLEBUM PErYNIATOPHUM OPraHoOM,
a TaKoX BignoBigHO A0 cneumdikalii, Wo MIiCTATbLCA Y TOProBiit NiueHsii KpaiHu-BMPobHMKa abo KpaiHu-
iMmnopTepa, AKWO MNPOAYKLil iMnopToBaHo. MpoToKoiuM BUPOBGHULTBA, NaKyBaHHA Ta aHanisis 6yno
nepernaHyTo Ta BCTAaHOBNEHO BiANOBiAHICTL GMP.

Mignuc: /nignucano/ [aTta sunycKy: 14 sepecHa 2022

Im'a: Paul Janes BSc PGDip MRSC

YnoBHOBa>KeHa ocoba

LWramn




JEPXIIIKCIIYXBA
JAEPKABHA CJIYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis JlJo6aHoBcekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpPaiHy JiKapChLKOro 3acody
Ne 54832/22/10

22.12.2022
JAUII PUJII D
(HaiiMeHyBaHHsI JTIKapCbKOro 3acofy 3riJHO 3 PEeCTPALIHHUM MOCBIAYEHHSM )
rejb; o 50 r y Ty6i; mo 1 Ty6i B kKapToHHil Kopooui

5
(opma BHITYCKy, 103yBaHHsl, BUJI [TaKyBaHHs JIIKApCbKOTO 3aco0y)

Homep peecrpauiitaoro nocsimuenns UA/0377/01/01 crpox aii peectpaniitnoro nocsiguenns 01.01.2099
KinbkicTs BBE3€HOTO JiKapchkoro 3acoby 25752

Cepis mikapcekoro 3acody Ne 38816
Mentonarym Komnani Jlimiten, Benuka bpuranis
(HafiMeHyBaHHs BUPOOHHKA JIIKapChKOro 3ac00y, KpaiHa IOXOKEHHS)

BupoOHuk
ToBapucTBo 3 06MexeHoro BixnosinaabHicTio "JIEJBTA

BgeseHo B YkpaiHy
MEIIKEJI", ineur. kon: 39448817
(naiimenyBanHs Ta kox 3a €EJIPTIOY ropuan4Hoi 0cobu abo npissuie, iM's, Mo 6aTbKOBI
GbisuuHOT 0cO6M - MiAIPHEMII, i1 MicClie TPOXKMBAHHS Ta PeecTpaliiHuii Homep 06.1iKoBOT
KapTKH [UIATHHKA MOJATKiB abo cepis Ta HOMep MacropTa)

IpoTtoko. BizyaasHoro kontpomo Bix 16.12.2022 Ne 3369/3
mo JikapchKuit 3acid BBe3eHO B YKpaiHy 3

3a pesynpTaTaMH J€p>KaBHOTO KOHTPOJIO BCTAHOBJIEHO,
JOTPUMAHHSAM BuMOT 3aKOHOABCTBA 1100 3a6€3MeYEHHS AKOCTI JTIKapChKUX 3ac00iB.
r J . ﬂ},r’“
Ipuna [TAJIAMAP

(iniatiasnm ra npismme )

e

M‘i KP4

TA K, :
;.H B 4G il
B.o. naquxmeé‘ W:r NG Y )
‘% £ i
mxmmﬁ:wii

{oCRRoBE W’@ ?% v
‘}%J ;?‘g;: :&‘ i
Q : : /

{rrimemec)

.
,, ° x\/nuamd* A




AEPKIIKCIVIKBA
AEPKABHA CJIVKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOIIO 3A
HAPKOTHKAMM YV KHIBCBKIN OBJACTI
npocnext Bastepia JoGanoscexore, 51, M. Knis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis ko@dis.gov.ua hiips:/www.dls.gov.ua, Ko €JIPTIOV 37078774

BHCHOBOK
Ipo AKicTL BBe3eHoro B YKpainy Jgikapcoxore 3acody

66.01.2023 Ne 57587/23/10

AU PHUTI®

{RaliveryBamm FREpesKers 5ac0by IrAHC 3 PECCTPANIRAUM TOCBLIICHHEM)

rejp ne S0 r vy 1y6i; ne 1 Ty6i B kaprousii Kopobui

(hopasa BUOYCKY, OZYBARHN, KHX NAKYBAHUE CHROTD 33C08y}

Honep peectpaniffioro nocaizyesns UAZG377/01/01 crpox aii peccrpaiitaoro nocsizzemn 01.01.2099

Cepis aikapeskoro zacofiy Ne 38926 KizssicTs sBezenore aikaposkore sacoby 28440
BupoSuux Menroaarym Komnani Jimiren. Beauxa bpuranis
{ami p HKAPSHECIO 3aC0By, KPEiHa TIOXODKCHNS
Baesenio B Yipainy ToeBapucrso 3 od) eianosizanericrio "IEJBTA
MEJIKEJI", izenr. xoa: 39448817

r.zu..wmm:nRxgu@mﬁﬂmom\f unncm:wméh. ?f.:amm?xuww
Hot oceln - nimnp US NPCTHHB? T& PLECTP % moMmep 06 i
SAPTIA TLIATANKA 10ZaTKB 200 Cepis T2 HOMED FacnopTa}

Iporaxea sisyasnnore xouvpomo sin 30.12.2022 Ne 3553/4.

3a pesyasraraMy  IZEPRKABEOTO KOMIPOMO BOTANOBACRO, e xikapcekuit sacil mBeiewo 8  Yrpaimy

ZOTPHMAHHAM suMmor 3aK0H0128CTR2 100 3abcsnenesnns Arocti AikapcsruX 3acobis.

3yGapesa H. B,

{oizmcs Cariubmtn va Spivme)




2.6.13 BigcyTsicTe Pseudomonas Biacyrsi
aeruginnsa Ta Staphylococcus
aureusslr

Maca HanoBHEHHR 3BAKYBaHHA CepegHe HanosHeH A TY6u
NOBMHHO 3iANO0BIgaTy sigmiTui Bignosigae
«ey

Kpir ub0ro nepesipAETLCA KOKTPONL 3'A3KOCTE Ha He pasdacasaHomy npoayxTi {in bulk}, 8 HacTynHUX
mexax: 18 000-30 000 mfla*c. Ue 8seneHo sk SKICHUiE TECT, a1e HE € HaCTUHOIO cneundikayll rotosoro
fIPOAYKTY.

i 8 3acBiauYI0, 1O HaBeaeHa suLye indopmauia € 4OCTOBIPHOK Ta ToYHOK. Lo cepiio npoaykui dyno
sUpOBABKO, BHAYIIONN NAKYBIHHR/MEPKYBAHHA Ta NPOBEAEHT KOHTPOAL ¥ aRoCTi Ha BULIE3a3HANEHIR
AinbRun y noswift slgnosiqnocti 3 sumoramu GMP, BCTaHOBABHUMY MICLEBUM DEIYARTAPHUM ODFaHaM,
a TaKoX BiAN0BIAHO AC cReuudikaLii, WO MICTATLCR ¥ TOProsiit Aiuensil Kpaitin-supobruka abo kpaiku-
iMMnopTEDa, AKWIO NPOAYKUIID iMIOPTOBaHO. MpoTOKOAM BpoGHNITEa, NAKyBaHHA Ta ananisis Byac
fIEPErARHYTO Ta BCTaHOBAEHO BiaNoBiaHicTs GMP.

flignuc: /nignucano/ Aara suryery: 20 ciskg 2022

im's: Caroline Baker

¥YnosHoBaXeHa occha

tiframn
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Ceprudikar sKocTi

Hazea npoaykry: 1 aun pPunio
Ha#MeHyBasHs supobrvka, | MenTonarym Kowmnani NimiTeg, Benuka Bputania
Kpaina:
PogcTpaulinke NOCBIgHeHHs. UA /0377/01/01
_Cuna gilfaKTussicTs: 1T remo MicTHTE. iIDynpadiery 50 Mr, nesomerTcny 30 Mr
fikapceka dopma: fens
Poamip i TUN VNaKoBKuU: 50 ry 7y61. ¢ 1 TySi 8 KapTOHHIA kopodui
Homep cep 38926
Posmip cepil 53208 ynakosox
Dara supcbhuyrsa: 12/2021
Hata 33KiHYSRER CTPOKY 1172024
ADUARTHOCTL:
HanmeryBanns, HanwenysanHs BupoBuwka:  MenTonatyu Komnasi Fimiven,
MICLS3HAXORKEHHS T8 HOMEDA | Mic: ieanaxOmKeHHR: 1 Peapya Aserio, Tin Napk Kamnyc, let KinBpua,
FieHsi% BrpotHUKs: G74 5PE. Benuka Bputania
ot fiyensis ka supcBumutec Ne:  MIA 183

Ne Tecr Mevog Bumoru 8o merogis Koutponio | Peayabtaty Konextapi
sKoCTi aHanizis
{cneuudirauin)

1 Ornuc BI3yBALHO Tiposopuii rens Ses upwopighux | Bianosisae
Y2CTUHOK 3 33M13X0M MERTOAY

2 {aentndikauin BHYTPILIHED MOKHE NOPIBHATY 3 2T2NDHHNM Bianosigae
iBynpodeny BEPX CTaHAaPTOM
3 KinbricHe SMIHSHERHR SHYTPitiHbT 47,5 -52,5 mrfr 50,3 rarft
iSynpodeny BEPX
4 CynyThi gositixm SHYTPIUHBG He Binbut Hix 8,1% mfm y cymi Bianosigas
BEPX
5 pH BHYTDIHLO 6,7-7.3 6,9
felad
6 o w BHYTPIWHBG MoxHa NOPIBHAT 3 STAACKHHMM Bignosigae
igeuTrdikauin meHToNy
£X CYaHAaPTOM
7 KinbRricHEe BUIHIYSHHT BHYTPIUHBG 28,5-31,5 mrfr 28,7 mrft
MenTeay [
8 Mixkpobionoriyxa Esp. ©apm.
YucTOTa - 3aranbHa KibKICTo aepobHux Bianosigae
5.1.4 aikpooprasismis: He Giabiy 19°
KYOfr
33ranbHa KiaskicTs Api ZAEEafioRinae
2.6.12 >
Ta naiceHesux mvsm.E@rE
10T KYO/r fgef A
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NMYBJIHYHOE
AKHHMOHEPHOTL OBUIECTBO

MYBJIYHE @7 o
AKIITOHEPHE TOBAPHCTBO i 7\
«CTOMA»

«CTOMA» %
3

Ykpaina, 61105, m. Xapkis, sys. Hiobrona, 3
ten. (057) 766-28-24, ¢akce (057) 766-28-99

Ykpauite, 61105, 1. Xaposkos, yn. HiobToHa, 3
Ten. (057) 766-28-24. daxc (057) 766-28-99
Ten./dakc (057) 766-28-79 Ten./(paxe (057) 766-28-79 )
Ten./daxe Bigainy 30yty (057) 766-28-57 Ten/are oraena cooira (057) 766-28-57
i e-mail ~iomadstoma.harkov,ua, http://www/stoma.kharkoy.ua

Kon €JIPTIOY 00481318 Kon FI'PIIOY 00481318

CEPTH®IKAT SIKOCTI CEPII JUKAPCBKOIO 3ACOBY Ne 1

Ceprudikar BianoBinHOCTI yMOB BMPOGHULTBA JiKapChKUX 3aC06IB BUMOraM HAJIENHOT BUPOGHHUOI npakTHkn Ne 043/2021/GMP.
Crpox i no 28.05.2024 p. Bunanuit JepikaBHoko cimysiGoi0 Ykpaitu 3 NikapChiknx 3aco6ik Ta KOHTPOIIO 38 HAPKOTHKAMH,

Cainourso npo atectauiio Ne 174 Ximiko-aHanitnunoi ta Mikpo6ionoriunoi naGopatopii Bijywiny koHTpomo skocti AT «Croman
1Ha NPaBO MPOBEAEHHS KOHTPOMIO SAKOCTI Ta Ge3neKH JiKapChbKUX »acobiB BiAMOBIAKO A0 ray3i atectauii.
Bunane 07.02.2013 p. [eprcastoto cnynboio Ypa Hi 3 1iKkapchknx 3acobis.

1. Haszsa npoayxuit JAOMITEPHJOH-CTOMA
2. KpaiHa-BupoGHuk Ykpaina B

3. Homep peecrpauiiinoro nocsigycHHsi UA/1990/01/01

4,

Cuna pii/akrusHicrs Jlioui pevosnin:

1 madnemxa vicmume: domnepudony 10 mz

5. Jlikapebka hopma Tabaerku no 10 mr

no 10 mabnemox y bnicmepi: no 3 Gnicnepu y navyi 3 KAPMOoHy 3 MAPKYGAHHAM

6. Po3mip Ta THN nakoBaHHs N »
YKPQATHCLKOIO MU POCIUCLKOIO MOBAMU

7. _Homep cepii 010723

Po3mip cepii 6720 yrakoBok
8. JlaTa BupOOHUUTBA (JIATA BUTOTOBJICHHS) 17.07.2023 p.
9. JlaTa 3aKiHYeHHsl TEPMiHY PUAATHOCTI 0726

10. Hasgu, aapecu Ta HoMepH JlilueH3il BeiX AiTbHILL 3 BHPOOHUUTBA
TA KOHTPOJIIO AKOCTI

Hdinbuuus 3 BpoGHHUTBA JIKAPCHKHX 32¢00iB Y opmi TaGeTok,

- Ykpaina, 61105, M. Xapkis, syn. Hoiotona, 3

- Jliuensis Ha BUpOGHMLTBO stikapehkix 3aco6is Cepis AB Ne 598043,
Crpok aif niuensii 3 06.11.2012 p. :

11. Pe3yabraTH aHaNi3iB

Jonycrumi nopmu 3a H/I: PesyabTaTh

Hatimenypanis nokasuukis MKS$1 JI3 no PIT Ne UA/1990/01/01 ananisin

1 2 3

Onuc Tabaerki 6i10ro KobOPY 3 ABOONYKIOIO MOBEPXHEIO. Bi/INOBiIae
Inentndikauin:
JlomnephaoH Yac yrpumyBanHs nika AOMNEPHAOHY HA Xpomartorpamax BHNpoOyBaHoro posuuny (6), slrioninge
OACPIAHHX Yy po3aini «KinbkicHe BM3HAUCHHA», MAE€ BIANOBIATH YacCy YTPHMYBAHHA Mika
JOMMEPHIOHY HA XPOMATOrpamMax po3uniy nopisHsus (6).
Cepenus maca Bin 0,142 r 000,157 r. 0,149r
Crupauicrs He Ginpiue | %. 0,4 %
Posnananus He Ginbe 15 xa. BUTPHMYE
CynpoBiani foMiwKn " |_He 6inviue 0,25 % koskHOi goMilukH, He Giabiuc 0,5 % CYMH JIOMILLIOK. BUTPHUMYE
Po3unHenns Mae Bianosijiatu BuMoram JIDY, 2.9.3 BiJIOBilae
OnHopianicTb BMicTy Mae Bianosigatn Bumoram JIPY, 2.9.6, tect A. BiJnoBiae
Kputepii npuitnatHocti mikpoGionoriunoi uuctorn (DY, 5.1.4):
. . . - 3araibHe YKCrIo aepoGHKX MikpoopraHiamis (TAMC) - 10° KYOIT; 50 KYO/r
MixkpoGiosioriuna yncrora ; ; T > .
= 3araJIbHE YHCNO APIYLKOBKX Ta ruticeHeskx rprbis (TYMC)— 102 KYOrT, ¢ <10KYO/r

- BiICYTHICTS £. coliB | .

HE 3HaWaeHO

KinbkicHe BU3HAYEHHS

Ha o/iHy Tabnerky y riepepaxyHky Ha CEpeaHIO Macy TabneTKH:

[Ipu BUnycky: [IpoTsirom TepMiny 30epiraHHs:

B

Bumict Cy,HyCINO, (noMnepHaoHy) Bin 9,5 mr 10 10,5 mr Bin 9,0 mr nio 11,0 mr 10,2 mr

YnakoBka [ToBHHHa BianoBigaTy sumoram MKS1 JI3. Bi/NoBijac
[ToBnHHe BIAMOBINATH 3aTBEPLKEHHM TEKCTAM MapKyBaHHs NEPBHHHOI T2 BTOPUHHOI YNaKOBOK : X

MapxkyBanus JUTIOBIL e pKy P P y BIANIOBI/AE

nikapcbkoro 3acofy mo PIT Ne UA/1990/01/01.

12. KomenTapi:.

Ymogu 36epizanna. 30epiraTn y HenOCTYNHOMY Ans AiTel Micui. 36epirati npn Temnepatypi He Buwe 25 °C B opHrinansHii ynakosii.

Tepmin npudamuocnii. 3 pokw.

Papmarkomepanesimuuna zpyna. 3aco0n, WO 3aCTOCOBYIOTh Y pasi (yHKUIOHAILHIX LLTYHKOBO-KHLIKOBHX po3naniB, CTHMYNSTOPH NEPHCTANILTHKY,

Kon ATX: AO3F A03.
I1i0 TM «Solution Pharm».

13. 3asBa npo ceprudirauio:

L{um 5 3acsiouyro, wjo nasedena suye inghopmanisi € docmosiproio ma mouroio. Lo cepiro npodyryii Ne 010723 Gyno supobreno (srmovaiouu NAKYBAHH/MAPKYBAHHS)
ma npogedero KOHMpOnL i AKocmi Ha uwe3asHaverit OinoHuyi Y nosuiti sionosionocmi 3 sumocaniu GMP, ecmanognerumu MICHeBUM DeSynsmOPHUM OP2aAHOM, d
maxkodc 6ionogioHo 0o cneyudbikayili. wo sicmanees y peecmpayiiinony docee. TIpoMoKom GupoBHIYMGd, NAKYGAHHA MA AHARIZIG 6yno nepeznanymo ma

scmarognero 8ionogioricme GMP. M

M.TT.

YnosHoBazena ocoba (BupoGHuUTBO JI3)
02.08.2023 p.

0.0. MasboBana
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2.6.13 BiacyTHictb Pseudomonas BigCyTHi
aeruginosa Ta Staphylococcus
aureusslr
9 Maca HanoBHeHHA 3Ba*KyBaHHA CepepHe HanoBHEHHA Tybu
NOBMHHO BiANOBIAATH BigMITL Bignosigae

i

Kpim Lboro nepeBipaeTbca KOHTPONb B’A3KOCTI Ha He po3dacoBaHomy nNpoayKTi (in bulk), B HacTynHuMx
merkax: 18 000-30 000 mMa*c. Lie BBeeHO AK AKICHWI TECT, a/ie He € YacTMHO cneundikauii rotosoro

NPOAYKTY.

Linm s 3acBiguyto, Wo HaBeaeHa BuLe iHGOpMaLis € LOCTOBIPHO Ta ToYHO. Lito cepito npoayKuii 6yno
BMPO6NEHO, BK/IOYAOUM MaKyBaHHA/MapKyBaHHA Ta NPOBEAEHO KOHTPOAb i AKOCTI Ha BULLLE3a3HAYEHIN

AinbHULi y NOBHIN BignosigHoOCTi 3 BUMoramu GMP, BCTaHOBNEHUMMU MICLLEBUM PEryATOPHUM OPraHom,

a TaKOX BiANOBIAHO A0 cneumndiKaLin, Wo MIiCTATbCA Yy TOProsin NiyeHsii KpaiHM-BMpo6bHUKa abo KpaiHu-

nepernAHyTo Ta BCTAHOB/EHO BiANOBIAHICTL GMP.

Mignuc: /nignucano/ [ata sunycky: 30 6epesHs 2023

Im'a: C Baker

YnosHoBakeHa ocoba
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imnopTepa, AKWO NpoAyKLito imnopToBaHo. MpoToKonu BMpoOHULTBA, MaKyBaHHA Ta aHanisis 6yno
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JTEPKABHA CJIYXBA 3 JIIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKI OBJIACTI

npocnekt Banepis JlobaHoscbkoro, 51, m. Kuig, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOr0 B YKpaiHy JiKapcbKOro 3aco0y
09.08.2023 Ne 38656/23/1011
JAII PUJIID

(HaliMeHyBaHHS JTIKapChKOro 3aco0y 3TifHO 3 PeecTpalliifHIM TTOCBITIEHHAM)
rejib; mo 50 r y Ty6i; mo 1 Ty6i B KapTOHHii Kopobui

(dpopma BuITyCKY, 103yBaHHs, BHL TAKYBaHHs JIIKapChKOTo 3aco0y)
Howmep peecrpaiiinoro nocsiguenns UA/0377/01/01 crpox nii peectpauiiinoro nocsixsenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 40610 KinbKicTh BBE3EHOTO JTikapchkoro 3acoby 22536

Bupo6ruk Menronarym Kommani Jlimviten, Bennka Bputanis

(naiiMenyBanHs BUPOGHHKA JTIKAPCHKOT0 3ac00y, KpaiHa MOXOJUKEHHS)

Baeseno B Vipainy TosapucTBo 3 o6MexeHoro BinmosinaabuicTio "JIEJIBTA
MEJIKEJI", inent. xon: 39448817

(uaiimenyBanns Ta Koz 3a €J[PTIOY topuauunoi ocobn abo npissuiue, imM's, 1o 6aTbkosi (isnunoi
0co6M - MiANpHEMIL, Ti MiClie TPOXHUBAHHS Ta peecTpauiiinuii HoMep 00JiKOBOT KAPTKH MIIATHHKA
nojarkis abo cepist Ta HOMEp Macropra)

IpoTtoxon BisyansHoro koutposio Bix 08.08.2023 Ne 2431/1.

3a  pe3ynbTaTaMH JEPXABHOTO KOHTPOJIO BCTAHOBJICHO, IO JiKapchkuit 3aci6 BBeseHo B YKpaiHy 3

JOTPHUMAHHSIM BiMOTr 3aKOHOIABCTBA IOJIO 3a6€3MeueHts AKOCTi JIKapChKuX 3ac06iB.

-

3aCTYTIHHK, ‘Haqanbmfxa Bmmny ,lleb)xarmm //
cmyx0H 3 IELI\E{ZPCBX\I/D\ 300618 Ta lcotr;pomo 3a ZCL\'\C\Q ( : KomapeaiB.
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