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JEPKABHA CJIAYXKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMM Y KHIBCBHKIN OBJIACTI

npocnekt Banepis Jlobanoscskoro, 51, M. Kuis, 03110, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B YKPAaiHy JIKapchbKOro 3acody

24.07.2023 Ne 25962/23/10

JOKTOP MOM®

(HaHMeHyBalHsA NIKapChKOro 3acofy 3riHO 3 peecTpaliiiHEM MOCBIAUEHHAM)
Ma3k, Mo 20 r y 6aHouui; mo 1 6aHouni B KapToHHIN KOpOOUi
(opMa BUmyCKy, N03yBaHHS, BHA NAKYBAHHA MIKapChKOTO 3aC00Y)

Homep peecrpauiiinoro nocsizuenus UA/7868/01/01 crpox xii peecrpauiitroro moceingenns 01.01.2099

Cepis aikapceskoro 3acoby Ne PDX23013 KinskicTs BBe3enoro aixaperkoro 3acoby 24000

"HOmik ®apmacerorukai Jlaboparopis" (Bimuiienns gipmu "Ix. B.
Kemikan3 eny @apmacerorikans JIta. "), Iiais
(HalMeHyBaHHA BUPOOHHKa MTIKAPCHKOTO 3ac00y, KpaiHa MOXO KEHHS )

BupooOHuk

Beeseno B Ykpainy ToBapucTBo 3 00MexkeHO0 BigmoBigaabHicTO " IKOHCOH i1 J[3KOHCOH

Ykpaina", inent. xox: 35893512

(naiimMenyBanus Ta ko 3a CJIPTIOY ropuanunol ocobu ado npisBuiile, iM's, o 0aTbKOBI (I3HYHOI
0CO0H - MIANPHEMI, 11 MiCIle MPOXKHUBAHHSA Ta PeecTpaniiHuil HoMep 00IIKOBOI KaPTKH MITATHHKA
NOJATKIB abo cepis Ta HOMED racnopra)

[poroxon Bizyansnoro xourposmo sin 08.06.2023 Ne 1724/2.

JlaBopaTopHuH aHaJ13 AKOCT1 JIKAPCLKOro 3aco0y 3/11HCHEHUIA:

JlepxaBHa HAyKOBO-IOCIIIHA J1a00paTOpis 3 KOHTPOJIO SKOCTI JIIKAPCHKUX 3ac001B [lepikaBHO]
YCTAHOBH ' [HCTUTYT IrpomMazicbkoro 310poB's iM. O.M. Mapzeesa HAMH VYkpainn" (m.Kuis,
By.1.[Tonmynpenka 50)

(HaliMeHyBaHHs Ta MICIIe3HAXO PKeHHs TabopaTopii, Lo MpoBeta TadopaTopHHIl aHami3 AKOCTI)

BHCHOBOK 1110/10 AKOCTi JiKapchkoro 3aco0y, Buaanuii naboparopicio sig 21.07.2023 Ne 1588

Pesynpraru 1ab0paTOPHOTO aHali3y KOCTI MKAPCHKOro 3acoby 3a repesipeHMMK mokasunkamMyd BIANOBIAAKTH
BUMOI'aM METO/I1B KOHTPOIIO SKOCTI (AHATTUYHO-HOPMATUBHOI JOKYMEHTAIIII).

3a pesyibTaraMd JEp3KaBHOI'0 KOHTPOJII0 BCTAHOBJIEHO, 110 JdlKapcbkuil 3acid BBe3eHO B YKpaiHy 3

JAOTPHMAHHAM BuMOr 3aKOHO/IaBCTBA 11010 3a0e31e4eHH s AKOCTI JIKapChKHUX 3aco0IB.

e

- Ipuna HHAJIAMAP

{ATH T8 RPI3BHLICG)




Unique Pharmaceuntical Laboratories 1/2
(« Division of J. B. Chemicals & Pharmacenticals Ltd) TV-TMP-01080 v | (})

QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI No 10FP23000369

Product name/ DOCTOR MOM®/ Pharmaceutical formn/ Omtment / Maszs
Haiimeuynauns npoaykry: HOKTOP MOM® Jdikapesra dopma:
Streagth/ Cuna ail: Ig of ointment contains: menthol (levomenthol) 30,3 mg; camphor 52,5 mg; thymol | mg; turpentile oil 0,056 mi; eucalyptus

oil 0,015 ml; nutmeg o0il 0,005 mV/ 1r ma3i MicTHTh: MEHTORY (neBoMenToRy) 30,5 mr; kasopn 52,5 Mr; Tumony 1 wmr; oaii
Crunuaapuror 0,036 s onaii eskatinrosoi 0,015 sa; onii myckatHot 0,005 ama
MAA number/ nomep P.I1.: UA/7868/01/01 Manufacturer license/Jlinensin supobunka; G/1575

Production site name and Unique Pharmaceutical Laboratories/ "IOuix @apyackiotikan Slabopartopis" (a division of J.B. Chemicals &
location/ Hatimeuysaunsa ta  Pharmaceuticals Ltd ./ (sitincuns dipmu “Jhx. B. Kemikans eua Qapmacniorikan JIta”) Plot No. 304-308, G.1.D.C.

MicueInaxoken s ainguxn:  Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ linsnka Ne 304-308, Jbxi. Aii. Hi. Ci, lnpactpian Epia,
MmicTo Hawoni - 394 |16, okpyr Bxapyx, Innis

Manufacturing country/ India/ Package size and type/ Posmip 20 g in the jar; 1 jar in the cartin pack/ no 20 r y

Aepxasa pupoduuk: IHnis TA THI NAKYRAHHA: Ganouui; no | Sanouni B kapronniit kopodu
Batch Number/ Homep cepii:  PDX23013 Quantity/ Possip cepii: 24200 CONSUMErs units / cnosk. yri.
Specification number/ FP/S06506/UKN Expity date/
Ne Crneundiranin: Tepmin upnaaruocri: 2026 )
year/ month/
PiK MICHLLb
Date of Manufacture/ Date of batch release*/
Aara supobunursa: 2023 y, i Aarta Bunycky cepii*: 2023 2 15
year/ month/ day/ year/ maonth/ day/
pIK MICALUD AeHb DiK MICALD neHb
Test/ Tecr Specification/ Crneundirauis Result/ Pesyantat
1.Deseription/ Onue White to almoust white translucent ointment having characteristic odor of mentho! and

camphor/ Hanisrpo3sopa mass iz 6inoro mo Maibke 6inoro KOJbOPY 3 XBPAaKTEPHIIM

Comply/Bianosiznae
3aI1axoM MeHTOAY Ta kamgopi

2. 1dentification/ Lientudixauin ;

The retention time of menthol peak in the chromatogram of the test solution, prepared for

assay should correspond to those of the principal peaks in the chromatogram of the

Standard solution of Menthol/ Yac yrpusysanus niky MEHTOJIY Ha XpoMaTorpaMi . ‘ _
JIOCADKYBAHOIO POIUMILY, NPHTOTOB/ICHOIO At Ki/lbKICHOIO BHIHAUCHHA, [IOBHICH Comply/Bianosizac
BLINOBIAATH YACY YTPHMYBAHIA NiKY MEHTOY HA XpOMATOrpaMi CTAHAAPTHOrO PO3IHHHY

2.1 . Menthol/ Menston

The retention time of Camphor peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the principal peaks in the chromatogram of the
Standard solution of Camphor/ Yac yrpusmysanust nigy kambopH Ka XpoMaTOrpaMi , ,
; P s _ y N bop P & Comply/Bianosinae
AOCLIKYBAROIQ PO3YilHY, NPHIOTOBICHOIC A4 KilbKICHOTO BH3HAYCHHA, OBHHEH
BIINOBIAQTH HACY YTPHMYBAHHA NiKY kam(pOpH Ha XpoMaTOIpai CTAHAAPTHOIO POIUHHY

2.2.Camphor/ Kamdopa

The retention time of Thymol peak in the chromatogram of the test solution, prepared for

assay should correspond 1o those of the principal peaks of the Standard solution of Thymol/

Hac yrpuMyBanus NiKy THMOAY Ha XPOMATOTPaMi 10CALUKYBAHOO Q3UHHY, ‘ _
e S e e g N : : p Comply/Bianosinae

NPATOTOBACHONC /1A KUIBKICHOTO BHIHAUCHHA. NOBHHEH BiJINORIIATH HACY YTPHMYBAHHES

NIKY THMOIY HA XPOMATOrpaMi CTAHAAPTHOIO POIYHHY

2.3 Thymol/ Tusmaon

J.Consistency/
Koncucrennia

180-230

1 l,'“ weight/ Maca Not less than labeiled claim amount (20g)/ He Metime HOMINbHOT (20r)
HM!EI'}' }'lEﬂHﬂBHH

5. Assay/ Kiabkicue sr3uasieuus

From 90% 10 110% pf the labelled amount (from 0,55g to 0,67¢ of 20g)/ Bia
90% 2o 110% sixt 3asserof Kiabkocti (8ia 0.55r 10 0,671 1na 20¢)

From 90% to 110% pf the labelled amount (from 0,95¢g to 1,16g of 20g)/ Bia
90% no 110% sia 3assackoi kinskocti (8ia 0,951 20 1.16r na 20r)

From 90% to 110% pf the labelied amount (from 0,018g to 0,022 g of 20g)/ Bin
90% no 110% sizx 3assiacHoi kiaskocTi (8ia 0.018r 20 0.022r na 201

5 1 Menthol/ Meuron

5.2 Camphor/ Kavopa

1.04 2 of 20/ r ya 20r

5.3 Thymol/ Tusmon

g of 20g/ r na 20r




Unigue Pharmaceutical Laboratories
(a Division of J. B. Chemicails & Pharmaceuticals Led)

QUALITY CERTIFICATE/ CEPTU®IKAT SIKOCTI No

Product name/ DOCTOR MOM®/

Date of Manufacture/ 2023

Halisenypanus npoaykry:  JOKTOP MOM® Adara supoGHHITBA; year/
PIK
Date of batch release/ 2023 2 15 Batch Number/ Homep cepit:
Aara sunycky cepii year/ month/ day/ Expiry Date/ Tepsmiy npuzaThocri:
pik MICALL AeHb

Pharmaceutical form/ Ointment / Ma3ss
Jirapebra dopma:
MAA number/ nomep P.IL:  UA/7868/01/01

Test/ Teer
6. Microbiclogical purity/ Mikpobiosoringa uncrora

Specification / Crnenndixauis

6.1 Total Aerobic Microbial
Count {TAMC)/ 3arannua
KiThKICTh acpobHX
MEKpOOpIanizMig

Not more than 100CFU/g/ He Ginsine 100 KYO/r

6.2 Total Combined Yeast and
Moulds (TYMC)/ 3araasua
KIABKICTL ApINGDKOBHX Ta
nucHABHX rpubis cymapho

Not more than 10CFU/g/ He Gisbse 10 KYO/r

6.3 Test for specific microorganisms/ Tecr s cnenrdivHux Mikpooprauvissis:

Pscudomonas aeruginosa Absentin 1 g/ Bincyrnicts 8 1r

Staphylococcus aureus Absentin 1 g/ Biacyrnicts B Ir

Conunents / Komeumapi
Comply/Bianosiznac

Certification statement / 3ansa npo ceprudiraio:

TV-TMP-01080 v.1

10FP23000369

2 1
month/ day/
MICALb JeHb

PDX23013

2026 I

year/ month/
pIX MICAUb

Result / PesvasTar

<10 CFU/g/ KYOIr

<10

CFU/g/ KYOIr

Comply/Bianosinac
Comply/Bianoginae

Fhereby 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 foeal Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP/ Linm 5 3acsinuyio, nio nasesetia suine iHopManis € ZocToBipHOW Ta TounOK. Lo Cepito NpoJIyKLii 0yio BHpoGacHo,
BRTIOHAIONH IAKYBAHNS T3 MADKYBANHS Td NPOBEACHO KOHTPOM Ti AKOCTI Ha BHILCIATHANCHIN ANttt Y noBHIil BLANOBIAHOCTI 3 BUMOrasy GMP,
BCTAHOBACHIMI MICUEBHM PEryAsSTOPHIM OPraHoM. a TAKOAK BiANOBIARO 10 CReuMpirauiil, o MICTATRCS Y peecTpauiiiHoMy J0Che Kpairu-iMnoprepa.
Hpororoan BUpOSHKUTEA, NAKYBAHKS Ta aHAi3is OyNO NEPErasnyTo Ta BCTAHOBICHO BiANOBIAHICTS BiMoraM GMP.

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requirements and electronically signed for approval by
Qualified Person at validated computerized system of production site /Jata BUNycKy cepii - naTta KoM Aaua cepis Ovaa ceptTudikosaHa B nosHil
BIANCBIAKOCTE 40 BuMor HBIT Ta 3atepmkena Ynosuosaxkeoio Ocobom0 WIaxonm CACKTPOHHOIO HIANMCY B BalliloBaHilt KoMI'ioTepHiii cHCTeM]

BHPOOHHMOT ZinbHILI,

** The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in
accordance with GDocP /JTara 6ins pyunoro (HUINCY < JIaTa, KOH NANSpoBa Bepcis ceprdikary Oyia po3aApyxosasa Ta HAMHCaHE YI0BHOBLKEHOIO

0coboI0 ¥ BiNOBIAKOCTI A0 BMOr Haaexuol [lpakriss JoKysenTyRanss.

oK. yrteiom Scipe  Shoadl

QP Name / Im's VO 18 ¢ 7 1liamic

\ctor] 2012

Date/lata**

@A ~ MMt AGEL

Position/ [Mocana

2432




