TEPXKABHA CJOYXFBA 3 JIKAPCBKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCBHKIA OBJIACTI

npocnekt Banepis JlobaHoBcskoro, 51, M. Kuis, 03110, ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
PO AKICTH BBE3EHOI0 B YKPAaiHy JikapchbKoro 3acody

24.07.2023 Ne 25965/23/10

JTOKTOP MOM®

(HafiMeHyBaHHA JIIKAPCHKOro 3aco0y 3rifAHO 3 peecTpauiilHHM MOCBIAYEHHAM)
Ma3b, 10 20 r y 6anou4ni; no 1 6aHouui B kapToHHilH Kopodui

(dopma BUMycKY, NO3YBaHHS, BHI MaKyBaHHs JliKapchbKoro 3acody)

Howmep peecrpauiiinoro nocsinuenns UA/7868/01/01 crpox nii peectpauiiinoro nocsinuenns 01.01.2099

Cepisa nikapcpkoro 3acoby Ne PDX23018 KinsxicTs BBe3eHOTO Nikapcekoro 3acoby 7200
BipoGi "FOnix ®apmacerorixan Jlaboparopis" (Binainenns ipmu "Ix. b.
Kemixans ey Papmacerotukans JIta."), luais
(HalfiMeHyBaHHs BHpOOHHKa JIiKapChKOro 3acoly, KpaiHa HOXOKEHH )
Beeseno B Ykpaiuy Tosapucro 3 00mMexeHor0 BignoBinansHicTIo " J[’k0HCOH i /2k0HCOH

Ykpaina', inenr. xon: 35893512

(HafiMeHyBaHHs Ta koA 3a €JIPTIOVY ropuanutoi ocobu abo npissHILe, iM'a, M0 6aTbkOBI (izuyHOT
ocobH - mianmpHeMu, ii Micle IPOXKUBAHHS Ta peeCcTpalliftHHi HoMep 00MIKOBOT KaPTKH IUIaTHHKA
nojatkie abo cepis Ta HOMep nacnopTa)

Ipotoxoa Bisyansuoro xoutpoaio Bin 08.06.2023 Ne 1724/5.
JlaboparopHuii aHasi3 AKOCTI JIKapChKOro 3acoby 3aificHeH if:

JepxaBHa HayKOBO-JOCIiAHA JIJAGOPaTOpis 3 KOHTPOJIIO AKOCTI JIiIKapchkux 3aco6iB JlepikaBHOI
ycTaHOBM "IHCTHTYT rpoMaiacskoro 310pos's iMm. O.M. Map3eeBa HAMH Ykpaiuu" (M. Kuis,
Byi.Ilonyapenka 50)

(naftMeHyBaHHA Ta MiClie3HaX0/KeHHs nabopaTopii, 1o NpoBena 1abopaTOPHHI aHaNi3 AKOCTi)

BHCHOBOK 1110710 AKOCTi TiKapchkoro 3acoby, BuxaHuit naGoparopiero Bix 21.07.2023 Ne 1591

Pe3ynbTaTh 1a60paTOPHOTO aHANTI3Y AKOCTI IKAPCHKOTO 3ac06y 3a IepeBipeHUMH NOKa3sHMKamMu BiAMIOBIZAOTH
BHMOTaM METO/IB KOHTPOJIIO SKOCTi (aHATITHYHO-HOPMATHBHOI JOKYMEHTAMi).

3a pesyabTaTaMH JIEPAKABHOIO KOHTPOJIIO BCTAHOBJIEHO, 1O JIIKAPCHKHUI 3acib BBE3eHO B YKpaiHy 3

JOTPHUMAHHAM BHMOT 3aKOHO/JaBCTBA 111010 3a6€31e4eHHs SKOCTI IiKapChKuX 3ac0biB.
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Product name/

Haiivenysanus 1poaysry:

Strength/ Cuaa aii:

MAA number/ nowep P.IL:

Production site name and

location/ Hajimenysanns ta
MiCIIeIHAXOKEH He JUHARNKH:

Manufacturing country/
Hepwxana supobuux:

Batch Number/ Hoamep cepii:

Specification number/
Ne Cneundinauit:

Date of Manufacture/
Jarta srpobunrena:

Test/ Teex

LDescription/ Onuc

Unigue Pharmaceutical Laboratories
(a Division of J. B. Chemicals & Pharmaceuticals Ltd)

147
TV-TMP-01080 v |

QUALITY CERTIFICATE/ CEPTHOIKAT AKOCTI Ne 10FP23000587

Pharmaceutical form/
Jikapcoka popma:

DOCTOR MOM®/
JOKTOP MOM®

1g of ointment contains: menthol (levomenthol) 30,5 mg: camphor 52,5 mg; thymol | mg; turpentile oif 0.056 ml: cucalyptus
oil 0,015 ml: nutmeg oil 0.005 ml/ 11 Ma3i MicruTs: Mentoay (eromentony) 30.5 wr kasdpopy 52.5 mr Timony 1 Mr oaii
ckunuzapnoi 0,056 Ma; onii eskasitrrosoi 0,015 ma: onil myckarsoi 0,005 ma

UA/7868/01/01 Manufacturer license/linensia sipobinixa: G/1573

Unique Pharmaceutical Laboratories/ "1Quix ®apsacsiotukan JiaGoparopia” (a division of J.B. Chemicals &
Pharmaccuticals Ltd./ (sinainenna dipmn “Jlx. 5. Kemikans euy ®apyacsioruxans Jita™) Plot No. 304-308, G.LD.C.
Industrial Area. City: Panoli — 394 116, Dist: Bharuck, India/ Tismnka Ne 304-308, Joxi. A#. Jli. Ci. luaactpian Epia.
sicto Hanosi - 394 116, oxpyr Bxapyx, Inaia

Qintment / Masn

India/ Package size and type/ Poswip 20 gin the jar: 1 jar in the cartin pack/ 10 20 r y
Lt TR THI UAKYBAHHA: Savourti: ne 1 Hanosui 8 KapTOUHii kopodui
PDX23018 Quantity/ Poiwip eepil: 24400 CONSUMErs units / cuoK. yi.
FP/506306/UKN Expity date/
Tepsmin upuarruocri: 2026 i
year/ month!
pik Micalk
Date of batch retease*/
2023 2 16 Jdata sunyexy cepii*: 2023 2 28
year/ month’ day/ yewr! month/ day/
pix MICAUL NeHn pix MicsUs JCHY

Result/ Peavastar

Specification/ Cuenndikauis

White to aimoust white translucent ointment having characteristic odor of menthol and
camphor/ Hanisnposopa a3k 8ix 6inoro 10 maixke Ginoro xonsopy 3 XapaxTepHim
3anaxoM MEHTONY Ta Kamopn

Comply/Biswoniaac

2 identification/ LienTidiranin @

2.1. Membhaol! Meirron

2.2.Camphor/ Kawhopa

2.3 Thymol/ Tumon
3.Consistency/
Koncncrenuis

4.Fil) weight/ Maca
BMICTY ¥RAKOBKY

The retention time of menthol peak in the chromatogram of the test solution. prepared for
assay shonld correspond to those of the principal peaks in the chromatogram of the
Standard solution of Menthol/ Hac yrpumybatns niky MCHTOY HR XPOMATOrpaMi
JOCIEKYRAHOTO PUSYHHY, (PHTOTOBICHOIO AN KiNBKICIIOTD BUIHAYEIIA, [IOBIUCH
BIMOBLAATH YACY VIPHMYBAUHA IHKY MEHTONY H2 XPOMATOrpaMi CTAHAAPTIONO POIUITHY

Comply/Bixnosinae

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/ Hac yipusmyBatins niky kamgopi #a Xxpomarorpasi
AOCUUKYBAHOIO POIHIHY, NPHIOTOBACHOIO JUIA KIABKICHOTO BH3HAMCHHA, NOBHHCH
BI/NOBIJATH MACY YIPUMYBAUHS NIKY Kam$OPH HA XPOMATOrPaMi CTAHAGPTHOTO POSHITHY

Comply/Bianosiic

‘The retention time of Thymol peak in the chromatogram of the test solution. prepared for
agvay shkould correspond o those of the principal peaks of the Standard solution of Thymol/
Hac yIpuMYBAHIA DIKY THMOIY H2 XPOMATOIPAMI I0CAIJDKYBAHOI0 PO3UINLY,
ANUIOTORACHD! 0 LI KLILKICHOTO BH3HAMCHHS. NOBUHCH RIANOBLAXTH ACY YTPHMYBAHIA
INKY THMOAY 13 XPOMITOIPaM] CTANAAPTHONO PO3UIHY

Comply/Bianosigac

i/
MM

180-230 195

Not less than labelled claim amount (20g)/ He Meminie nomiisnoi (20r) Comply/Bisnosi, v

5. Assay/ Riaericue sinayenny

5 1 Menthol! Mewron

5 2 Camphor/ Kamopa

5.3 Thymol/ Tunon

From 90% to 114% pf the labelled amount (from 0,55g 1o 0.67g of 20g) Bia
90%0 s 110% rug sasscHOT kiaskocT (R 0.551 20 0.67r va 20r)
From 9% 1o 1 10% pf the tabelled amount (from 0.95g to 1.16g of 20g)/ Bia
A% z10 110% Bix saasacnol kinbkoert (81 0,951 20 1.16r ua 20r)
hom 90% lo v l()"fo pfthc !ahdlcd amount (from 9. 018g to 0. 022g of"()g,)/ Bm

g of 20g/ 1 nu 20r

8 of 208/ 1 sa 201

maumuu
NS




Umque Pharmaceatical Laboratories
(a Division of J. B. Chemicals & Pharmaceuticals L.t}

TV-TMP-01080 v.]

QUALITY CERTIFICATE/ CEPTHOIKAT SSKOCTI Ne 10FP23000587

Product name/ DBOCTOR MOM®/ Date of Manufacture/ 2023 2 16
HaiiMenyBanus npoayrry: JAOKTOP MOME JaTta supobuunraa: year’ month’ day/

’ pik Micas  aens
Date of batch release/ 2023 2 28 Batch Number/ Homep cepii: PDX23018
Jata sunyery cepit year/  month/ day/  Expiry Date/ Tepmin npuaarunocri:

piK MICALL AcH 2026 i

Pharmaceutical form/ Qintment / Masn year? month’
Jlikapeowa dopma: pik MicstLh

MAA sumber/ nonep PIL:  UJA/7868/01/01
Yest/ Tecr Specification / Crnierpsdrianin Resuilt / Peayantat

6. Microbiotopical purity/ MikpeGioaoritng sucrora

6.1 Total Acrobic Microbial
Count (TAMCY 3Jarazisna

KILKICT ACPOBHIN Not more than 100CFU/g/ He Gubie 100 KYO/r <0 CFU/ KYO/r
MIKPOOPraniIvin

6.2 Total Combined Yeast and

Moulds (TYMC)/ 3aranena Not more than 10CFU/g/ He Giase 10 KYO/r < CFU/g/ KYOIr

KiZhKICTSH APDK/BKORUX TA
HeHABHX roudis cyMapho

6 3 Test for specific microorganisms/ Teer um cuethiunmnx mikpooprauizsis:

Pscudomonas aeruginosa Absentin | g/ Biucymticto s Ir Comply/Biznmosiac
Staphylococcus aureus Absentin 1 g/ Biscyrnicts 8 Ir Comply/Binosiiac
Conniments / Kosmenmapi

Comply/Bianosinac

Certification statement / 3aasa upo cepridinanii:

{ hereby certify that the above information is wutirentic and accurate. This batch of product has been manufactured, including packaging/labelling and
quality control at the zbove mentioned site(s) m full compliance with the GMP? requirements of the local Regulatory Authority and with the specifications
in the Marketing Authocisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP/ Llim 5 3acaiauylo. o nase;icna Bause inhopmanis ¢ A0CTOBIpHOIO Ta Tounoio. LU0 copito npoaykuii 6yno Bpoticno,
BRAONAIOUI HAKYBAUHY TA MAPKYBAHHA TA HPOBCIACHO KOWTPOAL 1T AROCTI HA BHINCIAIHAYCHI LSILHULE Y OB BIANORIANGETI 3 BuMoravn GMP,
BCIRHOBIICHHMM MICHCBUM PETYISTOPHHM OPraloM, a TaKoK BIANOBIAN0 40 cneunikauiil, o MICTSTRCA ¥ peceTpauifiHomy J0Cke Kpaii-iMioprepa.
[Iporoknan kpobHULITEA, NAKYRAHKA T4 AKaNI3IB GYN0 NIeperfuyTo Ta BCTAHOBIEHO BIANORHICTL Binoran GMP,

* Date of batch release is a date when specific batch was certificd in full compliance with the GMP requirements and electronically signed for approval by
Qualificd Person at validated computerized systens of produciion site //lara sunyceky cepii - hara koau aaia cepist 6yna ceprihikosana 8 nosHisi
sianosiatocTi 20 Bustor HBIT Ta sarsepoketia Ynornopaikenoo Ocoboro iisxom ENEKTPOHMHOIO Hi/UMCY B BatinopaHiit KoM loTepHifl cieTeMmi
BHPOOHUIOT TV IBUNLI.

** 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 /Jlara Ging pyunoro miznucy - Java, K04 nanepona sepcia ceprudikaty Oyita posApyKOBaHA Ta HiANNCaHa Y NOBHORDKCHOK
ocotion y sianoriauocti 2o sunor Hasewuor Ipakruxn Jlokymentysauns.

At M pploalimes  Asot. Firepel ©f

QP Name / Iv's YO Signature / Ve Date/Jlata** Position/ Iocaxa
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