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.

i

YkpaiHa»
|penTudikauidnm
xon 3589351 .‘ Y

i




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




JAEPXKABHA CJIYKBA 3 TIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npos. CeiTmmranoi Hapii, 3, M.KnuiB, 02099, Tex/dakc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK

Opo AKIiCTh BBe3¢HOro B YKpaiHy JikapchKoro 3acoly
03.06.2024 Ne 46156/24/10
JOKTOP MOM®

(HaliMeHyBaHHA JIKAapCHKOTO 33co0y 3rifHO 3 peeCTPanifHAM NOCBITICHAIM)
ma3b, 00 20 r y 6anouni; no 1 6anouni B kapTonmHii Kopobmi

(dopma BEyCKy, AO3yBaHHA, BH NaKyBaHHA IKapCHKOro 3acoby)
Howmep peectpaniiinoro noceimaenns UA/7868/01/01 crpox xii peectpauiiinoro nocsizgenns 01.01.2099
Cepia mixapcrkoro 3acoby Ne PDX23061 KinskicTs BBe3eHoro Jikapcbkoro 3acoby 24400

"FOnix ®apmacsroTukan Jlaboparopis" (Binninenns ¢pipmu "Jx. b.

Bupo6uux ; .
P Kemikans enx PapMaceroTukams JIta."), Inais
(maliMenyBaHHA BHPOGHNKA JKapCHKOro 3aco0y, Kpaila IOXOKEHH)
Baeseno B Vkpainy TosapHCTBO 3 06Mexkenolo BinnosinaabaicTIo "/KOHCOH i [[)coHCOH

Yxkpaina", izenr. xox: 35893512

(mattvenysanns Ta xof 3a €/IPTIOY 1oprmaas0i ocobn aGo mpisBame, iM's, O GATHKOBI
bisaaHOi 0cO6H - mimIpEeMns, ii MicIe IPOXHBAHHEA Ta peecTpaniiamit BoMep 06mikoBoi
KapTKH IVIaTHHKa NOJATKiB a6o cepid Ta HOMEP HAcopTa)

TIpoTokon Bisyansroro kontpomo six 20.09.2023 Ne 2934/2.
JlaGopaTopHuit aHai3 AKOCTi JTiKapChKOro 3acoly 3aiHCHeHuit:

JI1 "IlenTpaneHa maGopaTopis 3 aHaNi3y AKOCTI JTiKapchKUX 3ac06iB i MeqHaHOT IMpoxyKIIii™
(m.KuiB, Byn. Kynpssceka 10r M.Kuis, Bysi. Kyapasceka 8B Kuisceka o6macts, c. Hosi
IlerpiBui, Bys. IBana ®Ppanka, 19)

(HaliMeHyBaHHY Ta MicCue3Hax0pKeHEA J1aGopaTopii, mo mposena 1a6OpaTOpHAY AHATIS AKOCTI)

BrcHOBOK 10210 sKOCTi JiKAapCHKOro 3acoby, Bunanuii naboparopieto ix 30.05.2024 Ne 1159

PesynuTatn naGoparopsoro ananisy xocTi ikapcskoro 3acofy 3a nepeBipeHMMH NOKa3HHKaMH BiAIOBIZAIOTH
BHMOI'aM METOIiB KOHTPOJHO AKOCTI (AHATI THIHO-HOPMATHBHOI JOKyMEHTAILT).

3a pesymsTaTaMM A€pKABHOIO KOHTPOJIO BCTAHOBJNEHO, INO JKapcekui 3aci6 BeeseHo B Ykpainy 3
AOTPHMAHHSAM BuMOr 3aKOHOJABCTBA OO 3a0€3NeueHHS AKOCT] JIIKapChKUX 3aco6iB.

A

v

/ TOKY MEHTIB \



Product name/

HaltmenyBanna npoayxry:

Strength/ Cuna xit:

MAA number/ nomep P.IL:

Production site name and
location/ HafimenyBanus Ta
MIiCUCIHAXQRRCHIR RIARHKNS

Manufacturing country/

Hepwasa supobnux:

Batch Number/ Homep cepil:

Specification number/
N Cnenndikauii:

Dute of Manufacture/
Jlata supobnuurea;

Test/ Tect
1.Description/ Onnc

Unigue Pharmaceutical Luboratories

1/2

{a Division of J. B. Chemicals & Pharmuceuticals Lid) TV-TMP-01080 v.1
QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI Ne 10FP23002178
DOCTOR MOM®/. Pharmaccutical form/ Ointment / Mass
JAOKTOP MOM® Jliwapm.u dopmas

18 of ointment contains: mentho! (levomenthol) 30,5 mg; camphor 52,5 mg; thymol | mg; mrpmﬂlc oil 0,056 ml ‘eucalypius
0il 0,018 mi: nutmeg 0il 0,005 mlf {r Masi micTiTs: MenTony (nesomenrony) 30,5 -Mr; xamdopu 52,5 ur; Tumony 1 vr; onif

cxunupaproi 0.056 ma; onii esxaninropol 0,015 Ma; onil myexarrol 0,005 ma
UA/7868/01/01 Manufacturer license//Tinenain BupoGuuxa:

G/1575

Unique Pharmaccutical Laboratories/ *IOnik ®apmaceiomikan Jlaboparopis™(a division of 1.B. Chemicals &

Pharmaceuticals Ltd./ (sizuinenna dipuu “Jix. B. Kemixam enn Gapmacsioruxans Jita”)

wicto anoni -394 116; oxpyr Bxapyx, livtis

India/
Inaia
PDX23061

FP/506506/UKN

TA THI HAKYBAHNN Gawosi; no | Gaxouni

Quantity/ Posmip cepif: 24400

Expity date/

Tepain npnaaruocri: 2026 5

: year!

i pix
Date of batch release/

2023 6 19 Jara sunycky cepif;

year/ month/ day/ ;

pik MicRuy aenb

Specification/ Crienndixauia

White to almoust whits translucent ointment having characteristic odor of menthiol and
camphor/ Hanisnposopa ma3k pif 6i10ro 40 Matoxe 612010 KONROPY 3 XapAKTEPHHM
3aNaX0M MEHTONY T8 KaM(oph

2023 6
year/
pix

2 Identification’ Licurndiiwania :

2.1. Menthol/ Menron

2.2.Camphor/ Kamtpopa

2.3 Thymo¥ Tumon

3.Consistency/

Koncucrenuin

4.Fill weight/ Maca
BMICTY yNAROBKH

The retention time of menthol peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the princigal peaks in the chromatogram of the
Standard solution of Menthol/ Hac yrpimysania mxy MCHTONTY Ha XPOMATOrpami
JOCADKYBIHON PO3YHRY, IIPHIOTOBACHOTO A KILKICHOTO BIIHAYCHHA, NOBHHEN
BIANOBULATH 48CY YTPHMYBAHHA NiKY MCHTONY Ha XPOMATOrPaMi CTAILIAPTHOND POIUHHY

The retention time of Camphor peuk in the chromatogram of the test solution, prepared for
assay should correspand to those of the principal peaks in the chromatogram of the
Standard solution of Camphor/ Yac yrpumysatis niky kamboph ua Xpomatorpami
BOCHDKYBAHOID: POSHUHY, NIPUTOTOBICHUTO WK KiNbKICHOTO BHIHAMEHHS, NOLHHEN
BULIOBI2ETH waCy yTPHMYBaHHA TIKY KaM(OPH HA XPOMATOIPAMi CTAHAGPTHOIO POSYHHY

The retention time of Thymol peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the principal peaks of the Standard solution of Thymol/
Yac yrpHMyBaHNS NIKY THMOTTY H2 XPOMBTOTDEMI AOCHIDKYBRHOTO POSHHHY,

MPHIOTORENOTO JUIA KibKICHONO BUIHRUCHHA; NIORHHCR BIANOBIANTH HACY YTPHMYRAHRS
NHKY THMONY HIY XPOMETOrPAMI CTAHAAPTHOrO posuBHy

180-230

Not less than lubelled claim amount (20g) He MeHme HoMiAsHOT (20r)

5. Assay/ Kinbxicne suanguenin

5 1 Menthol/ Mesrron
5.2 Camphor/ Kamdopa

5.3 Thvmol/ Tumon

From 90% 10 110% pf the labelled smount (from 0,55g 10'0,67g of 20g)/ Bin
90% a0 110% sia sasszeHol kinbkocti (sia 0,551 10 0,67r #a 20r)

From 90% 0 110% pf the labetied amount (from 0,95g to 1,]16g of 20g)/ Bix
90% z10 110% ain 3asncnol kinnkocti (8ia 095 Ao 1,16r wa 20r)

From 90% to 110% pf the labelled amount (from 0,018g 10 0,022g of 20g)/ Bia
90% a0 110% sia saasacuol xiankocti (8ia 0,018 20 0,022r na 20r)

Plot No. 304-308, G.1L.D.C.

Industrial Arca, City: Panoli - 394 116, Dist: Bharuch, India’ Tinska Ne 304-308, JIxi. Aft. }11 Ci. Inaactpian Epia,

Package size and type/ l’omip 20 g in the jar; | jar in the cartinpack/ no 20y

B KapTOHHI# kopofui

consumers units / cnox. yi.

29

‘day/-

aexs

Result/ Peryasrar

Comply/Bixnosiaae

Comply/Bianosinac

Comply/Binnosinae

Comply/Bianosinac

mm/
MM

194

Comply/Binnosizae

pof20g/r na 20r

80208/ v ra 20r




Unlgue Pharmaceutical Laboratories e 242
(a Division of J, B. Chemicals & Pharmaceuticals Ltd)
‘ z,a_‘:yuc 2 ’

. TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTHOIKAT AIKOCTI Ne 10FP23002178 .

Product name/ DOCTOR MOM®&/ Date of Manufacture/ 2023 6 19
Hattmenynanns npoaysry:  JOKTOP MOME Aata supofunyurea: year/  month/ day/.
pix MicAUL  JeHB

Date of batch release/ 2023 6 29 Batch Number/ Hoamep cepir: PDX23061
Aars auayexy cepil yea/  momb/ day/ " Expiry Date/ Tepmin npastsocti: SFand

pix MiCRItE AeHb A : 2026 L g
Pharmaceutical form/ Qintment / Masb : Y‘?"’ "“”‘W :
Jlikapesks dopaa: ‘ piK MicsLs
MAA number/ nomep P.IL: UA/7868/01/01
Test/ Tecx Specification / Cnensn: % Result / Pesyavrar

6, Micrubiulogica.l purity/ MikpoBionoritna sierora

|
6.1 Total Acrobic Microbial :
Count (TAMCY 3aransna

i s " ik B o ;i
X RICTH uepOIo: Not more than 100CFU/g/ }ik Ginbme 100 KYO/r <10 CrU/g/ KYOIr
MiKpoopraHiMin
6.2 Totad Combired Yeast and
BAERICIEL PSRRI, Not more than 10CFU/g/ He 6innime [0 KYO/r <10 CFUIg/ KYOH

KiALKICT APIRIDKOBHX T2
NAiCHABKX rpuGis cymapuo

6.3 Test for specific microorganisms/ Teer ans cicundivkux Mikpooprauismis:

Pseudononias acruginosa Absent ip 1 g/ Biacymnicrs 8 Ir Comply/Bianosinae
Staphylococcus aureus Absent |‘n 1 g/ Bincyrsicta n It Comply/Bianosisac
Comments / Kosmenmapi

Comply/Binrnosinac

Certification stacement / 3us8a npo ceprudivauio:

1 hereby certify that the above information is authentic antl 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 focal Regulatory Authority andiwith the specifications
in the Marketing Autharisation of the importing country. The batch pracessing; packaging and analysis records were reviewed and:found to be in
compliance with GMP/ Lium £ 3acsinnyio, wio HuscAeHa Briile iHbOPMALLia,€ ROCTORIPHAIO T8 TouHDIO, Lo cepito npoayxkuil Gyno! supobnewo,
BAIOUAONH SAKYRBHHS T8 MRPKYBOHHA T2 NPOBEACHO KOHTPONL. i1 SXOCTI Ha bKINe3asHaveHiR Ainbhuui y nossift sianorianocti 3 pmoramn GMP,
BCTAHOBICHUMH MICHEBHM PETYARTOPHNM OPTanOM, & TAKOK BiANOBIRHO Ap cneundikuiifl, Wo MICTATHCR y peccTpaniftBoMy A0CHE Kpaind-iMnopTepa.
porokoan supoGHuuTsa, nakyBaHHs T& aHan{3is By NEPCIISHYTO Ta BCTAHOBACHO BIAROBIANICTS BHMoram GMP,

* Date of batch release is a date when specific batch was centified in full compliance with the GMP requirements and electronically signed for approval by
Qualified Person a1 validated computerized system of production site //{ara sunycxy cepif - aara gonw aaua cepis Syna cepridixosana B nosHifk
sijnosianocti 1o enmor HBIT 1a 3araepawena YnoBHOp®KCHOI0 Ocofo1 [ISXOM CICKTPOHHON NiANUCY B BANINOBRHIN KOMITIOTCPHIN CHOTEMI
BHPOGHMYOT ALNBHMIL, : :

** The date, next to handwritten signature shows actual date when paper capy of certificate was printed and manually sismé"by Qualified Person in
accordance with GDocP /flara Gins pysHOro iamKcy - agta, Koy nancposa acpcis ceprudixary Gyna po3apykoBana T NinUcana Y noBHOBAKENOW)
oco6olo y sizmosianocti o sxmor Hanewnol [pakmikn JokymedTysanns; '

D€ lerenoes Prampe % . 29(o€l2e2 MARBES -

QP Name / In's YO s Tinuc - T Date/Dara** Position/ locana

JIxoHCOH

VYkpainan

i ; inenTudikauicnun

> nad
NTOKY MEHTIB

- ‘——/v‘\
dipa MUY




AEPKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJACTI

npos. Ceitnuunoi Hagii, 3, M.Kwuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPTIOV 37078774

BUCHOBOK
[po SIKICTb BBE3€HOI0 B Y KpaiHy JIiKapchKoro 3acody

03.06.2024 Ne 3883/24/10

JOKTOP MOM®

(nalimeryBaHHs NiKapCLKOro 3acoby 3rifHo 3 peccTpaiiiuUM TOCBIAYCHHSM)
Ma3b, 10 20 r y 6a”o4ui; no 1 6aHouui B KApTOHHIN KopooLi

(thopma sBunycky, J103yBaHH, B TAKYBAHHS JHKapCLKOro 3acoly)

Homep peecrpauiiinoro nocsizuenns UA/7868/01/01 crpox nii peecrpauiitioro nocsiguenns 01.01.2099

Cepis nikapcikoro 3acoby Ne PDX23071 Kinbxicts BBe3€HOr0 Nikapebkoro zacoby 24200
BrpoGHn fOnix ®apmacetorukan Jlaboparopiz (Bigainenus ¢pipmu "IIx. b.
Kemikans eng @apmacsroruxans Jita."), Inais
(HaitMenyBaHHs BUPOOHIKA JTIKAPCLKOro 3acofy, Kpaika noXoukKeH s )
Beeseno B Vipainy ToBapucTBo 3 odmexenoro Bignosiganbuictio " xxoucon i dxoncon

Ykpaina", inent. cop: 35893512

(naitmenysauns ta koa 3a CAPTIOVY topunuunol ocobu abo npizeuiie, iM's, no 6atbKoBi
(diznunol ocobu - mignpuemL, il Miclie POKUBAHHS Ta peecTpatlifinnii HoMep obilioBol

MpoToxon Bisyansnoro kourpoio sin 07.02.2024 N: 0264/8.

JlaboparopHuii aHani3 skoCTi Aikapcbkoro 3acoby 3aidcHeHuit:

4

)
0

SR
(m.Kuis, Byn. Kyapseceka 10r m.Kuis, Byn. Kynpseceka 8B Ku {:bg/ m\
[Terpieui, Bys. IBaHa dpanka, 19) N’/ [

g orpne?”

s
s » s T LRI .
(naliMeHyBaHHs Ta MicLE3HAXOKEHHS NabopaTopil, o nposena naoparopi AHATI3 $KOCTI)

BUCHOBOK 110110 AKOCT Tikapchkoro 3acoby, Bunanuit nagopatopieio sin 30.05.2024 Ne 1157

Pe3ynbTaTit N7aBopaTopHOre aHamizy sIKOCTI IIKapCbKkoro 3acoby 3a nepeBipeHUMH nokasHukamit BIANOBIAAIOTH
BHMOTaM METOMIB KOHTPOJIO AKOCTI (aHAITHYHO-HOPMATHBHOT AOKYMEHTALIT).

3a pesyabraraMM  [OEPKABHOTO KOHTPONIO BCTAHOBAEHO, WO Jikapchkuii 3aci®é BeeseHo B VYkpaiHy 3

JOTPHUMAHHAM BUMOT 3aKOHOAABCTBA LIOO 326e3MeueHHs SKOCTI iKapcbKuX 3acobis.

g CPHOMEHKO

(hiietias va npiimmsie)

Y ROMTPOANY)

/5'\.(,.7 Lo w7 / 3§ Rfjd

(Y. 0 v© A



Unique Pharmaceutical Laboratories 1/2
{a Division of J. B. Chemicals & Pharmaceuticals Ltd) TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTH®IKAT SAKOCTI Ne 10FP23003516

Product namei DOCTOR MOM®/ Pharmaceutical form/ Qintment / Ma3sb

Haiimenysanust npopysry: JOKTOP MOM® Jikapeska popma:
Strength/ Cusa ait 1g of ointment contains: menthol (levomenthol) 30,5 mg; camphor 52,5 mg; thymol [ mg; turpentile oil 0,056 ml; eucalyptus

0il 0,015 ml; nutmeg oil 0,005 ml/ Ir ma3i mictis: Mentony (nesomentony) 30,5 Mr; kambops 52,5 Mr; Tuvony 1 mr: onii
cknnunapuroi 0,056 mn; onii esxaninrrosoi 0,015 mn; onii myckatHol 0,005 mn
MAA number/ sosmep P.IL: UA/7868/01/01 Manufacturer license/Jlineusin supofunka: G/1575

Production site name and Unique Pharmaceutical Laboratories/ "IOuik Mapmacwiotuxan Jladoparopis" (a division of J.B. Chemicals &

location/ Hafimenysanust ta  Pharmaceuticals Ltd./ (sinninenns dipmu “Mauc. B. Kemikans cun dapmacsiorixans Jirn) Plot No. 304-308, G.1.D.C.

micuesnaxomkenus gissmuxi:  Industrial Arca, City: Panoli - 394 116, Dist; Bharuch, India/ [linauka Ne 304-308, i, At [li. Ci. lunactpian Epia,
sicro Manoni - 394 116, oxpyr Bxapyx, luais

Manufacturing country/ India/ Package size and type/ Posmip 20 gin the jar; 1 jar in the cartin pack/ no 20 ry
llepxasa mupoduuk: [Huis TA THI RAKYBAHHA Sanouny; no { Ganouiti B kapToHRiH Kopo©Li
Batch Number/ Hosep cepits  PDX23071 Quantity/ Posmip cepii: 24400 consumers units / cnow. yi.
Specification number/ FP/506506/UKN Expity date/
Ne Creundirauit: Tepwmin npuaaruocTi: 2026 9
year/ month/
pix Mmicsi
Date of Manufacture/ Date of batch release*/
Jara pupobmuuraa: 2023 10 6 Jata punycky eepif*: 2023 10 16
year/ month/ day/ year/ month/ day/
pix Micaub news pik Micaus neHn
Test/ Tecr Specification/ Coeundixanin Result/ Pesynntar
1.Description/ Onuce White to almoust white translucent ointment having characteristic odor of menthol and
camphor/ Hanisnposopa ma3e Bl 6inoro a0 madike §i0ro Koanopy 3 XapakTepHuM Comply/Bianosinae

3aNIAXOM MEHTONY Ta Kampopu
2.Identification/ Inenrudixauin :
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/ Hac ympuMyBanua niKy MEHTONY Ha XpoMarorpami
JIOCAIKYBAHOTO POIYHHY, NPHIOTOBAGHOIO S KiABKICHOrO BH3HAYCHHA, NOBHHCH
BIANOBIAATH HACY YTPUMYBAHKS [IIKY MCHTOY HA XPOMATOTPaMi CTARUAPTHOO PO3UNHHY

2.1.Menthol/ Menron Comply/Binnosinac

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 yrpimysanis niky kamops Ha xpoMatorpami
JOCHDIYBAHOTO PO3MIHY, NPHIOTORACHOTO NS KiALKICHOTO BUHAUCHHNS, NOBHHCH
BIANIOBIAATH YACY YTPHMYBAHHS iKY KamGopy Ha XpoMaTorpaMi CTaHAaPTHONO PO3UMHY

2.2.Camphor/ Kamdopa Comply/Bianosinae

The retention time of Thymol peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the principal peaks of the Standard solution of Thymol/
Hac yTpHMyBaHIA THKY TUMOIY Ha XPOMATOrPasMi A0CAIIIKYBaHOro PO3UHHY,
NPUTOTOBJICHOTO A KiltbKICHOTO BU3HAUCHIA. NOBHHEH BiANOBIAATH xncy y-rpxmynm 181
HHKY THMOMY Ha XPOMATOrpami CTaHAAPTHOrO PO3UMHY

2.3 Thymol/ Tusmon Comply/Bianosinae

i/

3.Consistency/ :
} MM

. ! 180-230
Koncenerenuig

n FKOHCOH
g(p&ﬂic‘ﬁ)

4. K1 weight/ Maca

BMICTY YNAKOBRIH
S

M,,a/»/

S,
Ly T
EO

5. Assay/ Kinnkicue pH3navenus
From 90% to 110% pf the labelled amount (from 0,55g 10 0,67g of 20g)/ Bix
90% 10 110% Bin 3aseaenol KinskocTi (Bin 0,55r 10 0,671 ua 20r)

From 90% to 110% pfthe labe.lled am()un} (from 0,95g to0 1,16g of 20g)/ Bin 1,04 g of 20¢/  a 20r
90% 10 110% Big 3asasaenoi kiapkocTi (8ig 0,951 go 1,16r na 20r)

From 90% to 110% pf the labelied amount {from 0,018g to 0,022g of 20g)/ Bin
Q0% no 110% sin assnckol kinskocri (Bia ¢,018r a0 0,022r na 201)

5.1 Menthol/ Menron 0,59 g of 20g/ r wa 20r

5.2 Camphor/ Kamdopa

8.3 Thymol/ Tumon 0,021 g of 20g/ r na 20r



Unique Pharmaceatical Laboratories
(a Division of J. B. Chemicals & Pharmacenticals Ltd)

TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTHOIKAT SIKOCTI Ne L0FP23003516

Product name/ DOCTOR MOM®/ Date of Manufacture/ 2023 10 6
Haiimenynanus npoaykry: JOKTOP MOM®@ Hara Bupobunursa: year/ month/ day/
K MICALLL ACiih

Date of batch release/ 2023 10 16 Batch Number/ Homep cepii; PDX23071
Mara sunycxy cepii year/  month/ day/  Expiry Date/ Tepmin npuaarnocrit

pix Micaus AeHs 2026 9
Pharmaceutical form/ Qintment / Masb year/ month/
Jlikapebra popma: pik Micaub
MAA number/ nomep PIL:  UA/7868/01/01
Test/ Teer Specification / Crenndikanin Result / Pesynbrar

6. Microbiological purity/ Mixpeb6iosorixtna uncrora

6.1 Total Aerobic Microbial
Count (TAMCY 3aranbua

KibKICTS 4epOBHHK Not more than 100CFU/g/ He Ginsme 100 KYO/r <10 CFU/g/ KYOIr
Mikpoopranizmis
6.2 Total Combined Yeast and
s (TYMC)Y : ] .
Moulds (TYMC) Saramua Not more than 10CFU/g/ He Ginsie 10 KYO/r <10 CFUlg KYOIr

KiAbKICTh APPKIKOBHX Ta
IANICHABKX rPHGIB CyMapHO

6.3 Test for specific microorganisms/ Tecr juix cnewuidinaux Mikpoopradismis:

Pscudomonas acruginosa Absentin 1 g/ Bincyrsicrs 8 Ir Comply/Bianosizac
Staphylococcus aureus Absentin | g/ Biacyruicrs B 1r Comply/Bigtosinac
Comments / Kosenmapi

Comply/Bianosisae

Certification statement / 3asipa nupo ceprudirauio:

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 Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP/ Lsa 2 3acsizuyio, 110 nasegena sue indopmatia € goctosiptoio Ta Tounoo. Lo cephio npoaykuii 6yno eupodieno,
BRJIOYAIONH TIAKYBAHKA T2 MAPKYBAHHA TR MPOBCUCHO KOHTPONS il sKOCTI Ha BuICsasHayeHill RispHuii y nosuifl sianosinxocti 3 BuMorass GMP,
BCTAHOBACHUMIT MICLICBHM DETYIRTOPHUM OPraHOM, a TAKOX BIATIOBIAKO A0 crcum(ikaui, Mo MICTATBCA Y peecTpauiitHOMY HOChe KpaiHu-iMnopTepa,
[TpoTokoN BUPOBHIITRA, MAKYBAHKA Ta aHANI3IB 5YNO NEPernsuyTo Ta BCTAHOBACHO BiANOBIARICTS BuMoram GMP.

* Date of batch release is a date when specific batch was certified in full compliance with the GMP requircments and clectronically signed for approval by
Qualificd Person at validated computerized system of production site /[{ata sunycky cepii - ZaTa KOAX faHa cepis Gyna cepridikosana B nopHif
pianopixroeti 10 Bumor HBIT 1a sarsepivikena Yoosuosaxenoio Ocofoio UHHXOM CACKTPORHOTO NIANUCY B BaNinOBanii KOMINOTEPHIH cHETeMI
BHPOGHUMOT i nLHMU.

** 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 /Jiara 6ing pyunoro nianucy - xata, Konu naneposa sepeis ceprudixary 6yna posapyKkosaHa Ta nijfnucana Y noBHOBLKCHOIO
ocolo10 y Bianosinsocti no sumor Hanewuol [pakruky JIOKyMCHTYBAHHEA. 7

o0 FTTED - Pecfie ;@@QL 1) 6] 2023 O 0. NI EEE

= QP Name/ In'a YO g’g%ﬂm " Date/flata** ST Position/ TTocana
/@ 0
)
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55935172




JEPJKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKI OBJIACTI

npos. CeiTnuynoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JAPTIOY 37078774

BHUCHOBOK
Npo SIKICTh BBE3EHOI'0 B YKPaiHy JiKapCchKOro 3aco0y

03.06.2024 Ne 3882/24/10

JOKTOP MOM®

(HaiiMeHyBaHH: TiKapchKoro 3acoby 3TiHO 3 peeCTPaNifHHM HOCBiAYEHHSM)
Ma3sb, o 20 r y 6anoyui; no 1 6aHouui B kapToHHil Kopoo1i

(dpopma BUMyCKy, A03yBAHHS, BUA NAKYBAHHS JiKapchKoro 3acoy)
Homep peectpauiitioro nocsiguenna UA/7868/01/01 ctpox nii peectpauiiinoro nocsiggenns 01.01.2099
Cepis nixapeskoro 3aco6y Ne PDX23070 Kinskicts BBe3eHoro gikapcskoro sacoby 24200

FOnik ®apmacerotukan Jlaboparopis (Biguinenss ¢ipmu "Ix. b.

BupoGuux ; ;
. Kemixans eny @apmacerotukans Jita."), [Hais
(naiimenyBaus BUpOOHHKA JIIKapCbKOTo 3aco0y, KpaiHa HOXOMKEHHS)
Bgeseno B Yipainy ToBapucTro 3 00MexeHoI0 Bignosinannuictio "' xxoncon i Jzxoncon

Ykpaina", inenr. kon: 35893512
(naitmMenyBanna Ta xox 3a CAPIIOY ropuautnol ocobu abo npi3BHILE, iM'd, 10 6aTBKOBI
Giznunoi ocobu - migmpuemus, 1i Micle NPOXHBAHHS Ta peecTpaLifiHnit Homep oGikoBoi
KapTKH [IATHUKA TOFATKIB abo cepis Ta HOMep MacmopTa)

IIpoToxon BisyaneHoro koutposio six 07.02.2024 Ne 0264/7.
JlaboparopHuii aHani3 sKoCTi JikapchKoro 3aco0y 3aiHCHeHuI:

JIT "LenrpanbHa gabopatopis 3 aHasisy sSKOCTI JIIKapchKHX 3aC001B 1 MEAHYH
(m.Kuis, Bys. Kyapseceka 10r m.Kuis, Byn. Kynpssceka 8B KuiBcbka 061acTh,
ITetpiui, Byn. Isana dpanka, 19)

i D7 o
(HaliMeHyBaHHA Ta MICIe3HAXOIKCHHS JTaGOPATOPIi, 0 NIPOBENa TAGOPATOPHHI aHAT3 AKOCTI O*O‘f 7
VHivaRs %

BHCHOBOK 1100 SKOCT] JKapcskoro 3acoGy, Bunanmii madoparopiero sin 30.05.2024 Ne 1153
PesynpraTh 1aGOPATOPHOrO aHAI3y AKOCTI JiKapchkoro 3acofy 3a MepeBipeHUMH NoKasHukamu BIANIOBIZAI0TH
BMMOIaM METOJIB KOHTPOJIIO AKOCT] (aHANITHYHO-HOPMATHBHOI AOKYMEHTA1).

3a pesyinbTaraMi JCp)KaBHOTO KOHTPOJIO BCTAHOBIEHO, WO JKApChbKuil 3aci6 BBeseHo B VYKpaiHy 3
AOTPMMAHHSIM BHMOT 3aKOHOZABCTBA 110J10 3a6€3MEUEHHS SKOCTI NiKapChKuX 3aC06iB.

}6 ( > Qo o C\\/l&g
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Unique Pharmaceutical Laboratories
{u Division of J. B, Chemicals & Pharntaceuticals Ltd)

TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTH®OIKAT SIKOCTI Ne 10FP23003498
DOCTOR MOM®/ Pharmaceutieal form/ Ointment / Mass

HaltMenyBARHS HPOAYKTY: JOKTOP MOM® Slikapebra dopaa:

Strength/ Cuova a4ivs

MAA number/ nosep PIL: UA/7868/01/01 Manufacturer license/Jlinensis supoGuuxa:

Production site name and

location/ Haitaenypanus 1a
sicueInaxo Renny lanynu:

1g of ointment contains: menthel (levomenthol) 30,5 mg; camphor 52,5 mg; thymol 1 mg; turpentife oil 0,056 ml; cucalyptus
0il 0,015 ml; nutmeg oil 0,005 ml/ 1 Ma3i MicTTL: MenTony (aesomentony) 30,5 mr; xamopy 52,5 Mr; Tusiony 1 Mr; onil

cxunuapnot 0,056 sa; onii eskaginrosoi 0,015 mu; onil myckaroi 0,005 sa

G/1575

Unique Pharmaceutical Laboratories/ "Onix ®apmacsiotukan JlaGoparopis” (a division of J.B. Chemicals &

sicre Hanoai - 394 116, oxpyr Bxapys, s

Pharmaceuticals Ltd./ (sininenus qipant “Ibx. B, Kemirans eua Gapmacsiorsxans Jiws™) Plot No. 304-308, G.LD.C.
Industrial Area, City: Panoli — 394 116, Dist: Bharueh, India/ linauxa Ne 304-308, Iixi. Ai. Jli. Ci. Ingacrpian Epia,

Manufacturing country/ India/ Package size and type/ Posmip 20 g in the jar; | jar in the cartin pack/no 20 ry
Hepmana pupobuuk: Iuais Ta THR nakysayun: Sanaund; 1o 1 Ganoyui 8 kapTouuiit kopodui
Bateh Number/ Hosep cepitc - PDX23070 Quantity/ Posasip cepiit 24400 CONSUMEIS Units / cnow. yi.
Specification number/ FP/506506/UKN Expity date/
Ne Cucnudivanii Tepamin npuagraocyi: 2026 9
year/ month/
piK Micatts
Date of Manufacture/ Date of batch release*/
Jara supoGrnurea 2033 10 2 Jata sanyexy cepit*: 2023 10 16
year/ month/ day/ year/ month/ day/
piK Micatb newn pik MiCHL JeHD

Test/ Tecr . Specification/ Cuergidixanin Result/ Pesyabrar
t.Description/ Onue White to almoust white transtucent ointment having characteristic odor of menthol and

camphor/ Hanisnposopa Mass 8ia 6isoro o maibxe Ginora Konsopy 3 XapakTepium Comply/Binnosinac

FANANOM MCHTONY Ta Kamdop
2.Identification/ Ineurudiranin :

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

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

y Standard solution of Menthol/ Mac yrpuMmypains niky MCHTONY RA XpoMarorpami . .

2.1 Menthol/ Mewron AOCADKYBANOTO POIMHHY, NIPHIOTOBICHOIO A8 KisIbKICHOTO BHIHAYCHHA, HOBHHEH Comply/Binnosinae

BIANOBIAATH wacy YIPHMYBaHHS HIKY MCHTONY HA XPOMATOrpasi CTAHAAPTHOTO PO3HHHY

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 yrpumysanus niky Kamop Ha Xpomarorpani
2.2.Camphor/ Kamdopa y P i ho d £ Con

AOCHIKRYBAHOIO PO3UIY, HPHFOTOBACHOIO /114 KiALKICHOIO BHIHA4CHIS, NOBIHCN
BIANOBIAATH YACY YTPHMYBAHHS NHKY KAMBOPH HA XPOMATOrPaMi CTAHARPTHOFO POIUHHY

The retention time of Thymo!l peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the principal peaks of the Standard solution of Thymol/
Yac yTpuMyBasHs iKY THMOMY Ha XPOMATOrpasi A0CAILKYBAHOIO POFUHRY,

2.3 Thymol/ Tuson NPHIOTOBHCHOTO ANA KiAKKICHOrO BISHACHYA, NOBKNEH BIANOBIATH YaCY YTPHMYBAHNA
[HEKY TUMONY HA RPOMATOIPAM CTAHIAPTHOND PO3HIHY
3.Consistency/
Y 180-230
Koneucrenuis

4.Fill weight/ Maca

" Not less than labelled claim amount (20g)/ He meuatne uomiannol (20r)
BMICTY YNAKOBKI

5. Assay/ Kiapkicie Basauenus
From 90% to 110% pf the labelled amount (from 0,55g to 0,67g of 20g)/ Bin

%k Mefidiol: Mstron 90% s0 110% Bz 3ansienol kinskoeri (sin 0.55r a0 0,67r ua 20r) 0,60
% From 90% to 110% pf the fabelled amount (from 0,95g to 1,16g of 20g)/ Bia
ey I : =
SL2iCamphor Kanifiopa 90% s10 110% niz sasnnenoi kinbkocri (sin 0,951 xo 1,16r na 20r) L3
o Qno, o, > 1o "
523 Thymol/ Tuston From 90% t0 110% pf the labelled amount (from 0,018g to 0,022g of 20g)/ Bix 0,021

90% a0 110% Bia 3assncHol Kitskocti (pin 0,018+ 210 0,022r 1a 20r)

N0 L
Comply/BiiRomiuti O

IHICAR

mmy/
MM

191

Comply/Bianosiaac

g of 20g/ 1 ua 20r
g of 20g/ v na 20r

a of 20¢/ r wa 20r




Unique Pharmacenticul Laboratories 2/2
{a Division of J. B. Chemicals & Pharmaceuticals Ltd)

TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI Ne 10FP23003498

Product name/ DOCTOR MOM&Y Date of Manufacture/ 2023 10 2
Haiisenysanus upoayxry: JOKTOP MOM@ Jara supobuuuroa: year/ month/ day/
pix Micaus nc;n,

Date of batch release/ 2023 10 16 Batch Number/ Hoasep cepii: PDX23070
HAara punycery cepif yeat/  month/ day/  Expiry Date/ Tepsiu npuaatnocri:

pix MicsiLy nens 2026 9
Pharmaccutical forny/ Ointment / Masp year/ month/
Jlikapeuka hopama: pix Micaus

MAA number/ nomep P.IL: UA/7868/01/01
Test / Teer Specification / Cncundiikanin Result / Pesysnrar

6. Microbiological purity/ MikpoGioaoriuna anerora

6.1 Total Acrobic Microbial
Count {TAMCY)/ 3aranpua

KinbKiCTS ACpOBHAX Not more than 100CFU/g/ He 6inswe 100 KYO/r <10 CFUfg/ KYOIr
Mikpooprauizsin

6.2 Total Combined Yeast and

Moulds (FYMC)/ 3arassa Not more than 10CFU/g/ He Gisie 10 KYOIr <10 CEUIY KYO/r

KIABRICTS APINGUKOBKX Ta
ricHAREX rpubis cymMapHo

6.3 Test for specific microorganisms/ Tect jutg coeumndiviix MIKPOOPranizMin:

Pseudomonas acruginosa ; Absent in 1 g/ Bincyruicts B Ir Comply/Bianosijae
Staphylococcus aureus Absent in 1 g/ Bincyruicrs B I Comply/Bianosizae
Comments / Kosenmapi

Conply/Binnosisac
Certification statement / 3assa upo ceprudikanin:

[ hereby centify 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 Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP/ Ll 5t 3acsizuyio, wo vagezena e indopsmais € 40Ctosipuoio Ta Towsoo. Lo cepiio npoayruii Gyno supobicHo,
BKIOYAIONH NAKYBANNA T4 MAPKYBAHIA T8 IPOBCACHO KOWTPOAk 1T AKOCTI Ha Bitieyazuanenill ainsumud y nosniit sinosinkocti 3 sumoramn GMP,
BCTRHOBACHIMH MICUCBIM PEIYASTOPHIM OPFIEHOM, & TAKOK BINOBLAHO 210 crictuhikallii, 10 MICTHTRCA ¥ PCECTPAHIIHOMY JI0CHE KpalHi-iMiopTepa,
TIpoTokonu BHPOGHURTBA, NAKYBALKS TR aHANI3IB YN0 NEPCrASHYTO TA BCTAHOBACHO BIANOBiAKICTL Busmoram GMP.

* Date of batch release is a date when specific batch was certified in full corpliance with the GMP requirements and electronically sigued for approval by
Qualified Person at validated computerized system of production site /llata sunycky cepii - nata Komt Zaua cepis Gyna cepradikopana 8 nosHif

siznosizrocti 20 sumor HBYT ta 3ateepokena Ynosrosaxesoio OcoGolo MSX0M CACKTPOHBOIO NiAMICY 1 sanisosauiit koMn'oTepuil cHeremi
BHPOOHEMOT A ABHMLL,

** 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 /Jara 6ias pyunoro niarucy - data, Kot nanepora sepeis cepmudikary 6yia posapyRoBana T HANNCEHA YIOBHOBAKEHOIO
ocoboto y pianosinnocti 1o sumor Hancasuoi Hpakruxy JokyMeutynanus,

py. J1k kot Fluine MQ. 16]lo}z0r2

QP Name/Iss's YO Ilignne Date/[lata**




JAEP)KABHA CJIVABA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCHKII OBJIACTI

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

BUCHOBOK
Npo SIKiCTh BBe3eHOI0 B YKpaiHy JikapcbKoro 3acody

03.06.2024 Ne 3887/24/10

JOKTOP MOM®

(ualiMeHyBaHHA JTiKapchKOTO 3ac0o0y 3TiIHO 3 PEECTPAIHIM TOCBITICHHM)
Ma3b, 10 20 r y 6aHouni; o 1 6aHovNi B KApTOHHINi Kopooui

(topma BuITyCKY, HO3YBaHHS, BUI NAKYBAHHS JIKAPCEKOro 3ac00y)

Homep peectpaniiinoro nocsixgenns UA/7868/01/01 crpox gii peectpamitinoro mocsimaerns 01.01.2099

Cepis nikapcekoro 3aco6y Ne PDX23075 KimbkicTs BBE3eHOr0 Jikapcskoro 3acoby 24400
Bupomx IOnik ®apmacerotuxan Jlaboparopis (Bigminenns dipmu "IIx. B.
Kewmikans enyn ®apmacerorakans Jita."), Ingis
(HaltMeHyBaHHs BUPOGHHKA JIIKApCEKOT0 3ac00Y, KpaiHa ITOXOMKEHHN)
Baesero B Vipainy ToBapucrBo 3 06Mexkenoro BinnoBinaasuicTo " J3oncon i JxoHcon

Yxpaina", inenr. kox: 35893512

(walimMeHyBaHHs Ta xox 3a €JIPIIOY ropumuusoi ocobu abo mpizsuie, iM's, 1o 6aTeKOBI
disuaHOl 0c06H - miampueMus, i MicIle IPOKUBAHHS Ta PeecTpalliiHui HoMep 06TiKOBOT
KapTKH NIIaTHAKA IofaTkiB abo cepis Ta HOMep nacropTa)

IIporokosn BisyansHoro koutposo Bix 07.02.2024 Ne 0264/12.
Jlabopatopruif aHani3 AKOCTI JiKapcEKOro 3acoby 3iHCHEHIN:

JI1 "Uentpansra nabopaTopis 3 aHaI3y SIKOCTI JKApChKUX 3ac00iB i MeIMIHOT IpoKyKii"
(M.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyapsasceka 8B Kuiscbka o6macts, ¢. Hosi
ITetpiBmi, Bys. IBana ®panka, 19)

(HaitMenyBaHHs Ta Micle3HAXOMKEHHS TabopaTopii, o nposea JabopaTopHuit aHATi3 AKOCTI)

Bucrosox mono axocti nikapcskoro 3acoby, Bunanuit na6opatopiero Bix 30.05.2024 Ne 1164

PesynbTatu 1a6opaTopHOro aHali3y AKOCTi JiKapcLKOro 3acofy 3a mepeBipeHuME MoKa3HMKaMy BINIOBIXAIOTH
BHMOTaM METOIIB KOHTPOJIIO AKOCTI (aHANITHIHO-HOPMATHUBHOT JOKYMEHTALiT).

3a pesynbTaTaMH JEpXKABHOTO KOHTPONIO BCTAHOBJEHO, INO JKApPChKMM 3aci6 BBE3eHO B VYxpainy 3
AOTPHMAHHSM BuMOT 3aKOHOAABCTBA MO0 3a6€3EYEHHS SKOCTI JiKAPCHKIX 3ac06iB.
AVE, Ot e vfz_
Onnra CPLOMEHKO

HATC) Cisfuiame v apiien




Unigue Pharinaceutical Laborataries 1/2
(a Division of J. B. Chemicals & Pharmacceuticals Ltd) TVIMP-01080.v.1

QUALITY CERTIFICATE/ CEPTHDIKAT AKOCTI Ne 10FP23003547

Product mamef DOCTOR MOM®/ Pharmuceutical form/ Ointment / Mass
Haltsenysauns npofysry: HOKTOP MOM® Jirapesia dopaa:
Strength/ Cuaa giv: 1g.of ointment contains; menthol (levomenthol) 30,5 mg; camphor 52,5 mg; thymo! 1 mg; tarpentile oil 0,036 mi; eucalyptus

0il 0,015 ml: nutmeg oil 0,005 ml/ Ir masi sietuTn: MeuToay (nesomentony) 30,5 mr; kamdiopn 52,5 mr; timoay | s oail
crumuapnoi 0,056 Ma; onit esrkaninronoi 0,015 Ma; oaif myckatnoi 0,005 an
MAA number/ nosmep PIL: UA/7868/01/01 Manufacturer license/JTinensin supobuuka: G/1575

Production site name and Unique Pharmaceutical Laboratories/ "1Ouix Mapmacstonxan Jladoparopis” (a. division of 1.B. Chemicals &

location/ Halimenysanus Ta Pharmaceuticals Lid./ (siavzinerns gipss Ik, B. Kesikans et Gapmacsiorngans Jita, ™). Plot No, 304-308, G.LD.C.

aicuesnaxoukenun Aiasnri:  Industrial Area, City: Panoli — 394 116, Dist: Bharuch, India/ Jinsika Ne 304-308, T, Afi. Jli, Ci. tnaacrpian Epia,
sicro Manoni - 394 116, oxpyr Bxapyx, Inais

Manufacturing country/ India/ Package size and type/ Posmip 20 g in the jar; | jar in the cartin pack/ 1o 20 r ¥y
Heprwara pupobioni: Liupis T2 THA BARYBAHHN Banouu; no 1 Ganoutl B kapronuiil Kopooui
Batch Number/ Hosep cepiis  PDX23075 Quantity/ Possip cepii: 24400 consumers units / cnowx. yr.
Specification number/ FP/306506/UKN Expity date/
Ne Crieuudixauit: Tepstint npuaarnocTi: 2026 9
year/ month/
pik MICALb
Date of Manufacture/ Date of batch release*/
Jara supotinarrsa; 2023 10 9 Jata sunyexy cepii*: 2023 [{0] 18
year/ month/ day/ year/ month/ day/
pix MICHHUL HeHY pix MiCsULb ACHD
Test/ Teer Specification/ Cneundiranis Result/ Pesyanrar
LDescription/ Onse White to almoust white translucent ointment having characteristic odor of menthol and
camphor/ Hamsnposopa mase sin 6isoro ao Matise Sinoro kossopy 3 XApPAKTCPHIM Comply/Bimnionizac

FAIANOM MEHTONY T2 KaMPopH
2Identification/ Inenrndiranin :
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 seirrony a Xposmarorpasi
AOCAEKYBANOTO POIUHHY, NPHIOTOBACHOTO JLIS KLAHKICHOTO BH3HAMCHHA, NOBHHER
BUIOBIAGTH YACY YTPHMYBAHHA NIKY MEHTONY Ha XPOMATOPaN| CTAHIAPTHOrO POy

2. 1. Menthol/ Mewron Comply/Binnosinac

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/ HYac yrpumysasns riky kamdopn Ha xpomarorpami
JIOCIBKYBAHOMO PO3UINY, NPUIOTOBACHONG U1 KiALKICHOrD BIBHANCHNA, HOBIHCH
BIIOBIARTI HACY YIPHMYBUHHS MiKy KaM(OpH Ha Xposarorpami CTAHAAPTHOTO POIUUHY

2.2.Camphor/ Kamdopa Comply/Bianosisac

The retention time of Thymo! peak in the chromatogram of the test solution, prepared for
assay should correspond to those of the principal peaks of the Standard solution of Thymol/
Hac yTPHMYBAIBLE NIKY THMONY HA XPOMATOTPAMI A0CAI LKYBAHOID POBUMLLY,
NPUTOTORACHOR) /U1 KUILKICHOTO BH3HAUEHIA, HOBHHCH BLIOBLAQTH HACY YyIPUMYBAHHA
fIKY THMOTY HE XPOMATOrPaM] CTAHAGPTHOTO PORUMHY

2.3 Thymol/ Tuson Comply/Bixnosisac

f;(,mm.‘stenc:\’/ 180-230 197 mmj
Konuceuereunin MM
4.Fill weight/ ¥ , , % . .
i ! _’_“““ﬁ"” Maca Not less thanlabelled claim amount (20g)! He Merme nosiasior (20r) Comply/Bianosiaac
BMICTY YHAROBK
5. Assdy/ Kisericne pusuaveuns
From 90% (o 110% pf the labelled amount (from 0,35g 10 0,67 of 208 Bin :
$.1 Menthol/ Menron . . o g A ’ 9 208/ v 1a 201
: ek 90% x0 1 10% sin sassnenol kiswkoeri (siz 0,55r 10 0,67r wa 20r) 0.5 &0F 20/ a2l
& o, 0, ahelle 93 _— 3
5.2 Camphor/ Kavopa From 90% to 110% pf the labelied amount (from 0,95g 10 1,16g of 20g)/ Bin 1.04 g 0f 20g/ 1 wa 20r

90% 1o 110% sin sassachol kizekocTi (8i2:0,951 #0 1,161 ua 20r)
From 90%to 110% pf the tabelled amount (from 0,01 8g 0 0,022g of 20g

5.3 Thymol/ Tamon s . oo
‘ 90% 1o 110% pin 3assicuol kiaskoeri (ain 0,018 g0 0,022¢r n1a 20r

g of 20g/ v ua 20r



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

TV-TMP-01080 v.1

QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTL Ne 10FP23003547

Product name/ DOCTOR MOMyy/ Date of Mapufacture/ 2023 10 9
Hafimeuynanns apoaysry: JAOKTOP MOM® Aara supobunursa: vear! month/ day/
pix MicALb neus

Date of bateh release/ 2023 10 18 Batch Number/ Hosmep cepii: PDX23075
Aava mruyewy cepii year/  month/ day/  Expiry Date/ Tepsin npuaarnocti:

pix MicsLb JaeHb 2026 9
Pharmaceutical form/ Ointment / Masp Y“f‘" mpmh/
Jirapesnra gpopma: piK RICHUE
MAA number/ nomep PIL: UA/7868/01/01
Test /! Tecr Specification / Cuenndixanis Result / Peayanrar

6. Microbiological purity/ MikpoGionorivom uncrora

6.1 Total Acrobic Microbial
Count (TAMCY 3araania

4 o U/ He Sisnie / R/l KNVO/F
KiALKICTH AepoGHIX Not more than 100CFU/g/ He 6iatme 100 KYO/r <10 CFU{g/ KYOh
MIKpoopranizain

6.2 Total Combined Yeast and

MolHEST VMGl Sarmming Not more than 10CFU/g/ He Gisivie 10 KYO/r <10 CFUfg/ KYOIr

KinHKiCTH APLKINKOBHX Ta
HCHTAMX IpuGin cymMapuo

6.3 Test for specific microorganisms/ Tect 41w encuudivunx Mikpoopranisis;

Pseudomonas acruginosa Absentin I g/ Bincymiicts 8 It Comply/Bignosijac
Staphylococeus aureus Absent in | g/ Bineyruicrs 8 Ir Comply/Bianosinac

Comments 7 Kostenmapi

Comply/Bianosinae

Certilication statement / 3ansa upo ceprudiainin:

F'hereby certify that the above information is authentic and accurate. This batch of product has been manulactured, 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 Authorisation of the importing country. The batch processing, pacKaging and analysis records were reviewed and found (o be in
compliance with GMP/ L 5 5acBI0Y10, 1110 HABEACH BHINE IIQOpMaLLs ¢ AOCTOBIPHOIC Ta Towno. Lio cepiio npoayxidi Syne supodaeio,
BIGHOWNONH TAKYBANHS TA MAPKYBAHUS Ta NPOBEACHO KOHTPONSL i1 AKOCTI HA BHINCIAZNAMEHIT Aiavusi y nosuil sinnosiauocti 3 suvoramun GMP,
BCTAHOBNCHHMH MICHCBIM DErYAATOPHHM OPIAHOM, 8 TAKOK BIANOBIAND 10 CHeUs KA, 10 MiCTATHCA ¥ peCCTpaniftHOMy JOCHE Kpainu-iMuopIepa
TTpoToKonH BUPOGHHITRA, NAKYBALMA T8 aHANI3IB GY/0 NEPErIAHYTO TA BCTANORACHO BIANOBIANICTL BuMoray GMP,

* Date of bateh release is & 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 /Jlata BUIYCKY cepii - ava xonu faua cepis-Gyna ceprudikosana s nosuiil
sinuosiznoct no susor HBIT Ta saTepuuieita Y HOBHOBAKEHOW OCOBOI0 LLNKOM CACKTPOHHOIC NIAUIICY B BANINOBAHIH KOMIIOTEpHITt cHeTeM)
sHpaBHIHQT AlbHuul.

** The dage, next to handwritten signature shows actual date when paper copy of certificate was printed and manually signed by Qualificd Person in
accordance with GDocP /Jara 6ins pyssoro nimucy - nara. KoM naneposa nepeis ceprigiary 6yia po3APYKOBARI T MiANHCaN YNOBHOBLKEHOIO
ocaboro y sianosianecti 1o ausor Haneiknof Mparricu Jlokysmentysanms,

pr I et Bl vl Liejuan (D - MDA

QP Name / la's YO ri;:'n'f\turz,’ / Dlinnke Date/Jlara** Position/ Focana




npoB. Citnnygof Hapii, 3, I\éI,KH'I'B, 02099, TeT/(haxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €21PI1I0Y 37078774

BUCHOBOK L
npo skicTn BEe3eHOro B Ykpainy JiKapcekoro 3aco0y

i

03.06.2024 : Ne 3886/24/10

0ro 3acoGy)

Howmep peecrpaniiinore NOCBinyeHus UA/7868/01/01 CTPOK i peectpauiiinoro nocsinuents 01.01,2099

Cepis aikapcrkoro 3acoby Ne PDX23074 Kinbkicts sresenoro niKapeskoro sacoGy 24400
' f ‘
BupoGam Ouix DapmackioTukan Jlaboparopis (Bimzinenns dipmu "IIx. B.
Kemikans eHJ (Dabmacmomxam JIta."), Tupis S
(uaﬁmeuydauuu BUPOGHUKa JlKapeLKoro 3ac00y, kpaina n0X0pKeH s )
Baeseno 8 Vipainy ToBapucrgo 3 o0meskenoro BiInoBizamsnicro "Kxoncon i xoncon

Yk aiHa", ixenr. kon: 35893512
(naliMenyBannyg 14 kox 3a €/IPII0Y TOpEIMIHOT 0co6H abp npisBue, ju ', 110 6aTbkop;
$i3anOT 0coGy - ni@unpueMw;, i Micue npoxusany Ta peecTpaniitnmi HOMep obnikopoj

‘ KaPTKH MaTHuka TIOXATKIB aGo cepis ta HOMeEp nacnopra)

Iporoxon Bi3yanbHoro KOHTDOII0 Big 07.02.2(?24 Ne 0264/11,

JlaGopatopunis aHanis sxocrj Jikapeskoro 3acoby snificHenyis:

AIT "Uenrpanpua naboparopiy 3 aHanisy skocri TKAPChKMX 3aco6ip i MeanyHof Hpoaykuii"
(mM.Kui

iB, By, Kynpssceka 10r M.Kuis, BYI. Kynpssceka 8B Kuiscpka obiacts, ¢. Hogj
ﬂeTQi BII, BYJI. IBaHa Dpanka, 1 9) | ; L
(Haiivenysanmy 1a MICLE3HAX 0 ey haﬁopampii‘, 1o nposena naoparopmuii aHanis axocri)
I .
| SO
Bucnosoxk mozo AKOCTi Nikapeskoro 3acoby, Bunauii naboparopieio iy 30.05.2024 No'1158
Pesynrrary JiaBopatoproro ananisy sxocri niKapcﬁkoro 3acoby 3a nepesipenumu Tokasnukamy BIAMORIAAK0TY

BUMOram mMetosig KOHTpomo sixocTi (ananimtmo-HjopmaTHBHoi' JOKyMenTanir),

)

j . ; . v i .
3a  pesynsraramu ACPAKABHOTO - kOHTPOTIO BCTaHOB/EHO, 110 MKkapceKuit  3aci6 Bpeseio g Ykpainy 3
5 I . o
A0TpUMaHHg M Bumor 3aKOHOABCTRA 100 Babesneuenns srocr MKAPCBKKX 3ac06iB,
) ]

Blo. ngy

%5»0 I e o

l((‘r C ‘{’. C s é(M




Product naume/

DOCTOR MOM®/ Pharndeentical form/ Ointment / Mazy,
Hatisenypanun NPOAYRTY: JOKTOP MOM® Jlikapénka hapma;

Strength/ Cyan pir:

MAA unber/ Hosiep PAY,

Production site name and

Unique l’lmm/rweta{lca/ Laboratories
(a Division of J. B: Chemicals & Pharmaceuticals L)

TVIMP-O1080 v. 1

i | .
QUALITY CERTIFICATE/ CEPTH®IKAT AKOCTI Ko 10FP23003527

[g of ointment contains: mentho) (levomenthol) 30,5 mg; camphor 52,5 mg; thymol 1 mg: turpéntile oil 0,056 mi; cucalyptus
0il 0,015 mi; nutmeg oil 0,008 ml/ ¢ ami MICYHTL MelTORY {(nenomerrony) 30,5 vr: kasthopis 525 mr: tmony | s onif

crintnapuoi 0,056 ma; omii eskarinTosoi 0,005 sz osii Mycxatiot 0,005 sa
o UA/7868/01/01 : x\-lanuf‘flc!urcr license/Mlinensin supoGumnxa:

G/1575 -

Unique Pharmaceutical Laboratories/ "I(jrxix DapmacsioTikan HNaGoparopis” (a division ofJ B, themicals &
location/ Haitasenysasnst ta Pharmaceuticals Ltd/ (siztinca dipsst ¥, B. Kemixam exg tbapmachiorsxans St "y Plot No. 304-308, G.LD.C.
MICHEAX DRCB I AN Industrial Area, City: Panoli -394 116, Dist: Bharueh, India/ Hinsuixa Ne 304-308, Mok, Aif. Ji. Ci. Inaacrpian Epia,

Micto Manoni - 394 116, ORpYr Bxapyx, Tuuis

Mauufacturiug country/ India/ Paclkage size and types Pomip 20 g'in the Jari 1 jar in tie canin pack/ no 20 1 ¥
Aepwana snpobimi: fiis TR THE HARY BAN IS Ganouti: no 1 Gauouyi s RApTonnii kopobi
Zutch Number/ oaep cepit: PPX23074 Quantity/ Posmip cepit: 24400 consumers units / cnow. yo,
. |
Specifieation munber/ FP/SOGS06/UKN Expity|date/
Ne Cuenndivanit: Tepsi npuaarnocri 2026 9
| year/ month/
pix BTN
Date of Manufacture/ Date of bateh release®/
Aara supoGmrag; 2023 1o 6 Hara sunyexy cepipt: 2023 10 18
year/ month/ : dayr \ yemr/ month/! day/
pix Micany et | pix MicaLs Akt

st/ Teer

I.Description/ Onwe

LIdeutifieation/ Irewrngicauis

2.1.Menthol/ Menrosa

2.2.Camphor/ Kasdiopa

2.3 ThymoV/ Timmoz

3.Consisteney/

Koucuerenuia

Ll weight/ Maca
BMICTY yoakosy

S, Assay/ Kiavxicne BIHRYLHIY

S0 Menthol/ Mewron

£.2 Camphor/ Kavihopa

5.3 Thymol Tinoxn

© Specification/ Cuelundiranis
i

White to almoust white transtucent ointment having characteristic odor of menthol and
camphor/ Hanignposopa mass six Gintoro vy safine Ginorg KOABOPY 3 XapaKTepHHM
JABANOM MCHTONY T2 kasQoph I

i

The retention time of menthol pesk in the chromatogram of the test solution, prepared for
assay should correspond to those of (he principal peaks in the chromatogram of the
Standard solution of Menthol/ UYae YTPHMYBAIHA NiKY MCUTOY 12 XposaTorpasi
A'IDC,"li':l(.\'lml‘l()FO P()li‘ﬂlu}’, IIPHl"()'l'QBJlCHQI'\’) Jlﬂ}i KiilhKiCH(‘:l'O l.\li3l‘lﬂ‘l€“ﬂ)l, nopHHeH
BUIIOBIAQTI UCY YIPUMYBAHA NiKy ML";!T’()J!){ 112 XPOMRTOrPas CTataapTHOIO oIy
|

!
The retention time ot Camphor peak in {he chxfomamgr;un of the test solution, prepared for
assay should correspond to those of tie princiyfwl peaks in the chromatogram of the
Standard solution of Camplior/ Yac yrpusmysalins niky Kaxoph na xposarorpas
HOCIAAYBAHONO pOsUNY, NPHTOTORACHOIQ A KINLKICHORO BIYANSHNA, TOBHIICH
BLLOBLARTY nacy YIDHMYBRHHA iKY wastopi v Xposarorpasi crangaprioro poxiity

: i

The retention time of Thymol peak in the (:hrofmamgr;un of the test solution, prepared for
assay should correspond to those of the principal peaks of the Standard solution of Thymol/
Hae yrpussynarn niky THMONTY Ha XpOMETOTPAsi Aocainmysanoro posHitHy,
APHTOTOBACHONO S48 KisibkicHoro BHIHANCHUA. 108K HeH Binmosigaty HACY. YTPUMYBAH 1A
HIKY TUMOAY Ha XPOMATOrpani cmuzmpmnrofpowmy

180230

. !
Not less than labelfed clainramount (20p) He|meue nosimaor (20r)
|

From 90% to 110% pf the Yabelied amount (from U552 10 0.672 of 20¢)/ Bia
90% 40 110% pia sassaenof KiabKoeTi (Bin U.55¢ 10 0.67r ua 20r)

From 90% w 110% pf the labelled amount {from 1958 to 1,16g of 208) Bin
90% 5o {10% nin assacnof KUALKOCTI (Bin 0,93? rA0 1160 na 200) -

From 90% 0 110% pf the labelled amount (from 0.018g 10 0,022g of 20g)/ Bia
Q0% a0 110% iz sansaeiiof KUILKOCT] (Bin ();p181'11<\ 0,022r1a 201y

|
f
|
¢

CResult/ Pesyanrar

'

Con"nply/Bi;moni;.mc

Comply/Binnoninac

Comply/Binnonizac

Cotply/Binnosizae

mm/
MM

191

Comply/Bianosizac

0,38 207208/ 1 na 20

102 g of 20g/ rua 20

g ol 208/ rua 20r




D¢

Unique Pharmacentical Laboratories
(a Division of J. B. Chemicals & Pliarnicenticals Ltd)

QUALITY CERTIFICATE/ (.TEI"‘TH(DI KAT SAKOCTI Mo

t .
Date of Manufacture/ -

TV-TMPD1080 v. |

10FP2300: \5’77

Product name/ DOCTOR MOM®/ 2023 10 6
UHaiisienynawsns npoxykry: JAOKTOP MOMG Jara n:upuﬁmm'rmi: year! month/ day?
pir Micais denn
Date of batch release/ 2023 10 18 Batch Number/ Hoatepeepii: PDX23074
Aara sunyery cepiv year/  month/ day/  ExpiryiDate/ Tepain npiaaruocric
pix wicsi aci, : 3 2026 9
Pharmaceutical form/ Ointment / Mazs p y'c?xr/ m(_mlh/
Jlivapenra gopma: ! : pix uicsits
MAA number/ nomep P UA/7868/01/01 ! : | .
Test/ Tecr - Specification/ Cueupdinanis i Result / Pesvaptar
6. Microbinlogical purity/ Mixpudioaorivaa wmiserora i 1
6.1 Total Asrobic Microbial v |
Count (TAMCY Zaramna . . vk
! o “FUfuf AbIIC oV Ul /
KEAuKicTh aepoBinx Not mare than 1 00CFU/y/ lélc Oiarme 100 KYO/r <i0 CFUlg KYOIT
MiKpoOprawiamin :
6.2 Total Combined Yeast and ‘ ‘
Moulds (TYMC) Sarassiia Not more than 10CFU/Y e Gisive 10 won <10 CRUR KYOIr

KIDBRICTE JAPIKAKORIN Ta
nafesnix rpudis cymaplo

6.3 Test for specific microorganisms/ Teer joi CrEIpiviIX MIKPOOPranitatin:
Absent i

Pseudomonas acruginosa
Staphylococcus aureus
Conunents / Koswrmapi
Compiv/Bixnorizae

Cevtification statement / 3assa npo ceprudikanio:

Eherehy certify that the above information is muthentic and accurate, This by

quartity control at the above mentioned site(s) in full compliance with the G

Absent i

l

'
i

n1g/Bineyricrs s Ir Comply/Bianonizac

n 1 g/ Biacyriicts n Iv Comply/Bianosizac

'
|
i

ach of producthas been manufactored, nMudmg puekugm /labelling and

GMP requirements of the loeal Regulatory Autherily: and with the specifications

in the Marketing Authorisation of the i importing country. The batch processing, packaging and analysis records were reviewed dnd found 1o be in

complianee with GMP/ Liust # 3acsianyio, o napeacha sitie inopatanin

€ AACTORIPHOIO T2 TOMKOI0. LU0 cepiie npoayxiti Gyso sipoGieso,

BICHOYAIOM I NIARYR A HS T MAPKYBAHHS T4 IPORCACHO KOHTPOAW if sxocri H«l sumesHaIeHil aian y AOBHi BIANOBIAHOCTI 3 BUMOTOMH GS\AP

BCTEHOBICHIMIE MICLIEBIHA PErYAATORIIM OPIAIOM, & TAROE BHHIORIARO 4

() enctpikanii, wWo MicTHTben y pecerpattiiinosy A0che kpaiiir- iMnoprepa,

TIpovokoan BupoSismursa, nakyaatm ta ananisis GY0 NEPLFAFHYTO T2 BETANOBICHD l'.lanHl’lHlL T Bismoram GMP,

* Date of bateh release is a date when specific bateh was eertified in fuli compliauce with the GMP requirenients and ulu,lromu\llv Rmncd for approval by
Qualiticd Person at validated computerized system of production site /}Lxm RIMYCRY Cepil’ nava koan i cepis Gyaa ccpnujuk(m.um B NOBHiH

HATORWIOCT 0 msor MBI ta saraepiureta Y nosnasaskenoio Ocobon
sHpoinmat ais AAHHL,

w JANOM CICKTHOHHONQ ﬂl;’lﬂllC)’ B pasiaovanii KO\,HI‘ l\)!‘tplil“ CHOTCMI

H

** The date. next to handwritten signatore shows actual ddu. when paper cdpy of certificate was printed and manually sigricd by Qualificd Person in

accordance with GDocP /Mlara G pysoro ni ACY -

AT, KON HAePOBA BEPCiK copTHBIKATY Gy POIPYRCAANG T8 11 ATHCAHA. Y HOBHOBLKEHOW

ocolon v pianosianoeti ae snsor Hasesnot Fpaxrox Joyweirrynanng,
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