JEPKABHA CJIYXKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIiBCHKIN OBJIACTI

npocnekT Banepis Jlo6anoschkoro, 51, M. Kuig, 03110, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BAUCHOBOK
NPO IKiCTh BBE3€HOI0 B Y KpaiHy J1ikapchbKoro 3acody

26.05.2023 Ne 15089/23/10

JOKTOP MOM® 31 CMAKOM JIHMOHA

(HafiMeHyBaHHs JTIKapChKOro 3aco0y 3riHO 3 peeCTpaliHUM MOCBiAYEHHAM)
JbOAHNKH [0 4 JHOASHUKH Y CTPHMI; N0 5 cTpumiB y KapTOHHIM KopoOui

(dopma BUITyCKy, MO3yBaHHS, BUA TAKYBaHHS JTIKApCHKOro 3acoby)

Howmep peecrpauiittoro nocsinuenns UA/2412/01/01 crpox nii peecpaniitnoro nocsinuenns 01.01.2099

Cepis nikapcokoro 3acoby Ne KWU22023 Kinexicts BBe3eHOrO jikapcrkoro 3acoby 67392
BupoGiux IOnix ®apmacsioTrkai Jlaboparopis (Bigainenus ¢ipmu "Ix. B.
Kemikans enn @apmacsiotnkans Jita."), Ingis
(HaliMeHyBaHHs BHPOGHHKA JiKapCHKOro 3aco0y, KpaiHa MOXOKeHHs )
Baeseno B Yxpainy ToBapucTBo 3 00MexeHOI0 BigmoBiganbHicTIo "' [[0HCOH i /[3K0HCOH

Ykpaina', inenr. xon: 35893512

(nafiMenyBaHHA Ta KoJ 3a €EPTIOY ropuauunoi ocobu abo mpissuiile, iM'a, Mo 6aTbKoBI Qi3nuHOT
ocobu - mignpueMus, ii Micue NPOXKHBAaHHA Ta peecTpaliifHHi HoMep 061iKOBO1 KapTKH IITaTHHKA
nogatkis abo cepisd Ta HOMep HacHOpPTa)

Iporoxon Bisyaasnoro kontponio sin 03.04.2023 Ne 0979/1.
JlaboparopHuii aHai3 AKOCTI JiKapChKOTO 3ac00y 3aiHiCHeHUIA:

JlepkaBHa HAYKOBO-AOCIiqHA J1a0OPaTOPis 3 KOHTPOIHO SKOCTI JIiKapChbKHUX 3aC00iB JleprkaBHOT
yctanoBH "IncTuTyT rpoMaacekoro 3popos's iMm. O.M. Mapseesa HAMH Vkpainn" (M.Kuis,
By Ilonynpenka 50)

(uaiiMeHyBaHHS Ta MiCIle3HaXOJUKEHHs TabopaTopii, 1o mpoBea 1abopaTOpHHil aHAIl3 AKOCTI)

BHCHOBOK 110710 AKOCTI diKapchkoro 3acoby, Bunanuii naboparopieto Bix 25.05.2023 Ne 1075

PesynsTari 1a60paTOPHOTO aHATI3Y AKOCTI JiKapchkoro 3acofy 3a mepeBipeHHMH NokasHukamMu BIINOBIiAaOTH
BHMOTaM METOIIB KOHTPOJLIO AKOCTI (aHAJITHYHO-HOPMATHBHOT JOKYMEHTALL]i).

3a pesynbTaTaMH [EPKABHOIO KOHTPONIO BCTAHOBIEHO, 10 Jikapchkui 3aci6 BBe3eHO B VYkpaiHy 3

JOTPHMAHHAM BHMOT 3aKOHOZABCTBA 100 3abe3neuenHs AKOCTI IKapChKUX 3aC0biB.
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Unigue Pharmaceutical Laboratories /2
(@ Division of J. B. Chemicals & Phar icals 1.4d)

TV-TMP-01123 v.5

QUALITY CERTIFICATE/ CEPTHOIKAT SIKOCTI Xe 15FP22001991

Product name/ Haitsenynanun DOKTOR MOM® WITH LEMON FLAVOR/IOKTOP MOM® 31 CMAKOM JIMMOHA

PRORYKTY:

Strength/ | lozenge contains: dry extract of Glycyrrhiza glabra (5:1) (extractant: purified water) 15.0 mg; dry extract of Zingiber officinale (10:1) (extractant :

Cunaail:  purified water) 10.0 mg; dry extract of Emblica officinalis (4:1) (extractant: purified water) 10.0 mg; Menthol 7 mg/ 1 nnoasuiK MiCTITS: Cyxoro
CKCTPAKTY CONOAXH ronol (5:1) (excrpareHT: BoAa ownmuena) 15.0 Mr; cyxoro excrpaxty iMGipy nikapeskoro (10:1) (excTparess: Bojia ounineHa)
10.0 Mr; cyxoro.excrpakTy eMOniKg aikapeskol (4:1) (excTparenT: noaa ounuieHa) 10.0 mr; Mexrony 7 Mr

MAA number/ nomep PIL: UAJ2412/01/01  Mansfacturer licensellinewsin 6 DD/AY/366

Production site name and Unique Pharmaceutical Laboratories (a Division of J.B. Chemicals & Pharmaceuticals Lid) SurveyNe 10172 & 10271, Daman Industrial
location/ Halimenypanns estate, Airport Road, Village Kadaiya, Daran 396 210, India/ IOnix ®apumacsiotikan JlsGoparapis (sigainenus dipsu "Jx. B.

Ta Micueanaxomxenus  Kemikans eng Gapmacsiomukans JITIL") Oxpyr Ne101/2 ta 102/], Raman Iunacrpian Ecreitr, Eitpunopr Poaa, ceno Kanaiia, Jamau -
alagnsca: 396 210, Iuanin

Manufacturing country/ India/ Tngin Package size and type/ Posmip va 4 lozenges in strip; 5 strips in carton pack/ no 4 neoasruku y crpuni; 1o 5 crpunis

JHep#ana BApoGHUK: THI NAKYBANHNA! y KapToHuilt xopobui
* Batch Number/ . consumers units /
Hoatep ceplt: Kwu22023 Quantity/ Poamip cepil: 67394 cnox. ¥,
Specification sumber/ Expiry date/{ata jaxinvenns
FP/507009/UA Y cTpoky
M Crenndirauil: RpuxaTHOCTI: 2025 1"
Pharmaceutical form/J/Tikapcska popma v year/  montl/
P dop Lozenges/ JiLonauikn giv.  rdestn,
Date of Manufacture/ 2022 12 9 Date of batch release*/ 2022 12 29
Hava supoGununrsa: yar/  moatl/ day/  Jata pumycky cepii*: year/  moally  day/
pix Micaus Atin pix Micsuy  aems
Test/ Teer Specification/ Cnenndixauis Result/ Peayanrar
LDescription/ Greenish-yellow to yellow, round biconvéx lozenges with lemon flavor/ Kpyrai, apoonyxmi nboasrukit i o
Onnc IENEHYBATO-AOBTORO HO KOBTOTO KOMLOPY 3 IMOHHIM CMAKOM Comply/Bianosinae

2.Xdentification**/ Inewrudpincauin®* :
The retention time of the peak of the menthol of the test solution corresponds to the maintenance time of the peak
of menthol of the standard solution, as obtained in the Assay/ Uac yrpumyBanus nixy MCHTONY AOCHIKYBSHOTO

Menthol/ Menron PO3UHNY BiANOBIASE YACY YTPHMYBAHHA TIKY MCHTONlY CTAHABPTHOIO PO3HHHY, 5K OTPHMAHO B KINLKICHOMY Comply/Bianosixae
BHIHBMCHH]
Gl izic Acid/ The retention time of the peak of the glycyrrhizic acid on the chromatogram of the test solution (TS) corresponds
T )"cyrm izie to that on a chromatogram of the reference standard solution (RS), as obtained in the Assay/ Yac yrpumysanus Coi B
THGpIHHOBS niKy rRigHPH3KNOBOT KHCOTH HR XpoMaTorpasi Jocaimkysaroro posunuy (TS) signosisac takomy Ha Py €
KHeoT8 XPOMATOFpaMi ETAIOHHOIO CTARABPTHONG Po3unHy (RS), AK OTPHMENO B KiNbKICHOMY BHIHAHCHRI
The refention time of the peak of the gallic acid in the chromatogram of the test solution (TS) corresponds to that
Gallic Acid/ Taniepa  on the chromatogram of the reference standard solution (RS), as obtained in the Assay/ Yac yrpimania nixy ok Bliosiage
KHCAOTa raniesol KHCIOTI Ha XpoMaTOrpami Aocaimkypanoro poausny (TS) Binnosiaac TaxoMy Ha xpomaTorpai Py
CTANOHHONO CTAHAAPTHONO Po3uiHy (RS), K OTPUMAHO B XKITBKICHOMY BUIHAMCHN]
The retention time of the peak of the 6-Shogao) on the chromatogram of the test solution (TS) corresponds fo that
6-Shogaol/ 6-IWloraon on the chromatogram of the refenrence standard solution (RS), as.obtained in the Assay / Yac yrpumysans niky Comply/Bimosinae

6-1loraany Ha xpoMaTorpami gocaimkysatoro posanny (TS) BiANOBifac TAKOMY H2 XPOMATOrpaMi CTANOHHOTD
CTBHAAPTHORO PO3UHAY (RS), ik OTPHMERC B KibKICHOMY BRIHANEHHI

Quinshine yellow (& The UV spectrum of two peaks of quinoline yellow (isomers) on the chromatogram of the sample is similar to the

194)/ . spectrum of UV absorption of the correspanding peaks on the standard chromatogram / Y®-cnextp asox nikis Comply/Bianozinae
ROt oNRR NcGBTIH XiHONHOBOrO aoBYOre (i30MEPiB) Ha XPOMATOrPAMi 3PAIKA RBIIRCTLCH AHATIOTTHHIM CEKTPY YD-NOTAHHAHHS

(E 104) BUVIOBIAHNX THKIB KA CTAHZAPTHIN XPOMATOrpaM.

JxOHCOH
VYkpaina»
taeHTHdiKalinnwi
xoa 35893512 4
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Unigue Pharmaceutical L.aboratories
(a Division of J. B. Ch s & Ph icals L)

TV-TMP-01123 v.5
QUALITY CERTIFICATE! CEPTA®IKAT SIKOCTI M 15FP22001991
Product name/ DOKTOR MOM® WITH LEMON FLAVOR/IOKTOP MOM® 31 CMAKOM JUMOHA
Hallmenypanus npopykry:
MAA number/ uomep P.IL: UA/2412/01/01 Expiry date/Rata 2025 .
Jaxinvenus erpoxy
Pharmaceutical form/Jlixapcbxa opaa  Lozenges/ Jsoagunkn — ):Krl m
Batch Number/ Homep cepit: Kwu22023
2022 12 9 2022 12 29
g:;::r"n;::::ai::d yearr  monily ayy  Date of batch release*/ yearf  motv  day/
b * pix sicsup ACHE Java BIWYCKY ce,pi’l*: pix MICANS aey
Test/ T Specification / Creyndixauis Resuit / Peyynprar
3. Average welght/ Cepeanst vaca 2.5g/r 5% 25gr
4, Assay/ Kinbxicue nanatennan
Menthol/ Merton 25.6 mp/lozenge/ 25.6 Mr/ aboasHIK 7.1 mgflozenge! Mr/ ALOARKNK
Glycyrthizic Acid/ Cniunpnannosa xucnota 20.21 mgflozenge/ >0.21 Mr/meoasunx
0.35 mg/flozenge/ mr/ nroaskuK
Gallic Acid/ Tanieea xsscnora 20.12 mg/lozenge/ 20,12 Me/nvogsunk 0.2 mgflozenge! r/ nsonsin
6-Shogaol/ 6-1loraon 20.038 pgflozenge/ 20.038 mxr/nboasHuk 0.182 pgflozenge/ uxr/ nboasumK
§, Microbiological purity/ MixpoGionorisna uncrora
Total Aerobic Microbial Count/ 3aransia
A N g Not more than 10°CFU/g/
KinbKicTh aEpOSHIX MikpooprasiaMis He Gimeize 10! KYO/r <10 CFU/g/KYOIr
(TAMC)
Total Combined Yeasts and Moulds Count/ ;
3aranpHa KiNbKICTL APIKAKOBHX T& Not more than 10'CFU/g/ <10 CFU/g/KYOlr
nnickasux rpuGis (TYMC) He Ginkue 10' KYO/r
Pseudomonas acruginosa Absent/g/ Bincyrsicre 8 1 1 Comply/Biznosinae
S.aureus Absent/g/ Bincyruictb B 1 1 Comply/Bianosinae
Comments / Komenmapi
Comply/Binnosinae

* Date of batch release is a date when specific batch was certified in fulf compliance with the GMP requirements and electronically signed for approval by Qualified
Person at validated computerized system of production site //lara Banycky cepil - nava konit asua cepis Gyna ceprudixoBana B nOsHil BIINOBIAHOCT] 10 BIMOr
HBIT ra sarsepxens YnorHosakenoio OcoGoI0 HIIAXOM eNEKTPORNOIO NIARHCY B BaNiAOBaHiH RaMN'toTepHilt cneTemi BIPoGHINOT ginbHIL,

*+Tests are performed only while release/ BunpoGyBanns BRKOHYIOTECR Tinbky np BHOYyCKY

**% 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 /J{ara Gins pyusore nignucy - aava, KO naneposa Bepcis ceprudikary Gyna po3apykonans 1a mianKcana Ynoriosaxenow ocoboio y BiRnobianocTi
fo sumor Hanexwof Mpaxmike JoKyMEHTYBaHHA.

Certification statement / 3anna npo ceprupivauiro;

1 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 in full compliance. with the GMP requirements of the local regulatory Authority and with the specifications in the Marketing
Authorization of the importing country or preduct specification file for Investigational Medicinal products. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP./Lnw 5 3acsiauyio, Ino Hasencxa suine indopmanis € aocrosipnoio Ta Tounow. Lo cepito npoayxuii Gyno
anpoGncHO, RITIOYAIONS NAKYBARKHA/ MAPKYBAHHS TA MPOBCACHO KOHTPOAb I RKOCTI Ha BRuICIasHANCHIlT RinbHuLi y noBuilt sianosiaHocTi 3 BiMorans GMP,
BCTAHOBNERIMH MICLIEBHM PCTYJIRTOPHHM OPraHOM, 8 TAX0X BiAnosiano xo cneundikauilt, mo NicTaTees y peecTpauiiioMy aocke kpalin-iMnopTepa abo y A0CkE
cneundixanill #a npenapar wix L0CHILKYBaHOTO Rikapceskoro 3acoby. Iporokonit BipoGHIKTRR, NKYBAHHS Ta aHani3is Gyn0 nepernsHyTO T BCTRHOBIEHO
sianosianicts GMP.

Um&ﬁ\ Wange

Qualified Person Name /
IM's YnosuoBRXEHOT
Ocobu
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