AEPKABHA CJIYIKBA 3 IIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIN OBJIACTI

npocrexT Banepis Jlo6aHoBcbKoro, 51, M. Kuis, 03110, Texr/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BHUCHOBOK
PO AKICTH BBE3EHOr0 B YKpaiHy JiKapchKoro 3acoby

16.06.2023 Ne 15266/23/10

JIOKTOP MOM®

(HafMeHYBaHHA TiKapChKOTro 3ac06Y 3TiAHO 3 PeeCTpalifHUM MOCBiAYEHHAM)
cupon, no 150 M y nuisiuini 3 nosrieTnieny; mo 1 nusimmi pasom 3 MIpHOI0 CKJISIHKOIO B
KapTOHHiH Kopooui
(dopma BHITyCKY, 1O3YBaHHSA, BUJA TAKYBAaHHS NTiKAPCHKOTO 3ac06y)

Homep peecrpauiiinoro nocsinuenns UA/2408/02/01 crpox aii peecrpauiiioro nocsizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne PZU22036 KinbkicTs BBe3eHoro nikapcnkoro 3acoby 41600
BrpoGiix IOnix ®apmacrrorrkan JlaGoparopis (Binginenus dipmu k. B. Kemikars

en Papmacerotrkans Jitn), Ingis
(HaiiMeHyBaHHs BUPOGHHKa JTiKapchkoro 3acoby, kpaiHa MoXoKeHHs)

Baeseno B Yxpainy ToBapucTBo 3 00MesKeHO0 BinoBinaNbLHiCTIO " IKOHCOH i [[3KOHCOH

Yxpaina", inenr. xon: 35893512

(HaiimenyBaHHs Ta koj 3a €IPTIOY ropuanuroi 0co6u abo mpiBHILe, iM'A, O 6ATEKOBI ¢bisuyHOI
oco6H - mianpuemus, ii Micrie POXHBAHHA Ta peecTpaliiiiuii HoMep 0GIiKOBOT KapTKH IUTaTHHKA
noaatkis abo cepis Ta HOMep nmacnopra)

IIporoxoa Bizyansuoro xoutpomo Bin 03.04.2023 Ne 0992/6.

JlaBoparopuwuii aHaji3 AKOCTI JiKapCHKOTO 3ac06Y 3AiHCHEHMIL:

JlepkaBHa HayKOBO-/10CTi/IHa Tab0paTopist 3 KOHTPOIIO AKOCTI JIKapChKHX 3ac06iB JlepkaBHOI

ycraHoBH "lHCTHTYT rpomaznckkoro 310pos's iMm. O.M. Mapseea HAMH Vkpainn" (m.Knis,
Byn.ITonynpenxa 50)

(HaitMeHyBaHHS Ta Miclle3HaXOJDKeHHs TaGopaTopii, Mo MpoBeNa TaGopaTOPHHIl aHA3 AKOCTI )

BucHoBok 110110 AKOCTI TiKapchKOro 3acoby, Buaanuii naboparopieio six 15.06.2023 Ne 1235

Pesynpratn nabopaToproro aHanisy AkocTi Jikapcskoro 3acoby 3a mepeBipeHHMH mokasHukamu BIANOBIA2I0TH
BUMOTaM METOAIB KOHTPOIIIO AKOCTi (aHATITHIHO-HOPMATHBHOT TOKYMEHTALIIT).

3a pe3ysIbTaTaMH 1€pHKABHOrO KOHTPOINIO BCTAHOBJIEHO, 11O JTKAPCHKUI 3aCi6 BBE3EHO B Vxpainy 3

AOTPHMAHHSAM BUMOT 3aKOHOJABCTBA LIOAO 3a0€3MeYEeHHA AKOCTi MKAPCHKHX 3aCOBIB.

ST P AT

3acTynHuK Ha%%@wﬁgaf%\
. AT 7 ;
oy Fgprrioa
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QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI Ne  10FP22004517

Product name / Haiimenysauns DOKTOR MOM® / Pharmaceutical form / Syrup / Crpon )
NPOAYKTY: JAOKTOP MOM® Jlirapebka Gopma:
u MAA number / nomep P.IL: UA/2408/02/01 Specification number / FP/506507/UKN
Ne Cneumdirauir: )
Manufacturing comntry/ lepsxasa Bupofunx: India / Innis Batch Number /Homep  PZU22036
cepil:

Package size and type / Poamip Ta Tun naxysasmus: A polyethylene bottle containing 150 m! of syrup; one bottle with a measuring cup
packaged in a carton / no 150 ma y naswui 3 nonieruneny; no 1 nnamui pason 3 MipHOK
CKIAHKOIO B KAPTOHHIH Kopobui

Manufacturing License Number/ Ne nigensif ua GA/1425 Expiry Date /
BHpobHHITEO: Tepmin npraaruocri: 2025 10
Yeu/Pix Month/
Micaus
Xm zfnrl‘i:::‘fant;f::e/ 2022 11 18 *Date of batch release/ *[lata 2022 i 30
: YearPik Mot/ Day/liews % Year/Pix Month/ )
e D BHIYCKY Cepil: o Day/fiess
Quantity / Poamip cepir: 65400 consumers units/cnox. ym.
Production site name and Jocation/ Hatienypanns ta Unique Pharmaceutical Laboratories (a division of J. B. Chemicals & Pharmaceuticals Ld),
MiCHe3HAXOXMCHUY ZLAANKHS Plot Ne 215-216 GIDC, Industrial Area, Panoli - 394 116, Dist: Bharuch, Gujarat state, India/
IOuix ®apmacsiorukan JlaGoparopis (singinenss ipmu Jhk. B. Kemikams enx
Dapmacsrotrkans Jirn), Jinssuui Ne 215-216 Jox AR JIi.Ci., Innactpian Apia, axoni —
394 116, oxpyr Bxapyx, wrar I'ymxapar, Iuais
Strength/ Cuana ait:

100 ml of syrup contain the following dry herbal extracts/ 100 mn cupony MicTaTs excrpaxris CYXHX, OTprManHX i3 pocnus: 1000 mg of dry extract of
holy basil (Ocimum sanctum) (8:1) (extracting agent: purified water)/ cyxoro exctpakry Sasuniky caamessoro (Ocimum sanctum) (8:1) (excTparenT:
soaa ounwmena) 1000 mr; 600 mg of dry extract of liquorice {Glycyrrhiza glabra) (5:1) (extracting agent: purified water)/ cyxoro CKCTPAKTY CONDAKK
ronoi (Giycyrrhiza glabra) (5:1) (excrparent: Bona ouminena) 600 Mr; 500 mg of dry extract of turmeric (Curcuma longa) (10:1) (extracting agent:
purified water)/ cyxoro exkcTpakTy Kypkymu oeroi (Curcuma longa) (10:1) (exctparesT: Boga ownwena) 500 mr; 100 mg of dry extract of ginger
(Zingiber officinale) (10:1) (extracting agent: purified water)/ cyxoro excrpaxry iM6Hpy Jixapcskoro (Zingiber officinale) (10:1) (excrparenr. Boza
ounmiena) 100 mr; 600 mg of dry extract of Justicia adhatoda (Adhatoda vasika) (4:1) (extracting agent: purified water)/ cyxoro EKCTPAKTY FOCTHLT
anavoya (Adhatoda vasika) (4:1) (excparenT: soaa ouniena) 600 mr; 200 mg of dry extract of Indian nightshade (Solanum indicum) (12:1) (extracting
agent; purified water)/ cyxoro eKCTpakTy nac/isoHy iHaiticbkoro (Solanum indicum) (12:1) (exctparent: Boaa ountena) 200 mr; 200 mg of dry extract
of Inula racemosa (Inula racemosa) (5:1) (extracting agent: purified water)/ cyxoro €XCTpaKTy AesacIy panemosa (Inula racemosa) (5:1) (excrparenT:
Bozta ouniiena) 200 mr; 100 mg of dry extract of cubeb (Piper cubeba) (12:1) (extracting agent: purified water)/ CYXOr0 eKCTpaKTy nepipo Kybeba (Piper
cubeba) (12:1) {excrparent: sona ountuena) 100 Mr; 200 mg of dry extract of Terminalia belerica (Terminalia belerica) (5:1) (extracting agent: purified
water)/ cyxoro ekcTpakTy Tepminanii Gencpixa (Terminalia belerica) (5:1) (excrparenT: sona oumena) 200 Mr; 500 mg of dry extract of Aloe
barbadensis (Aloe barbadensis) (4:1) (extracting agent: purified water)/ cyxoro exctpaxry anoe Gap6azoca (Aloe barbadensis) (4:1) (excrparent: Boaa
ounmena) 500 Mr; 60 mg of menthol/ mesrtony 60 mr

Test/ Tecr Specification / Cnenudixanis Result / Peayastar
L.Description/ Ounc A dark green coloured syrupy liquid with sweet pineapple taste/ Temuo-3enena cuponononibua . ’
PiZMHA 3 CONOKMM CMAKOM RHAHACY Comply / Bianosizae
2.Xdentification/ nesrudicanin:
2.1. Phenols/ denonu A. The character blue colouration develops when reacting with ferrous chloride-potassium
ferricyanide reagent/ 3 pearenrom 3aniza Xnopazy — kanito depuupaniay 3’asIR€TbCA Comply / Bianosinae
XapaKTepHE CHHE 3a6apaneHHs

B. The character violet colouration develops when reacting with vanillin reagent in sulphuric
acid/ 3 pearenTom saninin s cipuaniit kcnoTi 3’ ABAAETECR XapaKTepHe dionetose 3abapsnenns  Comply / Bianosizac

C. A major spot with Rf ~ 0.9 is present at the chromatogram of the test preparation/ Ha

Xpomarorpami ZOCHIZDKYBaHOTO PO3UKHY NPHCYTHA OCHOBHA nasMa 3 Rf ~ 0.9 Comply / Bianosinae
2.2. Alkaloids/ Ankanoiny A. 2 major spots with Rf ~ 0.18 and 0.9 are present at the chromatogram of the test preparation/

Ha xpomaTorpami aocsizvkysanoro po3usny apucyTsi 2 ocHOBHI uamu 3 Rf~ 0.18 1 0.9 Comply / Bignoeigac

B. The character orange coloration develops when reacting with Dragendorff’s reagent/ 3 ) .

pearestom Jlparenaopa po3BHBAECTLCA XAPAKTEPHE OPAHKEBE 3a6apBICHH Comply / Biznosinae
2.3. Flavonoids/ ®nasonoian A, The character yellow-blue fluorescence is observed at A = 365nm/ Tlpu A=365 uM Comply / Bimnosizae

CROCTEPIracTsCA XapaKTEpHa KOBTO-CHHS (iyopecueHiLia

B. 2 major spots with Rf ~ 0.28 and 0.46 are present at the chromatogram of the test preparation/
Ha xpomaTorpami 0cnipKyBaHOrO po3uusy NPUCYTHI 2 ocHOBHI nvamu R ~ 0.28 i 0.46 Comply / Binnosinae
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QUALITY CERTIFICATE / CEPTH®IKAT AKOCTI N 10FP22004517

?Zwé":c‘ Product name / Hafivenysauns DOKTOR MOM® / Batch Number / Homep PZU22036 ~
5 Y Bpoaykry: JAOKTOP MOM® cepil;

Test/ Teer Specification / Cneundixauin Result / Pesyantar
Z.Identification/ Inewrudixanin :
2.4. Glycerol/ I'ninepun A. The character black colouration develops when reacting with potassium iodide-mercury
chioride reagent/ 3 pearerrom xanito fomi ~ pryri XNOPUR POIBUBACTLCA XAPAKTEPHE HopHE  Comply / Binnosinae
3a6apBncHns

B. The retention time of the principal peak in the chromatogram of the test preparation

corresponds to the retention time of the principal peak in the chromatogram of the standard ) i
preparation/ ac yTpiMyBaHHR OCHOBHOTO NKY Ha XPOMATOPaM] JOCIDKYBAHOTO pozuHHy Comply / Bianosizae
BUIMOBAAE YaCy YIPHMYBAHHA OCHOBHOO TiKy Ha XpOMAaTOrpaMi CTaHAAPTHOIO PO3YHHY

2.5.Sodium methyl The retention time of the major peaks in the chromatogram of the test preparation corresponds to

parahydroxybenzoate the retention time of the peaks of sodium methyl parahydroxybenzoate and sodium propyl

Sodium propy! parahydroxybenzoate in the chromatogram of the standard preparation (obtained in the Assay

parahydroxybenzoate / test)/ Hac yrprmyBanns ocHOBHUX nikis na XpOMATOrpami ZOCHIDKYBAHOIO POSHHHY BiRNOBIAAC

Harpio 4acy YIPHMYBaHHA NiKiB KATPit0 METWNApariApPOKCHGeH30aTY i HaTpilt Comply / Biznosinae
Meruanapariapoxcubensoar nponinnapariapokcubensoaty Ha XPOMATOTpaMi CTaHAAPTHOTO PO3HKHY (OTpMMaHO! NpH

Harpiio ananizi KinpxicHe susnauenns)

nponinnaparigpokcubensoar

2.6. Sodium benzoate/ Hatpi#t The retention time of the sodium benzoate peak in the chromatogram of the test preparation

BeHzoar corresponds to the retention time of the sodium benzoate peak in the chromatogram of the
standard preparation (obtained in the Assay test)/ Yac YTpuMyBaHHA niky Hatpilt Genzoaty Ha , !
XPOMATOrpami JOCHI/KYBAHOTO POSUMHY BIATIOBIAAC HACY YTPHMYBAHAA Niky HaTpift Gerzoary  Comply / Bianosinac
HA XpOMATOrpami CTAHAAPTHOrO PO3YHHY (OTpUMaHOT npx ananisi Kinskicwe BH3HAYCHHA)

2.7. Colorant BQ Supra/ Maximum peak of the analysed sample solution must not differ from the standard by more than
Bapsuuk BQ Cynpa * 5 nim/ Maxeumansiuii nik aocni micysasoro PO3YHHY 3pE3KA HC NOBHHEH BiAPISHATUCH BIR Comply / Biznosinac
CTARAAPTHOTO Ginblt HiXK HA £5 BM

J.Volume / O6'em Not less than the labeiled amount/ He menue 3assrenof kinbkocti 151  mbmn

4.pH 4.0-6.2 5.0

5. Weight/ml at 25°C/

Tycruua (waca/mn) npu 120-1.40 g/r 127 gr

Temneparypi 25°C

6. Heavy metals/ Baskki Not more 20 ppnv/ He 6insiue 20 ppm Comply / Bianosizae

MeTaIH

7. Assay/ Kinbkicne pusnavenun:

7.1.Mentol /Mexron Not less than 80 % of labelled amount, i.e. not less 0.48 mg/ml/ He menwe 80% in 3aspaenoi 0.63 mg/ml /
Kinbkocti, 0670 He Menue 0.48 mo/ma MM

7.2.Tannins/ Taniun 0.07-015% 012 %

7.3.Saponins/ Canoninn 0.1-06% 03 %

7.4 Sodium benzoate/ Hatpito 90 - 110 % of labelled amount, i..3.15 - 3.85 mg/ml/ 90-110% sin 3asenenof kinekocti, To6To 352 mg/ml /

Gensoar 3.15-3.85 mr/imn Mr/ma

1.5.Sodium methyl Not less than 80 % of labelled amount, i.. not less 0,80 mg/ml/ He menmme 80% iz 3assnesoi 099 mg/ml/

parahydroxybenzoate/ Harpiio xinsxocti, 10670 ue Menme 0,80 Mr/mn Mr/Ma

MeTIapari Apokcudenzoar

7.6. Sodium propyl Not less than 80 % of labelled amount, i.e. not less 0,40 mg/ml/ He menue 80% six 3assnenoi 0,49 mg/ml/

parahydroxybenzoate / kinekoeti, To61o He Memne 0,40 mr/mn Mr/Ma

Harpiio

nponinnaparispoxcubensoar

7.7.8orbic acid/ Kucnora Not less than 70 % of the labelled amount i.c. not less 0,35 mg/ml/ He menure 70% sia 0,49 mg/mi/

copGinoea 3aaBeH0T KimbkocTi, To6To He Mene 0.35 Mr/ma MI/MIE
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QUALITY CERTIFICATE / CEPTH®IKAT IKOCTI N 10FP22004517
m Product name / DOKTOR MOM® / Baich Number / "
@ Haitmenypanns npoaykry: JOKTOP MOM® PZU22036

Homep cepii:

Test/ Teer Specification / Cnenudixanis Result / Pesynwrar
8. Microbiological purity/ MixpoGionoriuna gncrora;
8.1. Total Aerobic Microbial Count /3aransia xinskicts  Not more than 10* CFU / mi / He 6imswe 10* KYO /mn 0 CFU/ml/
aepobuux Gakrepit (TAMC) KYO/un
8.2. Total Combined Yeasts and Moulds Count / Not more than 10* CFU / ml / He 6insme 10°KYO /Ma © CFU/ml/
3aransha KiNEKICTs APDKIDKOBYX Ta ARICHNBUX rpubin 0 K¥YO/ma
{TYMC)
8.3, Bile-tolerant Gram-negative Bacteria/ Xosuo- Not than more 10 CFU / ml / He 6insmie 1R KYO / Ma <10 CFU/ml/
TONEPAHTHI TpaM-HeraTnsHi Gaxrepii : KYO/mn
8.4. Escherichia coli and/i Staphylococcus aureus Absent in 1 ml/ Biacymicre 8 1 Ma Comply / Biznosinae
8.5. Salmonella Absent in 25 ml / Bigcyrnicts 5 25 mn Comply / Bianosinae
Comments / Komenrapi: Accepted/TIputingaro

* 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 /flara BHIYCKY Cepii - Iata KonH XaHa cepin Gyna ceprudikopana B noBHiH
signosianocti Ao BuMor HBII Ta sateepmiesa Ynoenosaxenoio Ocoboi misxom CNCKTPOHHOD NIZNKCY B BaniORaHil KoMI'oTepHill crcTeMi
BHPOOHUNOT AiNBRML,

** 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 /[lata 6ins pyusoro ninnucy - aata, Konu naneposa sepeis ceprudixary Gyna posapykosaHa Ta NiAMNHCENA YIOBHOBAKEHOO
ocoGolo y sianoinsocTi mo sumor Hanexwot Tpakraku HoxymeHTyBanux.

Certification statement / 3assa npo ceprudixauilo:

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,

am % 3aceiguyio, o HaseasHa BRI indOPMANIA € AOCTOBIPHOIO T3 TONHOIO. Ilro cepito mpoarykuii 6yn10 BHPOGAEHO, BRAIOYSIONH NAKYBAHHA T3
MAPKYBRHHA Ta NPOBEACHO KOHTPOME ii AKOCTI Ha BuIe3a3HaveHil AibHHL y noBHiit BianosiaHocTi 3 BuMorami GMP, BCTRHOBIECHHUMM MiCUCBHM
PETYAATOPHUM OPraHOM, & TAKOX BiANOBIZHO 40 criewmdikauil, Mo MiCTITLCH Y peccTpaniiiHoMy 20CHE xpaiuu-iMnoprepa. Ilporokomu supoGunuTsa,
NaKysaHHs Ta aHani3is 6yn0 NEpernAxyTo Ta BCTAHOBIEHO BiANOBiAHICT: GMP.

Moameg 23 Blorget G2— Fofni|reza As33- QR Mamages

QP Name / In's VO Signature / Iianuc **Date/**[lata Position / IMocana

YkpaiHa»
iKaLiARWA
a 358935124
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