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QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI Ne 15FP22000011

DOKTOR MOM® WITH RASPBERRY FLAVOR/ZOKTOP MOM® 31 CMAKOM MAJIHH
Product name/ Hailinenysauus npogykry:

| lozenge contains: dry extract of Glycyrrhiza glabra (5:1) (extractant: purified water) 15.0 mg: dry extract of Zingiber officinale (10:1) (extractant :
purified water) 10.0 mg; dry extract of Emblica officinahis (4:1) (extractant: purified water) 10.0 mg: Menthol 7 mg/ 1 nboasiK MICTHTE: CYX0ro
EKCTPAKTY CONOAKK ronoi (5:1) (excrparenT: Bona ouumena) 15.0 mr; cyxoro ekcrpakry imGupy nikapeskoro (10:1) (ekcrparent: soaa oviwena) 10.0
MF; CYXOro eKcTpaKTy emOniku miapcukol (4:1) (excrparent: soaa ouniwena) 10.0 mr menTony 7 mr

MAA number/ nomep P.IL: UA/2408/01/01 DD/AY /366

Production site name and Unique Pharmaceutical Laboratories (a Division of J.B. Chemicals & Pharmaceuticals Ltd) SurveyNe 101/2 & 102/1, Daman Industrial
location/ Haifimenysaunn estate, Airport Road, Village Kadaiya, Daman 396 210, India/ 1Onix d»apmackiotikan JiaGoparopis (simninenua dipan “Jhx. B. Kemikans

Strengih/
Cuna aii:

Manuincturer license/liwensin supobnisa:

TA MicueInAXOLHCHNT
NiNsAHICH:

Manufacturing country/
Aepmapa pupobun:

Batch Number/
Homep cepii:

Specification number/
Ne Cneundicauii:

Pharmaceutical form/Jlixapesica dopma

Date of Manufacture/
Hara supobunursa:

Test/ Tecr

1.Description/
Onue

enn Papmacsrotukans JIT/L.") Okpyr Nel01/2 Ta 102/1, Jlamau Iupactpian Ecteitr, Eitpnopt Poan, ceno Kaaaiin, Hdaman - 396 210, Inain

Package size and type/ Poamip Ta 4 lozenges in strip; 5 strips in carton pack/ no 4 nsoasuukn y cTpuni; no 5 crpunis

i Toain THA NAKYBAHNA: Y KapTOHHiil kopobui
conswmers units /
KWR21003 Quantity/ Poamip cepii: 118466 cnow, yn.
FP/507011/UA Expiry dn:e{}ln-rn aarinyenns erpory
NPUAATHOCTI: 2024 11
year/ month/
Lozenges/ Nibopaxnkn 7 Shtin
2021 12 29  Date of batch release®/ , 2022 1 17
year/ month/ dayl  JlaTa Bunycky cepii*: year!  month/ day/
pix MICALL news pik Micaie aene

Specification/ Cneundirauin

Red to dark red, round biconvex lozenges with raspberry flavor/ Kpyrai, asoonyini AbOLAHHKH Bifl YEPBOHOTO N0
TEMHO-YEPBOHOIO KONBOPY 3 MANHHOBIM CMAKOM .

2.1dentification™*/ lnewrndpircauin**

Menthol/ MenTton

Glyeyrrhizic Acid/
Tniunpusunosa
KHCnoTA

Gallic Acid/ I'aniesa
KHcnoTa

6-Shogaol/ 6-LWoraon

Canmoisine (E 122)/
Kapmoisuu (E 122)

The retention time of the peak of the menthol of the test solution corresponds (o the mainienance time of the peak
of menthol of the standard solution, as obtained in the Assay/ Hac yTpHMYBAHHA MiKY MEHTONY AOCHTMKYBAHOIO
PO34lHY BiANOBIMAC YaCY YTPHMYBAHHA MIKY MEHTONY CTAHAAPTHOTO PO3UHHY, AK OTPHMAHO B KiflbKICHOMY
BHIHAYCHHI

The retention time of the peak of the glycyrrhizic acid on the chromatogram of the test solution (TS) corresponds to
that on a chromatogram of the reference standard solution (RS), as obtained in the Assay/ Yac yTpumysaHus niky
CAIUHPHINHOBOT KHCOTH HA XPOMATOrpami AocAimicyBsaHoro poauuHy (TS) sianosinac TakoMmy Ha Xpomartorpami
ETANOHHOTO CTAHAAPTHOrO po3uiHy (RS), AK OTPHMAHO B KINLKICHOMY BIIHAYEHHI

The retention time of the peak of the gallic acid in the chromatogram of the test solution (TS) corresponds to that
on the chromatogram of the reference standard solution (RS), as obtained in the Assay/ Hac yrpumanus niky
ranienoi KMCNOTH Ha XpoMatorpami aochimicysasoro po3unny (TS) sianosigac TakoMy Ha Xpomarorpami
ETWIOHHOTO CTAHAAPTHOIO po3unHy (RS), AK OTPHMAHO B KINBKICHOMY BHIHAYEHHI

The retention time of the peak of the 6-Shogaol on the chromatogram of the test solution (TS) corresponds to that

on the chromatogram of the refenrence standard solution (RS), as obtained in the Assay / Yac yTpimysanHa niky 6-

LLloraony Ha Xxpomatorpami A0cHiwikysaHoro posunny (TS) ianosiaac TAKOMY HA XPOMATOrpaMi ETANOHHOIO
CTaHAapTHOrO poauuHy (RS), AK OTPHMAHO B KiNbLKICHOMY BH3HAYEHHI

The maximum absorption in standard solution and test solution is observed at approximately 51 8nm=10 nm. The

peak of the test solution should not vary by £5 nm from the peak of the standard solution / Makcumym norsimHaHH:
B CTAHAAPTHOMY PO34HHI Ta NOCHILKYBAHOMY PO3uiHi cnocTepiractoen npubansso npu 518w x1
Makcumym niky A0CHiDIYBAHOTO PO3YHHY HE NOBHHEH IMIHIOBATHCA Ha £5 HM BiJl MAKCHM
CTAHAAPTHONO PO3UIHY

Result/ Peayastat

Comply/Bianosinae

Comply/Bianosinae

Comply/Bianosinae

Comply/Bianosinae

Comply/Bianosinae

Comply/Bianosinae
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Product name/ DOKTOR MOM® WITH RASPBERRY FLAVOR/QOKTOP MOM® 31 CMAKOM MAJMHH
HaiimenyBanna npoaysry:

MAA number/ noniep P.JI1.:

UA/2408/01/01 Expiry date/lata

5 2024 11
= r o JaKiMucnnuga CT"IDK_\' " o
Pharmaceutical form/Mikapesica dopaia  Lozenges/ Jisomamikn upuARTHOCTI: r::: :::“\.
Batch Number/ Hosmep cepii: KWR21003
L 2021 12 29 2022 1 17
Date of Manufact
)1“: “5“" L "'_U yeart sonthd day! Date of batch releasc®/ year/ st day/
BHPODHIUTBA: ik MicH b neHb JlaTa sunycxy cepii*: i MICHUb aens
Test / Teer Specification / Cneundiicnuin Result / Peavaurar
3. Average weight/ Cepeann maca 2.5g/r £5% 25gr

4. Assay/ KinbkicHe Busznauenns
Menthol/ MexTon

Glyeyrrhizic Acid/ Tniwmpisiosa kncnota

Gallic Acid/ I'anicpa kncnora
6-Shogaol/ 6-11loraon

>5.6 mg/lozenge/ 25.6 Mr/ AbonAHNK
20.21 mg/lozenge/ 20.21 Mr/nsonannk

20.12 mg/lozenge/ 20.12 mrinsoasHnk

>0.038 pgflozenge/ =20.038 mrr/nbomaHnK

7.1 mgllozenge/ mr/ nboannuk
0.38 mg/lozenge/ mr/ nvopamnik

0.2 mg/lozenge/ mr/ nsonsannk
1.281 pg/lozenge/mir/ nbopanuk

5. Microbiological purity / MixpoGionoriuna uncrora
Total Aerobic Microbial
olal Aerobic Microbial Count/ 3aransna Not more than 10°CFU/g/

?‘:‘J::.;‘g; aepobGHIX MIKPOOpraHizmie He Ginswe 10? KYO/r <10 CFU/g/KYOIr
Total Combined Yeasts and Moulds Count/
3aransHa KinbKicTs APHIIDKOBIX Ta Not more than 10'CFU/g/ <10 CFU/g/KYOIr

nnicuasix rpubis (TYMC) He Oimeme 10' KVOIr

Pseudomonas aeruginosa Absent/g/ BincyTtHicte s 1 1 Comply/Binnosinae
S.aureus Absent/g/ Bincythicte B | Comply/Binnosinae
Comments / Konenmapi

Comply/Bianosinae

* 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 validaled computerized system of production site /[lara sunycky cepii - naTa konn aava cepin Oyna ceprndikorana e nosHiii sianosianocTi ao sumor HBI
Ta 3aTBepkeHa Y nosHobmkeHo10 Ocob0io WNAXOM ENEKTPOHHOIO NiANNCY B BaniAobaHiil komMn'loTepHiit cucTeMi BHPoGHUYOT AinLHHUIL

**Tests are performed only while release/ BunpoGynanun BHKOHYIOTECS TIBKN MPH BHITYCKY

#*% 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 Gina pysHOro nianucy - NaTa, KOAW NAncpoBa pepcia ceprudikaty Gyna po3npykoBaHa Ta niAnnicaHa Y NOBHOBAXEH0IO 0coGo10 Y BIANOBIAKOCTI A0
sumor Hanemnol Mpaktnkn JokymeHTyBaHKA.

Certification statement / 3anea npo ceprudixaunin:

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 product specification file for Investigational Medicinal products. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP./Llum 5 3acsinuyio, wio HapeneHa siue indiopmauis € noctosipHolo Ta Tounoio. Liro cepito npoaykuii 6yno supoGaeto,
BKNIOMAIOMH NAKYBAHHA/ MAPKYBAHHA T4 NPOBEAEHO KOHTPO/L Ti AKOCTI Ha BHLIE3A3HAYEHIN AinbHUUI Y NoBHIN BianosiaHocTi 3 sumoramy GMP, scTanosnennmn
MICUEBHM PETYAATOPHIM OPraHoM, & TAKOXK BIANOBIAHO A0 cneungikauif, Lo MICTATLCA Y peecTpauilioMy Aocke KpaiHu-imnopTepa abo y nocke cneundikauii Ha
npenapar s JA0CALKYBaHOro Nikapebkoro 3acoby. [poTokonn BnpobuHuTea, Nnakysanna Ta ananizis Gyno nepernaHyTo Ta BCTaHOBNEHO pimnosiaHicTs GMP.

A Vo

Signature / Mianue

tha_ﬂhjur{»—fu 1)er)ra-
Qualified Person Name /
[[*8] Ylg::g;muo‘l’

Date***/[lara***




JIEPXKJIIKCITYKBA
JTEPKABHA CJIYVKEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM YV KHIBCHKIA OBJIACTI

npocriekT Banepia JlobanoBcekoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, https://www.dls.gov.ua, Kox €E/IPTIOY 37078774

BUCHOBOK
Nnpo AKICTH BBE3€HOI0 B YKpaiHy JiKkapcbKoro 3acody

07.05.2022 Ne 17966/22/10

JOKTOP MOM® 31 CMAKOM MAJIMHHA

(naliMenyBaHns JikapcsKoro 3acofy 3riZiHO 3 peecTpaliiiHAM NOCBIMEHHAM )
JLOAAHHKH 110 4 IL0ASTHHKH Y CTPHIII; 10 5 cTpHIiB Y KapTOHHIH KopoOii

(opma BunycKy, AO3yBaHHSA, BH]| NAKYBaHHSA JTIKapCcEKOro 3acoby)
Howmep peectpaniiinoro nocsigaenns UA/2408/01/01 crpox aii peectpaniiinoro nocsigaenns 01.01,.2099
Cepis nikapcskoro 3acoby Ne KWR21003 KinskicTs BBe3eHOr0 nikapcekoro 3acoby 118368

IOnik ®apmacerorukan Jlaboparopis (Bimninenns ¢ipmu "Jx. B.

Brpob ; i
TR Kemikan3 enn @apmaceroTukans JItn."), Ykpaina

(maiimenyranns BupobHEKa nikapceKoro 2acoby, KpaiHa NOXOKEHHA)

Beezeno B Ykpainy ToBapucTBo 3 06MexkeHo010 BignosiganbuicTio " xouncon i [xoucon
Vkpaina", inenr. xon: 35893512

HaliMel aa Ta koj 3a €IPIIOY opuau4nol ocobn abo npissHine, im'a, no 6aTbkoBi
HYBaH op! ap
i3n4HOi ocobH - mi HEMITA, T1 MicTe FHBAHHSA TA ilHuil HoMep obnikoroi
1Anp! npo peecTpaly ep
KapTKH [UIATHHKA NOJaTKie abo cepis Ta HoMep nacnopra)

Iporoxon sisyansnoro xourposo six 07.05.2022 Ne 1010/1.

3a pe3synsTaTaMH JEPXABHOIO KOHTPONIO BCTAHOBIEHO, IO JIKAapchKWil 3aci6 BBeseHo B VYkpainy 3

JAOTPHMAHHAM BEMOT 3aKOHOJaBCTBA MIOJO 3abe3neueH s AKOCTI JIKaPCHKHX 3aC001B.

7%% Bnagucnas IETPOCOB

(mianuc) (iniuiank Ta npissume)
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