il

JAEPKINKCIIYKBA
JEPKABHA CIYKEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHTBCBKII OBJIACTI

npocnext Banepis JIobanoscskoro, 51, m. Kuis. 031 10, Tes/thaxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox CLPIIOV 37078774

BHCHOBOK
Npo AKICTh BBE3€HOI0 B Ykpainy aikapeskoro 3acoly

06.09.2019 Ne 54776/19/1011

AOKTOP MOM® I3 ®PYKTOBUM CMAKOM
(HafiMeHyBanHs TiKapehkoro 3acoby 3rimmo 3 pecerpatiiinm MOCRiIMeHHAM)
JBORHHEKH; 110 4 ILOASHHKH Y cTpHmi, 1o 5 CTPHIB ¥ Kopobui
(hopma BUIMyCKy, M03yRAHNA. BRI AKYBRHHA TIKAPCRKOTO 3ac06y)

Homep peectpaiiitoro nocsimenns UA/6076/01/01 CTpox aif peectpauiiinore nocsimuenss 17.10.2019

Cepis nixapchkoro 3acody Ne KU619001 Kinkkiers sresenoro nikapeskoro sacofy 63936
BipoGHuk HOmnix ®apmactiorukan Naboparopis (sinainenus dipmu "Jix. B.
Kemikans eng DapPMachIOTHKAT? JItm.™). Tuais
{HaliMeHyBasHA BUPOSHHKA HikapeLioro 3acoBy. kpaila noxomkeHus)

Baesero B Vpainy ToBapucTBo 3 06MeKeHOIO BijinoBixanenicro " Lkoncon i [woncon

Yxpaina", igenr. cox: 35893512

(Hafivenysanns Ta koa 3a CJIPIIOY OpUARYHOT 6colu aBo npiseHILe. M3, 110 BaTLEOB thiznunol

0cobH - yignpuemus. 1 Micue nposxkHanss Ta pecerpauiinui HoMep o6aikoRoT KapTkl 1wIATHIKA
nojaTkie abo cepis Ta Homep flacnopraj

Miporoxon Bisyanenoro xourposmo six 23.08.2019 M 3155/2.

3a  pesyiwTaTamu HOEPAABHOTO  KOHTPONIO  BCTAHOBLIEHO, IO nikapeeknii  3acid  BmeseHo B Vrpainy 3

)E[OTpEMaHHﬂM BHMOT 32KOHOJIABCTBA OO0 3a063HCUCHES SKOCTI JiKapeLkux 2acobis.
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Unique Pharmacentical Laloratories 1 /{
(a Division of J. B. Chemicals & Pharmacenticals Ltd) TV-TMP-01112v.2-

QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI Ne 15FP19000475

Product name/ DOKTOR MOM® WITH FRUIT FLAVOR/
Halimenysanas poayxry:  JOKTOP MOM® I3 ®PYKTOBHM CMAKOM

Strengthf 1 lozenge contains: dry extract of Glycyrrhiza glabra (extractant: purified water) 15.0 mg; dry extract of Zingiber

Cuta piis officinale (extractant : purified water) 10.0 mg; dry extract of Emblica officinalis (extractant: purified water) 10.0
mg; Menthol 7 mg/ 1 IROARHAK MICTHTB: CYXOTo eKCTPaKTy cosoma royof (5:1) (excrparent: Bofa ouwmena) 15.0
MP} CyXOTo excTpaxty iMGupy nikapeskoro (10:1) (exctparenT: Bosa ouumena) 10.0 Mr; Cyxoro excTpaxty emﬁmrm
mixapepkoi (4:1) (excrparent: Boga ounmena) 10.0 mr; Mewrony 7 Mr

MAA number/ nomep P.JI.: © UA/6076/01/01  Manufacturer license/Jlinensia nupoGnraa; DD/AY/366

Production site name and Unique Pharmaceutical Laboratories (a Division of J.B, Chemicals & Pharmaceuticals Ltd) SurveyNe
location/ Haitmenysanus  101/2 & 102/1, Daman Industrial estate, Airport Road, Village Kadaiya, Daman 396 210, India/ IOnix
Ta MICUEIHAXOMKEHHS ®apmacsrotuian JTaboparapis (sizninerns Gipvu "x. b. Kemixans ean Papmacsiorarans ITI")

LSRR ) Oxpyr Ne101/2 ta 102/1, Hamau Tupacrpian Ecreiit, Efipnopr Poan, ceno Kapaits, Jlamar - 396 210,
: Tupis
Manufacturing country/ Package size and type/ Posmip Ta 4 lozenges in strip; 5 strips in carton pack/ no 4
Hepxana upobruK: India/ Innist THI NAKYDABHA JEOTHHKH Y CTPHIL; YI0 5 CTpHUIIB ¥ rcap'roaﬂm
xopobui
Batch Number/ , . . consumers units /
Howmep cepii: KU619001 Quantity/ Poimip cepii: 64042 crio, yin,
Specification number/ Expiry date/
Ne Creundiranit FP/505145/UA Tepmin mpuaatroeTi: 2022 3
Pharmaceutical form/JMixapenka opmva Lozenges/ Js0xHMKH y;i;af/ 1::;:;::{::
Date of Manufacture/ 2019 4 30  Date of bateh release/ 2019 S 17
Jara supoGHUNTBA: year/  month/ day/  Hara Bumyexy cepii*: year/  month/  day/
pix Micsib ReHs pix Micaus JCHD
Test/ Tecr Specification/ Crennhizanis ' Result/ PesyasTar
1.Description/ Reddish-violet to violet, round biconvex lozenges with multi-fruit flavor/
Onne ‘ Kpyrni, Apoomywti MEOAAHMIH Bif gepBoHO-hioeTonoro xo dioneronoro Comply/Bixnosizae
KOIBOPY i3 (PPYKTOBUM CMAKOM ’
2.Jdentification/ Inenrudixauis :
Color reaction/ Konsoposa peaxuisx Characteristic biue color is produced/ . ;
Comply/Binnosinae
VTBOpEHHS CHHLOTO 3a0apBICHHS
TLC/ TWIX
Emblica officinalis/ EmGxixa nikapcrxa . . o
Glyeyrrhiza glabra/ Conoaa roxa To comply to test/ Binnosinaots Teery Comply/Bignosinae
HPTLC/BETIUX
Glycyrrhiza glabra/ Cononxa rona
Emblica officinalis/ Em6nixa nikapeska T 19 to test/ Bi . Compls/Bi .
Zingiber officinale/ ImMGup nixapesiuit = SREEAY SOt SRR SR e b
Menthol/ Menron
3. Average weight/ Cepeanst maca 2.5g/r £5% 2.5 g/r
4, Assay/ Kinoricue BusHayeHng '
Menthol/ Men"ron >5.6 mg/lozenge/ Mr/ MbOISHUK .69
5. Microbiological purity/ Mixpo6ionoriuna userora
Total Aerobic Microbial Count/ 3arasnsHa Not more than 10°CFU/g/ »
KinsKicrs aepoSuuk Mikpoopraniamis He imswre 102 KVO/r 10 CFU/g/KYO/r
(TAMC) ‘
Total Combined Yeasts and Moulds Count/ Not more than 10)CFU/g/
3arajioHa KINBKICTh APIKIVKOBUX Ta He 6inpme 10! KYO/T <10 CFU/g/KYO/r
nnicunsux rpuGis (TYMC)
Psuedomonas gemginosa Absent/g/ Bigeyraicts B 1 v Comply/Biznosizae
S.aureus Absent/g/ Bigcyrsicte B 1 1 Comply/Bizmosinae
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Unique Pharmaceutical Laboratories 2/2
(a Division of J. B. Chemicals & Pharmacenticals Ltr)

TV-TMP-01112v.2
, QUALITY CERTIFICATY/ CEPTH®IKAT AKOCTI Ne 15FP19000475 '
88 Product name/ DOKTOR MOM® WITH FRUIT FLAVOR/
sl Haiimenysaunn npogykry: JIOKTOP MOM® I3 PPYKTOBUM CMAKOM
MAA ber/ womep P.IL: UA/6076/01/01 i
m"P er omep Date of Manufacture/ 2019 4 30
Pharmaceutical form/JTicapenia popma  Lozenges/ JTsoaumxn Bara supobumurna: year/  month/ day/
PIK MlcAb piteiziy
Batch Number/ Homep cepii: KU619001
2019 5017

Date of bateh release*/ yea/  month/ day/

: Jara sunycicy cepii*: pik Micme XeHE

Test / Tect Specification / Cnenudirauis Result / Pesyaibrar

Comments / Konenmapi

Comply/Bigmonizae

Certification statement / 3asna npo cepridiranito: .

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(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/ HuM 5 3acBifHyI0, INO HaBeZEeHA BUINS
indropmaria € nocToniproIo T2 TouHo0. ITfo cepiio npoayknii Gyio BHPOGIICHO, BIUIOYAIOYY NIAKYBAHHSA TA MAPKYBAHES Ta
IPOBGHEHO KOHTPOIb 1f sKcocTi Ha BUMe3asHadeH i nimsHuni y moBri# BinnosigHocti 3 BuMoram GMP, BeTaHOBEHUMHI
MICIIEBHM PETYILITOPHMM OPTAHOM, 8 TAkOX BINOBLAHO Mo cremdikauil, wo MicTarses y peecTpaniiHoMy HOCKE KpaiHi-
immoprepa. ITpoToKvIH BUpOGHHIIBA, AXYBAHH T4 AHANI3IB 6YI0 NEPEIJINHYTO T BCTAHOBIEHO pinmosizuicrs sinvoram GMP,

* 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 /Jlara BUIycKy cepil - Z1aTa KONH JaHa
cepin 6yna cepradixosana 8 nopuiit sinnosinnocti zo sumor HBII T2 sarsepiixena VrosroBaNkeHoH OcoG0X0 HILTXOM
EICKIPOHHOrO TIIMUCY B BANAOBAHIH KoMI'ToTepHilt cucTemi BUPOCHITOT ATMBHHIL

% 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 /ara 6ins pyusoro nimmey - nata, KOJH naneposa Bepeis ceprubirary Gyia
PO3JIpyXoBaHa Ta nianucana YIOBHOBDIEHO 0c06010 ¥ BiAnosixHoCTi X0 Bumor Hanexmol TIpaxrukn JOKyMERTYRaHHS,

o Grg et ol

QP Name / Inv’st VO Signature / ITinmac

Do Gk

Position/ ITocana
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