/S

AEP?KABHA CJIIYKBA 3 JIIKAPCbKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

mpos. CeiTinuynoi Hanit, 3, m.Kuis, 02099, Ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JIKAPCbKOTO0 3aC00y

05.12.2023 Ne 52916/23/10

AOKTOP MOM® 31 CMAKOM AITEJIBCUHA

(HaHMeHyBaHH: TIKapchKoro 3ac06y 3LimHO 3 PEECTPAIIAHIM MOCBIIYEHHsAM)
JAbOMAHUKH; 110 4 THOASIHUKH Y CTPHII; 10 5 cTpumis Y KapTOHHI# Kopodui

(Gopma BHIycKy, 103yBaHHs, BUA MaKyBaHHs1 IIKAPCHKOro 3acoby)

Howmep peecrpaniitnoro mocsizuenus UA/2409/01/01 CTPOK Ail peecrpartiiinoro nmocsingyenns 01.01.2099

Cepist aixapcskoro 3acoby Ne K8U23009 KinekicTs BBe3eHoro nikapeskoro 3acoby 67200
BupoGHk HOnik ®apmacsrorrkan JIaboparopis (Binainenus dipmu "Ik, B,
Kemixans emn ®apmaceroruxanm JItn."), Innis
(HaliMeHyBaHHA BHPOOHHKA MIKAPCHKOTo 3acofy, kpaina MOXOJKCHHS )
Bseseno B Ykpainy ToBapucTBo 3 06MexkeH0K0 BiNNOBiaILHICTIO " I2koHCOH i IskoHCOH

YIgpa'l'Hﬂ", inenr. kox: 35893512

(naiiMeHyBaHHA Ta KO 3a CIPTIOY ropuanuHoi ocobu abo MPI3BHIILE, iM'S, MO HATHKOR] DI3HUHO]
0CO0H - MmiAnpHeMIIs, il MicIe TPOKHUBAHHS Ta PeeCTpaliiHmii HoMep 00N KOBOT KAPTKH [LIATHHKA
MOMATKIB abo cepis Ta HOMep macrmopra)

IIpoToxon Bisyansuoro xourponro Bix 27.10.2023 No 3411/3.

Jlaboparopnwmit ananis sikocri nikapcskoro 3ac00y 3/11icHEH MiA:

[epixaBHa HaykoBO-10CIiAHA TabOpaTOpis 3 KOHTPOJIIO SIKOCTI JIIKAPCBKHX 3aco0iB JlepikaBioi
YCTaHOBHM "[HCTHUTYT IpOManchKoro 340pos's im. Q.M. Mapseesa HAMH Vkpainu" (m.Kuis,
By.L.ITormryapenxa 50)

(HalMEHyBaHHs Ta MiCIEe3HaX0KEHH nadoparopii, o NpoBena nabopaTopHHil ananis SKOCTI)

BricHoBox w0710 sixocTi mikapeskoro 3acoby, sunauuii naboparopicio six 30.11.2023 No 2511

Pesynsraru naboparopuoro ananisy sxocri INKapCLKOTO 3acoBy 3a IEPEeBipEeHUMH TOKAZHUKAMU BIANIOBIAA0TH
BAMOT'aM METO/IB KOHTPOMIO SKOCTI (aHaMTHYHO-HOPMATHBHOI AOKYMEHTAILI).
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Uniue Pharmncetitical Luborgtories
fa Division of 1. . Chenticals & Pltringventicals L)

TV-TMP-01120 v.§
QUALITY CERTIFICATE/ CEPTHDIKAT IKOCTINe 158223001 146

DOXTOR MOM® WITH ORANGE FLAVOR/AOKTOP MOM® 31 CMAKOM AHENLCHHY
Product name/ Haitnenynanns THIOEYRTY:

Strength/ 1 lozenge contains: dry extract of Glycyrhiza glabra (5:1) (extractant; purified waler) 15.0 mg; dry extract of Zingiber officinale (10:1) (extractant -

Cnaapic purified water) 10.0 mg; dry extract of Emblica officinalis {4:1) (extractant: purified water) 10.0 mg; Menthol 7 g | DbORTHHK MiCTHTS CYXOTQ
EKETPRKTY CONOAKH Fosiof (5:1) (excparenT: soxa ouintena) 15.0 mr; cyxoro CxeTpaNTy IMONpY mikapchroro (10: 1) (excrparenT: nona OHIfienHa)
10.0 mr; cyxoro excrpakry exbniir Aixapoekoi (4:1) (excrparent: poga onunena} 10.0 Mr; menrony 7 mr

MAA nomber/ Homepn PIT,; UA/2409/01/0} Manufaciurer Heense/Minensin m[]j{;ﬁ““g&: DD/AY/366

Preduction site name sndt Unique Phamaceutical Laboratories (z Division of I.B. Chemicals & Pharmusceuticals Lid) SurveyNe 10172 & 102/1, Daman Industrial
location/ Haiistenynanns estate, Atrport Road, Village Kadaiya, Daman 396 210, India/ I0uix DaprachioTiKa] Habeparopis (sinminemn dipaay "Hx. B,

TR micuentxomRenns  Kewmikans eny Papmacwotiians ATH ") Okpyr Nel01/2 va 10271, Haman Figacpian Ecrelit, Efipnopt Poax, cenio Kanaitn, Many -
AARHE: 396 210, lunia

Manwfacturing country/ Package size and type/ Poeamip ra 4 lozenges in steip; S strips in carton pack/ 0o 4 nvonsnsna y CEPHAE; 10 5

India/ tnpi ; .
HAepirasa srpofinik; sl THIT REKYBARKM: CTPHINB ¥ xaprouRil Kopobud
Bateh Number/ CONSUMCErs wnils /
Hoxmep eepil; K8U23009 Quantity/ Poasip cepit: 67202 crio. i,
Sl’miﬁ“ﬁﬁf’ ““_‘I‘hﬂf FPISO7012/UA Expiry date/fiata sainvenus CTROKY
Ne Criewerdrineanis; | NpUNR THOCTI: 2096 g
Phavmuaceuticsl form/Micapenica thopra Lozenges/ Mbonamixs year!  montly
[E1]. MICK1IA

Bate of Muanufaciure/ 2023 7 3 Date of bateh release®/ 2023 7 18
Kata supobunnrea; year/  monih/ day/  Jara mumyexy cepiits yewr/  month!  dags

pik MICH  geHs pix Hicam AtHh
Test/ Tect Specification/ Coeundirauvis Result! Pexynwrar
1L.Bescription/ An orange, round bieonvex lozenges with erange Aavor/ Kpyrai, reoonyxni nnoasuxy NMOMAPAHYEROro ) '
Onane KONLOPY 3 BACHBCIIHOBIM CMAKOM Comply/Birnoeinae

Lidentification™*/ Teevndicanis®s ¢«
The retention tine of the peak of the menthol of the test solutien corresponds to the maintenance time of the
peak of menthol of the standard so) ution, as obtained in the Assay/ Yac yTprmysanns RIKY MeHTOMY

Menthol/ Menton HOCAUBKYRGHOI® POSHIHY BiRAOSIRAC Aoy YTPUNYBARHA NIKY MEHTOIY CTAHNSPTHOTO POBYINTY, 1K OTPUMAHO Comply/Bignasinac
B KTHKICHOMY Bltitaverni
gy g The retention time of the peak of the glycyorhizic acid on the chromatogram of the test solution (TS)
Glyeyrrhizic Acid/ : : . -
SO cortesponds to that on a chromatogram of the reference standard solution {RS), o5 obtained in the Assay/ Hac ; j
Fenupusisnoss ' . ,- % ) : . TS g 3 Comply/Bianosipae
- YIPHMYBAHHA MHKY TRUHPHINHOB0T KHCOTH Ha APOMATOrpRME AOCTIKYRAHGTO posmitny (TS) nignoninac

TAKOMY Ha XPOMBTOTDAMI £TARCHHOIG CTAHRAPTHOTO pozanny (RS), ax orprivano » KiAbKIEHOMY BRIHAUCHRI

The retention time of the peak of the gallic acid in the chromatogram of the test solution {T8) corresponds to
Gallic Acid/ Tamiens  thaton the chiyomatogram of the reference siandard solution (RS}, as obtained in the Assay/ Yac yrpiaManus
KHCHOTH niky rasiesol mrcroTi pa XpOMATOrpaMi A0CAHIYBAKOr0 po3tmiy (18) sinnoninae Taxory Ha XpoMaTorpami
CTANOHHOTO CTaHRApTHOTO posvitny (RS), mc orpuaano s KITRKICHOMY BE3HAMe M

Comply/Bisnosizac

The retention time of the peak of the 6-Shogaol on the chiromatogram of the test solution (TS} corresponds to
that on the chromatopram of the refenrence standaed solution (RS), as obtained in the Assay / Uap

6-Shogaol/ 6-Illoraon YTpuMysanua niky 6-1loraony na XPOMATOTPAMI A0CHI AAYBAHOTO pozustny {TS) ninnosinac rakomy na Comply/Bianoninec
XPONATOIPAMI ETANCGRHOIO CTARAIPTHOrO podtiitiy (RS), Ak OTPHMARO B KinkiicHOMY Bi3HAYENH]
The maximam absorption in standard solution and test solution is observed ai approximaiely 484nm= 16 nm,
Sunsct Yellow FCF The peak of the lest solution should not vary by 25 nm from the peak of the standard sol utios / Maiccaya
(E 110y g FCF  TTOTMMEHNR B CTARAAPTROMY POIHNEI T8 NOCKZKYBAHOMY POSHHIS CNOCTEpIrAETEOR fPHGAKIHO TIpi 484 HA! Comply/Binnosifae
(}gﬂf IT ;; L =10 a1, Marcuayst miky AOCIHIHYBAHOTO POTUMHY HE FIOBIHICH IMIHIODATHCE A &5 HM BIR Makcrmysa miky

CTEHIAPTHOrO PO3YHAY
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Unique Pharaceutical Laboratories
{m Division of 4. B. Chenvicols & Pharmiacenticals Ld)

TV-TMP-01120 v.5
QUALITY CERTIFICATE/ CEPTHOIKAT SSKOCTI Mo 15FP23001 146

Product name/ DOKTOR MOM® WITH ORANGE FLAVOR/AOKTOP MOM® 31 CMAKOM AIIEJNLCHAY
Haiisenynamis nponyrry;
MAA number/ womep PLEL: UA/2409/01/01 Expiry date/Hava _— ;

SAKIHYEHUA CTPORY

Pharmaceuticat form/Mitapenica qrepa Lozenges/ Neomaunge ApHEATHOCTE E‘;;’:" f;z‘;g
Bateh Number/ Honep cepii: K8UZ3009
2023 7 3 2023 7 18

Date qf byl aﬁﬂufﬂctur:ef gt T day/ Date of batch release*/ vear! mongh day/
Hara supebamuron: pix Micany aeae  Hara minycky eepii: piK Micass  aenn
Test/ Teer Specification / Crenndiranis Resuit / Pesvanrar
3. Average weight/ Cepeanst maca 2.2gr £5% 2.5 pir
4. Assay/ Kinbgicme BUIHENCHHS
Menthol/ Meuron 23.6 mgllozenge/ 25.6 ar/ monsmik 7.1 mgllozenpe/ Msf neonsimm
Glycymrhizic Acid/ Tnimiphsunosa ksenora 2021 mg/lozenge/ 20,21 mrinyopasix 0.24 mg/lozenge! v meoRsHIK
Gallic Acid/ Tanicea kucnora 20.12 mg/lozenge/ 20,12 Mr/npoasnnk 0.2 mgflezenge/ M/ mnopamnx
6-Shiogaol/ 6-Hloraos 20.038 pgfiozenge/ 20.038 sxx/sonsunx 0.217 pgflozenge’ M/ nposannx
5. Microbiological purity/ Mikpobioasriuna uncrory
Total Aerobic Microbial Count/ Jarannia Not more than 10'CFU/y
KIABKICTH AEPOGHIX MiKpooprakisis 0 kg AN 2 ;

: Pasp He Ginsute 107 KYO/r B
(TAMC)
Total Combined Yeasts and Moulds Count/ I
JaransHa KIABKICTS APEKIKOBMX T2 Not more thmt St 4 <10 CFU/g/KYOir
anicaIBx rpibis (TYMC) He Ginswe 10' KYO/r
Pseudomonas seruginosa Absert/gf Bigcyraictn e I v Comply/Bignorinae
S.aureys Absent/g/ Bincytricrap 1 r Comply/Bixnoninac

Conments / Koxsenmapi
Comply/Bianosinac
* Date of batch release is a date when specific batch was certified in full compliance with the GMP requircments and electronically signed for approval by Qualified

Person af validated computerized system of production site /llara suayoky cepil - A81a KON AsHa cepist Gyaa cepTudikosana & HonHilt BiaNOBIANICT 10 BHMOT
HBIT 1a samepamena YHOBHOBAKEHOIO Ocot 050 HIIFROM ENEKTHOHAGTO THANHCY B BaminoneHill KoMn'IoTEpRIlT CHeTexs BHPOOIIIYOT ginsuHiy,

**Tests are performed only while release/ BurpoSyaanns BHKOUYIOTHCR TLAGKIT IPH BRAYCKY

*¥% The date, next to handwritten signature shows actual date when paper copy of certificate was printed and manualtly signed by Qualified Person in accordance
with GDocP /flara Ginn pyusero minmscy - nata, xomu nanepona sepcis ceprHdikaTy 6yna POSAPYKOBIHA T& MARICAHa Y IOBHOBIKEIOIO ocoloio ¥ sinnopigHoCTI
xo suMor Hanexxuol Hpakerui HoxyMenTynasma.

Certification statement / 3ansa npo cepradixaning:

I hereby eertify that the above information is authentic and acourate. This batch of product has been manufactured, including packaging/ labelling and quality
controf af the above meationed site in full compliance with the GMP requiremenis of the local regulatory Authority and with the specifications in the Marketing
Authorization of the importing country or product specification file for Investi gational Medicinal products, The batch processing, packaging aud analysis records
were reviewed and found to be in compliance with GMP./LIun 5 3ACBLIYIC, L0 HascaeHa aIge indoprauis € Aocronipreio 1@ Towncio. Lo cepilo nponyruil Gyso
Bpablicto, s1noNaloTH IAKYBAKHA/ MAPKYRAHHA T2 POBEACHO XOHTPORL IT AxoCti Ha Alinesasuavenill Tinsannd v nosHill BIANORIAROCTI 2 BUMOTaM GMP,
BCTRHOBIESHIMI MICLIEBUM PETYARTOPHUM OPTAHOM, 2 TRKOX BIANOBIRYO Jio crendiKaLi, Wo MicIAThoq ¥ peccTpadilinoMy Aocke KpaThi-iMmoprepa 260 ¥ nocke
cremngikauiii Ha npenapar AN NOCII KKy BAHOFD nikapesxoro 3acoby. [poroxomr enpoGinrsa, TAKYHRHHA TR &HATI3iE BYN0 ACpPErianyTo T8 BETAROBACHD
BiANIOB AHICTE GMP,

Umesh W ange g

Qualified Person Name / Signature / [Higanc
Ist's YNoBuoRaweHo!
ocobi
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