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HAEPHKABHA CJIYIKBA3 JUKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHW ¥V KHIBCBKIN OBJIACTI

npocnext Banepis JloGanosebkoro. 51, m. Kuie, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua. Kon €JIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3EHOTO B Y KpaiHy JIikapchbKoro 3acoby

06.09.2019 Ne 55173/19/1011

JOKTOP MOM® 31 CMAKOM AITEJIBCUHA
(HaliMeHYBaHHS THKapehKOro 3aco0y A1AHO 3 peccTpanifHuM ITOCBIIUCHHSM)
AbOASHUKY; 110 4 TLOASHHMKH Y cTpHNi, me 5 crpunis y kopodi
(hopMa BUITYCKY. 103YBANHS, BHA IAKYBAHHS JKAPCLKOTO 3acofy)

Howmep peccrpauiitnoro nocsinuesns L/A/2409/01/01 erpok aii peectpauiitoro noceimenss 17.10.2019

Cepis nixapesioro zacoby Ne K8U 19001 KinbkicTs BRE3CHOTO NiKapchkoro 3acoby 64608
BupoGHK tO0nik ®apmacsiotrkan JlaGoparopis (siaginenns dipmu "[Ix. B.
Kemixams enny ®@apmacsrotaxans Jirr."). Thais
{HaltMenyBanBs BUPOOHUKA JIKAPCLKOTo 3acoBy. KpaiHa NOXOIKEHHS)

Beeseno 8 Yipaiuy Tosapuctso 3 o6mexeHol0 BinnosinamsnicTio " Ixoncon i JiKoncon

Yxpaiua', izesr. xon: 35893512
{ nalimenysains 12 ko 38 CIPTIOY 1opuan4uol ocobu abo npisBuLLe. iM'st. O GATBEKOBI diznyiof

0Co6u ~ niAnprEMIL. 1T Micle POACHBAHNA Ta PECCTPALIMHMA HOMEp OBAIKOBOT KAPTKH NALTHHKA
nonartkis abo cepis Ta HOMEp nacnopra)

fporoxoa eizsyansnoro kowrposso sin 29.08.2019 » 3171/1.

3a  pe3ynbTaTaMu  JIEPXKABHOrO KOHTPOJIO  BCTAHOBIEHO, 110 JIKapchkWit  3aciG  BReleHo B

Yxpainy 3
AOTPHMAHHAM BAMOT 3aKOHOIABCTRA M0N0 3a6e3MEHEHHS AKOCTI NIKAPCHKHX 2aC0BIR.
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Unigue Pharmacenfical Laboratories

{a Division of J. B, Chensicals & Pharmaceuticals Ltd) TY-TMP-01120 v 1

QUALITY CERTIFICATE/ CEPTH®IKAT JKOCTI N 1SFP19000498

Product name/ DOKTOR MOM® WITH ORANGY FLAVOR/
Hatintenysanuas npogycry: JOKTOP MOM® 31 CMAROM AITENBCHHA

1 lozenge contains: dry extract of Glycyrrhiza glabra (S:1) (extractant: purified water) 15.0 mg; dry extract of Zingiher
officinale (10:1) (extractant : purified water) 10.0 mg; dry extract of Emblica officinalis (4:1) (exvactant: purified
water) 10,0 mg; Menthol 7 mg/ | neopsuun Mictirs; CyXore exerpairy conofuck Fonol (3:1) {excrparests soja
ogwmena) 15.0 mr; cyxoro exctpaicry imGupy mixapesxoro (10:1) {exerparent: poa ounmenn) 10.0 e cyxoro
esccrpakyy emOGuinu ikaperkoi (4:1) (ekcrparent: oyt ouninena) 10.0 ) sexrrony 7 Mr

Strength/
Cuna aii

MAA number/ nonsep 2.IL: UA/2409/01/01 Manufacturer license//liueusin snpoGunea: DD/AY/366

Production site name and  Unique Pharmaceutical Laboratories (a Division of J.B. Chemicals & Pharmacenticals Ltd) SurveyNe
location/ Haiimenysauns  101/2 & 102/1, Daman Industrial estate, Airport Road, Village Kadaiya, Daman 396 210, India/ 10uix

Ta AHCHCIHAN QUKL Dapmaceiotaran JlaGoparopis (sipainenss Gipmi *Jhx. B. Kemivans ey @apmacnioruxans JITIL")
kTN Oxpyr Ne101/2 ta 102/1, Haman {unacrpian Ecteltr, Biipnopt Poa, ceno Kapaits, Hamax - 396 210,
Trnis
Manufacturing country/ Package size and type/ Possip s 4 [ozenges in strip; 5 strips in carton pack/ no 4
Hepxasa papoluunc: India/ Innin THH HARYBRAHUS: MLONAHIKE Y erpati; 10 5 crpunis ¥ xapTouniii
xopobui
Batch Number/ ) ] . i CONSUMEES Units /
Hanep cepii: K8U19001 Quantity/ Posmip cepii: 64810 onok. ya.
Specifieation numher/ Expiry date/
i 4%, i FP/505147/UA i .

Ne Coenaipinanil: Tepmiu npugarnocri: 2022 4

-~ icat form/ i ; ( ! il
Pharmaceutical form/Hixapepra Gpopaa Lozenges/ Jnopsmit yz;: :"22{;
Date of Manufacture/ 2019 5 4 Date of batch release®/ 2019 S 24
HAata pupoSusunrsa: year/  wonth/ dayl  JAara pHOYCRY cepit®; yea/  moutly  day/

piK e JeeHh pik aicaip neut

Test! Tecr Specification/ Crneyudixanis Result/ Pesyasrat
1.Deseription/ An orange, round biconvex lozenges with orange flavor/ Kpyrni, aroonyxini

Onue REOIIHICE OPAHKEBOTO KOTBOPY 31 CMAKOM AHENBONHA Comply/Binnosizae
ZXdentification/ lnenTudinauin :

Color reaction/ Kosipoposa peasatin Characteristic blue color is produced/

Comply/Binnosinae
YTROpeHHsT CHHLOrO 3a8apBieHst

TLC/ THIX

Emblica officinalis/ EmBrixa nixapcixa
Glycyrrhiza glabra/ Conopa rona
HPTLC/ BETIOX

Glycyrhiza glabra/ Conosxa rama
Emblica officinalis/ EmGuiia nikapeska

To comply to test/ Binnosinaors recry Conply/Bianosizar

. . . N To comply to test/ Binnosiaators Teery Comply/Bignosizae
Zingiber officinale/ InOup nixapebaiii Py IR ) p

Menthol/ Menton
3. Average weight/ Cepegurs Maca 2.3g/r£5%

x
th
—

4, Assay/ Kinsvricne sussasenss
Menthol/ Menton 25.6 mg/lozenge/ Mr/ TROBAHIK 7.1

5, Microbiologieal purity/ MixpoGionoriana ynerora

Total Aerobic Microbial Count/ 3aransna Not more than 10°CFU/g/

Kinexicrs aepobiig Mikpoopraniamin He Ginsme 107 KVO/r <10 CFUIg/KYOle
{TAMC)

Tutal Combined Yeasts and Moulds Count/ Not more than 10*CFU/g/

3aransia RITLKICTL AphRIKOBUX TA He Ginpine 10" KYO/r <10 CFU//KVO/r
ruticwsix rpubin (TYMC)

Psuedomonas aeruginosa Absent/g/ Biacyraicts n 1 ¢ Comply/Bizuoninae

S.aureus Absent/g/ Bigcytricth B 1 ¢

Comply/Bianonin

172 y




Unigque Pharmacentical Laboratories
(e Division of 1. B. Chemicals & Pharmacenticals Lid}

QUALITY CERTIFICATE/ CEPTHOIKAT SKOCTI Nv 15FP19060498
Product name/ DOKTOR MOM® WITH ORANGE FLAVORY
Haiimenysanna apegyrry:  JOKTOP MOM® 31 CMAKOM ATIEJALCHHA

TY-IMP-01120 v.1

MAA numbes/ nomep PIL: UA/2409/01/01 N

Date of Manufacture/ 2019 5 4
Pharmaceutical form/Tikapeska gopma  Lozenges/ Mvopanmcn  ata snpodmuursa: year!  monthf day/

Pk MICAILL ACHb
Batch Number/ Hostep cepii: K8U19001
2019 5 24

Date of batch release®/ yeat/ month/ duy/

Hara punyexy cepii®: pir st Agsp
Test{ Tect Specification / Cricundixauin Result/ Pesvaprar

Coments / Komenmapi

Comply/Bianosinae

Certifieation statement / 3asiza apo eepradinauio:

T 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 Awthority 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/ {um 5 32CBinuy10, (0 HABSHSHA BUINE
ingopaais € ROCIOBIPHOIO Ta ToOUHOIO. LIte cepiio npoyxuil 6ys10 BIPOGHEHO, BIUTICHAONIT TIAKYRARKS TR MAPKYBAHHS TA
HPOBEASHO ROHTPONS 1T KkecTi Ha nuesasHaseniit Ainbrud y nosdill signovignacti 3 sumoras GMP, reranonrernmin MiCUEsEM
ety AATOPHIM OPraHoM, a TaKoK BiAOBIAHO Ao crnerudiraniil, wo Micrsrses ¥ peeetpauiiiriomy nocse kpailu-iMIoprepa.
FlpoToronn BHpOSHHILTER, TAKYBAHHS 18 Akani3is GyA0 NeperBINYTO Ta BCTAROBIEHO BimoBiAHicTs BiuMoran GMP.

* Date of batch release is a date when specific baich was certified in full compliance with the GMP requirements and electronically
signed for approval by Qualified Person at validated computerized system of production site /Ilara prnycxky cepii - aara xoas gana
cepin Gysa ceprudionana b noBHIH pignoninsocti go sivor HBIT ta sarsepmxena Ynosnosaenoo Ocofoio mamxom
SNCKTPOHHOTO THANIMCY B BaiRoBRKIHA xoMN'TOTEpHI cucteMi BupoBIyol JiexuLi,

** 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 /flara 6imt pysnoro mamucy - Bata, KoM Maieposa sepelst cepridivaty Gyna
po3ApyKoBana Ta Hiucana YnosnopwieHoto ocobomo y sixnosiisocti a0 simor Hanexaiol TparTincs JOKyMeHTYBatT,

Ul ydange w ) 2 4\os\\ 4 narear’ - G4

QP Name / Iv"s VO Signature / Tliaauc Date/Hara** Position/ Tlocana

By oM W19
o7, 2%.99. M5
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JEPXUNIKCIIVIKBA YKPATHU
JAEPKABHA CIIVIKBA 3 MKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMA ¥ KHIBCBKII OBJACTI

npoenexr Banepis JloGanoscrkoro, 51, m. Kuis, 03110, Ten/(ake: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

: BHUCHOBOK
HPO AKICTHL BBE3EHOTr 0 B Yxpainy jgikapcekoro 3acoby

21.07.2020 Ne 24970/20/10

AOKTOP MOM® 31 CMAKOM ANIEJILCHHA
(HaliMerysants Nixapeskoro 32006y 3riNHO 3 peccTparTFHmM ITOCBimuEHHAM)
ALONSHUKH; 110 4 ILOASHEKH Y CTpHi; mo 5 CTPUNIB Y KAPTOHHIH Kopobni
(fopma Bunycky, Ro3yBanH, Bun TakyBaHTIA JHKAPCEKOTO 32c06Y)

Homep peectpanititore nocsizenas UA/2409/01/01 CTPOK il peecTpauiifroro nocrimenas 01.01.2099
Cepis ikapepkoro sacody Ne K8U20001 Kinsxiers BrezeHOrO nixapcsxdro 3acoby 60960

B IOmix QapmackroTukan Jla6oparopis (Bimninemss bipmu "Ix. B.
UPOOHHAK . 3 .
Kewmikans enp @apmacsrorakans JItn, ), Tumis

(Halimenypanms BHPOSHEKA MiKAPCEKQTo 3ac0By, KpaiHa TIOXOAKCHHEA)
Breseno B Vpaiay Topapucrso 3 06mexenoro Bixnosinamsmicrio " aoncon i JxoHCcOH
Yxpaiua", inenr. koux: 35893512 f
(HaliMeHyBaHHS Ta KON 32 EPIIOY ropranaHoi 0cobu 260 Tpi3BHILE, iM'g, TI0 GaThkoBi izmunoi
ocofH - minpuems, T Micue TPOXUBAHHA T4 PeeCTpauifinuil Homep oGnikepol KapTEH MhaTEMKa
: AopatkiBaGo cepis T2 Homep nacmopra)

Hpatoxen sizyansroro xorTpomo six 01.06.2020 N 1595/1.

JaGoparopruli anamnis skocti MKAPCEKOTO 32coby 3xiifcHenni:

HepxaBra HayKoRo-IocinHa 1abo PATOPis 3 KOHTPOITFO AKOCTI MIKAPCHKAX 3aC06IB Hepxapmof
yeTaHoBH "[HCTHTYT rpOMasichKOro 370poB's iM. O.M. Mapseera HAMH Vipaian" (m.Kuis,
Byi.Ilonyaperka 50)

- (HAlMEHYBAHES Ta MiCIEC3HAXOIKEHHS naopatopil, wo nposena naGopaTopuii ananis Axocri)

Bucrosox moyo saxocTi nikapcskoro sacoby, sumannii aGoparopiero nig 08.07.2020 Ne 1520

Pesynerata nabopaToPHOre aHayi3y SKoCTi AiKApCHKOro 3acofy 3a neperipeHIMH noKasHuKamMy BLIMOBIXATOTE
BHMOTAM METONIB KOHTPOIO SKOCTI (amaniruyHo-HOpMaTHBHOT IOKYMEHTAI).

3a  pesymBTaTaMM  AepKaBHOrO KOHTPCIHO  BCTAHOBACHO, MO Jikapcskmit 3aci6  BBeseno B Vkpaigy 3

HOTPUMAHHAM BHMOT 32KOHOTABCTEA mozno 3afe3meyeHET SKocT] Jixapcexux 3ac06is,

;;‘ / V L]
Sactymmuk Hag Onexciit COJIOJIPAI
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Product nnme/ Halisenyeanns npoayiTy:

Steength/
Crna pif:

Unige Pharimacentical Lihoraroriey
(i Division of 1, B. Cliemienls & Pharmineenticals Lid)

QUALITY CERUFIFICATE/ CEPTHOIKAT SKOCTI Ne 15FP20000208

MT; CYROID exeTpairy ealimisu nixapesiai (4:1) (exerpurent: sona owmuers) 10.0 wr; newtosy 7 Mr

MAA number/ mosep P.IL:

UA/2469/01/01

Manufacinrer license/fEnensis snpoSunra: DD/AY/366

e

if:

TV-TMP-01120 v.5

DOKTOR MOM® WITH ORANGE FLAVOR/ZIOKTOP MOM® 31 CMARQOM ATENLCHEY

1 lozenge contains: dry extract of Glycyrihiza glabra (5:1) {extractunt: purified water) 13.0 mg; dry extruct of Ziagiber officinate (10:1) (extractant ;
puritied water) 10,0-mg; dry extract of Bwiblica officinatis (4:1) {extractant: purified water) 10.0 mg; Menthol 7 mg/ 1 ssomins sicmim; eyxoro

exerparTy conoyit ronoi{5:1) {éxetparent: toaa ounnenn) 15.0 yir; cyxoio excrpakty imGnpy aikapeskoro {10:1) (exctparens; sosa ounmena) 10,0

Production site name and Unique Phennnceutical Laboratories (a Division of 1. B. Chenticals & Pharmacenticals Lid) Survuy)xa 1012 & 14271, Daman Industrial
location/ Haiisenypawan estate, Airport Road, Village Kadaiya, Daman 396 210, India/ I0uix apuacsiotucan NaGoparopis (sinaingiiy Q)lp\su ",Ii,u E. Kesikans
eHL CDapnwcmo rakans JITZ,") Oxpyr Nol01/2ta 162/1, [lassari Tnpacrpiun chrem*, Efpnopr Poan, veno Kanalty, Jasan - 496210, Tugia

TR MiCLCIRAXOEMEHHST
nlas

Manulacturing country/

Hepirapa srpadue:

Batel Numbes/
Hosteg cepit;
Specification number/
Ne Cnenndsivauii

Pharmaceutical form/ilixapesia giopsa

D'até of Manufscture/
Hata supobimnirs:

Testf Tecy

1Description/
Omniie

ia/ 1uais ; :
i TII FEARYBAUITE ¥ kapTounit xopobui
: consumers it /
K8U20001 Quantity/! Posniip cepil: 116746 IO, YT,
TB/S0605TATA E.‘ipu‘}: ‘ﬂat?l,.ﬂ;am 3pgiHIEHnn CTpoKy _
BRIAATHOCTL 2023 1
B b hf
Lozenges/ Ivonsgasicn y:;:" :i’:l -
2020 2 1&  Date of batch release®/ 2020 - 3 16
year monthy day/ Jiatn gun yexy eepiit; year/ month! day/
pix ionun Resn: pix wicsun BEHY

Specification/ Coemdircanis

An orange, round biconvex lozenges with orange flavor/ [pyrni, ABYORYI NHOETHHIN NOMAPARYERCTD RONHOPY
+ 8 Py Ty

- 3 UIIEILCHAOBIINM CMAKOM

2. tdentification™*/ lpeaTndianin™* :

Menthol/ Mearon

Glyeyrrhizic Acid/
Tainspuantona
KHEAOTA

Gallic Acidf Tanizsa
KUCHO'1D

6-Shogaolf 6-Iotacn

Sunset Yeallow FCF
(E 11
Mosusitsaxia FCF
(E110y

The refention time of the peak-of the menthol of the tes! solution corresponds (o the maintenance time of the peak
of menthoi of the standard sofution, as obtained i the Assay/ Yac yrpiMyBakHs HiKy MEHTORY ZOCHfKyBaKoro

POSYIHY BIANOBINAE MACY YIPAMYSAUIS Hilcy MEHTONY CTEHIAPTHOD POSHIIHY, KK OTPIIMAHO B KIMLKICHOMY
BUIHAHMEHHI

The retention tinig of the peale of the glycyrrhizic aeid on the chromatogram of {lie lest solution (TS) cotresponds
to that on 4 chromatogram: of {he reference standard solution (RS), s obtained in fhe Assay/ *fac yrpisrynauun
iKY TRINBPHINEONOT KHCOTH Ui XpoMAToTpar Aotaiipkysanora porunmy (TS) signoninae taiosy s
KPOMELOTPENT STANORHOTO STANARPTHOCD PR3ty (RS, £ OTPHMANO B ILKICHOMY BUIHANEHH

The retention time of the peak of the gatlic acid in the chromatogram of the test solution (TS} corresponds (o thai
on the chromategram of the feference standard solition (RS}, as oblained in the Assay/ Mag yrpimanns mxy

razienol kHenoTH i xpoMaTorpaMi AgeripKynanoro poziky (TS) nianoniase Thxosy a xpomasorpasd
STAIGHHOTO CTaBzMpTHOFS pusain (RS), nx oTpiMano » KinbkicHoMY sUSHAYEHA]

The retention time of the peak’ of e 6-Shogaol on (he chiromatogram of the fest solution {TS) corresponds to that
on the chromatogram of the refeniénce slandard sofution (RS, as obtained in the:Assay / Hac YIPHMYBARHS Tk
6-Lloracny na XpoMATOTpaMi AoCHiiyratoro posdiiy {TS) signopinne Takony Ha XpoMETOIPAME STAROHHOMND
CTaiiiapTrero posuHy (RS}, sK 0TpUsAH0 B KIABKICHOMY BusHaveHHi

Themaximum shsorption in standard solulign and test solution is observed at agfiroximately 484nm10 nm. The
peak of the testsolution shonkd not vary by #5 um from the peak of the standard solution / Makeiys

ROMAIIHBHEA B CTANAAPTHOMY POSHANI T4 JOCKTUKYSIHOMY BO3SHIN CnOSTepITACTECR apibnnIne apy 484 210
Hi. MarcHayss niky A0CABKYy DO pOSHIRY He NOBITNEH SMIHIORITICE 8 +5 HalEI MAKCUMYMa NTKY
crammp'mam f}OS‘UiH_Y

S DKOHCOH 1

_lpenTudikautanni

Resul#/ I?mgnﬁ'm'r

Comply/Binnoniaae

Comply/Risnosinac

Comply/Bianosizae

' Comply/Binnosinae

Comply/Binnosiaae

Comply/Rinnosinac

5 8

H Jxoncon ,

i Vrpainay j
¢ g

Paclage size and type/ Posnip va 4 lozenges in strip; 5 sleips in carton pack/ no 4 apoassmkn y crpuniy no 5 crpunia




Dnlgne Pharmacentical Labarutorics 2t
(ir Divisian of I, B, Chemieals & Pharinaeanticals Ltd)

TV IME01120 v.5
QUALITY CERTIFICATE/ CEFTHOCAT SIOQCTI Ko 1SFP20000298 !

Froduct name/ DOKTOR MOME WITH ORANGE FLAVOR/IOKTOP MOM® 31 €MAKOM ANEIL LY
HaitaeHypmmua npoayRTss
MAA numbes/ wonep P01 UA/2409/6 1201 Expiry date/aura —_—
i 7 2 i
; g oopn g : Ty 3nKiANCHRES LTPOKY
Pharmacentienl form/Tirnpenica Hhopya Lozznggsf Tsbpsisty ——— r;;!;f ?::::i
Batell Number/ Howsep cepil: K8u20001
. o 2020 2 19 . 2020 g L6
Dafe .uf tia ﬁnufactur.u' pl e gt Bate of batch velease®/ ye!  mentd day/
Dora mupobunursa: pi micaut sens  JIATA BILpeicy cepit®s Pk oweRus i
Test] Tecr Specification / Crenndircamin Result / Peaviterar
3. Average weight] Cepequa macn 2.5g/r 5% 25¢gfr
4. Assay/ Iinsxiene Busuasesns
Menthol/ Mewton 25.6 mgflozenge/ 5.6 s/ spoasiHuK

72 mp/lozengel st/ nbomanux

Glyeyrrhizic Acid/ Crinapianeona xuenore  20.21 my/lozenge/ 2021 serfnuonmmig 029 mp/lozenpel s meonsEIK
Gallic Acid/ Taniesa kucnota 20,12 mg/lozenge/ >0.12 Mr/sibonsnsiic ﬂ.ﬂ meg/lozengel nr/ TEOpRTIK

&-Shogaol/ 6-1oraon 20,038 ng/lozenge/ >0.038 mxr/nsonssig 0.199 pp/lozenge! sirf mLoassK

5. Microbiotogieal purity/ MicpeGiosorinun unctora
* Total Aerobic Microbial Count/ 3arannug

: 2
KinskicTr acpobuss aixpoopranisais Not e than [0*CFU/g/

s . <10 CFU/ERYOIr
(TAMC) He Ginsuse 107 KYO/r
Tolal Combined Yeasts and Moulds Connt/ —
3aranska KiNEKiCTS JAPhRTHONI: T Nolflor . th:ms 10'Cru/g/ <10 CFU/g/i{YO/r
AxichIBI rpisGia (TYMC) He dinswe 10 KYO/r y
Pseudomonas seruginosa Absent/g/ Bigeymiicrz e L ¢ Comply/Biznosiane
S.aureus Absent/g/ Biaeytsiemn s i ¢ Compiy/Bimnosizae
Comments / Kostesmapi-
Comply/Bignosinae .

* Date:of bateh release is a dute when specitio bateh was cedtified in full complisnce with the GMP requirements and electronically signed for approval by Quatified
Person at validated computerized system of production sfte /flata minycky cepil - faTa KONt Aaa cepia Gyna ceptudionana s nosmiit ninosinaceri 1o suvor HBI]
Td sazhepiesa YnonrosmkeHoi0 Ocoboio WILIXOM eNERTPOKHOTG ANNCY B BamiZosaniH KommioTepnilt ciictemi nrupoGHiol ainsum].

**Tests are performed enly while release/ BunpoGynariin BUKOHYRYTROS TINGKM PH BATIVCRY

#%% The date, next (o handwrilten signatuie shows actuu! date when paper-copy of certilicale was printed and manually signed by Qualified Person in accardance with

GDogP /ara Gina pyusore nignucy - Azre, KoAs nancposa nepeis coprndiiary Gya posapyxonakd Ta ninmicana YIoRHOBIERGIO 060600 ¥ BiANDL i EHOCTI KO
susior Hanestnol Hpakmkn JoxyMereynamns,

Certilication statement / 3aaun npo ceprudhenning

Fhereby certify that the sbove information’is suthentio snd acourate, This hatch of produel has been manufaclured, including packoging/ labelling mnd 4puality control
at the above mentivned site in Tull compliance with the GMP requirements of the local regulatery Authority and with the specifications in the Marketing Aulhorization
of the importing country or product specifieation fite-for Investigationnl Medicinal produets. The batch progessing, packaging and analysis records were reviewed and
found to he in compliance with GMP./E ki a sacsigayio, no Hapeaena Bime HdopMauis e gocToniproo Ta Tagroio, Lo cepito npoykuil Gyno supobaeso,
BRAIOHALOMY TAKYTAHHE/ MAPKYRARNS T EPOBENEHe KoRTPOAD 11 akocTi #a Biesa3Hasenil Ainsrinyi y noRilt nianosiasecti 3 pindorasis GMP, BoTangancHIM
wiclenin perynsropHiM opraon, & Takeus piAnosigG 40 cnemhiraui#, wo MicaTen y peectpauiitiuomy aocke wpaiss-iMnopTepa abo v pocse crenndinauiii Ha
APERAPAT I JOCKHDRYRAHOMO NiRApCcHKEre sacaly. Tipotokonn nipolRULE, NAKYBMHA T2 BHANI3IN GyA0 neperisyTe T8 soTanoaneno pianosimics GME,

fedast, gy fude. -~ ]l g

Qualified Person Name / Signature / Tlinmic Digte**¥/lara* 4257
In'n Ynosuonpamenof 4 \, -
ocobiy b B

JOKOHCOHR
Vxpaina»
InerTvdixauianni 5
xop 35893512 48
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