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JNEPJ)KABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Haaii Cpitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon E€JIPTIOY 37079055

BUCHOBOK
npo sIKicTL BBE3EHOT0 B YkpaiHy JlikapcbKoro 3aco0y
07.05.2024 Ne 23949/24/26
MEPATHH

(RaiiMeHyBaHHA NIKAPCHKOro 3aco6y 3riAHO 3 PeECTPatiHHIM MOCBiTYEHHAM)
Ta6IeTIH, BKPHTI 060,10HK010, 110 500 Mr, 110 10 TabmeToK y Gictepi; mo 1 Guicrepy y
xapToHHiil KopoGui

(hopma BHIIYCKY, 103YBAHHS, BH] MAKYBAHHA jikapesKoro 3aco0y)
Homep peecTpaLiiiHOro NocBiN4eHHs UA/6456/01/01 crpok mii peecTpallifiHOro MOCBiAUEHHA HEOOMEeKEHHH
Cepis nikapcbKkoro 3acody Ne ME008 KinbKicTh BBe3eHOr0 Jikapckkoro 3acody 1200

BupoOHuK Menpo ®@apMachlOTHKAIIC Tlpisar JlimiTen, Inmis

(HaiimenyBaHHA BHPOOHHKA NiKapCHKOro 3aco0y, kpaina TMOXOKEHHS)

BreseHo B Y KpatHy CrnizbHe YKpalHCbKO-ECTOHCKE MITNPHEMCTRO y dopmi
TOBAPHCTBA 3 00MEKEHOI0 pianosizaabaicTio "'OnTivMa-Papm,
JITA', inenr. xon: 21642228

(naliMeHyBaHHS Ta KOJ 38 CAPIIOY topuawunoi ocobu abo nipisBHLie, iM's, N0 6aTbKOBI
diznunOT 0COOH - NIANPHEMLI, 1 Micil€ POKHBalHs Ta peecTpailifiiui HOMEp obnikoBOT
KapTKH MIATHUKA NOJATKIB 200 cepis T HOMEp NACNOpTa)

IpoToKoa Bi3yalbHOTO KOHTPOIIO pin 23.04.2024 N» 1433/1.

JlaGopaTopHuii aHali3 AKOCTI JTIKapChKOro 3ac00y 31iCHEHHMH:

TlepikaBHa HAayKOBO-AOCIiHA nabopaTopis 3 KOHTPOJIO SIKOCT JiKapchkux 3acobiB JlepaBHOI
ycTanoBH "IHCTHTYT FPOMAICEKOrO snopos's iM. O.M. Mapaeesa HAMH VYkpainu" (M.KuiB,
pyn.Ilonynpenka 50)

(HaHMEHyBAHHS Ta MiCLE3HAX0JGKEHHA naboparopii, (O MPOBE/a naGopaTopHui aHais AKOCTI)

BHCHOBOK 1010 SKOCTI /i KapebKOro 3acoby, BUlaHui na6opatopiero sin 01.03 2024 No 284
PesynbTarTi 1ab0paTopHOro aHasisy AKOCTI J1ikapChKOTO 3aco0y 32 MepeBipeHMMH MOKA3HHKAMH

Bi/INIOBITAI0TL BUMOTaM METOIIB KOHTPOJIIO AKOCTI (aHaﬂiTuqu—HopmaTnBHO'i JOKyMEHTAILiT).

3a pe3yJbTaTaMH JIEPIKABHOIO KOHTPOMO BCTAHOBNEHO, 1O JiKapchKuif 3aci0 BBE3CHO B VYkpaiHy 3

JOTPHMaHHAM BHMQI 3aKOHOZIABCTEA WOAO a6esneueHHA AKOCTI JijgpcbkiX 3acobiB.
e L

Mukona XOJIOAEHKO

(mianuc) (iniiany Ta npizBULIC)




Kpaina supoGanxa: IHILA
Kpaina iMnopry: YKPATHA

[brank «Menpo @apvacsroTHranc Mpisar JimiTen»|

Homep pecctpaniftnoro ceprudiikaty & Y kpaini: UA/6456/01/01

Jlata peectpanil: 12.06.2017
Hate 3axisenna TepMiby aif peectpauii: GescTpokoso

['wrany giokeun
ALMIMHER)

BANPOGOBYBAHOTO POIUMHY NOBHHEH BiANOBIAATH yacy
MTPUMYBAHHA OPHIAAIONY 11a XpOMaTolpavi po34HHY
CTANAAPTHOIO Ipaika

CEPTH®IKAT AHAMZY
[Haisa npoaykTy IMEPATHH Homep naprit IMECOR
[Ta6neTky sxprti ofoaoHkoI0, no 500 Mr

ARTUBHNA IHMpedieHT Ta OpHinazon — 500 my Jlata supofunurea 09/2023

KiSIBKICTh HE 0JMEHIIO

\103¥BAHHA

Dopma prnycky FagarersH BEPHTT 0G0A0HKOW0, [0 SO0 M) [Tepwin tpuaariagn J13 872026

P'oamip Ta THIT ynakosxu 10 rabaerok y Gnictepr. | Gaicrep y  [Hara sinGopy spaskin 03/1172023

OPOBLL 3 INCTPYKILCIO 1 MeaHHHOr
HACTOCYBAHNS

Homep cepii V008 lara ananizy 03/11/2023

Poamip cepii 51000 yilaxosok N 10 ZlaTa BHDYCKY 09/11/2023

Homep ceprudivary axocri  FP/24/0952 [Tochnanux na dapmakoneoBHY TPIIOHS

Uliuensis na supoGuumao  1G/25/1663, G/28/1182,  nomoswero Ceprrdikar GMP OGYLL/248-7/2019

bopmoto 26 sin 23/03/2019
Haisa BrpoGEHxa Menpo  ®apmaceroTikanc  [Ipisar |Anpeca Unit 11, Q-Poan, ®ase [V, GIDC, Bamxsan, Cypeunpanarap,
UTimiTes [ ymxapat, 3630335, lunix
No TECT CHEOUPIKALIA PE3YJLTATH
1 Onuc Fini aSo watme Gini, Kpyrm, meoonykai, BXpUTEi [Bini, Kpyrii, ABODTYKNI, BKPRTI 0GOTONKOI TaBNeTKM 3
0GoN0HKOI TAGNETKM 3 THCHCHILM “500” 3 ogHOMG oKy [THCHeHHsM “S00” 3 onHorO foky Ta  MERATIN" 3 inworo
ra ,MERATIN" 1 jumoro foky. Koky.

2 [Haenrudikauis ¥ anrpadioneropnit cnekmy prnpoGysanore posumiy mae  [YneTpadionetopuil  cuektp  Bunpobysatoro po3tiay
Opnigazon BiAroBinaTH ynLTpadionsTozoMy criekTpy CTRHAZPTHOTD  [BiAnoBitae yaeTpadioNeTONOMY CMEKTPY CTAMAAPTIOrO
¥ D-cnexrpodoroMetpis 034HHY. 03UHHY,

Mac  yrpusyBaHud  opuiAazony nia XpoMatorpaMi Hac  yTpuMysausa  opxinaloay  wa XpoMarcrpawmi
BEPX

3pasxa.

BHNPOSCRYBAHOrD PO3UKHY BIAIOBALE Yacy YTPHMYBAKHS
OPIIAIOAY HE XPOMATOIPAMI PO3MHHY CTAHAAPTHONO

KoIbOPesa PEAKLIA 11 TITany IOk (CI0CTEPIBOTLCA
KOBTO-IOMAPARYEBE JA0APBIeHHA),

Cﬂ(‘.‘{:'l‘epll'a{'l'b(:ﬂ HOBTO-NOMApaHYERe ';aﬁapanemm

HaTpilo MeTuanapater
Hauo nponinitapaten
BEPX

HacH yIpHMZHHA Inxin natpHO weTWanapabeny ta
HaTpiio nponinnapateny Ha XpoMarorpasi
BUNPOGOBYBAHOIO POIYHHY NOBMHHI Bi/AMOBLIATH YacaM
YTPHMAHIA NiKiB HATPIO metwapaleny Ta HaTPilo

Hacu yTpimanna nikie KaTpilo MeTHANapaGeny Ta HATpito
nporninapabeny  Ha
POIHHHY BIANORBINGIOTS YACAM YTPHMAHHA NikiB HATpilo
METIINZPAGeRY Ta Hatpilo Apeniinapabeny. BiANORIAHO.

Xpomarorpas nnnpoﬁonynnuoro

npominnapabeity, BiAnosiano, ua XpoMaTorpami - [Ha xpomaTorpami cranpapTHoro po3umny {c).
CTaHAAPTHOrO po3unHy (c).
3  |Cepeana maca 640 Mr £ 5,0 % 632,81 mr
4 |CanopianicTs AczoRanux OANNKULTIpufiMansHe yucso < 15 AV = 1,52
(OpHinason (Papm. CIHA <§05>)
(po3paxynkoBo-Baronkit MeTo)
5 [Posnananss He Ginswe 30 xpaaun 12 xzmmnn 10 cexyna
(Papsr, CIHA <701>)
6 |Po3unucAus He merwe 80% (Q) npotarom 45 xewiun £6,83%
Dapm. CLIA <7]1>)
7 Kinokicue Buinatciuun Ila momenT BunycKy: ll'lpu"rﬁrnu Tepminy
Oprinazon [Koxaaa TabneTka NPHAATIOCTI:
BEPX MICTUTD: Koxnra TabaeTha MiCTHTE:
A75.0 -5250mr 50,0 — 550.,0 sr (re Mennie 96,55 mr
He merne 95 0% ta 20.0% Ta e Biaswe 110,0%)
e Biznsuie 105.0%)
Haepao weTuanapaten A0 e+ 20% .60 mr
BEPX
Hatpite nponianapaten .15 M+ 20% 3 e
BEPX
8 (Cynposioni zomimrkes 2-METHA- S-HITPOIMIZAI0T — HE Bitewe 0,2% 0.038%
BEPX Byib-2Ka HeigeHTndikosana JoMinka — ve Giapuie 0,2% (11 0.006%: 2) 0,003%: 3) 0,005% 4 0.075%
5) 0.004% 6) 0,002% 7) 0,002%
CyMa poMiwox — e Gizblue | 0% 0.135%
8 Mixpobicaoriumna anerora
Cop. Dapm. 3.1.4;2,6.12; 2.6.13)
[3araisHa KinkKicTs acpoBimx He Binewe 10° KYO/T, 20 KYO/r
Mixpoopranismis (TAMC):
3aransHa KineKicTs ApixDKoBMX T [He Binsue 107 KYOir; Bincyrei
nnickasnx rpuGis (TYMO):
Escherichia coli: BiRCYTHICTR B 1 Biacytris 1 p

omerrapi: suwesraanwil 3patok cepii BIATIOBLAAE HANSHKE

OMy CLALUAPTY RKOCTE 3rifiH0 3 BAYTILINGOH cnelndikauiers Ne MP/SPEC/ TBI013204

[Yai08K 36epiranna: I6epirath npy TEMIEPATYPi He misiue 25

°C B opurinanuutilt ynaxoswui y HEAQCTYNIHOMY ANs nitedt micus,

ENeUAPIKAUICIO, BRA3aH0I0 B peccTpanifiloMy nocsinuenti 1
1a RUINOBIIRICTE aHMorAM GMPa.

Cepradikania: «LIHM 3aCHIA4YH0, 110 DaneneHa Broe indopmaliz € ¢a
KOHTpOAL AXDCTi BpoREASHAR Ha BHILSIAIHRUCHOMY BHDOOHHUOMY

vinazites. YD, NP RK, PS. UP.

PaBxHbOIO | Teukol0. LA cepis npoaykTy Gyna burcTonnena, BrRIOSar0NH YOAKOBKY/MApRYBAKHA, |
MAANAHHKY B NOBHIA BiANOBImROCTI 3 BMoravs GMP miciesnx PETYISTOPHHX OPradis Ta IrmHo 1
ixapcbkoroe JacoSy Kpainy-iMnoprepa. BupoSunutoe, ynakoska 1a ananis ceptt TIEPErIAHYTO T4 JATBERLKEHD

AHagilosano licpeaipenn Yaroamenn
Iv'n Paxernr Kymap Is's AOx LI Biang inax Kxaugesa.
Hocama Ipanienux sizaiay 1 konrpoisw  |[Tocamm Jacrynne kepianuws afffyi. pisnuk Biginy 3 3aGeancuenitn
AKOCT ROITPO IS0 1K0CT CTi
MianuciIava | ATidnuc/ 09/1172023 Hianuc/ilaTa | Aidunc/ 0912023

Nepewan sipuuil (Mepexranan Mpeactasimirss "Mini

[yfapeus Jiana lropieua, annaom maricrpa KB Ne 46023211, snaanwii 15.02.2014 (cueui.

Xexewepe Jlivitea" s Yipatni

1ABHTRGINALIAR 3 {8

wop 26169831 &7
o

U e &5 126

(G O Zer

idmiee/ 097112023
MT}% PapmackioTHRAAC Npisat JiviTen/

Ao

aaTa 16.11.2023




Manufacturing Country: INDIA
Importing Country: UKRAINE

COMMITTED TO HUMANITY

Reg. cenificate in Ukraine: No. UA/64356/01/01

CERTIFICATE OF ANALYSIS

Date of Registration: 12/06/2017
Date of Expiry: Unlimiited

Product name MERATIN Lot No. MEO08
Film coated tablets 500 mg,
Active ingredient and amount per unit | Omidazole 500 mg. , Mfg. Date 09/2023
dose
Daosage form tablets film coated 500 mg Exp. Date A 082026
Package size and type 10 tablets in a blister, 1 blister in 2 Sampling Date 03/11/2023
pack with Package Insert.
Batch No. MEOOR Analysis Date G3/11/2023
Batch Size 51,000 Packs of N10 Release Date 09/11/2023
QC Appr. No. FP/24/0912 Pharmacopoeial Ref, INIIOUSE
Manufactering authorisation G/25/1663, G/28/1182; GMP Certificate OGYEI/248-7 12019
on form 26 ffom 23/03/2019
Company Name Mepio Pharm&cauhoa]s Private Address | Unit 11,Q-Road, Phase 1V, GIDC,
|, Wadhwan, Surendranagur
: s Gu;arat 363035, India
8. Test Specifi cation Results
Ne.

I. | Description

iconvex film coated tablets, debossed with
“500” on one side and “MERATIN on pther side.

whmz to almost white coloured, circular shaped,

A white 1o almost white coloured, circular shaped,
‘Biconvex film coated tablets, debossed with
“500” on one side and “MERATIN” on other side.

2 | Identification
Crnidazole
By UV

by HPLC

Titanium Dioxide
(Chemical) -

;The UVY-spectrum - of test solution should

1 Solution.

-~mrrcspon;l to the UV-spectrum of siandard_f__

The UV-spectrum of test solution corresponds to

the Ustgectrum of standard solution.

- The retention time of the Omidazele in the
chromatogram of the test solution  should

i1 the standard solution.

correspond to the retention time of the Omidazole

The retention time of the Ornidazole in the
chromatogram of the test solution corresponds 1o
the retention time of the Ornidazole in the
standard solution,

-Color reaction on titanjum dioxide (see yeliow
orange colour is observed).

yellow orange colour is observed

Sodium Methylparaben,
Sodium propylparaben
By HPLC

The retention times of Methylparaben peak and
propylparaben peak in the chromatogram of the
{est solution should correspond to Methylparaben
_peak and propylparaben peak, respectively, in the
“chromatogram of the Sta.ndard solution’ {c)

The retention times of Methylparaben peak and
propylparaben peak in the chromatogram of the
test solution corresponds to Methylparaben peak
and propylparaben peak, respectively, in the

fchromatogram of the Standard :,olunon (c)

3" Average mass @iD mg+5”r{)% A 0328kmg . o 0 ¥
4. | Uniformity of dosage umts AV<IS AV=132
Ornidazole ( USP <905>) :
(PBM) ACeUE
5. | Disintegration Time NMT 30 minutes 12 min. 10 f,/%‘b\ "/
( USP <701>)
1 HI'JL[ 31T l‘\l—'l]
Analysed by Checlied by [ qm g’yﬂﬂfgvc}]by
Name Rakesh Kumar Name Abhijeet Vingle Namg, ¥ Deepuf Khdhdelwal
Position Q.C. Officer Position AGM Q.C. l"‘us:tt&v\ ,\\\ Sr.xlabigh Q.A.
Sign/Date W ’ Sign/Date . Slgn{Ddia\ H )
saiwtal _,//’foﬂulwh Seal s 0&\\\\\2
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COMMITTED TO HUMANITY

S, Test 5 Specification Results
No.
6. | Dissolution (USP <711>) Not less than 80 %{ Q) in 45 minutes, 96.83 %
1. Assay At release; Shelf Life:
Ormnidazole Each tablet contains: Each tablet contains:
By HELC Ffrom 4750 mg to | From450.0 mgto 550.0 mg 496,55 mg
5250 mg
(NLT 950 % and NMT | (NLT 90.0 % to NMT 1100
105.0 %) %)
Sodium Methylparaben 0.60 mg +20% =
By HPLC Yip 0.60 mg
Sodium propylparaben 0.15 mg + 20%
By HPL(I; 0.15 mg
8 Related Substance 2-mcthyl-5-nitroimidazole-NMT 0.2% 0.038 %
by HPLC ' Any unidentitied impurity ~-NMT 0.2% 1)0.006%62) 0.003 % 3) 0.005 % 4) 0.075 %
5)0.004 % 6)0.002 % 7)0.002 %
Total impyrities-NMT -1.0% 0.135 %
9. | Microbiological Purity 5 e -
(EP5.14,2.612,26.13) = o _
,Total Aerobic Microbial Count ["HMT 10° cfilg. ; 20 cfufg, -
(TAMC): ] . ! .
Total Yeast & Mould Count | NMT 16%efvg. Nil
(TYMC): ' N . :
Escherichia coli: o “Absent per g “Absent per g
Comments: the batch complies to the established quality standards and IH specification No.: MP/SPEC/TB/0432/04
Storage conditions: Keep af temperature ot more than 23 °C, in original pack, away from children
Cetification statement:: “I hereby certify thit the sbove information is authentic and accurate, TIus batch of product has be agtured {including
packaging/labeling) and quality control has been carried out gt the above mentioned manufacturing site in full compli nthe M quirements,
set by the local Regulatory Authority, and with the specifications contained in the Marketing Authorization of the Tnr % tch
processing, packaging and analyses records were reviewed and found 1o be in compliance with GMP™ a, 2
Analyst: VD,NP,RKPS,UP, F [ of Authorigny \ -
Analysed by : Checked by i ol Afgavedby] S
Name Rakesh Kumar j Name Abhijeet Vingle Name VSN Deepak Kihgaeltval
Position Q.C. Officer Position AGMQ.C. Position \\{’ : ;
Sign/Date Sign/Date SignDate  “of T3 T i)
Y- R ITI P /ﬂmm\w‘ﬁ Seal /"%/“44\‘\\2
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