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Evertogen Life Sciences Limite

MEBCIH PETAP{|®, kancyns no 200 Mr Ne30 tepla K¢ EMB24002A1

CERTIFICATE OF ANALYSIS
CEPTADIKAT ARAfNZy N . 210P24100285

Product name / Ha3sa npogymijii: ‘ MEBSYN RETARD® | MEBCIH PETAPH@

.
Phamaceutical form / Nikapcsxa dopma: i Gapsules / xancynd |
i

Strength/potency / Cvna giifaknignicTs: [ 200 g (wr)

Type and size of packaging / Bug, i posmip yreazoamL 10 eapsules in lister; for 3 blisters i a cardboarg pack /e 10 kancyn y Snictepi; io 3 BricTepd y navui a xaprory F

1 capsule contain; Mebeverine hydrochloride 200 mg (as prolonged-release pelleis}

Active substances / ik peuosmia: 1 kancyna MicTHTL: MaGesepiry apoxiopmua 200 Mr {y Brnspi nenat nponarrosawal 4t

Manwacturer / BupobHux; I Evertogen Life Sclences Limited / Esepromwen Nafich CagHcus Nismiten ]

Piot No: 5-8, 8-9, S-13/P & S-14/P TSIC, Phama SEZ, Green Industial Fark, Polepatly {v], Jadcheria (M),

. | Mahabubnagar, Telangana, IN ~ 500 304, India

Address | ARPRCa: | oo e Eed, B, Fo 13T 18 EG1ATITS e Al Al Ci, dapwa Ec | Je, [pi biaacTpian Mapx, Moneranni (8i),
€a4epna (Em). MaxaGy6arap, Tenarrana, 1H-500 301, bnin

Registration centificate / Peectpaujitie nocsiguenms: l UAJ8968/01/101 Valid upto / iktcke ao: | Unfimited term / veoBMaxenna __J
License No. / Mietsia Ne: | 1QIMNIAPIZ01AFIG ]

Batch Ne / Cepin Ne: ENMB24002A1 Batch s / Poswip cepii: | 20000 pecke/ ynex I

Date of manufacture / flata pupobhusTea: r 0512024 l Expiry date /Tepsin npuaamacti: L 0512026
iﬁ Test Acceptable criteria {at batch realize) ' Result
i HaimenyBana nokastuea Kpwrepil npwiHETHOGT] { Ha BrsyCK) Pesynutar
‘ Hard gelatin capsules No. 1 with orange body &nd white cap with printing «S» on both parts, containing
Descripticn / Onug while pelets. Complies { Sinnasizae

Teapai xenatwoni kancynu Ne 1, xopyc QOPaAHAKEBOTD KOMLOPY, KpuWesKa GINCIe KONLOpPY, MaTh
HANWCK «S» Ha 06oX JacTUHaX KAMCYNi Ta MICTRTL 8 cabi nenet Binore KONBAPY.

| ldentification / |penmudikayn

The refenticn ime for the main peak of Mebeverine Hydrachlaride in the chromatogram of the Assay
preparation corresponds to that obtained from Standard solution in #ASsayD,

Mebeverine Hydrochloride Hac yTpUMyBaHHA OCHOBHOTO fika MelieepiHy rARUXROPUAY Ha XpoOMATOrpaMi einpoliopysatoro Complies / Bignosizas
MeGepepisy riapoxnopug PO3HMHY, NPUroTOBAHOTC ARA KIMLKICHTD BKAHAYEHHA, IOBHHEH BlanoainaTv Yacy yTpHayBaHHA nika P Hancaly
meBeBeprKy riapoxnepmay Ka ApOMATODaM CTAHAADTHOTO POIUMHY, NPUTOTOBAHAO B poaaini
aKiNbXicHE BruaHaueHHAY. .
Average weight of capsule o T
_Cepant maca kancym 362.0 my (wr) £7.5 % 3623 mg(w)
Average weight of capsule eontent 265.0 mg (Mr) £7.5 % 2874 mg (mr)

Cepenrg maca smicTy Kancynu
Hot more than two of the individual weights of 20 capsules contents deviate +7 5 % and nore deviates
+15.0 % from the average welght

13 20 apawennx sMiGTID Kancyn SiIXMACHAR MACH He Ginblue Hix ABOX BMICTIB Kancyn Moxe cknagam
Ginbue Hik -+ 7.5 %, BIIXANeHHA Macy kozHoro BWIETY K3NCYNM HE NOBMHHO CRITAia Giablue Hix + 15
% Bif| CepEAHbET MacH.

; Uniformity of R weight
I OaHopladicTs Macw BMICTY sancym

-5.26

+3.51 %

Not more than 40 % of labeled amount of Mebeverine hydrochloride i 1 hour,
Kinoxlets meGesepuiy [APOXROPKAY, 1O NEPEALIOE ¥ POSHIH yepes 1rod, Mae Gy He Ginkere 40 % pig 20 %
BMICTY, 323HaYEHOTO ¥ pospinl *Cunag Ha oAy Kancyay”™. -

From 35 % to 85 % of labeted amount of Mebevarine hydrechfonde in 4 hours.
Dissolulion f Posunkerns KinbxicTo meGeaepuHy Fgpoxnopuly, wo Nepefiiuos ¥ po3umH Yepea 4 rog, mae Sy ain 25 % Jo 65 % 50 %
Bifi BMIGTY, 323HAUEHOID ¥ posaini *CKnaj Ha oAy Kancyny”,

Notless than 60 %{Q) of tabeled amaunt of Mebeverine hydrochloride in 8 hours
KinkicTs Mebeaepuqy rinpoxncpray, o TEpRRALIOR ¥ PO3MMH Yepes B rop, mae GyTi He Mexle 60 % Q) 2 %
Bifi, BMICTY, 383Ha4EHO0 ¥ posain “Cinaa wa OAHY Karcyny”.

Micrabiological test / MispaGionorivka werota

The total number of viable aerchic microorganisms: ! 3aranisHe “MCRo FUTTEARATHAX 2epoBHMX MIKpoOpraHizaie:

Bacteria / Bascrepi NMT 1000 per 1 g / He Ginsitie 1000y 1 1 T a0 crulg gvom

. MEBSYN RETARDS®, capsulas 200 mg el batch ha EMB2400:241 1offz2

Office : GV Chambers, 7-2-C8 & C8/2, L.E., sanathnagar, Hyderabad - 500 018, Telangana, india. www.evertogen.com, CiN No. U24232TG2013PLCORS 349
Factory : Plot No: -8, 5-9, $-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy iV}, Jadcherla (M), Mahabubnagar, IN - 509 301, Te[; ana, India.
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Evertogen Life Sciences Limited

MEBCIH PETAPA®, kancynu no 200 mr Me20 cepla Na EMB2400241
Fungi / prdn NMT 100 per fg /He Ginbie 100y 1 r <10 CFUig (KYOrr)
Escherichiz coli Escherichia colf should be absent per 1 g { BigcytHicts Escherichiacolie 1 ¢ Absent {BigcyHi) -
Assay {balch release) / KintxicHe amaHayeHHm (Bunyck)

| . . NLT 190.0 mg and NMT 210.0 mg mebevering hydrochloride per capsule
mezgzgnne H%rdrocfjlfgnde He Mexite 190.0 Mr i He Binslug 210.0 Mr MeBesepuey TEPOXNIGPUAY B NEPEPAXYHIY HA CEPRHI0 MaCy 2019 mg (mr}
EOEBEPHRY MAPOXTIOpY BMICTY KANcynu

Any spet cormesponding fo veratric acid fs not more infense than the spot on the chromategram of selutien
{3) not mare than 0.5% ) Not observed
Byat-Axa nrisa, WD signosinae BapaTpoBIR KCNGTi, ke Mag BYF| IHTEHCHBHILLDIC 32 ANAMY Ha {He enocTepiragmaon)

Impuritias / Gynpogiax AoMiti XPoMATOIzaM poa-uHy (3) He Binewe 0.5%
Any other spot is not more intense than the spotin the chromatogram of sokifien {2) not mare than 0.5% Not gbserved
gygll]zﬂka 2 nnAMa He wae ByTY ITEHCHEHILOI 33 MMy Ha XpeMaTOTRaMi poaduHy (2) He Sinkiue He crocrepimsracs)

fectids were reviewed - found 10 bain
BunpobysaHiy nposeseH alanosigic
3rigHo BUCHOBKY HIAHERIAMACRHOTO, B

SAWEIAIHASEHIA BUPOCHIMIA ANk
MICTUILCA B peecTpaLiAtoMy [ocke. 1)

The tests are performed in actordance with MQC of the manufacturer that approved by WoH of Ukraine.

In the opinion of the undersigned Ihe sampie raferved o abova fs of standard quality is defined in the MQC.

! hereby certify that the above information is aythenlic and acourale. This balch of product has been manufaciured, including packaging fabeling and quality controt at the above-mentioned
site in full compliance with the G requirements of the local Requtalory Authority and wilh the specticalion available in registration dossier. The batch processing, packaging and analysis

Lum 5 saceiguyio, wo Hasegexa BYWLE HDOPMALIA € JOCTORIDHON T2 TONHAY. Wio cepilo npogyayii Byrio BUDOONEHO {BRIKILAINYM NaKyBBRHAMAKYBBHHA} Ya KCHTPOMb 1f S%0CT Ha

CONCLUSION { BUCHOBOK

compliance with GMP,

£0 MKS BupoBSHuKka, Wi 3aTBepaken Haraiom MO3 YEpaii.
MUEBKA3BHHIA 30830K MAL CTaHAANTH! NOKAIHMEN AkocT, repeaBavert MK,

| NpoBRBHO ¥ H0eHi BIANOBIAMGCTI 3 BRMoraM GMP, BCTaHORNENMMY MiCLIEBM PEryNATODHIM OPraHOM, A Takex BiANoBIAHO S0 cneywdbikati, o
POTCKONW BHPAGHHITES, NAXYBIHHA T8 aHanizie Synk NepernsHyT - BCTaHOBNeHD BlanosigricTs GMP,

Person, authorizing the batch release f OcoBa, 8iANOBIGANLHA 32 BUNYCK cepil

— s
L G. Srinivasa Rao ] [ Manager QA —J I %/ I l 24-05-2024
Name { (Tolsprwe Posifion / Mocaga Signihure 7 Miandg Dale of signalure / [ava nignucanes
MEBSYN RETARD®, capsules 200 myg N220 . batch Mg EMB2400241 Roflaz

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertegen.com, CIN No, U24232TG2013PLCO85345
Factory : Plot No: 5-8, 5-9, 5-13/P & §-14/p TSIC, Pharma SEZ, Green Industrial Park, Polepally (), jadcherta (M), Mahabubnagar, IN - 509 301, Telangana, India.




