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Evertogen Life Sciences Limited

Evertoger

MEBCIH PETAPA®, kancysin ne 200 Mr Ne3D copint N EMB24001A1

CERTIFICATE OF ANALYSIS
CEPTHOIKAT AHATIZY 1 21CP24100260

Product name / Hasea npogysyir: [ HEBSYN RETARD® | MEECIH PETAPA® }

Phammaceutical fom { flikapcera dopaa: Lcapsu!es ! kancynu

Strengthpolency f Cuna gitfakmienicrs: L200 g {Mr)

Type and size of packaging / Bsyi | poasip ynamnm{lﬂ capsules In blisler; far 3 blisters in a cardboard pack / no 10 xaneyn y Gnictepl; no 3 Gaictepu y navyis HEpTOHy

1 capsule contain: Mebavedine hydrochlodide 200 mg (as prelonged-release pellets)
1 kancyna MicaTs: Mebereputy fiagoxnapwa 200 v {y BurneAi nener npononrosanot i)

Aclive substances / f{iiol pewosmri:

Manufacturer f BupoGs: { Evertogen Life Sclences Limited / Ezapronwen Mafig Cacxons Nimiten i

Plot No: 5-8, 59, S-13/P & S14/P TSIIC, Pharma SEZ, Green Industial Park, Polepally (V), Jadcheria (M),
Mahabubnagar, Telangana, IN ~ 509 301, India

ot e Ec-8, Ec-9, Ec-13MTi Ta Ec-14Ti TI Ec AR Aii Ci, @apma Ec | 3ev, i InaacTpian Mapk, Monenansi {Bi),
Enepna (E4), MaxabyGuarap, Tenanrana, [H-508 301 ]

Regisiralion certificale / Peecipayliine nocelauern: UA/as68/01/01 _I Valid upts f fidicks go: I ﬁﬁ]lmiled term / HzolMeneri
License No. / Miugnala Ne: L19n’h‘INIAP12014IFJG l

Address f Agpeca:

BelchNe/ Cepist No: | EMB24001A1 | Batth 5z¢ / Pomsip cepit | 20000 packs/ynax.
Date of manufacture / flata BUpoGHIRTRA: L 0512024 f Expity date /Tepsin npunatHacs: | 05/2026 7 _
Test Acceptable criteria (st bateh realize) T Resylt )
Haiiuenysanna noxasHuka Kpurepil npujinanioct { Ha aunyex) Pesynurar
Hard gelatin capsules No. 1 wilh arange body and while cap with printing «S» on both parts, containing
- white pellets. . N
Description / Oree Toepai kenaturosi kancym Na 1, KCPRYG 0PaidResOre XONLOPY, KPHLLEKa GINOro KORLOPY, ABITH | Complies/ Bipnosipa
S HAMMGH «Sn HA OB0X H2CTHHAX KENCYAY TA MIGTATL B coBl narens Binoro HANBOPY. I
Identificaticn / Inermadirauia
The retenticn ime for the main peak of Mebeverine Hydrechloride in the chramatogram of the Assay
preparation coresponds to that obiained fram Standard solution In aAssayn,
+ Mebeverine Hydrochloride Yar yTpiMyBaHHA OGHOBHOD NiKa mebeseputy fgpoxnopuay Ha xpomavarpae sunpoGonysaxoro Compties f Binrosigac
- Mefesepury dapoxnopua POMHY, NPRIOTDBAHOIO AN KINEKICHOM BHIHAHEHHA, NOBHHEN BIANOETAETM YB6Y YipwryBaHHA Nika P
| vedenepiry rigpoxnapuay Ha XpOMaTrpan CTAHAAPTHOID JO3MKHY, NRArOTOEZHOM B poagini :
) i «Kinbyicke enaHanenHny, S i
Average waight of capsule o :‘
 Cepep Maca kancyms 362.0 mg (w) 27.5% _, 376 mg{wr) y
Average weight of capsute content ; !
Cepesinvicasvicry ganoynn ___ | 28500 {ue) 7.5 % B
! Notmare than bwo of the individual weights of 20 capsules contents deviate +7.5 % and none deviates .
P . £13.0 % from the averzge weight
gz:g"?xl%;iﬁ:':;’g;zf gancyny | 13 20 SBEREHIK BHIGTIB Kancyn Bifxanen 120k He Ginbiue His 180X BMICE EMCYA Mo CANgas +;g§ %
P i WY Kancy Ginuite HiX £ 7.5 %. BloxureHss mac ORHOTO DACTY HanCYTIH &2 MOaNHND CRIRRATH Ginbiue Hix + 15
! ) % vin cepeanbOT Macu.

! Not more than 40 % of labelsd amount of Mebeverine hydrochloride In 1 hour.
i Kineticts weGeepiHy dapexnopusy, wo RepefLcs y poaydH wepea 1 rog, Mas By He Ginkwe 40 % Eip 19 %
| BMICTY, 303HAYEKOTO ¥ poaaini *Cinag Ha OAHY Karcyny”.

Fram 35 % to 65 % of labeled amount of Mebeverine hydrochloride In 4 hours.
Dissoluticn f Pozunnenkn Kineicre reGeEepHHY rigpoxnapiay, wo nepefiluae y poausH uepes 4 ropg, mag Oy 8ig 35 % 10 65 % 0 %
: Bi BIICTY, 333H548H0r0 Y poaainl “Cknag Ha OfHy Kantyny",

|

f Nol less than 60 %{Q) of labeled amount of Mebevering hydrochleride in 8 hours
Kinkkict MeGeBepuiy rigpoxnopsay, o Nepeiiluos y po3uiK Yepes § rog, Mac Bymt He seHws 60 % (Q) M %
aly amlery, 3a3naveHaro y posail “Crag va DAKY Kancyny”,

+ Migrebintagical lest / MixpoSionoriuwna wicrota

| The total number of viable asrobic microargz;r;iéms:l Jaranbke '{-cho mnea,qam aepoﬁnm_( nsfupuabmh?ushaia: ' 7 ) - |
L <10 CFUIg (KyOrr)

I BaéiedalSaxrepfr J NMT 1000 per 1 g / He Ginswe 1060y 1 ¢

——

MEBSYN RETARD®, capsulas 200 mg Neld batch ba EMB24001A1 1efla2

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.cam, CIN No. U24233TG2013PLC085349
Factory : Plot No: 5-8, 5.9, 5-13/P & S-14/p T5IC, Pharma SEZ, Green Industiial Park, Polepally (V}, Jadcherla (M), Mahabubnagar, IN - 502 301. Telangana, India.

. au. 21397
Ay




;3‘3 T e
& cverfogen

Evertogen Life Sciences Limited

MESCIH PETAPR®, kancynn no 200 ur Ke30 cepla Ke EXB24001A1
Fungt/ Mpubu T ] NMT 100per 1gl He -5-UI1I:LHE 16[7]} 1r o <i0  CFUfg (KVO.’r_)_
Escherichia cali } Eschgrichia cofl should be absent per 1 g / BlncymiicTs Escherichia colia 1 r Absent {Bincymi)

Assay (batch refease) / Kinukiche susHauakn {BHnyck) e
; . NLT 190.0mg and NMT 210.0 mg mebsverine hydrochloride per capsute
mggg::"ﬂe H# dr%‘;’;::“? & He uanwe $90.0 171 e Binblue 210.0 rr MeBesepuny riapoxAopiay B NEpepaxyHKy Ha CEpenni Macy 2603 mg (ur)
; PRI ToAOX RO BMicTy Kancyni
Any spol corresponding 1o veralric acid is not more intense than the spot on the chromatogram of scluticn
{3) not mare than 0.5% Not ohserved
ByAb-aka nama, Wo BARsSinae separpealt KnonoTi, He pae Gy ITEHCHaHILOID 22 ANAMy B [He cnocrepiraemsen)
Impurities / CynposiaH qouiukw Xporaromani posqmky (3) He Ginuwe 0.5% o }
Any other spatis not more ntense than The spotin the chromalogram ef solution (2) nol more than 0.5% Not abserved
Eys,%?nxa IHita e He wae ByTH iHTeHCHBHILDN 32 NnAMy Ha xpomMaroipant poavasy (2) ve Ginswe (He caocTepiraeTics)
N g 0

CONCLUSION ! BUCHODBOK

The tesls are performed in accerdance wilh MQC of the manufaziurer thal approved by MoH of Ukraina.
In the apinion of the undersigned the semple referved to above is of standard quality is defineg in he MQC.

records were reviewed - found 1o be in compliance with GMP.

BunpaSyaanna npaseseni sinroeinko o MK nipolivra, o saTeepmwent 1iakaiom MO3 Yepane,
IrigHo EICHOBRY HUYNEILIMHCAHOTD, EvIEBKATAHHA JPAICK MAE CTIHA3PIHS RCHAZHINKE RROCH, napenbayeHi MKA.
Ui A azcelnuyio, uto Hasenera s ichopmaua ¢ hocTeslpHoN Ta TowDi. U ceplio npoayxyli 6yro supofinexo {B4rvouaKFM NaKysaHHNIMADKYBaNKS) T2 KOHTRORE T

MISTMILCA B PRECTPALIHDMY AOCKE. Tlporokons enpoSimuyea, NekyBanHA 1 aqarisie Oyny nepernAmyTi - soranoensno pinosigicTs GMP.

| hereby cartity [hat the above information 15 authenfic and accurate. This balch of praduct has been manufactured, including packagingdabeling and qualily conlro! at the above-mentisned
site in full compliance with the GMP requiremenis of the local Regulatory Authorily and with the specificatien available In registration dossier, The balch procassing, packaging and anglysis

BRUEIEAIHEHl BUDOGHIMIT AiNssa NpaseacHo ¥ noai Bignosiguocyi = eumorak GMP, BCTaHDRNEHUMN MICUEENHM PErYNATONHUAL CRrAHOM, 3 TaXDX BiANIBIAKO 20 cretubiaL, [T}

ARG HE

[ Person, authorizing the hatch release / Ocofa, slanosigansma 33 BUNYCK cepir ;|
G. Srinivasa Rao ] L Manager QA —l ‘%/ ] L 23-05-2024
Mame fNpiouue Fasitian } Mocana Bigratute | INignig Dzte of sqnature 7 flara A aune
MEBSYN RETARDY, capsulns 200 mg Na3p batch Nr EMB2400A1 2of32

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertagen.com, CIN No, U24233¥YG2013PLCOR5349
Factory : Plot No: S-8, 5-9, 5-13/p & 5-14/PTSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M), Mahzhubnagar, IN - 509 301, Telangana, india,




JEPKABHA CHIYIKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHUKAMMU y M. KUEBI
npos. Haaii Ceitnnanot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
- PO SIKICTHL BRe3eHOro B Yicpainy JikapesKkoro 3acoby

20.08.2024 Ne 42611/24/26

MEBCIH PETAPI®

(naiistenysanns nikapeskoro 3acoby 3ripmo 3 peceTpauitiis nocsiaucnnsy)
xeancynm 10 200 mr, no 10 kancys y aierepi; no 3 Guicrepu y nmauni 3 KaApTOoHy

((bopsa sunycky. nosynamag, mis nakysalms nikapeLEoro sacafy)
Howmsep pecerpanititioro nocsinuenns UA/8968/01/01 CTpOI AT peccrpauilinoro nocsiauens HEOGMeuCHIT
Cepin nixapenroro sacody N EVIB24001A1 KinskicTs nreactoro nikapeskoro sacoby 140

Bupobuix Esepromxen Jlafihp Caencs Jlimiten, Innis

{ualivenysanns sHpoGHIKa slikupebkoro 3aco0y, kpaluy noxomKens)

Beeseno s Yipainy Tosapuerso 3 06MesKen010 BiMoBiNaANLHICTIO "OPI'AHOCIH JTHY,
imeirr, wou: 24377666

{nafinrenynanna 12 con 2a CHPIIQY lopuirmot ocobit n6o npissimue, iM'a, 0o GurLkosi pizsunioi
ceolu - nianpuesu, 1T micue TIPOMUBAHIA T4 pecCTpaitifitmil HoMep oBNikoBOT KAPTRI TN
hozarxis aGo cepis va nosmep nacnopia)
purowoen sisyansnoro xonrpomo mix 11,07.2024 e 2304/3.

JlaGoparopinsit anasis skocri nikapcskoro sacoly 3aificnenuil:

JlaGoparopis 3 konTpomo stxocri TKAPCHKEX 3ac06iB TOB "HOBPOBY T-HIKMUITAB" (M. Kuis,
ByJt. Hosropon-Cisepcnka, 6y.3, nexurioni npuMinienns 92)

(nafiserry sanns v Micuesigxokey aaboparopii, wo nposena AaBoparopuIti ananis sKocti)

Bucnosork wono akocti nikapeskoro sacoby, supanii naboparopieio sin 19.08.2024 No 1124-24

Pesyssrars naGoparopioro ananisy axoeri sikapeLroro 3acoBy 3a NepesipCHIMI MORAIIIKAM K BignoninaoTn
BHMOTAM AETOIB KOHTPOMIO AKOCTI (ananitiuno-nopmarisuoy noKysenTaiy),

38 pesyaLTaTaMH  AepIKABHOTO KOHTPOMIO  BCTAHOBJEHO, 10  JiKAPCHKHiT _3aci6  meeseno B Yepainy 3
AOTPHMAUITEM BUMOr 3aKOHOAARCTE LOJL0 3afe3neucHnn gxocTi nilcapt.:’l}u-ﬁx 3acobis.
Ny

Hauanning ‘ Muxona XOJNOAEHKO

(miznue) {initianu ta npismnne)

7 —




JEPXIIKCIIYIKBA YKPATHU
JAEPJKABHA CIYXBA 3 JIKAPCLKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m. KHEBI

npos. Haaii Ceitnuunot, 3, 02099, ren. (044) 295-26-85
E-maii: dis.kyiv@dls.gov.ua, Kog €OPIIOY 37079055

BHCHOBOK
PO SIKICTHL BBE3EHOro B Y kpainy Jikapenroro sacofy
21.11.2024 Ne 61804/24/2611
MEBCIH PETAPI®

(nafiMenynars nikapeskoro sacofy arigno 3 peccTpadiiingy nocaingeHnaM)
kancyyu no 200 mr, no 10 kaneya y Gaicrepi; mo 3 aicrepn y nauui 3 kaprouy

{diopmn suRyCKy, X03yBaiA, BUA NAKYBAHHA AlKAPCHKOTO 38c06Y)
Homep peecrpauiiinoro moceimuenns UA/8968/01/01 crpok aii peecrpauiitnore nocsinuenns HeoBMexen it
Cepia nikapcskoro 3acoby Ne EMB24001A1 KinekicTs BBe3cHoro nikapewkoro 3aco6y 18900

BitpoGHuk Esepromken Jlakid) Cacucus Jlimiten, [agis

(unidmenynanits supobiuka nikapcukoro 3acofy, kpaita noxoemenmis)

Bueseuo s Yrpalizy Topapuctio 3 odmesxenolo signosinanpuicrio "OPTAHOCIH JITH",
inewr, wou: 24377666

(uabivenysanns a kon 3n €LAPTIOY opuanuHol ocoGu abo npiznuue, iM's, 110 GaTbkosi dizuunot
0co0H - nianpreMuy, ii sicue nposxusanHs Ta peectpauifnuii nomep o0AikonoT KApTKH ANATHMKA
MOAATKIL afo cepis Ta HOMep NacnopTa)

TMpoTokon sisyansuoroe xourpome sin 21.11.2024 3 4012/1.

3a  pesyfbTaramMyt AepKaBHOrNO  KOUTPOMO BCTAHOBNEHO, WO NiKapckKpit 3acib  BBe3eHo B Ykpatny 3
AOTPHMAHHAM BHMOr 3aK0HOAABCTE WOAO 3a6e3MeueHHs AxocTi Aikapebkux 3acobib.

Haqanmu%%ﬁ;_ﬁf%ﬁ% Muxona XOJIOJAEHKO

~°1“' VITHNTT ¥ - -t — -
{rocy @%{gp L\opl"ﬂny‘ ’c’pﬁn\ 0 KOUTPOAIC} (niannc) (iniuium Ta npisspie)
7 ©
@
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Evertogen Life Sciences Limited

At

cveriogen

MEBCIH PETAPR®, xancyny ro 200 mr Ne30 cepln b EMB24003A1

CERTIFICATE OF ANALYSIS

CEPTHDIRAT AHamay M2 21CP24100501

Product name / Haaea npoayy: | MEBSYN RETARD® [ MEGCIH PETAPA®

Pharmaceutical form / Nixapeska dopwva: I capsules / kancyny

Strengthipotency / Cuna AiifaKTHBHICTL: ' 200 mg (mr)

Type and size of packaging / Bua | poamip ynas{oauw{ 10 capsules in blister; for 3 blisters in 2 cardboard pack / no 10 kaneyn y Gricrepi; no 3 Gnl_{:ﬂ)p ¥ NEYL 3 KEPTOHY )

1 capsule contain: Mebeverine hydrochlodde 260 mg (as prolonged-felease pellets)

Active substances / [l pesopin: 1 kancyna micrnrs: MeGesepany riapoxnopua 200 b (y suinRgi nener nponorrosanal Afi)

Manufacturer / BupoGnsm: i Evertogen Life Sciences Limiled / Eseproen J‘léﬁq; Caexcua Jlsiren

Plot Ho: 5-8, §-9, S-13/P & S~14/P TSIIC, Firarma SEZ, Green Induslriat Park, Polepally (V), Jadcheda (M),
tahabubnagar, Telangana, IN — 509 31, India

Address ! Arpeca: Mnov Ne Ec-8, Ec-8, Ec-13/Mi va Ex-14/Mi Ti Ec As A4 Ci, ®apma Ec | 3er, Mpin tyaactpian Napk, Nonenanri 83,
€puepna (En), MaxaGyOrarap, Tenawrana, IH-509301, Iwgin e
Registraticn certifcale / Peecrpauifine RocBinYeHHA; ] UA/B968/01/01 E Valid upto / [liicre go: [ Unlimited term / HeoBvexeHud
License No. / flivenaia Ne; @rﬁﬁﬂawﬁkﬁé” T T
Bachie/Cepinhe: {  EMB2oDIM | Balch size/Poswip cepii: | 20000 packs/ynar.
Dale of manufaclure / Nata supoGHutrea; [ 0812024 —I Expiry dale / Tepsin npupartsocT: !r_bQI?.DZBH T
T Tesy T T T T Acceplable critera (at batch reailze) 7T Resutt
i Hahnenyeanns Aoxa3uiea Kputepil npuinathocTi { 4a ennyck) ‘ Peaynurar
: Hard gefafin capsules No. 1 with orange body and whita cap with printing «S» on both parts, containing
* Description wiile pellets. ' . Complies (Bianosiae)
Onue Taeppl enatnHoei kancynu Ne 1, xopnyc opatxesoro KOMNbORY, kpAWeKa GiNOro KoRbOPY, MAIOTL : % ANGEW

Haniei «Sn 1a 060X YaCTsHaX xancynv Ta MICTATb B Gobl nenetw Ginoro konwopy.

" Idanification / nexTatiikaa

The retention time for the main peak of Mebeverine Hydrochloride in the chromatogram of the Assay
preparation cormesponds {o that obtained from Standard solulion in «Assaye,

Mebeverine Hydroghloride YHac yTpuniysanHs OCHOEHOTO Nika MeGeBepHHy rigpoxnoputy Ha xporsarorpasi eunpotiosyeanore
Mebeaepisny rinpoxnopig, PO3HUHY, APHTOTORAHOIC AN KIALKICHOO BYMIHAHEHHS, MOBUHEH BIANOBIAATH Y2CY YTPHMYEANHR Nika
eGesepiry MAPOXNCHHAY HA XPOMATOPaKi CTAHBAPTHONO DOMUHY, NEHIOTOBAHOMS G po3nini
aKinuicHe BHIHAYEHHAD,

Compltes {Bianosinac)

| Average weight of capsule S
i Cepens vacaangymn 362.0 mg (rr) £7.5% — 3§4.99 Tg (_W}
I average weighl of capsylz content

285.0mg (mr) 7.5 % 288.95 mg (1)

, Cepearn waca amicry kancymu T B v
Not mere than two of the individual weights of 20 capsules contents deviate £7.5 % and none deviates
— _— - 16.0 % from the average waight
. Unifermity of fili weight G A ) " ; ) -365
| Opwopigicts wacs avicry Kancyny 13 20 agamenix BMICTIR xancyn sinxknena mac ve Bnble wis 430X BMIGTIE KaNCyn Moxe cknagam: w35y

. Binstwe ik 7.5 %. BilXunesia mack #oAKGro BMICTY KENCYMH HE HOBMHKO CKIBAATH Binbwe Hlk + 15

% Bifl CEPEAHLOT tACH.

|
!

] e

i Not more than 40 % of labeled amount of Mebeverine hydrochlaride in 4 hour.

KinkicTe Mebesepury rifpoxnopuay, o nepaiwios y poaury yzpes 1 rog, sac Gy ke Ginswe 40 % sig ; 15 %
BMICTY, 2aaHa4BKoro ¥ pozaini “CKnag va onHy kancyny™. ‘

From 35 % to 65 % of labeled amaunt of Mebeverine hydrachlorde in 4 hours. i
KinbKicTs MeGesepuHy rigpoxnopiay, Wo REPERLIOS ¥ posusi Yepes 4 rof, Mac ByrwBin 35% 0 65 % 52%
BiA BMIGTY, 2aauaqenore y poagini *Cxnag na oay kancyny”,

Dissolution
Poaunresns

; Notless than 60 %(Q) of labeled amount of Mebeverine hydrechlodde in 8 hours
' : KinbxicTs mefeaepuHy rinpoxnopugy, WO nepefiluos ¥ poduik vepea 8 rog, Mac ByTy e menwe B0 % (Q) 72%
Bif| BMICTY, 323Ha4eHoro ¥ posaini "Cxnag Ha OfHy ¥ancyny”. i

VMicmbioloélcaI test / Mikpobionasiuna yicrota

The lotal number of viable aarabic microorganisms: / 3aransHe YHECAD KHTTEIJATHAX aepolGHHX taiRgoopraniamip:

Bacleria / Bawrepii NMT 1000 per 1 g/ He Ginbwe 1600y 1 1 - | <tocrmguvon
MEBSYN RETARD®, capsules 200 mp Ned0 bateh ¥z EMB24003A1 o el

Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Myderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. UZ4233TG2012PLCOB5349
Factary : Plot No: 5-8, 5-8, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - $09 301, Telangana, India.
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HMEBCIH PETAP/®, kancynu no 200 wr Ne30 cepin Ne EMB2400JA1
' Fungif Fpusa © NMT 100 per 1g / He Ginswe 100 7 11 <10 CFUIg {KYOH)
Escherichla col I Escherichia eoli should be absent per 1 g/ Bincythicts Escherichia colfg & £ o ‘ Absr_apl_(f!_iﬁcmi)

Assay (balch release) / KinukicHe auanavessn (sunycy) o L ;
: . NLT 190.0 mg and NMT 210.0 mg mebeverine hydrochloride per capsule ?
meggggn:ﬁ Hryirdrcﬂlgnﬁa He mowwre 190.0 mrine Ginswe 210.0 7 MeGeBEPINY ANOXNIPALY b REPEPAXYHYY HA CEPEAHID macy : 200.0 mg {wr) !
i & ey AFOXROpiL BIMICTY Kancyni !
: T Any spot corresponding lo veratric acid is nt more intense than tha spat o the chromalogram of solution |
{3) not more than 0.5% <05%
» Bynb-sika nnAMa, 1o siAnoniAas sepatpoal KUCNOTI, He Mae Byvit InTencHBNIlION 3a Anaty 1a ’
Impurlies Xpamatorpasti posuHy (3 ke Ginvue 0.5%
CynpopinHi gorism O et o e s e e - A
Any ather spotis not more inlense than the spot in the chromatogram of selution (2) not more than 0.5%
! ByAb-Axa iHwa nrAma He tac By iTercuBHiLow 38 PNAMY Ha XpoMaTospaii poaukky (2) ve Ginswe | <0.5%
| N 0.5% |
CONCLUSION | BUCHOBOK

The tesls are performed in accordance with MQC of the manufaclurer that approved by MoH of Ukraine.
In the opinicn of the undersigred the sample refered to above is of standard quality is defined in the MQC.

and angiysis proocols were reviewed and GMP compliance was confirmed.

BinpcGysarmn npoeengHi Bianoainno £o MKH supoBiika, wo aaTeepaken Harazom MO3 Yepaiis.
IriAHD BHCHA3KY HUKMERIAMMEEHOTO, BHIEBKAAZHNA IPa0K MAG CYAHTAPTHI NOXAIHKKK RKOCT], nepenGavent MKS.

MICTMTLCA B PECCIPALIRKOMY A0CkE. MpoTekony BHpOBHULITBE, Nakya3HHA Ta BHaniia BYNK NEPerNAHYT, BCTHGBNEHD BiAnoeigHicTL GIMP.

I hereby cerify that the above information is authentic and accurate. This batch of product has been manwfactured, including packagingflabeling and quality control at the above-
mentioned site in full compliance wilth the GMP requirements of the tacal Regulatory Authority and with the specification available in registration dossler. Production, packaging

L 51 aaceinuyio, WO HABBAEHA BHWIE HOPMALR & AocTasipHol Ta Tawow. L ceplio npoaywlli Gyno eupofinexo (BrnI0uAI0MH RAKYBBHHAIMEPKYESHHA} T8 KOHTPOMD i AXOCTI Ha
aKlezazuanzHt BupobHRIN GINBHULT NpoBEAEKD ¥ NOBHIT BIANOBIAHOCH 3 BKOraN GMP, acT2H0BMEHUA MICIERHM BERYNATEPHUM ODFaHOM, 8 TaxkoR BIANCRIAHG 00 creyudiadgi, wo
t

|
7

(o o _.. Person, authorizing the bateh _release ] Ocobe, minnosigansHa 3a sumyck cepii
G. Stinivasa Rao Manager QA {f_ | | 21-09-2024 5
Narme f Npizansz Posilon / MNocana Sgnalfé 1 Nipme Dete of signalure / Jara rigrwcasnn
MEBSYN RETARDS, capsules 200 mg He30 batch & EMB24003A1 Zalia2

Office : GV Chambers, 7-2-C8 & CB/2, LE., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evariogen.com, CIN No. 1J24233TG2013PLC085349
Factory : Plot No: 5-8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadeherla (M), Mahsbubnagar, IN - 509 301. Telangans, India.




JAEPKABHA CJIVYIKBA 3 JHKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanit Caitnuunof, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €APIIOVY 37079055

BHCHOBOK
PO AKICTH BBE3CHOTO B YKPpaTHy Jiikapceshkoro 3acoby
23.12.2024 Nt 69381/24/2611
MEBCIH PETAPA®

{uaimenyraiis pikapebkoro sacoBy arixno 3 peecrpauiinma nocsiatcunan)
kancysa no 200 mr, ne 10 kancya y daicrepi; mo 3 Guicreps y mauui 3 kaprony

{dropma Bunycky, Ao3yBANI, BHI NAKYBAIH NIKAPELKOrO 3aco6y)

Honep peectpauiiinore nocsiauensn UA/8968/01/01 crpox aif peecrpaniiinoro nocsinuenns HeoOMeKeHHE

Cepin nikapeskoro zacofy Ne EIVIB24003A1 Kinbkiers spezeHoro mikaposkoro zacoGy 18900
BrpoGHuk Ereprosuxen Jlafid Caencus Jlimiten, Innis
(1aiinenynnuns supobnuka nikapeLkoro 2acoly, kpaitia noOXomKeHIs)
Boeseno s Yxpaihy Topapucrse 3 00Mexeno10 Binnoeigansuicrio "OPTAHOCIH AT A",
inenT, won: 24377666

(uaiimenypaiia a xox 3a CIAPIOY opuanuncl ocobu abo npizauwe, in'a, no Gathkosi diznurai
ocobu - nignpreMua, 1 Micue RpoxHBanHg T2 peecTpaniitnuil Homep 06aikoBol KAPTKH rAATHHKA
nonatkin abo cepis TA HOMED nacNopPTa)

IpeTokon Bisyansuore kourpomo sin 23,12.2024 Ne 4444/6,

3a  pesyibTaTaMi  IEPKABHOr0 KOHTPORIO BCTAHOBIEGHO, w0 nikapenknit 3aci® seeseno B Ykpaidy 3
BOTPHMAHHSM BrMOr 3aK0HOAABCTER UIOAC 3a0e3neseHHA AKOCTI Aikapobiux 3acobis.

7 Biicrop MAXHOBEL[

(nocazona oco ,Qp@ 1y A (rinmne) (imiwians 7a npisenue) M
l-d Q

Tim}tom xo! Tgp:l )




HEPIKABHA CJIYIKEA 3 JIKAPCHKUX 3ACOEIB
TA KOHTPOJIO 3A HAPKOTHKAMMU y m. KHEBI

npos. Hanii Critnuuoi, 3, 02099, e, {044) 295.26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CAPIIOY 37079055

BUCHOBOK

NPO AKICTL BBC3CHOrO B Yxpaiuy nikapesroro 3acoly

04.12.2024 Ne 65325/24/26

MELCI PETAPA®
(nailsenynning shapesioro Incoly 3riane 3 pecerpaiifiim nocaiaucingm)
feaneynn o 200 pr, o 10 cancyn ¥y Butierepis 110 3 Gaicrepu y nauwi 3 KAPTOHY
(thopma ruiycxy, A03yBanig, B NDKY BRI JiKapChiroro 3acoBy)

Homep peectpauitinoro nocaiguens UA/8968/01/01 CTPOK Al peecTpauiiinoro noceinvenin HEOBMEKCHIE
Cepisn nikapebkoro 3aco6y Ne EMI324003A | KinwkicTs peeientoro fikapebiore aacoBy 180

BupoGHitk Esepromxen Jlaii(y Caencus JI iMiTen, Innia

(1mafiscnysamu supoBnuka Aikapenkoro sacoby, kpaina NOXOIIKCNA )

Torapuerso 3 o6mexenoo Bianogigansnicrio "OPrAHOCIH JITO",
inen. won: 24377666

(rafsenynanng ta con 2 CIPTTOY lopiamnet ovoln uGo npizsHule, is', 1o GuThioR; thiznunoi
ocalinn - nizmpienug, 1 sicie NPOEUBANIA T& PeceTpantiiinnii nomep obnikonol KAPTIY SIaTHIKY
nosarkis afo eepis Ta loyep nacnopra)

Beeseno n Ykpainy

lIporoxon sisyanuitoro wourTpomo nix 24.10.2024 N 3619/8.
JlaGopaTopruii ananis sixocri nikapensroro wcofy aificnenyii:

Ja6oparopis 3 xonrposmo sxocTi nikapeskux 3acobin TOB "JOBPOBY T-JI] KIHAAB" (M. Kuis,

Byn. Hosropon-Cineperka, Gyn.3, HeKHTNOBI NpuMiLtEHHS! 92)
(nafisenysanna o sicucatnxomrentsg JaGopiropil, 1o nponcag nadoparopintii ananis nxocti)

Brcronox wono sxoeri nikapcbroro 3acoBy, suaanisit naGoparopieio pin 04.12.2024 No 1782-24
Peaynsraru naBopaTopuoro ananisy akocri AIKapeLKOro 3acoBy 3a neperipeinini nokazHlkam i BignosixaoTh
BUMOTaM METORIB KOHTPOMO MKOCTI (ananirimno-nopmaTisHol LOKYMenTAaLLT).

3a pesyruraTamu ACHRABHOIO  KONTPONO  BCTAHOBAGHO, LG nikapceknit  3aci  moescio  p Yrpathy 3
AOTPHMARHSIIM sumor sakonomarcTea 1oa0 3abesneueing axocti nikapebkiacosis.

7 Murkona XOJIOAEHKO

(i) Ginittiem Ta npiasmnne)
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Evertogen

Evertogen Life Sciences Limited

MEBCIH PETAPAS, santyrmy no 200 ar Ha30 cepin N2 EMB24004A{

CERTIFIGATE OF ANALYSIS
CEPTUOIKAT AHANIy N¢ 21CP24100597

Product name  Hasea npoaywy: I MEBSYN RETARD® | MEGCIH PETAR[®

Pharmaceutica form / Nixapctya thopua: IEpsules { wancynm

Strengihipotency f Cuna giifasruenicrs: L 200 myg {mr)

Type and size of packaging / Bua | poaMip ynamamL‘iU capsules in blister; for 3 blisters in a cardboard pack / no 10 kancyn y Gricrepi; no 3 Buiictepy y navui 3 kaprony :

Aclive subslances / Jilui pevopus:

1 capsule contain: Mebeverine hydrochloride 200 mg (as prolonged-release pellets)
1 kancyna Micris: MaGesepisiy riapoxropua 200 Mr {y surnagi nener NPONIORFOBAHOT Aif)

Manufacturer / BupoSuk: | Evertogen Life Scfences Limited / Erepropwen Nafidy Cacneua Miiten l

Plot No: §-8, -9, S-13/P & S-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M), _l
Address / Aapeca: Mahabubnagar, Telangana, IN - 509 301, india

" | fnov Ne Ec-8, Fc-9, Ec-131 1a Ec-14111 Ti E A Al Ci, ®apwma Ec ! 3er, ['pin Ipacrpian Mapx, Nanenanni (BI),
€aqepna (En), Maxabybarap, Tenanrana, IH-509 301, Ingin

Registration certificate / PeecTpauine nockinusius: , UA/B968/01/01 —I Valid upto / flificke go: LUnlimited term / HeoGMexenmi
License No. / liyenaln Ne: wIMNIAPIzOWF!G

BathNe/Cepintis: | ewmzaonit | Batch siza/Poswlp cepii: | 20000 pacielynar, h
Date of manufaciure / Jara BrpadnuyTaa; I 0972024 1 Expiry dale / Tepmin npugatrocri: 0912026 '
o Test Acceptabla criteria (at balch realize) Result |
Ha?Nenysakhg AoKasKHMKa Kpurepii npuikstHocri ( Ha BRIVYCK) Peaynutatr ;
Hard gelatin capsules No, T with orarge body and while cap with printing «S» an both parts, containing '
Descriplion white pellets, Complies (Binnosiga '

Onuc Trepai XenaniHosi kancynm Ne 1, sopaye opainkesoro ECNLOPY, kpiiedka Ginoro konkopy, MawTs plies (Bianasinze)

HaMicK «Sn Ha 080K YaCTHHaX KaNcyNis Ta MIGTATS & cafi nenei Binoro konsopy.

! Idenlification / ipemubivauin

The retention time for the main peak of Mebeverine Hydrochloride in the chromatogram of the Assay
preparation carresponds to that abtained from Standaid solution i ¢Assays,

IMebevering Hydrochloride Hac yTprmy=ansa cciosnore nika MeSesepuny fapoxnopuay va Xpomatorpami esnpoGosyeanoro
MeBerepury rigpoxnapug RO3KRY, NPUIOTOBAHONG ANA KINLRICHOIO BIIHAYEHHA, NOBMHEN elgnoalaar vacy YIpHMYBaHHA Nika
seSerepuiy rinpoxnopkay Ha XpOMATOrpam CTaHaPTHOrD PO3UIHY, NPHIOTORAHOMD B poagni

| «KinbiicHe praavenHan,

Average welght of capsule :
Cepeaun Maca xancyn 3620 mg (r) £7.5 % 366.07 mg {wr)

Average weight of capsule content .
Cepotn waca e cry kancynn 285.0 mg (mr} 27.5 % _ 289.27 mg {mr)

Comglies (Binnoeinac)

Not more than two of the Indivigual weights of 20 capsules conlents deviaie +7.5 % and none deviates
+15.0 % from Lhe average weight 49
I3 20 3Bakenx enicri Kancyn eixKABHHS Macy He BinbLue ik Agox BMICYIB kancyn Moxe ckragarTh ;3'37
Oinbwe Hly & 7.5 %. Blaxuners pack HOAHOTO BMICTY KaNCYNY HE NOBMHH CXNAAaTH Blnblie uix & 15 ’
% iR cepanisorf MacH,

Uniformity of filt weight

]
Oanopigkicts Macy syicty Kancyim h

Nat mare than 40 % of Iabeled amaunt of Mebeverina hydrochloride in 1 hour,
Kinshicts meGesepuy MiALOXAOPHAY, WO NEPERILOB ¥ POTHMN uepe3 1 rog, wae Gyt Ke Blnkie 40 % slg 19%
BMICTY, 3a3H2YeHro ¥ poaging “Cnan wa ogry kancyny”,

From 35 % to 65 % of labeled amount of Mebeverine hydrochloride in 4 hours.
Kinexicts neGeaepuny riApoXnopyAY, WO NEPERLLOB ¥ posHMH wepea 4 rog, mae Gyru sig 35 % g0 65 % 51%
Bif BMICTY, 333Ha4SHOMO ¥ poafini “Cxrap Ha oy xancyny”.

Dissolulion
Pozuunenns

Notless than 60 %(Q) of Iabeled amount of Mebeverine hydrachloride in 8 hours
KinbricTs medzsepwny riApoXAopHAY, o nepefiwos ¥ posuki yepes § rop, Mae Gyt ne Mexwe 60 % @ 74 %
Bt BMCTY, 3a3Havenaro y poagini “Canap na oy rancyny”.

e

I Microhibiﬁéfaa—liegl 1 MikpoBionorivya smcrota

The tolal number of viable aerobic microorganisms: / 3aramsHe ukcAo HUTTENATHIX 28POBHMX MirpoOpraniamie; ——
Bacieria / Barepi NMT 1008 per 1 g / He blibwe 1000 y 1 1 [@D%ﬁ;@%@m _J
oW T
MEBSYN RETARDS, capsules 200 mg Ne2g batch b EMB24004A1 / }1'0'&5 2

e T
Office : GV Chambers, 7-2-C8 & C8/3, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertagen.com, CIN No, U24233TG2013PLCO8S349
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/p TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V}, ladecharla (M), Mahabubnagar, IN - 500 301, Telangana, India.
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Evertogen

Evertogen Life Sciences Limited

WEBCIH PETAPR®, kangynit no 200 mr He30 cepin No EMB24004A1
Funéh’ TpuBa l NMT 100 per 1g / He Ginswe 100 yir <10 CFUfg {KYQir) ‘
| Escherichia coll f Escherichia colf should be absent per 1g/ BlacytuicTs Escherichia colf g 1 r Absent (BlacyTni) .
Assay (balch release) / KinbsicHe BHanaueuHy {BHnycx} ~ !
i . NLT 190.0 mg and NMT 210.0 mg mebevering hydrochloride per capsule
Mebeverine Hyjdrachlonde He menwe 180.0 mr | ve Sinbwe 290.0 mr uefiesepuy rinpoxropiay B NepepaxyHyy Ha CepeRrio Macy 201.9 mg {rar)
MeGiesapuny rigpoxnopig 5
BMICTY Kancynu
Any spol correspanding to veratric acld s nal more infense than the spof on the chromategram of solufion
(3) not more than 0.5% <0.5%
. Byaw-aka nnana, wo vignoeigac sepavposif Kucnori, ke Mac OyTH iHTencuBRiLLON0 33 RNAMY Ha :
Impurilies Xpowaroipani possiy (3) ke Binswe 0.5%

Cynposigwi nomiwks

Any olher spot is not more inlense than he spotin the chromatogram of solution {2) not mare than 0.5%
Byne-fika lkiwa nnama ve mae Gyry inTerciesivoi a3 NNAMY Ha XpoMarcipasi posurny (2) ve Binblue <0.5%
0.5%

In the opinion of the undersigned ths sai

mentioned site in full complizace with

The tests are performed In accondange with MQC of the manufacturer that approved by MoH of Ukralne.
I hereby canlify that the above infarmatien Is authentc and accurate. This batch of product has been manufactured, including packagingflabeling and quality contral at the abeve-
the

and analysls prolocols were reviewed and GMP compliance was confimned.

BunpoBysakin npopeaeni BiANoaigHo A0 MKST BupoShie, tjo aavaspAweH] sakaaon MO3 Yipaluu,

Jrifei0 BHCHOBKY HissvENiARYCaHOrD, BULeRK3IaKMI SLAI0K MAE CTAHAAPTH] ROKAIHHAM RHOGTI, nrepegbaveni MKA.

UM A 3acsiguyo, o Hasenena B HBOPMATE € JOSTORIDNDO Y3 TOUHOK. Lo ceplio nponywy Byno supobineno {akmovaioum RAKYBEHHAIMBPLYBEHHA) Ta KOHTROML T AxocTi Ha
anpeaazHaqexin srpoBHiii sinskugl nposeneno ¥ NoBwift sinnosigkoct 3 sxmoran GMP, BCTAHORNBHAMY HICLIESUM DERYAATOPHUM OpraHoy, 4 Tarox signosigHo go CREsthikaLfi, o
MICTHTSEA B peECTpayiiiHoMy nocke, Tporoxonit BupoGHuiTea, TEKYBEHHRA Ta aHanisia Gy nepermaHyi, noTanoaneno BlanoeigicTs GMP,

CONCLUSION ! BUCHOBOK

mple referred o above is of standard qualily is defined in the MQC.

GMP requirements ¢f the local Regulatory Authority and with the specification available In registration dossier, Preduction, packaging

Person, authorizing the batch release/ Ocoba, aignosigansua 3a BHNYER cepil

L G. Srinivasa Rao

| [ vemgeron | = ] | 2109202

Name / Mpiasume

MEBSYN RETARDD, capsules 200 mg 30

Positian 7 Mocapa Signature / Miamiec Date of signalure f [lata nignscamn

batch Me EMB24004A1 2afn2

Office : GV Chambers, 7-2-C8 & C8/2,L.E,, Sanathnagar, Hyderabad - 500 018, Telangana, indfa, wiww.evertogen.com, CIN No. U24233TG2013PLC0O85349
Factory ; Plot No: 5-8, 5-9, $-13/P & S-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (V}, Jadcherla (M), Mahahubnagar, IN - 509 301. Telangana, India.




AEPXABHA CIIYKEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 34 HAPKOTUKAMMH y m. KHEBI

ripos, Hanii Caitmuunof, 3, 02099, ren, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.uz, Kon COPIIOY 37079055

BUCHOBOK
Npo SIKICTHL BRE3eHOro B Yxpainy nikapesroro 3acoby

04.12.2024 Ne 65326/24/26

MEBCIH PETAPA®

{Hafisenynarg ikapenkoro 3ieoly srinno 3 pecerpauifin nocsiauess)
Kaneyn 110 200 mr, 1o 10 Kancyn y gaicrepi; o 3 BaticTepu y navyi 3 raprouny

{dropain ninycxy, AD3YBAINT, BHL TaKyBaWIS RAPCLEOTO 3aco0y)
Homep peecrpaitinoro nocsizuens UA/8968/01/01 crpox AT peecTpauiiinoro noceiavenns HeoOMeXKeH Ui
Cepis nixapeskoro sacady Ne EMB24004A1 Kinbkics, sBesenoro mixapenkoro zacoby 180

BipoGrirx Epepromxen Jaiiy Cacuens Jimiren, Ingis

(nafisenynatt nupoBnea AiRAPCHEOro 3ac0By, kpaiia noxouukenns)

Tosapierso 3 o6aescciioo signosiganLuicrio "OPIrAHOCIH JTO,

B Yxpar
HRSRER Ekcibpelic inenT, won: 24377666

(Baenynaing T gox 32 EHPITOY 10puaninot ocodn abo npisnmne, iv's, no Garpkon hiznaot
0colbH - nianpHeats, Tt Micie BpowUBANNR T peccTpaniiiingii nomep oGAIRoROT KapTIK NIATHMI
novaTkin aGo cepis Ta HoMEp nacnopta)

Hpovoxon visyanuuore ronrpostio sin 24,10,2024 N 3619/9,
JaBoparopuuii ananis sxocri JiKapesIoro 3aco6y nificHerni:

JlaGoparopis 3 KOHTPOIIO AKOCTI NikapeLiuX 3aco6in TOR "HNOBPOBYT-JIIKHIIAB" (M. Kute,

BYII, Hoaropoa-CiBepcmca, 0yn.3, nexwurnos; npuMilenis 92)
(vakisenypanig va Micueanaxomsxeins nafoparopii, mo npooeaa saGoparepnni aaia AKOCTI)

Bucnosok wono sxoeri nikapeskoro 3acoby, pHaaunii saGopatopicio sin 04,12,2024 No 1783-24
Pesyneraru haboparoproro awanisy skocri Jlixapenkoro sacoby 3a nepesipentai mokasinkan siamosinawTy
BHMOTaNM MeTOain KoHTpONIo skoeT (aHaniTullHo-nopma'nmuo‘f HOKyMeHTawiY),

3a  pesyneraramu Acpiasuoro  kolrponio GeTanonnens, wo nmikapenkiii  3aci§ BBezeho o Vipainy 3
OOTPpHMARH S OANBCTRA WOAO 3a6e3neyets akocT) KapCbKH.\' 3acobik.

Muxona XONOJ[EHKO

pomo) (uizume) {initdaan o npizanie)




AEPKABHA CIYXKEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauii Ceitnuunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EIPIIOY 37079055

BHCHOBOK
TIpO SIKICTH BBE3EHOT0 B YKpainy Jlikapenkoro 3acoby

25.02.2025 Ne 9325/25/2611

MEBCIH PETAPI®

(Hadmenysans nikapepkoro 3acoBy 3rinno 3 pecerpaliiinum NoCBiaYeHHAM)
Kaneynu o 200 mr, no 10 xanecya y Gaicrepi; mo 3 6aicrepu y navui 3 KapToHY

(hopma punycky, No3yBANHY, BU NAKYDAHHSA Aikapesicoro sacoGy)
Howmep peectpaniiinoro nocsinuenns UA/8968/01/01 crpox nif peectpauifitoro nocsinvenns HEOBMeKEHUI
Cepin nixapcsxoro taco6y Ne EMB24004A1 Kinbkicrs BRE3CHOTO slikapekkoro 3acoby 19620

Bupofuuk Esepromuen Jlatid Caencus Jlimiren, Ingis

(uatiMeiyBanig SUPOGHUKA NKAPCLKOrO 3COBY, KPATHA NOXOIMKCIHA)

TowapucTso 3 06mekertolo pignosinansuicrio "OPTAHOCIH Jrar,
ineur. wom: 243776606

Boeseno s Vipaiuy

(hakimenysanng Ta kon 3a EIPTIOY 1opnanstiof ocoby ado Api3BHILE, IM'F, 110 SaThkos] iziuHoT
0COGH - NEANpUEMILY, TT Micue npoxuaaniR Ta peeerpatifnui HoMep 00nikoBOT KaPTRH ONATHHKA
noaarkin aGo cepis Ta HoMep nacnopTa)

MpoTeron sisyansuoroe xontpouo nin 25.02.2025 N 569/01.10-25/1.

3a  pesynbTataMmi  AEpPKABHOTO KOHTPONIO BCTAHOBJEHO, 11O nikapebk#ii  3aci6  speseno B Yipatuy 3

AOTPHMAHHSM BrMOr 3aK0OHOAABCTER WOAO 3a6E3NEUeHHA TKOCTI NiKADZBIMX 3ac0Bis.

i et
i
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Muxona XOJIONEHKO

(ninnuc) {iniuiami Ta npiasne)

R




3 r
i

Evertogen

Evertogen Life Sciences Limijted

MEBCIH PETAPO®, kaneynu no 200 Mr N30 cepia N2 EMB25002A1

CERTIFICATE OF ANALYSIS

[+]
CEPTUBIKAT AHAMIZY T2 21CP25100143

Product name / Hazea npogyxuii: | MEBSYN RETARD® / MEBCIH PETARP®

Pharmaceutical form / flixapceka Gopma: I capsules / xancynu

Strength/potency / Cuna filfakireHicT: I 200 mg (t4r)

Type and size of pockaging: _—10 capsules in blister; for 3 blisters in 2 cardboard pack
Buniposmip ynakoouni no 10 kancyny Bnicrepi; no 3 Gnicrepu y navuia KapToHy

Active substances: | 1 capsule contain: Mebeverine hydrochloride 200 mg {as prolonged-reiease'-r;el'l'ats)r
Airoyi pevoaunu: | 1 kancyna MicTMIbL: Meterepuny riapoxnopua 200 mMr {y BurnAagi nener nponoxroraqol i)

Manufacturer / BupoSHuxk: I Evertogen Life Sciences Limited / Eseproaxen Nalid CaeHena Aimiten,

Plot No: -8, §-8, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrlal Park, Polepally (V)

Address: | Jadcherla (i), Mahabubnagar, Telangana, IN - 509 301, lndia

Anpeca: | MNnor N2 Ec-8, £¢-9, Ec-13/Mi ra Ec-14/M Ti Ec Ak Aft CI, apma Ec | 3er, [pin IHaacTpian Dapr, !
Monenanni (Bi), Eauepna (Em), MaxaGyGuarap, Tenanrana, IH-509 301, IHain J

——— i S L G

Registration certificate: Valid upto: | Unlimited term License No.: . N
e A . % : : /MN/API2014/Ff
Peecrpauiiine nocsiguenna; Ua/asesranion OicHe ao: | HeobBMexeHWi Niuenata we; 19 N{A RIRAS
Batch N / Capin N2; l EMB25002A1 ] Date of manufacture/ fara Bupobnuyrea: l 02/2025 l
Baich size / Po3wip cepii: l 20 000 packs (ynax.) I Expiry date /Npuaarnuis ao: l 02/2027 —I
' Test - | T T Accaptable oriteria jat beich realize) [ 7777 Resurt |
___Horimenyeannn fokazHmxa ] Kpurepil npuitnaTHoCT { Ha BulyCK) . Pesynerar
I Hard gelatin capsules Na. 1 with orange body and white cap with printlng «S» on both
: DésEEn parts, containing v.fhne pelletso Complies
Onue Teepal xxenarvHopj KBNeynu N2 1, KoOpnyc opamHxesoro Kanbopy, KpHLeuka Glnoro (Bianosinae)
! KONLOPY, MAKGTL HAMKMCH «S» Ha 060X YACTUHAX Kancynu ta mictars 8 co6i nenarn Aancain
Ginoro kxonbopy
Identification / Iagnvudixatin
The retention time for the main peak of Mebeverine Hydrochlaride in the
chromatogram of the Assay preparation corresponds to that abtained from Standard
Mebeverine Hydrochloride Soltioniini-ASsgy s . : Complies
4 Hac yrprMyBaHHA 0CHOBHErO nika rmelesepuny NADOXAOPNAY Ha XpOMaTorpami 7 X
MeGesepuny fiapoxnopng e {Bignosigaeg)
BUNPOGOBYBAHAIO PO3UMHY, NPUroToBaHArO BAAA KINBLKICHOTG BUIHAYEHHSA, NOBMHENR
Bianopigartk Hacy yrpuMyseHHA Nika MebenepuHy riapoxnopupy va XpoMarorpami
CTEHABRTHOrO PO3YNHY, NPUIOTOBAHOIE B po3agin «Kinskicke BN3HAUEHHS»
~ Average woight of capsule

362.0 mg (mr) 7.5 % 362.10 myg {mr) {

Cepeann 4aca kancyny

Average weight of capsule content

0;
Cepennis maca BHicTy Kancynu 285.0 mg (Mr) 7.5 % 285.7 mg {mr)

Mot more than two of the individual welghts of 20 capsules contents deviate 7.5 %

Uniformity of fill weight and nong deviates =15.0 % from the average weight 4.20
Oaropingicts macy amicry 12 20 300KeHNUK SMICTID KANCYR BIAXMAGHHA MACK He OinbLue Hix ABOX BMiCTIR Kancyn ;3'51 %
Kancynu MOXe ckNanat Binble HiX + 7.5 %. BigxunenHs macu KOOHOFO BMICTY KENCYNY He : !

MOBMHHO CRABAATH GINble HIX + 15 % Big cepenks ol Mack

Not more than 40 % of labeled amaount of Mebeverine hydrochloride in 1 hour,
Kinexkics meGesepuny riapoxnopuay, o nepefuos ¥ PO341H Yepea 1 rog, mae Gyris 24 %
e Ginbiwe 40 % eig emicty, 3asHauenaro ¥ Po3aini “Cknan 1a 0pHy kancyny”.

Fram 35 % to 65 % of labeled amount of Mebeverine hydrochloride in 4 hours.

Dissolution E "
PO3UMHEHHA Kinekicte meGesepuny rigpoxnopwvay, Lo nepefiluoa Y P03unH uepea 4 roa, Mac Gytn 51%
8in 35 % 00 65 % Big, 8uMicTy, aaaHavyeHoro y pozgini "CKnag Ha oAy kancyny™. !
Not less than 60 %{Q) of labelet amount of Meheverine hydrochloride in 8 hours ¥
Kinexicte MeSesepuny riapoxnopyay, Wo nepeios ¥ pO3vriH uepes 8 rog, Mae Gyti m?\{ﬂ . :
! He MeHwe 60 % (Q) pig emicry, 3a3HaveHoro y pozAini “Crnaf Ha oguy xangyny” /.:"‘ SO \ !
: S = I Cii st e e s
MEBSYN RETARD®, capsules 200 mg N30 batch N2 EMB2500241 ‘, 'I‘}ﬁfl:: 2
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Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 D18, Telangana, India. www.evertogen.com, CIN No. U24233TGZ013PLCOBS 349
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& Evertogen

Evertogen Life Sciences Limited

MEBCIH PETAPI", Kuncynu no 200 M N930

Microbiological test / MikpoSionoriuma suerova

cepin N2 EMB25002A1

The total number of viable agrobic microorganisms:
3arantHe YKCNO XUTTE3AATHUX BePO6HIY Mikpoopraniamis:

Assay (batchrelease) / KinoKicHe BM3HaYeHHA {Bunycx)

Bacteria Not more than iC00 per 1 g <10 CFU/g (KYOIr)
Bakvepif ) HeGinhme!OOOyU o i B o ]
Fungi Not more than 100 per 1g <10 GFUg IKYOIr
I'pubis o B Heﬁlnhu:e100y1_r _ ) ) S g‘( o ! )
Escherlchia coli Escherichia calf should be absent per 1 g Absent (BigcyTHi)

BiacytHicTs Escherichia colier i

Meheverine Hydrochloride

Not less than 190.0 mg and not more than 210.0 mg mebeverine hydrochloride par
capsule

|
1
3 . ) . 197.1 mg {tr) !
MeGesepuny rinpoxnopus He 1erHwe 190.0 Mr i He Ginbtye 210.0 Mr mebesepuny TLAPOXACPMAY B NEpePaxyHRY l
Ha CEpeaHID Macy BMICTY Kancynu . S i
Any spot corresponding to veratric acid is not more intense than the spoton the \
chromatogram of solution (3) not more than 0.5% <0.5% 1
Byab-axa nnama, Wi pianosisae BEePaTpORiA KMCAOTI, He Mae ByTv [HTeHcueHiuOK 22 i
Impurities NAAMY Ha XxpomMaTorpami poalmHy (3) He Glnbwe 0,5% ) 1
Cynposlani AoMiurku Any other spot is not mare intense than the spot in the chromatogram of solution (2) !
not more than 0.5% < 0.5% J
ByAb-AKa iHLLA NAAMA HE MaE ByTH IHTEHCUBHILLOIO 38 nAMY Ha XPOMaTOrpami ) .
poaunHy (2) He Sinbwe ¢.5% l
CONGLUSION / BUCHOBOK
L4 The tests ase performed in accardance with MQC of the manufecturer that eppravad hy MoM of Ukraine.
v In tha opinion of the undersigned the sarmple referred to above is of stendard quality end is defined in the MQC.
v Fhereby certify that the above infarmation is authentic and eccurate, This batch of product has been manufactured, Including packaging/labeling and

quality cantrol ot the above-mentionad sita in full compliance with the GMP requirements of the local Regulatory Authority and with the specification availabla in

fegistration dossier, Production,

packaging and analysis protocols were reviewed and GMP comptiance was confirmad.

v Bunpotyoarvr npoaeaeni signoolare A0 MKR aupoOHUXa, to 3amoep ekl Hakasom MO3 Yrpainu,
v Jrigno sugHasky HUMYERNARUCEHGID, DUUeikaIanuG IPAIAK MBE CINOHQBPMMI NOKAZHUKY AKTCT, nepentadeni MKA.
v Lust 2 3aceitvyio, wo Hasenewa sulye IHGOPMBUIN € AocrnosipHale ma mMovHer. L cepiln npoaysui Gyno BUPOGNEHO (DRmIOuBIOUL

sicyenus perynamoprumM oprasom,

Mpons I RkoCH Ha Buieaadnaye il BUPGGHUYIG alashuyl npoaggeHn Y noanii elgnosisvocn 3 sumaram GMP, BCMAanoaRarMY
9 /REXOX DIANOBIAKO [U CReYugikaYl, Wo Micmumbes a PEECMPaYIdHOMY f0CKE. Mpomoxkonu DUDOOHUUMED, NBKYDBHNR M3

aranizly Gymy nepernanyml - BCMBHORIBHD slanosigricme GME,

G. Srinivasa Rao

Person, authortzing the batch release / Ocola, signosigansya aa BUNYCK cepil

Manager QA

19-03-2025

Neme 7 Npiasuuse

MEBSYN RETARD®, capsulcs 200 mg N23g

Position / flocoaa Slgifatury ¢ Ngnue

Date 7 Narma

batch N2 EMB25002A1 20flz2

Dffice : GV Chambers, 7-2.C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India, wwiw.evertogen.com, CIN No. U24233TG2013PLC0E5349
Factory : Plot No: 5-8, $-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V}, Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




AEPIKABHA CJYIKBA 3 JIKAPCHKUX 3ACOBIR
TA KXOHTPOJXO 3A HAPKOTHKAMM y M. KHEBI

npos. Hanii Cairtanuiod, 3, 02099, Ten. (044) 295-25-85
E-mail: dis.kyiv@dls.gov.ua, Kon EAPIIOY 37079055

BHCHOBOK

Ipo sIKiCTH BReseHoro B Ypaiy Jlixapceroro 3acoly
09.06.2025

No 28155/25/2611

MEBGCIH PETAPA®

(nafimenynaimis nikapenkoro aacoly srinio 3 peeetpauifiug mocninuenia)

xancys no 200 srry o 10 waneyn y GnicTepi; mo 3 GaicTepn y nawui s Kaprouy
(thopaa nunycky, roaysans, wia RAKYBIRIA pikapehkoro aacofy)

Homep pecerpautifinore nocsinuenns UA/S968/01/01 crpok aii peectpauiiinoro nocsinvernn HeoBMecenHit
Cepia nikapcrkoro zacofy Ne EMB25002A1 Kinukicrs soesenoro nikapeskoro zacoby 19440
BrpoBik Esepromuen Jlatid) Caencuz Jimiten, Innis

(nalisenynans sapoGiika Sikapcuroro sacofy, kpaita NIOXOIMCINS)
Baeacno B Vipainy

Topapuerso 3 06areenoro sigmoinanLieTio "OPT'AHOCIH
JATH", inenr. won: 24377666

{1raitmenypaimsa ta oy 3a €APIIOY 1epiaiiiol ocebn aGo Npisonute, iv'y, 10 GaTekon]
QizrenIol ocoln - nianprcay, 17 Micue nposcHdanit Ta pecerpauifinmi nosmep o6nixosol
Kapean naariika noaarkic a0o cepis 'ra nomep nacnopra)

MpoToron visyansioere xanvpono sin 09.06.2025 X» 2029/01.10-25/9.

3a pelynbTaTamMi AgcpikanHoro  KouTposmo BCTaHOBAGIO,

wo nikapeLkHil-—3acic
DOTPHMANIIAIM Bimor 3aK0HOAARCTEA WOAC 2BEINEULHHA AKOCT] SiKa

BRBRE3CHO

B VYepaiHy 3
HX 3acobis.
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AEPIKABHA CIIYIKBA 3 JIKAPCHLKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKA MM Yy m. KHEBI .

npoB. Hazi Caitanunoi, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa EIPIIOY 37079055

BHUCHOBOK
MPO AKICTE BBe3eHOro B Yicpaiy JiKapenLKoro 3acofy

13.05.2025 Ne 23655/25/26

MEBCIH PETAPA®

{naiiscnyrans nikapenkoro 3acoBy 2riaio 3 pecerpaldiiimin NOCBIICIHAN)
kaneynn o 200 mr, o 10 xancyn y baicrepi; mo 3 Gaicrepy y nauni 3 rka prony
(hopma nunycxy. notysanns, mun Ky BaitNA Nikapenkoro sacoby)

Howmep peectpauisitoro nocsiauenns UA/8968/01/01 CTpOK Ali peeeTpattifiHoro noceinuexnn HeoBMemeHu i
Cepin nixapenkoro 3aco6y Ne EMB25002A 1 KineiiieTss sresenoro nikapenkoro sacoby 180

Bypobunx Esepromuen Jlatid Cachenz Jimiten, Ingis
{nafssenysanun supoGinin hikapcukaro aacoGy, Kkpaita MOXOMKEHHAY

Bseseno s Yepaiuy TopapueTno 2 o6memenoo Bifrosinasnsuicrio "OPTAHOCIH JTH",
inenr. won: 24377666

tafimenysanin Ta roa sa CJIPHGY 0praniol ocot ato napisame, 'y, 1o Gareroni (isnio]
ocaln - niztnepuesg, W scne HPOACHBANTTA T8 pEcCTpaIARN aosep obnikona? KOPTEH ANaTHK:
MofTkRis 880 cepin Ta nomep uncnopra)

Mporokon sisyansioro kourposo nia 15.04.2025 N 1113/01.10-25/4,

JaGoparopyuil asanis axocr] hikapebkore 3acoby 3nifcHeni:

JlaBoparopis 3 kourposmo axoeri nikapeninx saco6iz TOB "HOBPOBYT-JIIKUJIAB" (m. Kuis,

Byn. Hosropoa-Cisepcsxa, Oyn.3, uewntnosi npumiwens 92)
(nafimenynaing ra Micle3 xRN I nauparopii, wo nposcsnn nAabopaToRIHi altanis sxocri)

BlicroBox wono skocTi nikapeskoro 3acoBy, sHnanuii naboparopicio sin 13.05,2025 No 598-25
Pesynsraty naGoparopHoro aHaisy arocti nikapeskoro 3acoby 1a nepeBipeHNMN NOKaIHUKAMH signosigaroTn
BIMOraM METOAIR KOHTPOMIO AKOCTI (ananiTnuno-nopmaTisHol AOKyMeHTaUiT).

3a  pesyneraramn LCPIMABHOID  KOHTPOMIO  BCTANOBIIGNE, 110 nivapeeknil  saciG  npeaeno o Yrpainy 3

AOTPHMAHHSIM BAMOT 3aKOHORABCTRA OO saBezncuenns aiocri nikpfébrux 3aco6is.
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