JIEPKABHA CJIIYKBA 3 JJIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCHKINA OBJIACTI

npos. Caitmmunoi Haxii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOr0 B YKPAiHY JiKapchbKoro 3aco0y

01.12.2023 Ne 43756/23/10

AJIEPOH

(HaiiMeHyBaHHSA JIKAPCHKOTo 3ac00y 3riiHO 3 peecTpaliiiHiM IOCBIAUCHHAM)
TabaeTKH, BKpUTi 06010HKOK0, 110 5 Mr o 10 TadneTok y Oaicrepi; no 3 6iicrepu B
KApTOHHIiH Kopobui

(bopmMa BHnycKy, [03yBaHHA, BHI [TAKyBaHHI JikapceKoro 3acofy)
Homep pecctpauiitnoro nocsiguenns UA/5615/01/01 crpox aii peectpauiitnoro nocsinuenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne H230493 KimpkicTs BBE3€HOrO Jiikapenkoro sacoby 21528

BupoGHux Emxyp ®apmacerotikanc JIta, Ingis

(maliMeHyBaHHS BHPOGHWKA iKapcLKOTO 3acoby, KpalHa TTOXOMKEHHS)

Breseno B Yrpainy Tosapucrso 3 o6MeskeHo10 BignmosinaaeHicTio "Tea YikpaiHna', inenr.
xon: 34770471

(natiMenyeanns Ta ko 3a €JIPTIOV ropuanunoi ocobn abo npiszume, iM's, 1o 6arbkoBi (iznurol
ocobu - mianpuemus, i1 Micle NpoXUBaHHS Ta peecTpauiifHuil HoMep o6NiKOBOT KAPTKH TIATHIKA
rionaTkie aGo cepist Ta HOMep MacnopTa)

Tporokon sisyansnoro konrpomo six 07.09.2023 Ne 2764/3.

JlabopaTopHnit aHanis AKoCTi Jikapcpkoro 3acoly 3aificHennii:

HepxaBHa HAYKOBO-IOCTIIHA Ta00paTopis 3 KOHTPOJIO AKOCTI jTikapchkux 3acobiB JlepixaBHOT
ycTaHoBH "IHCTUTYT rpoMancekoro 3x0pos's iM. O.M. Mapseesa HAMH Vkpaian" (M.Kuis,
Byn.Ilomyapenxka 50)

(naitMenyBaHHs Ta MicuUE3HAXOMKEHHS JTabopaTopil, 1o nposena nabopaTopHUH aHali3 SKoCTi)

BHCHOBOK OO KOCTI JiKapchkoro 3acofy, Buaanuii naboparopiero ix 01.12.2023 Ne 2519

PesynpTaTy 1a60paTOpHOTO aHaNi3y AKOCTI JTiKapchkoTo 3ac06y 3a MeperipenMy IokasinnkaMy BIAMOBIIa10TH
BUMOraM METOJIB KOHTPOIIO AKOCTI (aHaNiTHYHO-HOPMATHBHOT JOKYMeHTaUiT).

3a  pe3ymbTaTaMM  JEPKABHOTO KOHTPOJIO BCTAHOBJCHO, 110 JiKapchkuit 3aci®  BBesemo B Ykpainy 3

JAOTPUMAHHSAM BuMOr 3aKOHOJABCTBA IOXO 3a0€311eYeHHs SKOCTI JIIKapChKHUX 3ac00iB.
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CORTINCATE OF BATCH RILTAST
CEPTUBKAT BUITYCRY CEPIT

Nmm; of product / Hatzm ﬂpmw{m

{strength, dosage form, package
and type / posysanun, Aika
QOpME, PO3MID TB THITYRARDDBKI)

Aleron, coated tablets, 5 g, Mo30 (10 tablets x 3 blisters) / Anepon,
rabneTin, srpuri 060noHKoW, No 5 mr, Ne30 (10 Tabnetox x 2 Bnicrepu}

Composition / Craag,

Levac etmzme dihydrochloride 5 mg/tablat / A esouempwwmyumu),poxnopwp,y
SMftabnenias

Manufacturer / BupoSing

Emcure I’hanrmmutmals Ltd., lndm / LMKyp fDapMdcwommnc g, lnp,m

) MA number / Homep P

UA/.)GlJ/Ol/Ol

Batch wvnuer/HoM@pmpu

| atuh s;ze / Poswp cepii

Released quantity / Bunywena
KEABKICTS

H230493

21549 packs/ynacosox

21528 packs/ynakosok

Date of manufacture / flata 03.2023
e N B
Expiry date / Opuaarinit oo 02.2025

Name and address of manufacturing
site / Haaga Ta aipeca supoGHMoT

Emcure Pharmaceuticals t1d., Plot Ne P-1 and P-2, LT.B.T. Park, Phase i,
M.LD.C, Hinjwadi, Pune — 411 057, Maharashtra, India/Emryp

AlAutmL Dapmacoiorivanc Arg,., Maor Ne N-1 va N-2, LT.B.T. Mapk, Gaza-1l, MIAC,
Xinpisag), Nyne —411 057, Maxapawpa, lHain
MIA number / Homep supoGimvoi 25-PD/149
AlIeH3IT
Tests / Tectn Specifications / Cneuudikauyii Results / Pezyabratn

1. Description {visually} / Orvc
{BigyaneHo)

White, round, biconvex, coated tablets, “‘Complies/ﬁmnomme
plain on both sides. / Kpyrai tabaeriy,
Binore  Konwopy,  ABOOHYKAL,  BKpUTi
0BoAcHKOI0, rnadiki 3 obox Goxio,

2. Identification (HPLCY /
laenmdikauin (BEPX)

The retention time of the principal peak in | Complies / Rignosipae
the chromatogram of assay preparation
must correspond to that of the standard
preparation, / Yac yrpumanns  ans
ocHoBHOTO  nlRy  Ha  xpomarorpami
BUNPOBYBABOIC PO3HMHY Td OCHOBHOrO
NiKY Ha XpOMAaTOrpami pO3HMHY MopIBHIHHA
NOBHUHAI CTiBNafaTH,

méﬂ.m/\:i;é?age 'wéligmﬁf /éé;ie;mn mMaca | 76,8 mpftab £ 5% /76,8 mrftab £ 5% 75.7 mgftab / 75.7 mr/Tab
4. Weight variation / Ogropianicts | £ 10% of average weigth / + 10% sin Minimum deviation / Mitimanste
Mal CEPEAHBOT MELH BIOXWHEHHS= -3%

Maximum deviation / Makcumanuie
Bigxunenuaz= +2%

5. Disintegration / Poananauks ' NMT 30 mm/HP Sinw.le 30 xe. 14 min. /14 XH
6. Assay {HPLC) / KinbricHe 95% - 105% 101.1%
- BrgHaueHHA (BEPX) ‘ »
7. Content uniformity / For 10 tablets: AV s 15,0, ) 102.9% | 102.7% | 101.0% | 101.2%

Onnopipmicty saicry

IfAV > 15,0, than accepted value (AV) for | 101. C)"o 103.3% | 103.9% | 104,3%

30 tablets:

AV £ 15,0 and 0,75 M g individual
uniformity £ 1,25 v/

M 10 Tataertok: AV € 15,0,
Ak AV > 15,0, 10 seaunna, wo Acceptance value / NpuituaTie
npuitmaetscd (AV) pas 30 1abaeror: IHaYEHRA = 4.1

AV £15,01a 0,75 M < Bypb-aknis
iHAMBIAVaNLHIMEA BMICT € 1,25 M

8. Dissolution / PoaunreHH|

NLT 75% (Q) after 45 min. / He merwe 98% 98% 100%

75% (Q) vepes 45 xs. 94% 98% 98%

Average / Cepenve = 98%

LMLLD.C iim,w adi, Pune - 411 057 (india)
'+ 9120 - 39521444, 39821340

2 5 G m
T j*téx MG O, ‘%?Efﬁi.;ﬁéi Pune - 411 0
2O084, Fax No. ;o 8120 - 30610111

surgoodn, CIN G L2423 1PN1e81
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9. tropurities / Dominku

-p-chlorobanzidrilupiperzine / n-
xaopbensnapuaninenasun

- p-chlorobenzidrol / -
XAOPHEHIMAPON

- p-chlorobenzofen / -
xAopBeHaoperon

- any unspecified impurity /
THAMBUYAALHA HEBUBHAMEMA
AOMitIKa

- total impurities/ cyma gomion

CERTIFICATE OF BATCH RELEASE
CEPTUDIKAT BUNYCKY CEPIT
NMT 0,3% / 1e Binwiwe 0,3%
NMT 0,2% / 1e Binvue 0,2%
NMT 0,2% / 1e Giawwe 0,2%

NMT 0,2% / we Ginbwe 0,2%

NMT 0,8% / He Binviue 0,8%

not detected / we snaligeno
not detected / ve anaitpeno
notdetected / we sualigeno

below guantification limit / wumue
MEMT KINBKICHOTO BU3HAMEHHSA

helow quantification timit / Hukue
MeNd KiAbKICHGTO BAIHAUE HHSA

10. Chiral purity (S-isomer) /
XipanbHa 4ucToTa (S-izomep)

NMT 2,0% / ve Binbwe 2,0%

0.3%

11, Microbiological quality (Ph,

E\Eu r.2.6.12, 2.6:13) /
Mikpobianoriina umerora {(€ap, d,
2.6.12, 2.6.13)

“TAMC

-TYMC

-Escherichia coli

NMT 1000 per L g / He Ginswe 10008 1 r

NMT 100 per 1 g / ve Ginbwe 1008 1 1
Presence not allowed in 1 g /
AOTMYCHACTLCA HARBHICTL 8 1 r

He

<100perig /olr
<100pertlg /elr
absentin 1g/sigcytias 1r

The batch meets the requirements of MQC to MA Ne UA/5615/01/01 / Cepia signosigae sumoram MK A0 P Ne

UA/5615/01/01,

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site in full compliance with the

GMP requirements of the local Regulatory Authority 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, / QiAcHm 5 3aTBepaXkYIo, WO HaBeaeHa suile inpopmalia & ZOCTOBIPHOIO Ta TOMHOI. Lia cepist NpoayKTy
Byna snpobeHa, BIIMAIONM NaKysaHHA/MapRyBaHHa Ta KOHTPOAb AKOCTI Ha BULLE BKazaWift AinbHuul 8 NOBHIN
gignosigrocTi 4o sumMor GMP, wo BCraMeBaeni MICLEBUM DEIYAATOPHUM OPTalom, Ta creuudisalii PeecTpauitHoro
Noceiguerns kpaiku-imrnoprepa. MpoToKkosi BupobHULTBa, NaKyBaHHA | aHanisy cepii Byao PO3IAAHYTO M BU3HANMO

Takumu, Wo BiLnoBipawTe GMP,

Compiled by / Mprorosneno:
Anuradha Shingate

Checked by / Mepesipeno:
Sanjay Autt
A

A

Approved by / 3aTeepgmeno;
fir. Ganesh Holkar

Date / flata oy 0.} ofo\ %

Rlot

Date / flatar O 'S\t‘f‘z 27 A

wura Hou

Qualified Person / YoosHoHa skera
Oroba

Date / flava: o g e 2

A0 - 3081011

FTFMIGETPLCD24251




