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Name of product / Hasea npogyxra
{strength, dosage form, package size
and type / flosyeauns, nlikapcexa
$opMa, poamMip Ta TMN yNaKosKK)

Aleran, coated tablets, 5 mg, Ne30 (10 tablets x 3 blisters) / Anepan,
Tabnerky, Biputl 0SonouKo0, N0 5 mr, Ne30 {10 rabneto x 3 Gnicrepm)

Composition / Cinag

Levocetirlzine dihydrochloride 5 mg/tablet / Nesouemmpusuny Aurlapoxnopugy

5 mrftabnetna
Manufacturer / BupoBruk Emcure Pharmaceuticals Ltd., India / Emuyp dapmachiotikanc 14, IHala
MA number / Homep PIT UA/5615/01/01
Batch number / Homep cepli H231870

Batch size / Posmip cepii

20617 packs/ynaranon

Released quantity / Bunywena 20592 packs/ynaxoBox
KinbricTs

Date of manufacture / flata 09,2023

upofHuuTea

Explry date / Mpuaathnii o 08.2025

Name and address of manufacturing
site / Hasea 1a agpeca sUpoBHMYOT
AlnbrEuu

Emcure Pharmaceuticals Ltd., Plot Ne P-1 and P-2, |.T.B.T. Park, Phase I,
M.I.D.C., Hinjwadi, Pune — 411 057, Maharashtra, India/Emryp

bapmacsiorikanc Jirg,., Maot Ne -1 1a -2, LT.B.T. Napy, daza-li, MIAC,
Xualsagl, Nyne — 411 057, Maxapaurrpa, lnain

MIA number / Homep snpoGumuoi
Aluenaii

25-PD/149

Tests / Tectn

Specifications / Caeyndiranii

Results / Peaynbrats

1. Description {visually) / Onuc
(siayanbho)

White, round, bleonvex, coated tablets,
plain on both sides. / Kpyral TaBaetun,
Blnoro  Wonbopy, gmoonywAl, Biputl
oBosnoHxolo, raaaut 3 o6ox Gokis,

Complies / Bignosiaae

2. Identification {HPLC) /
laenTudlkaula {BEPX)

The retentlon time of the principal peak in
the chromatogram of assay preparation
must correspond to that of the standard
preparation. / MYac yTpuMmanHs  aas
OCHOBHOMO  nlKy Ha  xpomatorpaml
eunpabysaHoro pPosuMHy Ta OCHOBHOIO
hiity Ha xpomaTtorpaml pozynHy NOPIBHAHHA
NoBKHHI cniBnagaTi.

Complies / Bianosigac

3. Average weight / Cepestn maca

76,8 mpftab 5% / 76,8 mrfvab £5%

75.8 mg/tab /75.8 mr/Tab

4. Welght variation / OgHoplaulcis
MacH

1 10% of average waigth / 1 10% Big
cepesHbol MacH

Minimum deviation / Midimanone

Blaxunenns = -4%

Maximum deviation / Makcumanbhe

BlaxuneHHA= +9%

3, Distntegration / Poanagauna NMT 30 min. / ne fiabtwe 30 xa, 13 min. /13 xa.

6. Assay (HPLC) / KinbiicHe 95% - 105% 103.2%

BH3HaveHHs {BEPX)

7, Content uniformity / For 10 tablets: AV g 15,0, 103.2% | 100.4% | 100.6% | 102.4%

OpuoplaHicTb smicty if AV > 15,0, than aceepted value {AV) for | 57.0% 98.9% | 101.5% | 101.7%
30 tablets: 97.8% 98.4%

AV 5150 and 0,75 M £ indlvidual
uniformity < 1,25 M/

Ana 10 tabaetok; AV < 15,0,

Arwo AV > 15,0, To sernuuHa, uo
npuimMaerben (AV) gan 30 Tabnetok:
AV £ 15,0 1a 0,75 M < Gygb-aruti
IHamBiayansHKi BmicT £ 1,25 M

Acceptance value / Npuitnatie

aHauyeHHn = 4.7

8. Dissolutlon / PoaunHerHs

NLT 75% (Q} after 45 min. / He meHwe
75% {Q) yvepe3s 45 xa.

98%

98%

97%

99%

98%

106%

Average / Cepesire = 99%
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OSD - Division
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CERTIFICATE OF BATCH RELEASE
CEPTU®DIKAT BUIYCRY CEPIi

S. Impurities / Bomlwku

- p-chlorobenzidriluplperzine / n-
xnopBexaugpraninepaaun

- p-chlorobenzidrol / 1~
xnopBeHangpon

- p-chlorobenzofen / n—
xnopbGeHsodeHoH

- any unspeclfied Impurity /
IHausiayansHa HesKWsHauena
Somiwia

NMT 0,3% / He Ginbwe 0,3%
NMT 0,2% / He Binbwe 0,2%
NMT 0,2% / He Blnbwe 0,2%

NMT 0,2% / e 6labwe 0,2%

not detected / He 3naiigeno
not detected / He analigeno
not detected / He anaiigeHo

below quantification limit / Hiye
semtl KinbkIcHoro BMaHaYeHHR

XipansHa yucrota (S-l3omep)

-total impurities/ cyma gomiwok NMT 0,8% / He Ginswe 0,8% below quantification limit / numye
Me HIAbHICHOTO BU3HAYEHHA
10. Chiral purity {S-isomer) / NMT 2,0% / He Glnbwe 2,0% 0.4%

11. Microblological quality {Ph.
Eur, 2.6.12,2.6.13) /
MirpoBionariuxa yMcrota (Epp. .
2.6.12,2,6.13)

-TAMC

-TYMC

-Escherichla coll

NMT 1000 per 1 g / ve 6lncwe 100081 1
NMT 100 per 1 g / te Glnswe 2006 1 ¢
Presence not allowed In 1 g / He
AONYCKAETHCA HaABHIiCTE B 1T

<100perlg felr
<100perlg /f8lr
absentinlg/slgeytHaB 1r

The batch meets the requirements of MQC to MA Ne UA/5615/01/01 / Cepin Blanoslgae sumoram MK A0 PN Ne

UA/5615/01/01.

I hereby certify that the above information Is authentic and a
including packaging/labeling and quality control at the above
GMP requirements of the local Regulato
imperting country. The batch processing
with GMP. / ZificHum A sataeppmyio,

Gyna supobnena,

ccurate. This batch of product has been manufactured,
mentioned site In full compliance with the

ry Authority and with the specifications In the Marketing Authorlsation of the
» packaging and analysls records were reviewed and found to be in compliance
o HasegeHa BHILe indopmaLlia € AocToRIpHOW Ta TOYHOO. lia cepin npogyxty
BHAGYAKNM NaKYBaHHA/MapPRYBaHHA Ta KOHTPOAL AKOCT] Ha BULle BXasaHii glabhuui B noewlit

elanosigHoctl Ao aumor GMP, Lo scraHoneHl MICLEBUM DETYARTOPHUM OPraHOM, Ta cneundinaniil PeectpauliiHoro

Noceiguenna kpainn-lmnoprepa. Mporoxonn srpobHMLTEa,

TaKumK, W elanoelagiots GMP.

Complled by / NiaroTosneno;

Anuradha Shingate

Checked by / Nepesipero:
Vishal Mhaske

NaKyBaHHA | aHanisy cepli Gyno POITARHYTO W BU3HaHO

Approved by / 3ateepameHo:
Sanfay Auti

AL

Pl
Quallfled Person / YrnosHosaneHa
O f.{ %
39 Ocoba
04 124
Date/ fara: >0 \ Date/ flata: Date/ fata: "0 SELR

Jepaing o
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AEPKABHA CJIYIKEBA 3 TIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHM Y KHIBCBKIV OBJACTI

npos. Ceitmaanol Hazil, 3, mKuis, 02099, ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
NPO AKICTH BBE3€HOI0 B YKpainy JikapchKoro 3acofy

24.01.2024 Ne 67798/24/10

AJIEPOH

(HoitMeryRanms nikapeskore aacoGy SrigHo 3 peccTpaniiimEs HochigHCHAAM)
TabaeTKH, BKpHUTi 0Gog0nK010, 0 5 Mr no 10 Tabierok y Gmicrepi; mo 3 Gaicrepu B
KADYTOHHIE Kopobni

(dhopma mymycky, mosyBanps, DI MAKYRAHIT HIRAPCHKOrD 3ac06y)
Honep peecrpanitintoro nocsinzenna UA/5615/01/01 erpox aii peectpanitinoro nocsimienmn 01.01,2099
Cepia niraperkors sacoSy Ne H231870 Kimsxicts Bpesenoro mxapcskoro sacoty 20592

BupoGamc Enxyp @apmacsiorikanc JITh, Tunis
(mafiMeryBeEHA BHDOGHMKA Aikapeskoro 3acoBy, kpaina moXomxcHms)

BaeaeHo B Vipaluy Tosapuctro 3 o0mexxenoro BianoBinanbHicTI0 "Tera Yicpainga", ixenr.
rop: 34770471
(uaiiveryBanHs T4 xof 38 CAPIIOY 1opreaiol ocobu a6o npissxime, iM'a, To Gatekosi diawenol
ocoGH - ninmpremus, ¥ micue npexamanns Ta peecTpauiiuuii romep ofnikorod KapTrn AHATHIKA
nozatxie aGo cepia Ta HoMep nacnopTa)

Hpotoxosa BisyansHoro konrpomao sig 08.01.2024 N 4316/3,

JlaGoparopunii alianiz axocti Nikapcerxoro acaBy aiiicnenmit:

A1 "Ilentpansya naGopatopis 3 aHanizy sxocri nikapeskix 3aco6is i MeAmdHOT IpoAyKLIT"
{(M.Kuis, Byn. Kyapsasceka 10r m.Kuis, syn. Kynparceka 8B Kuiscska o6nacts, c. Hori Iletpibui,
ByN. Ipana ®pauxa, 19)

(nathverypanna Ta MicueznaxomkeHna nabopatopii, e npopens TaGopaTopamit anania AX0CTI)

BicHoBOK 11010 sikoCT] AikapcEKoTo 3acaby, Buaanii naboparopicio Big 23.01.2024 Ne 0135

Pesynprars naGoparoprore ananizy sxocTi nikapeskoro 3acofy 3a mepeBipeAHMHE TTOKA3HEKAMH BIATIOBIIAIOTE
BHMOTaN METONIB KOHTPOMO AKOCTI (AHANITHYHO-HOPMATHBHOT JOKYMEHTAILT),

3a pesynpTaTAMH ASPKABHOTO KOHTPOMIO BCTAHORNEHO, IO JiKapohkil 3acif pReseno B Vipaily 3
JOTPHMAHHAM ssMor 3aKOHOZABCTRA IOK0 3a6e3MeueHns AKOCT NixapceKaX 3acobiB.

Sactyn

(nocaRoByCO,
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