CERTIFICATE OF BATCH RELEASE
wmoure CEPTUDIKAT BUIIYCKY CEPI|

Name of predﬁgu/ ﬁ;:ma IPOLYKTA Aleron, coated tablets, 5 mg, Ne10 (10 tablets x 1 blister) / Anepon, Tabnetuu,
{strength, dosage form, package size Biputi 060A0HKDH0, MO 5 nar, N210 {10 rabretoK x 1 Gaicrep)

and type / no3ysaHhs, nikapcbra
Popma, poamip Ta TN ynaxoska)

Composition / Ckaag, Levocetirizine dihydrochloride 5 mg/tablet / NesotgTupuanny gwrip,poxnopwp'y“
) - o 5mr/rabnertka
Manufacturer / Bupobuuk Emcure Pharmaceuticals Ltd., India / EmRryp PapmackioTinanc Nrg., IHA iR
_MA number / Homen P11 UA/5615/01/01 ' N -
Batch number / Homep cepii H231881A
Batch s?z:a? Paamip cepii 53103 packs/ynaxosok
Released qua‘;\"ti{f;_/‘Bmymerza 53040 packs/ynakopox
KLABKICT .
Date of manufacture / Jata 09,2023
Bupodruures

Expiry date /Npnpatkmitno 1082025 e
Name and adrress of manufacturing Emcure Pharmaceuticals Ltd., Plot Ne P-1 and P-2, LT.B.T. Park, Phase II,

site /Hasea 1a agpeca supo6uiicy M.LD.C., Hinjwadi, Pune - 411 057, Maharashtra, india/Emryp

BintHuL Dapmacerotikanc ta., MaoT Ne -1 1a -2, |.T.8.T. Napk, ®aza—ii, MiLC,
e | XHaisaal, Nyne — 411 057, Maxapauwrpa, lnaia .

MiA number / Homep supobruuai 25-PD/149

Tests / Tecrm Specifications / Cneyudirani Results / Pezynetatrt }
_173escription {visually) / Onue White, round, blconvex, coated tablets, | Complies / Bignoeipnas

(BizyaneHo) plain on both sides, / Kpyrai 1aBnetin,

Ginoro  konwopy, Asconykni,  sxpuT

e _0BCN0HKOIo, M3k 3 660X Bokis.
2. Identification {HPLC) / The retention time of the principal peak in | Complies / Bianosigae
IneHTHIKaYis (BEPX) the chromatogram of assay preparation
must correspond to that of the standard
preparation. / Yac  yrpumanns a5
OCHOBHOPO  niky  Ha  xpomartorpami
Banpobysadoro poawwHy Ta ocHoBHOro
MiKY Ha XpomaTorpami PO34YMHY nopiadaHLs
noOBKHHI cRiBnaaaTi,

3. Average weight / Cepern maca | 76,8 mgftab £ 5 %/ TBBMI/T6 359 | 755 mg/tab /755 a8
4. Weight variation / Caropianicts | + 10% of average weight / + 10% sig Minimum deviation / MisiMansche
aMack CEPEAHBO! MACH BIOXMNCHHA= - 2%

Masimum deviation / Makcumanphe
BigXUAeHHA= 12%

_5. Disintegration / Poanaga s NMT 30 min. / He Ginsuwe 30 xa. | 13 min. /13 xs.
6. Assay (IIPLC) / KinbKiche 95% - 105% T $9.9% O
BH3HAMR HHA {BEPX)
7. Content uniformity / For 10 tablets: AV £ 15,0, | 100.3% 97.7%
OnkopigHicre smicry If AV > 15,0, than accepted vaiue {AV)for | 97.6% 98.1%
30 tablets: : gsbﬁk """""""""""""
AV £ 15,0 and 0,75 M £ individual
uniformity £ 1,25 M/
Lna 10 rabrerok: AV < 15,0.
ArWo AV > 15,0, 10 BEANYNHA, WO Acceptance vaive / MpuitHatHe
npulAmMaeTeca (AV) gna 30 TaBreTok: AHAYeHHR = 2.9
AV = 15,072 0,75 M s Gyas-sknii
iHOMBiAYaneHWi BMicT < 1,25 M
8. Dissolution / PoaunueHHs NLT 75% (Q} after 45 min. / He menuie 94% 95% 94%
75% {Q} riepes 45 xs. 96% 54% 93%
L_fw_.._u L - Average / Cepenve = 94%

Emcure Pharmaceuticals Limited
08D - Division
Piot No. : P-1 and P2, LT -B T Park - Phase I MALD.C., Hinjawadi, Pune - 411 057 {Incia)
Phone Nos. -+ 9120 - 39821300 Fax No. - + 91 20 - 39821444, 38821340
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CERTIFICATE OF BATCH RELEASE

CEPTUMIKAT BUNYCKY CERIT

) 4mp_!;rities / Domiuiku

- p-chlorobenzidrilupiperzine / n-
XA0pBeHIMApPUANINepasnH

- p-chlorebenzidrol / n—-
xnopbeHanapan

- p-chlorobenzofen / n—
xnopbensodeHon

- any unspecified impurity /
iHAWBiAYaLHA HeBU3HaYeHa
A0MilKa

- total impurities/ cyma nomiwox

NMT 0,3% / He Sinvie 0,3%
NMT 0,2% / He Ginble 0,2%
NMT 0,2% / He Binowe 0,2%

NMT 0,2% / He Ginswe ©,2%

NMT 0,8% / He Ginbe 0,8%

10, Chiral punty (S-isomer}/
_XipanoHa uncroTa {S-isomep)

_NMT 2,0% / He 6inbme“2,0°.ﬁ;

not detected / ne 3naiigero
not detected / He amalineHo
not detected / ve amalipero

balow quantification limit / Humwe
MEXI KIALRICHOTO BH3HAYSHHA

below quantification limit / Huwue
MeKE HiNBKICHOTO BM3Kave HHA
0.6%

11. Microbiological quality (Ph.
Eur. 2.6.12, 2.6.13) /

2.6.12,2.6.13)
“TAMC

-TYMC
-Escherichia coli

MikpoGionariuna uncrora (Emp. b,

Presence not allowed
AONYCKAETLCA HaABHICTE B 1 1

NMT 1000 per 1 g/ He Binblie 1000 B8 1 1
NMT 100 per 1 g / 1e 6inbwie 1008 1 ¢
in 1 g / He

<10Cperig /silr
<l00perlg fBlr
absentinlg/sincythas 1r

The batch meets the requirements of MQC to MA Ne

La/5615/01/01,

[ bereby certify that the above information is authentic and accurata.

UA/S615/01/01 / Cepin signosinae enmoram MK Ao PN Ne

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 Regulatary 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 i compliance
with GMP. / DificHum a 3ATBEPAKYIO, L0 HABEACHA BUlle inbopmatn e AOCTOBIPHOW Ta TouHoK, Lin cepla npoavkry
Eyna msupobneHa, Brmoyaioun NaKYBARHA/MAPKYBIHHA Ta KOHTDO/L AKOCTE Ha 8Miie exaszanlil LiNbHKLT B NOBHIR
BignesigHoct o eumor GMP, W0 BCTaHOENEHI MICUEBUM PeryAsTOpHYM OPFaHOM, Ta cneymdikayiii PeecTpauintcro
Noceig4eHHA Kpairu-ImriopTepa. Mpotokoau BUpOSHULTER, NaKkyaauHA | aHanisy cepii Byno PC3CAAHYTO W BMIHAHO

TaKumK, Lo Bianosinate GMP,

Compiled by / Niarotosneno:
Prashant Rls;v&)d ar
iy

AL

Checked by / Nepesipens:
Pradip Chavan /E

Yo Se e
Date / faTa;

Piot No. » P-1 and P2 LT

%O . ‘_S&}J LD ?{:’)
Date / fara:

Approved by / 3ateepameHo:

Sanjay Auti e
=

Qualified Person / Ynosuoaaena
Ocoba

L oSehonn

Date / faTa:

NS
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