Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

 Product : Allerway film-coated tablets 5 mg
IpoayKT: AnnepBaii TabneTkH, NOKpPbIThIE IIEHOYHON 000/104KOH, 5 MT

Batch No/ : C2316100 Batch Quantity / - 1040300 tab /
Cepus Ne Obbem cepyu 1040300 tab
Analytical Report No / : 890001709702 Date of Analysis / : 31/12/2023
AHanuTHueckuil otyer Ne Jata ananusa

Date of Manufacture / : 11/2023 Date of Expiry / . 10/2026
HaTa npon3BoACcTBa I'oneH no

Analysis performed according ND: / Anaau3 uposenen no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Pagelof4/Crp.1m34

Ne

Test / ITokasaTeasb

Result / Pe3yabTaTh!

Specification / Hopma

1

Description / Onncanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHEIe
JIBOSIKOBBIITYKIIblE TabJIeTKHy,
NMOKPHITBIE TUIEHOUHOH  000504KoH
Oenmoro 1Bera, C OAHOW CTOPOHBI
rnajikie, Ha  IpYrod  CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sigpo Henoro useTa.

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5” on the other side. White to off-
white core on a cross-section. / OBajibHbIE
IBOSIKOBBINYKIIble  TaONETKH,  IOKPBITHIE
IJIEHOYHOH 000J10uYKkoli 6enoro WM NOYTH
GeJoro 11BeTa, C OAHOM CTOPOHBI MAaAKue, Ha
Jpyro#i ctopoHe rpaBupoBka «R 5». Ha
TIOTIEpEYHOM paspese siapo oT Oenoro o
noyty 6eNoro 1BeTa.

Identification
Levocetirizine/
Hnentndpuranus

JleBoneTupn3nH

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUSIM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / BpeMs yaepXuBaHHs
OCHOBHOTO MUKa Ha XpoMmarorpamme
UCIBITYEMOTO pacTBopa JOIXKHO
COOTBETCTBOBATh BPEMEHH YyJEep)KUBaHUS
OCHOBHOTO THMKa Ha  XpoMarorpamme
pacTBopa CTaHOApPTHOTO obpazua
JIeBOLETHPU3HHA JHUTHAPOXJopHaa (pasnen
«KonnuectseHHoe ONpeneNncHUEY).

Average weight /
Cpennss macca

132.85mg/ 132,85 Mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133,25 mr+4 % (ot 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT cooTBeTcTBYET TpeboBaHusam H]

Conclusion : APPROVED /
3axniouenue: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
[NoaroroBneno: X IIpoBepeHro: ‘/@ Onobpeno: MeHemkep / PykoBoauTenb
— 3~
Date / Date / - Date /
21~ 2 Lo o
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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
IMponykT: Annepsait TabneTky, NOKPHITHIE TIIEHOUHOMH 060J10YKOH, 5 MT

Batch No/ : C2316100 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepnn 1040300 Tab
Analytical Report No / : 890001709702 Date of Analysis / : 31/12/2023
Ananutudeckuii oryeT No Jata ananuza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072026
JlaTa mpou3BoACTBA Tonen no

Analysis performed according ND: / Ananus nposegen no H: JIIT-Ne(001333)-(PI-RU)-251022

Page2 of4/Crp.2 i3 4

4 | Disintegration /
PacnagaeMocThb

04 min /04 mun

Not more than 15 min /
He 6onee 15 MuH

5 | Dissolution / PacTBopenne

Unit-1/Ta6n.-1 88 %
Unit-2 / Ta6n.-2 98 %
Unit-3 / Ta6a.-3 93 %
Unit-4 / Tabn.-4 92 %
Unit-5 / Ta6n.-5 98 %
Unit-6 / Ta6n.-6 97 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min.. / He menee
80 % (QQ) OT HOMHMHAJBHOIO COIEPXKaHUS
JIEBOLCTUPU3MHA JUTHAPOXJIOpHAA Uepes

20 MuH.

6 | Related Substances / PoacTBeHHbIE NpHMecH

Impurity A / Ipumecs A

Not detected / ne obHapyxena

Impurity B / Ilpumece B

Less than LOQ (LOQ: 0.008%) Huxe
npeaena KoJM4eCTBEHHOro
onpenenenusa (ITKO : 0,008%)

Impurity C / Ipumecs C

0.04%/ 0,04%

Impurity D / Ipumecs D

Less than LOQ (LOQ: 0.004%) Huxe
npejena KOJIUYeCTBEHHOrO
onpenenenus (ITIKO : 0,004%)

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr cooTBercTBYeT TpedoBanusm H]I

Conclusion : APPROVED /
3akiawyenne: OJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
IloarotoBneHo: % ITpoBepeHo: 4@ Onob6peno: Menenxep / PykopoauTens
S
Date / Date / Date /
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMponykT: Annepsaii TabneTkn, NOKPLIThIE THNIEHOYHOM 000104KOMH, 5 MT

Batch No / : C2316100 Batch Quantity / : 1040300 tab /
Cepust Ne ObbeM cepruu 1040300 Tab
Analytical Report No / : 890001709702 Date of Analysis / : 31/12/2023
ARanuTnuyeckuii oryeT Ne JlaTa ananuza

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
JlaTta npon3BoACTRA T'onen no

Analysis performed according ND: / Anannz nposeaen no H/I: JIT1-Ne(001333)-(PT-RU)-251022

Page3 of4/Crp.3 u3 4

Impurity E / Tlpumecs E 0.03%/0,03%

Impurity F / TIpumecs F Below LOD (LOD = 0.014%) / Huxe
npenena obHapyxenus (110 =
0.014 %)

Impurity RCT-3 / Ilpumech N B

RCT-3 0.06%/0,06%

Any individual unidentified

impurity / JItobast eannnyHas |BDL / peructparun

HEeHACHTH(PUUMpPOBaHHAS

npUMech

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6onee 0,30 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
CyMmmMa npumMecer

0.1%/0,1%

Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xupanasnas | Below LOD (LOD = 0.0138%)/ S-isomer - not more than 1.5 %
YHCTOTA Hnxe npenena obnapyxenns (IIO = | S-uzomep - He 6onee 1,5 %
0.0138 %)
8 | Loss on drying / IloTeps B 3.5% 3,5% Not more than 6.0 % / He 6onee 6,0 %
macce NIpH BbICYLIHBAHHH
9 | Microbial enumeration tests* / Mukpo6uoaoruieckast 4ucTora*

a) Total Aerobic Microbial
Count / Obiiee uncio
a3p0OHBIX MHKPOOPraHU3MOB

Lessthan 10 CFU perl g
Menee 10KOEB 1T

Not more than 10° CFU per 1 g/
He 6onee 10° KOEB I T

Remarks : The Product confirms to ND/

IIpnmeuanne: [IponykT cooTBeTcTBYeT TpeboBannsM HJI

Conclusion : APPROVED /
3aknrouenne: OJJOBPEHO

Prepared by / 7 Checked by / Approved by: Manager/Executive /

Honrommem%_ IIposepeno: l/@ OpnobpeHo: Menenxep / PykoBoanrens
e

Date / = Date / U\ 02 Date /

Hara: Bl 2 Jlara: $\ = Jara: S8 23




Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

ITpoaykT: AnnepBati TabneTky, NOKPBITHIE IIIEHOYHOH 060J04KOH, 5 MT

Batch No / : C2316100 Batch Quantity / : 1040300 tab /
Cepus Ne Ob6bem cepun 1040300 Tab
Analytical Report No / : 890001709702 Date of Analysis / - 31/12/2023
AHanutHuyeckui otyer Ne Jlara ananuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlata mpon3BoacTRa Tonen no

Analysis performed according ND: / Ananu3 nposeaen no HJI: JIIT-Ne(001333)-(PI-RU)-251022

Page 4 of 4/ C1p. 4 n3 4

b) Total Combined Yeast and
moulds count / O61iee yncio
JIPOSOKEBBIX H TIIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/

Menee 100KOEBI T

Not more than 10° CFU per 1 g /
He 6onee 10> KOE B 1 1

¢) Escherichia Coli

Absent in 1 gram/
OrcyrctByeTrB 1 T

Shell be absent in 1 gram /
OtcyTcTBHE B 1 T

10 | Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should not be more
OnHopoaHOCTDH A03HPOBAHHUS than 15.0. / [Toka3arens npuemMaeMocTH
(AV) nomxen ObITh He 6onee 15,0.
11 | Assay / KonnuecTrBeHHOE 4.96 mg /4,96 mr Between 4.75 mg and 5.25 mg of
onpenejieHHe levocetirizine dihydrochloride per tablet. /
Ot 4,75Mr no 5,25 Mr neBoleTUpHU3UHA
JIUTHAPOXJIOpUIa B TabreTke.
12 | Packaging / Ynakopka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient

information leaflet in a carton pack. / I'lo 10 Tabnerox B 61uctep u3 (ITA/AJI/TIBX)
¢oneru / amomunueroil gonbru. [1o 1 GnucTepy BMeECTe ¢ JUCTKOM-BKIAJBILEM B
Ha4Ky KapTOHHYIO.

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least

1 time per year). The indicator may not be included in the firm's certificate of analysis. /
* TIpoBOAMTCA MPOM3BOAUTENEM MPH BBUTYCKE NEPUOAUYECKH (C MHTEPBATIOM ONHO McObiTaHWe Ha 10 cepuit unu He
MmeHee | paza B rox). IToka3arens MoxeT 6bITh He BKIIOYEH B CepTH()HKAT aHAIu3a (HpMBL.

API name / Hanmenopanne ADC:

Levocetirizine dihydrochloride / JleBouieTnpranHa ANTHAPOXIOPH I

INN / MHH:

Levocetirizine / JleBoueTHpusnn

API manufacturer batch number /
Howmep cepnn nponspoauteiigs AD®C:

ACQHO001815, ACQH000455

FP Manufacturer API Batch number /
Homep cepun cyGecTanuuu
npoussoantens I'JIP:

FCQA01945,FCQA01946

API Manufactured by & country/
| ponssoautenn APC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennn’c Jlaboparopuc Jlta., Uuaus

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponykr coorBercTBYeT TpeboBaHusmM HJ|

Conclusion : APPROVED /
3axkawuenune: OJJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /

IloarororneHo: Ilposepeno: l/@ Onob6peno: Menemxep / PykoBoauTens
V

Date / Alelp—to Date / IRLY Y5 Date / 3 -
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