‘Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponykT: Annepsaii TabNeTKH, MOKPBITHIE TICHOYHOH 060N10YKOH, 5 M

Batch No / : C2316259 Batch Quantity / : 1040300 tab /
Cepust Ne O6BeM ceprn 1040300 Tab
Analytical Report No / : 890001709659 Date of Analysis / : 30/12/2023
AHanuTudeckuii otuer Ne JlaTa ananu3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlata npon3BOACTBA T'oneH no

Analysis performed according ND: / Auanns nposeaex mo HJI: JITT-Ne(001333)-(PT-RU)-251022

Page 1 of 5/Crp. 1 m35

Ne Test/ IToxazarenn

Result / Pe3yabTaTthl

Specification / Hopma

1 | Description / Onucanne

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. / OBanbHBIE

JIBOSIKOBBINIYKIIbIE TabneTky,
MOKPBLITEIE TJIEHOUHOH 06O0NOUKOi
fenoro 1BeTa, C OAHON CTOPOHBI
rnajkie, Ha  Jpyroid  CTOpOHe

rpaBupoBka «R 5». Ha nonepeunom
pazpese aapo 6enoro 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. / OBalbHEIE
DBOSIKOBBINYKJIbIE ~ TaONETKH, TMOKPHIThIE
MJIEHOYHOM 000JI0UKOH OENoro WM NoYTH
6enoro LBETa, ¢ OJHON CTOPOHBI IIafikKe, Ha
JIpyroii cropoHe rpaBupoBka «R 5». Ha
nonepeyHoM paspese sApPO OT Oenoro o
nouytu Genoro nBera.

2 | Identification
Levocetirizine/
Hpentudukanus

JleBoueTnpusun

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

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 ynepxuBaHuns
OCHOBHOTO TIHKa Ha  XpomaTorpaMmme
UCTILITYEMOTO pacTBOpa JOTKHO
COOTBETCTBOBATE BpPEMEHU YIEp KUBaHUs
OCHOBHOTO THKa Ha  XpOMAaTOrpamMMme
pacTBoOpa CTaHJJapTHOTO obpasua
JIEBOLETHPU3HHA AUTHIOpPOXJopHaa (pa3nen
«KonnuecTBeHHOE onpeaenenuen).

3 | Average weight /
Cpennsis macca

-

132.03 mg /132,03 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/ Conclusion : APPROVED /
M pumeuanne: IIponykt coorBeTcTBYET TpedoBaHusM HJJ 3axnwuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBaeHo: é/ IIpoBepeHo: OnobpeHo: Menenxep / PykoBoanTens
S/
Date / 2025 Date / N Date /
~\2- -~ r Si1e —xov
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’_ Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[TponyxT: Anniepaii TabNeTKH, MOKPBITHIE TIIIEHOUHOH 060JI0YKOH, 5 MT

Batch No / 1 C2316259 Batch Quantity / : 1040300 tab/
Cepus Ne ObbeM cepun 1040300 Tab
Analytical Report No / : 890001709659 Date of Analysis / : 30/12/2023
Ananutnueckuii otyeT Ne JlaTa aHannza

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
JaTa npou3BoAcTBa I"oneH no

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

Page2 of S/ Crp.2 m35

4 | Disintegration / 05 min/ 05 un Not more than 15 min /
Pacnapnaemoctn He 6onee 15 mun
5 | Dissolution / PacTBopenne Unit-1/Ta6n.-1 94% NLT 80% (Q) of label claim of levocetirizine
Unii2 / Tabna 95% dlhgldrochlorlde after 20 min.. / He MmeHee
80 % (Q) OT HOMMHAJIBHOrO COAEPIKAHUS
Unit-3 / Taban.-3 99% JeBONETUPU3NHA IUIMIPOXJIOpUAa uepes
Unit-4 / Ta6n.-4 ogo, | 20 M
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 97%
6 | Related Substances / PoncTBeHHBIe puUMecH
Impurity A / Tlpumecs A Not detected / He o6HapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / Ilpumecs B Less than LOQ (LOQ: 0.008%) Hmxe | Not more than 0.4 % / He 6onee 0,4 %

npeJiesia KoNMYeCTBEHHOro
onpeaenenus (IIKO : 0,008%)

Impurity C/Ilpumecs C Less than LOQ (LOQ: 0.030%) Huxe | Not more than 0.4 % / He Gonee 0,4 %
npejiesa KONH4ECTBEHHOTO
onpenenexus (I1KO : 0,030%)

1 0, 0,
Impurity D / Hpumecs D Less than LOQ (LOQ: 0.004%) Huxe Not more than 0.4 % / He 6onee 0,4 %

npeaea KoMM4ecTBEHHOTO
onpenenenns (I1IKO : 0,004%)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

I pumeuanune: ITponyxt cooTBeTcTBYET TpeboBanusm HJL 3akniouenne: OJOBPEHO

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

IToarotoBnexo: é"/ Ilposepeno: (@ Onobpeno: Menemkep / PykoBoautens

3/
Date / - 2033 Date / Date /
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~ Dr.Reddy’s Q%%

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[ponykT: Annepsaii TabneTKH, MOKPLIThIE NEHOUHOH 000/10YKOH, 5 MT

Batch No / » C2316259 Batch Quantity / : 1040300 tab /
Cepus Ne Ob6bem cepun 1040300 126
Analytical Report No / : 890001709659 Date of Analysis / : 30/12/2023
AHanuTHueckuit oruet Ne [ara anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoacTBa Tonen no

Analysis performed according ND: / Anann3 nposeaen no HJI: JITI-Ne(001333)-(PI'-RU)-251022

Page3 of 5/Ctp.3 35

Impurity E / [Ipumecs E

0.03% /0,03%

Impurity F / [Tpumecs F

Not detected / ne obHapyxeHa

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jliobas enunnuHas
HENAEHTHPULUPOBaHHAS
IpUMeCh

0.06% /0,06%

BDL / perucrpauun

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

Not more than 0.4 % / He donee 0,4 %

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

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

Total impurities /
CymmMma npumecei

0.1%/0,1%

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

7 | Chiral purity / Xupansuaa |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHUCTOTA Hwoxe npenena konu4ecTBEHHOI0 S-nzomMmep - He bonee 1,5 %
onpeaenenus (IIKO : 0,0425%)
8 | Loss on drying / IloTeps B 2.7% 12,7% Not more than 6.0 % / He 6onee 6,0 %
Macce IpH BbICYIHBAHUH
9 | Microbial enumeration tests* / Mnlcpoﬁnonornqecx_a;narra*

Remarks : The Product confirms to ND/
Ipumeuanne: IlponykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
Iloarorosnexo: &/ IlpoBepeno: é@\ Onobpeno: Menenxep / Pykooantens
>
Date / . Date / Date /
-{2- 2023 ~N ~ [ A% o
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[ Product : Allerway film-coated tablets 5 mg
ITpoaykT: AniepBsit TabneTKH, NOKPbIThIE MIEHOYHOH 000104KOH, 5 MT

JaTa npoussoacTa

T'onen no

Batch No/ C2316259 Batch Quantity / ¢ 1040300 tab /
Cepusg Ne ObbeM cepun 1040300 Tab
Analytical Report No / 890001709659 Date of Analysis / : 30/12/2023
Ananutuueckuii otyet No JlaTta ananuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026

Analysis performed according ND: / Ananus nposenen no HJI: JII1-Ne(001333)-(PT-RU)-251022

Page4of 5/Ctp. 4 m3 5

a) Total Aerobic Microbial
Count / Ob11ee uncio
a3poOHBIX MUKPOOPraHH3MOB

Less than 10 CFU per 1 g
Menee IOKOEB 1T

Not more than 10° CFU per 1 g /
He 6onee 10° KOEB 11

b) Total Combined Yeast and
moulds count / Ob1iiee uncno
JPOMOKEBBIX M IJIECHEBBIX
rpubos

Less than 10 CFU per 1 g/
Menee I0 KOEB 11

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

¢) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

10

Uniformity of dosage units /
OaHOpPOAHOCTD 103U POBAHMUS

6.2/6,2

Shall be absent in 1 gram /
OrcytctBHe B 1 1

Acceptance value (AV) should not be more
than 15.0. / [loka3aTenb NpueMJIeMOCTH
(AV) nomxeH 6b1Th He 6onee 15,0.

11

Assay / KonuuecTtBeHHOE
onpepejienye

4.90 mg/ 4,90 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75Mr no 5,25Mr JeBOLETUPH3UHA
QMrHApOXJIopHa B TabJeTke.

12

Packaging / YnaxoBka

10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / [To 10 tabnetok B 6muctep u3 (I1A/AJI/TIBX)
donbru / antomuniepoit gonbru. Ilo 3 GnucTepa BMecTe C JIMCTKOM-BKJIAABIIEM B

NaukKy KapTOHHYHO.

* It is 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. /

* TIpoBOAMTCS MPOW3BOAMTEEM NPH BHINMYCKE MEPHOANYECKH (C MHTEpBaJIOM OLHO McmbiTaHHe Ha 10 cepuit unu He
MeHee | pa3a B ron). Iloka3zaress MoxeT ObITh He BKIIOUEH B cepTHdUKAT aHannu3a GUpMBIL.

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpeboBaHusiM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

ITonrorosneHo: TTposepeHo: @ Onob6peHo: Menemkep / PykoBoautens
>

Date / 2]~ 122643 Date / A-17 2013 Date / 311 -se3
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_Dr.Reddy’s Q!

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg
[TponykT: Annepsaii TabneTkH, NOKPLITbIE NIEHOYHON 060N0UKOH, 5 MT
Batch No/ : C2316259 Batch Quantity / : 1040300 tab/
Cepus Ne Ob6bem cepun 1040300 Tad
Analytical Report No / : 890001709659 Date of Analysis / : 30/12/2023
Ananutryeckuit otuet Ne Jara ananuza
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Hata npousBoacTRa I'oneH no
Analysis performed according ND: / Ananus nposegen o H/I: JITI-Ne(001333)-(P['-RU)-251022

Page 50f5/Ctp.Su3 5

API name / Haumenoanue A®C: Levocetirizine dihydrochloride / JleponieTHpH3MHa AUTHAPOXIIOPUL
INN/MHH: S Levocetirizine / JleBoueTHpU3NH

API manufacturer batch number / ACQHO001229, ACPH004334, ACQH001815

Homep cepuu nponsBoautens A®C:

FP Manufacturer API Batch number / FCQAO01943, FCQA01944, FCQAO01945

Homep cepun cybcTanun
npoussoautens I'JI®:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoautens APC, cTpana: J-p Pepnn’c JlaGoparopuc Jita., Mnnus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBaHusm HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TogroTopneno: &~ [NposepeHo: é@ Onobpeno: Menenxep / PykosoauTtens
Date / . 3 Date / . Date /
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