Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg
[Tpony Xr: Annepsaii TabneTkH, NOKPBITbIE NJEHOYHOH 000J0UKOH. 5 MT

Batch TNo / : C2312860 Batch Quantity / : 1040300 tab /
Cepus Mo OGbem cephn 1040300 rab
Analytical Report No / : 890001697865 Date of Analysis / : 31/10/2023
AHanu Tnyeckuit otueT Ne JlaTa aHanuza

Date of Manufacture / : 09/2023 Date of Expiry / . 08/2026
Jata mpoussoacTea I'oseH o

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

Page1 of S/Crp.1u35

Ne Test / IloxaszaTenn

Result / PesyabTaThi

Specification / Hopma

1 | Description / Onucanue

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. / OalibHble

JBOSIKOBBINYKJIbIE TabneTky,
NOKPBITbiE  [JIEHOYHOH  000NOUYKOH
fenoro uBeTa, C OAHOW CTOPOHbI
rlajKkde, Ha  JApyroit  CTOpoHe

rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro uBeTa.

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. / OBanbHble
[BOSIKOBBINYKJBIE — TabIeTKH, M[OKPBIThbiE
nneHoyHoit obosoukod 6eJ0ro WM MnouTH
6enoro uBeTa, ¢ OAHON CTOPOHBI TajKHe, Ha
npyroil crtopoHe rpaBupoBka «R 5». Ha
nonepevyHoM paspese sapo oT 6Oenoro o
nouTu Oenoro uBera.

2 | Identification
Levocetirizine/
Upentndurkanus

JleponeTnpusun

Complies as prescribed /
CootetcTByeT TpeGOBaHHUsIM

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 ynaepxuBaHus
OCHOBHOTO THKa Ha XpoMarorpaMmme
UCIBITYEMOTO pacTBopa JOTDKHO
COOTBETCTBOBATh BpEMEHH YAepKWBaHHs
OCHOBHOrO THKa Ha  XpOMAaTOrpamMme
pacTBopa CTaHJapTHOTO obpasua
NIeBOLIETHPU3HHA AHrUApoxXnopuaa (pasnen
«KonuuecTBeHHOE onpeneneHne).

3 | Average weight /
Cpennsisi macca

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Mponykt cooTBeTcTBYET TpedoBaHusM HJ

el

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / o o4 Checked by / Approved by: Manager/Executive /
z2 -
IloaroroBneHo: % [TposepeHo: OnodpeHo: MeHemxkep / PykosoanTens
e
Date / Date / Date / 14
—o-2oL5 21.10.707%
Hara: Al-lo~22% Jata: &\ﬁ\(ﬂ‘\wu Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Allerway film-coated tablets 5 mg
Ipony kr: Annepsaii TabneTKH. MOKPbITbIE MIEHOUHONH 0O0NOYKOH, 5 MI

Batch No / : C2312860 Batch Quantity / : 1040300 tab/
Cepus Mo O6beM cepun 1040300 Tab
Analytical Report No / : 890001697865 Date of Analysis / : 31/10/2023
AHann Thyeckuit otueT Ne Jata ananuza

Date of Manufacture / : 09/2023 Date of Expiry / . 08/2026
Ilata npon3soacTBa Tonen 1o

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

Page 2 of 5/C1p.2 w35

4 | Disintegration /
Pacnapaemocth

05 min/ 05 uH

Not more than 15 min/
He 6onee 15 mun

5 | Dissolution / PacTBopenue

NLT 80% (Q) of label claim of levocetirizine

dihydrochloride after 20 min.. / He menee
80 % (Q) OT HOMMHANLHOTO COAEpPXKAHMS

JICBOUETHPH3NHA JUTUMAPOXJIOpUAA uepes
20 MuH.

Unit-1/ Tabn.-1 100%
Unit-2 / Tabn.-2 98%
Unit-3 / Tabn.-3 98%
Unit-4 / Tabn.-4 100%
Unit-5 / Ta6n.-5 98%
Unit-6 / Taba.-6 98%

6 | Related Substances / PoacTBerHble npuMecH

Impurity A

/ Tlpumechb A

Impurity B

Impurity C

/ Tlpumecs B

/ Tipumeck C

Not detected / He oGHapyxeHa

0.01% /0,01%

Less than LOQ (LOQ: 0.030%) Huxe
npeaena KoJaM4eCTBEHHOTO

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 %

onpeaenenus (ITKO : 0,030%)

Impurity D/ ITpumecs D

Less than LOQ (LOQ: 0.004%) Huxe
rnpeaena KonaM4yecTBEHHOro
onpenenenuns (ITKO : 0,004%)

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

Impurity E

/ Tlpumecs E

0.03% /0,03%

Not more than 0.4 % / He 6onee 0.4 %

S

Remarks : The Product confirms to ND/
Hpumeuannie: [1poaykT cooTreTcTBYET TpedoBaHuaM H]|

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
[ToarotoBaeHo

Checked by /
[TpoBepeHo:

b

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykgsoautesnb
e

Date /
Jlara:

21-10-2024

Date /
JlaTa:

U\~ O]

Date /
JarTa:

21.10.%072




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg
[Tpony KT: Annepsail TabneTkn, NOKPBITHIE NJIEHOYHOH 060J104KOH, 5 MI

Batch INo / : C2312860 Batch Quantity / : 1040300 tab /
Cepnst Ne O6Gbem cepun 1040300 Tab
Analytical Report No / : 890001697865 Date of Analysis / : 31/10/2023
AHanu THYeCKHH oTveT Ne JlaTa aHanusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa n poM3BOACTBA T'onen no

Analysis performed according ND: / Ananus nposegen nmo HJI: JITT-Ne(001333)-(PI'-RU)-251022
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Impurity F / ITpumecs F

Below LOD (LOD =0.014%) / Huxe
npenena obHapyxenus (110 =
0,014 %)

Impurity RCT-3 / Ilpumecs
RCT-3

0.06% /0,06%

Any individual unidentified
impurity / Jlio6as enuHUYHAas
HenpeHTU(HULMPOBaHHAas
npHUMech

BDL / perucrpaunn

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 /
CymMma npumeceit

0.1%/0,1%

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

7 | Chiral purity / Xupansnas |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Huxke npenena koMH4eCTBEHHOTO S-uzomep - He bonee 1,5 %
onpenenerus (ITKO : 0,0425%)
8 | Loss on drying / lloTeps B 3.0%/3,0% Not more than 6.0 % / He 6onee 6,0 %
mMacce NpH BLICYIIHBAHUH
9 | Microbial enumeration tests* / Mukpo6noaorndeckas 4ucrora*

a) Total Aerobic Microbial
Count / O0wee uncio
a3pOGHbLIX MMKPOOPTaHU3MORB

Less than 10 CFU per 1 g
Menee I0KOEB 1T

Not more than 10° CFU per 1 g/
He Gonee 10° KOE B I T

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBaHusam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

~D
Prepared by / “",| Checked by / Approved by: Manager/Executive /
[Toarorosneno: {:%pﬁ’& TIposepeHo: 44& OnobpeHo: Menemxep / Pykos anTenb
Date / | &) 07 2| Date/ e Date / U .10.-2028
Hara: Zht LO Harta: 2 s \ O WL Jlara:




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

IpoaykT: AnnepBaii TabAETKH, HOKPBITbIE NJIEHOYHOH 000N0UKOH, 5 MT

Batch No/ : C2312860 Batch Quantity / : 1040300 tab/
Cepnsg Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001697865 Date of Analysis / : 31/10/2023
AHanuTuueckuii otyet Ne ata ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
Jlata npon3BOACTBa I"oneH 1o

Analysis performed according ND: / Auanu3s nposenen o HJI: JITT-Ne(001333)-(PT-RU)-251022
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b) Total Combined Yeast and
moulds count / Ob1ee yncio
JIPOMOKEBBIX U TIIECHEBbIX
rpnboB

Less than 10 CFU per 1 g/

Menee 10 KOEBIT

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyTcTBYeTB 1 1

Shell be absent in 1 gram /
OtcytctBHE B 1 T

10 | Uniformity of dosage units /

OaHOPOAHOCTH 103U POBAHUSA

25725

Acceptance value (AV) should not be more
than 15.0. / [Toka3zaTens NpUeMJIEMOCTH
(AV) nomxeH 6biTh He Honee 15,0.

11 | Assay / KonnuecTBeHHOe 4.99 mg/ 4,99 mr Between 4.75 mg and  5.25 mg of
onpejelenue levocetirizine dihydrochloride per tablet. /
Or 4,775Mr pno 5,25 Mr IeBOUETHPH3HHA
AMrHApOXJopHa B TabieTke.
12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

information leaflet in a carton pack. / TTo 10 ta6netok B 6nuctep u3 (ITA/AJI/T1IBX)
donbri / amomuuuesol doneru. INo 3 6ancrepa BMECTE C IMCTKOM-BKIIAALILIEM B
Nayky 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. /

* [IpoBoaMTCS MPOU3BOAMTENEM IPH BbIMyCKe NepHoandecky (C MHTEpBaNoOM OJHO McnbiTanue Ha 10 cepuii unu He
MeHee 1 pasa B ron). [Tokazatens MOXeT ObITh He BKIIOUEH B CEPTHRHUKAT aHanM3a GUPMBI.

Remarks : The Product confirms to ND/

I pumeuanue: [lpoaykr cootBeTcTBYET TpeGoBaHusM HL

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by / bl (_;/;)‘J/ Checked by / Approved by: Manager/Executive /
MoarotoBneHo: e IMposepeHo: L«@‘ Onobpeno: Meneaxep / Py I(;U;I%):iil-l‘l'uib
Date / 2 O 9pp | Date/ 5 Date / , o]
JaTa: 22 Jlara: L\ 10 SIS Tara: .10




-Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product: Allerway film-coated tablets 5 mg
Ilpony k1: Annepraii TabneTkn, NOKPLIThIE MACHOYHOM 000I0UKOMH, 5 MT

Batch No / : C2312860 Batch Quantity / : 1040300 tab /
Cepus Ne O61beM cepun 1040300 tab
Analytical Report No / : 890001697865 Date of Analysis / : 31/10/2023
AnanuTHueckuii otdyeT Ne Hara ananuza

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTa mpou3BoACTBa Tonen 1o

Analysis performed according ND: / Ananu3s nposexen no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page Sof S/ Crp. S w3 5

API name / HaumenoBanue ADC: Levocetirizine dihydrochloride / JleBoueTHpH3nHa IMTMAPOXJIOPU L
INN / MHH: Levocetirizine / JleBoLeTHPU3HH

API manufacturer batch number / ACQHO001655, ACQH001656

Homep cepun npouszBoantesia ADC:

FP Manufacturer API Batch number / FCQAO01617, FCQAO01616

Homep cepun cy6eTanumnn
npoussoguTens I'JIMD:

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /
IIpousBoautens ADC, cTpana: J-p Peann’c Jlabopatopuc JITa., MHaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeuanne: Ipoaykt cooTBeTcTBYET TpeboBaHusam HJJ 3axnouenne: OJJOBPEHO
Prepared by / P s /Q/p/i,/ Checked by / Approved by: Manager/Executive /
[ToprotoBnexo: ’/2)::{,'7/ [1poBepeHo: @\ OpnobpeHo: Menemxkep / Pykopganrens

| agamen

L "

Date / 2 )~ -201 2| Date/ Date / A i W
Hara: Hara: E\P\ th% Jara: 3i-1o. =




