Dr.Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IponykT: Annepsaii TabaeTKH, NMOKPLIThIE MIEHOUHONH 000J104KOH, 5 MT

Batch No / : C2316397 Batch Quantity / : 1040300 tab /
Cepust Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001709653 Date of Analysis / : 30/12/2023
Ananutuueckuil oTuet Ne JlaTa ananusa

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
Jarta npon3BoacTea l'ogen no

Analysis performed according ND: / Ananu3s nposeaen no H/I: JITI-Ne(001333)-(PI-RU)-251022

Page 1 of 5/Crp. 1 m35

Ne Test / IToka3zaTenb

Result / PesynpTaThl

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. / OBanbHble

NBOSIKOBBITYKJIbIE TabieTKu,
MOKPBLITLIE  MJEHOUHOW  060J0uKOH
6enoro uBeta, ¢ OAHOH CTOPOHBI
rmagKpe, Ha  JpYrod  CTOpOHe

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

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. / OBaibHbIe
JIBOSIKOBBINYK/bie  TabNETKH, TOKPBITHIE
nieHoyHoil 0bonoykoi OeNoro MIM MOYTH
fenoro 1BeTa, ¢ OHOH CTOPOHEBI TNlaKKe, Ha
Ipyro#i cTtopoHe rpaBupoBka «R 5». Ha
NonepeyHoM paspese saapo OT Oenoro mo
noyTH O6enoro LBeTa.

2 | Identification
Levocetirizine/
NnenTndunranns

JleBonerupnsun

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUIM

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 yaepxuaHus
OCHOBHOrO TIMKa Ha  XpoMarorpaMme
UCTBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBAaTb BPEMEHU  YIEPXKUBaHHA
OCHOBHOTO TNHMKa Ha  XpoMarorpamme
pactBopa CTaHAAPTHOTO obpazua
TIeBOLIETHPU3HHA AUTHAPOXNOpUAa (pa3zen
«KonnuyecTBeHHOE onpeneneHue»).

3 | Average weight /
Cpennss macea

133.51 mg /133,51 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/
ITpumeuanne: Ilpoaykt cootBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

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

Iloarorosneno: m ITpoBepeHo: @ Onobpeno: Meneaxep / PykoBoaurens
>

Date / Ay 1oL Date / &,’\’ n-1o0 Date / IfAa-aenD

Jara: Hara: Hara:




- Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IponyxT: AnnepBait TabaeTkH, NOKPbITHIE NAEHOUHOT 060104KOH, 5 M

Batch No / : C2316397 Batch Quantity / : 1040300 tab /
Cepnst Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001709653 Date of Analysis / 1 30/12/2023
Ananutndyeckuii oryert Ne JlaTa aHanu3a

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
JlaTta npou3BOJICTBA T'ogen oo

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

Page2 of 5/Ctp.2 w35

4 | Disintegration /
Pacnapaemocrtsb

04 min/ 04 nH

Not more than 15 min/
He Gonee 15 MuH

5 | Dissolution / PacTBopenne

yepes

Unit-1/ Tabn.-1 93% NLT 80% (Q) of label claim of levocetirizine

Unit2 / Tabn2 96% dlhoydrochlorlde after 20 min.. / He Menee
80 % (Q) OT HOMUHANLHOIO COAEPKAHMS

Unit-3 / Tabn.-3 89% JIEBOLETUPU3NHA AUTHApOXJIOpUia

Unit-4 / Tabn.-4 03% |0 MHH

Unit-5 / Tabn.-5 96%

Unit-6 / Tab1n.-6 89%

6 | Related Substances / PoagcTBennbie npumecu

Impurity A / Ilpumecs A

Impurity B / TIpumecs B

Impurity C / Hpumecs C

Impurity D / llpumecs D

Not detected / He oOHapy»eHa

Less than LOQ (LOQ: 0.008%) Huxe
npefena KOIUYeCTBEHHOTO
onpenenenus (IIKO : 0,008%)

| Less than LOQ (LOQ: 0.030%) Husxe

npenena KONHYECTBEHHOTO
onpeaenenus (ITIKO : 0,030%)

Less than LOQ (LOQ: 0.004%) Huxe
npeaeaa KOMMUeCTBEHHOro
onpenenenns (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: IlponykT coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloaroroBneHo: IpoBepeHo: d‘: 2 Onobpeno: MeHemxep / PykoBoauTens
M poBEp P p
S/
Date / Q)i 0ld Date / Date /
Jara: Jlara: g\' A2 TaTa: A




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[ponykT: Annepsaii TabneTKH, NOKPbITEIE MIEHO4YHONH 06010UKOH, 5 MT

Batch No / : C2316397 Batch Quantity / : 1040300 tab /
Cepusa Ne Ob6beM cepun 1040300 tab
Analytical Report No / : 890001709653 Date of Analysis / 0 30/12/2023
AnanuTtuveckuii otTueT No Jarta aHann3a

Date of Manufacture / : 11/2023 Date of Expiry / . 10/2026
IaTa npoussoacTBa Topen no

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

Page3of 5/ Ctp.3 u3 5

Impurity E / Ilpumecs E Not more than 0.4 % / He 6onee 0,4 %
0.04% /0,04%
Impurity F / Ilpumecs F Below LOD (LOD = 0.014%) / Huxe Not more than 0.4 % / He 6onee 0,4 %
npenena oonapyxenus (110 =
0.014 %)
Impurity RCT-3 / Tlpumech Not more than 0.30 % / He 6onee 0,30 %
RCT-3 0.06% /0,06%
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlio6ass enuHnYHas
HeWAeHTHHULHpOBaHHAs BDL / peructpauny
TpUMeECh
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
| 7 | Chiral purity / Xnpanbnas | Below LOD (LOD = 0.0138%) / S-isomer - not more than 1.5 %
YHCTOTA Hwxe npenena obuapyxenus (I10 = | S-u3omep - He 6onee 1,5 %
0.0138 %)
8 | Loss on drying / IloTeps B 2.6%/2,6% Not more than 6.0 % / He Gonee 6,0 %
Macce NPH BLICYLIMBAHNH
| 9 | Microbial enumeration tests* / MukpoOuonornyeckast yucrora*

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

ITpumeuanue: Ilponykt coorBeTcTBYET TpeboBaHUsM HJ| 3akmouenue: OJJOBPEHO

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

TloarotosneHo: IIposepeHo: L@ Onobpeno: Menemxkep / PykoBoauTENb
oy S

Date / 1 Date / N Date / e AN

Jara: 31-e JHara: 3‘F‘Q’rw < Hara: A
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[IpoayxT: AnnepBsit TabAETKH, NOKPBIThIE MIEHOYHOH 060J104KOH, 5 MT

Batch No / : C2316397 Batch Quantity / : 1040300 tab /
| Cepus Ne O6beM cepuu 1040300 tab

Analytical Report No / : 890001709653 Date of Analysis / 1 30/12/2023

AHanuTHYeCKHH oT4eT No JlaTa ananusa

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

JlaTa npousBoACTBa T'ogen no

Analysis performed according ND: / Anaans nposenen o HJI: JITI-Ne(001333)-(PI'-RU)-251022

Page 4 of 5/Crp. 4 m35

a) Total Aerobic Microbial
Count / Of1ee yucno
a3pO6GHBIX MUKPOOPraHH3MOB

Less than 10 CFU per 1 g
Menee J0KOEB 1T

Not more than 10° CFU per 1 g/
He 60onee 10° KOE B 1 1

b) Total Combined Yeast and
moulds count / Ob1ee yncno
JPOXOKEBBIX M TLIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee 10 KOEBIT

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByeT B 1 T

Shall be absent in 1 gram /
OtcytctBUE B 1 T

10

Uniformity of dosage units /
OnHOpOOHOCTD JO3HPOBAHMUS

4.3/4,3

Acceptance value (AV) should not be more
than 15.0. / [TokxazaTens npueMjieMoCcTH
(AV) nomxeH 6bITh He 60a€ce 15,0.

11 | Assay / KonmnuecTBeHHOE 4.96 mg/ 4,96 mr Between 4.75 mg and 5.25 mg of
onpejeenue levocetirizine dihydrochloride per tablet. /
Or 4,75Mr po 5,25 Mr JeBOUETHpHU3MHA
JUTHAPOXJIOpUa B TabNeTKe.
12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

information leaflet in a carton pack. / ITo 10 Tabnerox B 6nuctep u3 (I1IA/AJI/TIBX)
¢onbru / antomuHHeBoil ¢oneru. [lo 3 6nuctepa BMeCTe € JIMCTKOM-BKNIAMBIIEM B
nayKy KapTOHHYIO.

* 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. /

* TIpoBomuTCA TPOU3BOAMTENIEM NPH BLIMTYCKE NEPHOAMYECcKH (C MHTEPBaNOM OINHO MchbiTaHue Ha 10 cepuii uny He
meHee 1 pasa B ron). [lokazaTens MOXeT ObITh HE BKJIIOUEH B cepTHdHKAT aHanu3a GUPMBI.

Remarks : The Product confirms to ND/

I pumeuanue: [Ipoaykt cootBeTcTByeT Tpeboanusm HJI

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: M Iposepeno: @ Onobpeno: Menenxep / PykoBonutens
S
Date / Date / Date /
~\1 113 A1 A L
Hara: - Jara: \Oﬂ MDD Jara: R




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
IIponykT: Annepsaii TabJeTKH, TOKPbITHIE NJeHOYHOH 060M04KOH, 5 MT
Batch No/ : C2316397 Batch Quantity / : 1040300 tab /
Cepus Ne ObbeM cepun 1040300 Tab
Analytical Report No / : 890001709653 Date of Analysis / : 30/12/2023
AHanuTnueckui oryet Ne Jara ananuza
Date of Manufacture / 0 11/2023 Date of Expiry / : 10/2026
JlaTa npousBoAcTBa T'omen no
Analysis performed according ND: / Ananns nposegen mo HJI: JITI-No(001333)-(PI'-RU)-251022

Page Sof S/Crp. S u3z 5

API name / Haumenopanue ADC: - Levocetirizine dihydrochloride / JleBolieTHpr3Ha qUrnapoxXaopu
INN/ MHH: Levocetirizine / JleBoLeTHPH3NH

API manufacturer batch number / ACQHO001815

Howmep cepun nponssoautenst AQC:

FP Manufacturer API Batch number / FCQA01945

Homep cepun cy6eTanuum
nponssoautens I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilponzsoaurtens APC, cTpana: H-p Pennau’c Jlabopartopnc JIta., Unnus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykt coorBeTcTBYET TpeboBaHusm HJI 3akawuenne: QJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: oo [1posepeno: A@ Onobpeno: Menemxkep / Pykosonurens
Date / Ty -3 Date / 0 Date / =

Jara: JHara: :2 ,P M”rw =3 Hara: " z




