Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[IpoaykT: Annepsasii Tabnerku, NOKPbITbIE NAEHOYHOH 00010UKOMH, 5 MI

Batch No/ 1 C2316294 Batch Quantity / : 1040300 tab /
Cepusi Ne O6beM cepun 1040300 Tab
Analytical Report No / : 890001709657 Date of Analysis / : 30/12/2023
Ananutnieckud otyeT Ne JlaTa aHanuza

Date of Manufacture / 0 11/2023 Date of Expiry / 1 10/2026
Jara npousBojacTBa T'onen no

Analysis performed according ND: / Ananan3 npoeenen no HJI: JITI-Ne(001333)-(PI'-RU)-251022

Pagel of 5/Crp.1m35

Ne

Test / Iloxa3zaTein

Result / Pe3yabTaThl

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. / OBanbHEBIE
JIBOSIKOBBIITYKJIbIC TabIeTKy,

NIOKpBITHIE  TIIEHOUHOH  06051049KOH
fenoro 1BeTa, C OOHOH CTOPOHBHI
rnajkue, Ha  JApYrod  cTOpoHe

rpaeupoBka «R 5». Ha nonepeunom
pa3pese aapo 6enoro Lpera.

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. / OBanbHEIE
JIBOSIKOBBINYKTBIE  TabJeTKH, MOKPBITbIE
njeHo4yHoH 00004YkoM OeNoro win noyTH
6eJI0r0 LBETA, C ONHOI CTOPOHBI TNafikKe, Ha
Ipyro#l cropoHe rpaBupoBka «R 5». Ha
MOIEepeyHOM paspese sSApo OT Oenoro 1o
noutH 6e0ro UBETA. :

2 | Identification

Levocetirizine/

HUnentudnkanus

JleBoueTHPU3HH

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 ynepxuBaHus
OCHOBHOIO THKa Ha  XpoMmarorpamme
HCTBITYEMOTO pacTBOpa JIOTKHO
COOTBETCTBOBATH BPEMEHU YAEPKUBAHHUS
OCHOBHOrO TIMKa Ha  XpoMarorpamme
pacTBOpa CTaHAaPTHOTO obpasua
NeBOLETUPH3UHA AUruapoxjiopuaa (paszaen
«Konu4ecTBEHHOE OTpelieNieHIen).

3 | Average weight /
Cpennsas macca

133.75 mg /133,75 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/
I pumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusM HJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosnexo: M IIpoBepeno: 1@ Onobpeno: Menemxep / PykoBoauTenb
£
Date / 5 a13 Date / Date /
2~ ~L0 3tan s
JlaTa: s Jara: g\'\ 1 L Hara: K




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMponyxT: Annepsai TabIeTKH, TOKPBITLIE NJEHOYHOM 000J10YKOH, 5 M

Batch No / 1 C2316294 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001709657 Date of Analysis / . 30/12/2023
AHanutuueckuii oryet Ne Jlata aHanuza

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BOACTBA Tonen no

Analysis performed according ND: / Auanu3s npoeeaen mo HJI: JITT-Ne(001333)~(PI'-RU)-251022

Page2 of 5/ Crp.2 m3 5

4 | Disintegration / 05 min/ 05 un Not more than 15 min/
Pacnagaemocthb He 6onee 15 Mun
5 | Dissolution / PacTBopenue Unit-1/ Tabn.-1 95% NLT 80% (Q) of label claim of levocetirizine
Unita / Taon 98% dlhoydroch]orlde after 20 min.. / He Menee
80 % (Q) oT HOMMHANBHOIO COAEPIKAHUS
Unit-3 / Ta6bn.-3 98% JICBOLETHPU3UHA AMTCUAPOXIOpHAA uepes
Unit-4 / Tab1.-4 o595 | 20 Mun
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 98%
6 | Related Substances / PogcTBenHbIe IpuMecH
Impurity A / I1pumecs A Not detected / He 0OHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B/ [Ipumecs B Not more than 0.4 % / He 6onee 0,4 %

Less than LOQ (LOQ: 0.008%) Huxe
npenena KONM4eCTBEHHOro
onpeaenenns (ITKO : 0,008%)

Impurity C/IIpumecs C Below LOD (LOD = 0.006%) / Huxe | Not more than 0.4 % / He 6onee 0,4 %
npeaena obnapyxenus (110 =
0.006 %)

Impurity D / [Ipumecs D Less than LOQ (LOQ: 0.004%) Huxke Not more than 0.4 % / He 6onee 0,4 %

npenena KoMMYecTBEHHOTo
onpenenenus (IIKO : 0,004%)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponyxT cooTBeTcTBYET TpeboBanusam HJI 3akniouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: IlpoBepeHo: [@ OnobpeHo: Menenxep / PyxoBoanTtesb
M [
Date / 13 Date / : ! Date /
UV~ ~M -~ >
Hara: Hara: 1 ‘ L 'LO?:Z Jara: SIFE =0




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MponykT: AnnepBai# TabNeTKH, NOKPBITEIE MJIEHOYHOH 06010uKOH, 5 MI

Batch No / : C2316294 Batch Quantity / : 1040300 tab /
Cepus Ne O6bem cepuu 1040300 Tab
Analytical Report No / : 890001709657 Date of Analysis / : 30/12/2023
Ananutudecknii otuet Ne Jlara aHanu3za

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlata npon3BoacTBa Ionen no

Analysis performed according ND: / Anaau3s nposenen no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page3 of 5/Crp.3 m35

Impurity E / Ilpumecs E Not more than 0.4 % / He 6onee 0,4 %
0.04% /0,04%
Impurity F / ITpumecs F Below LOD (LOD = 0.014%) / Huxe Not more than 0.4 % / He 6onee 0,4 %
npeznena obnapyxenus (I10 =
0.014 %)
Impurity RCT-3 / Ilpumecs 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 / Jiobas enuHnuHas
HeueHTH DU POBaHHAs BDL / peructpauuu
NpUMECh
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
7 | Chiral purity / Xupanasuas |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Huxe npenena konuiecTBEHHOTO S-uzomep - He Bonee 1,5 %
onpenenenus (ITIKO : 0,0425%)
8 | Loss on drying / IloTeps B 2.2%/2,2% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIIHBAHUA
| 9 | Microbial enumeration tests* / Mukpo6Hosoruyeckasi 4ucrora*®

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [Iponykt cooreTcTBYeT TpeboBanusam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: IIpoepeno: @@ OnobpeHo: Menemxep / PykoBoauTtens

M [
Date / 13 Date / Date /
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‘Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IIponykT: Annepssii TabneTkH, MOKPbIThIE NJIEHOYHOH 06010UKOH, 5 MI

Batch No / : C2316294 Batch Quantity / : 1040300 tab /
Cepust Ne Ob6bem cepuy 1040300 tab
Analytical Report No / : 890001709657 Date of Analysis / : 30/12/2023
AHanuTtudeckuii oryeT Ne Jlata ananuza

Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2026
Ilata npou3BojicTBa onen no

Analysis performed according ND: / Anasn3s nposeaen no HJI: JITI-Ne(001333)-(PI-RU)-251022
Page 4 of 5/ Ctp. 4 m3 5

a) Total Aerobic Microbial Less than 10 CFU per 1 g Not more than 10° CFU per 1 g /
Count / Obuiee uncno Menee 10 KOEB 1T He 6onee 10° KOEB 1 1
a3pOOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU per 1 g/ Not more than 10* CFU per 1 g/
moulds count / O61iee uncno Menee 10 KOEB 1T He 6onee 10° KOEB 1T
JIPOJOKEBBIX U TMIIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrcTtByeTB 1 T OtcyrctBUEe B 1 T
10 | Uniformity of dosage units / 3.5/73,5 Acceptance value (AV) should not be more
OnHOpoAHOCTH AO3HPOBAHMS than 15.0. / Iloka3aTenb NpHeMIIEMOCTH
(AV) nomxen 6bITh He Honee 15,0.
11 | Assay / KosinuecTtBeHHOE 4.95 mg/ 4,95 mr Between 475 mg and 5.25 mg of
omnpeneeHne levocetirizine dihydrochloride per tablet. /
Or 4,75vr po 5,25 Mr neBOUETUPU3HHA
JUTHIPOXJIOpUa 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. / [To 10 ta6nerok B 6aucrep u3 (IIA/AJI/TIBX)
(osbru / antomuuueroii donbru. Ilo 3 Gnuctepa BMecTE ¢ NUCTKOM-BKJIAbIILEM B
HayvKy 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. /

* [IpoBOOMTCS MPOU3BOLMTENEM MPH BbITYCKE NEPUOAHYECKH (C MHTEPBANOM OAHO HChbiTaHWe Ha 10 cepuit unu He
meHee 1 pasa B ron). [lokaszarens MoxeT ObITh HE BKIIOUEH B cepTUdUKAT aHann3a GUPMBI.

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

IIpnmeuanne: [Iponykt coorBercTByeT TpeboBaHiisM HJ 3akmouenne: OJJOBPEHO

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

Tloarorosneno: M ITposepeno: @ OnobpeHo: Menemxep / PykoBoaUTENb
I~

Date / Q) - 2e23 Date / aAl1-1027 Date / Bianens
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‘Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: AnnepBaii TabNeTKH, NOKPbITbIE NJIEHOYHOH 060/1049KOH, 5 M

Batch No / 0 C2316294 Batch Quantity / : 1040300 tab /
Cepus Ne O6beM cepun 1040300 tab
Analytical Report No / : 890001709657 Date of Analysis / : 30/12/2023
Ananutuyeckuit otuet Ne Jata aHanmu3a

Date of Manufacture / . 11/2023 Date of Expiry / : 10/2026
JlaTa npoyn3BOACTBA T'open no

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

Page Sof 5/Ctp. Su3 5

“API name / Haumenosanue A®C:

Levocetirizine dihydrochloride / JleBouieTHpu3nya JUTHAPOXIOPUL

INN/MHH:

Levocetirizine / JIeBolieTHpH3UH

API manufacturer batch number /
Howmep cepun npouszsoautesst ADC:

ACQH001229, ACQHO001706

FP Manufacturer API Batch number /
Homep cepun cydcTanuun
npouseoautens I'JId:

FCQA01943, FCQAO01618

API Manufactured by & country /
IIpoussoaurtens APC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlaboparopuc Jitn., Unans

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanuam HJJ 3akmwouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeno: L@ Onobpeno: Menenxep / PykoBonuTens
M g

Date / 13 Date / Date /
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