Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TTponykT: Annepsaii TabneTku, MOKPBIThIE MIIEHOYHOH 006010uKOH, 5 MI

Batch No / : C2316175 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001709656 Date of Analysis / : 30/12/2023
AHanuTHueckui oryeT Neo HaTa aHanuza

Date of Manufacture / : 11/2023 Date of Expiry / : 1072026
JlaTa mpoHu3BOACTBa T'oneHn no

Analysis performed according ND: / Auasn3 nposenen no HJI: JITI-Ne(001333)~(PI-RU)-251022

Page 1 of 5/Crp.1m35

Ne

Test / HHokazarennb

Result / PezyabTaThl

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. / OBanbHbie

JIBOSIKOBBINYKJIbIE TabneTky,
TIOKpBbITElE TNJIEHOYHOH  060J0YKOH
Oenoro 1uBeTa, C OAHOH CTOpPOHbI
rnajkve, Ha  Apyrol  cropoue

rpaBupoeka «R 5». Ha nonepeuHom
paspese sapo Oenoro 1BeTa.

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. / OBajbHEIE
JIBOSIKOBLINYKJIbIE  TaONeTKW,  TIOKPBITHIE
nNeHoyHoi 000JI0uKoH 0enoro WiM MOouTH
Genoro 11BeTa, ¢ ONHOW CTOPOHBI IMaaKKeE, Ha
JIpyroii ctopoHe rpaBupoBka «R 5». Ha
NONEpeYHoOM pa3pese sIpo oT 6Genoro no
nouty 6e0ro LBETA.

Identification
Levocetirizine/
Upenrundpuxanusi

JleBolleTHPHU3UH

Complies as prescribed /
CooTtBeTcTBYET 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
OCHOBHOFO THKa Ha  XpomaTorpamme
HCOBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATh BPEMEHH  YIEPXKUBAHUS
OCHOBHOTO MWKa Ha  XpoMaTorpaMme
pacTBopa CTaHJapPTHOTO obpasua
JieBOLETHpU3MHA AMTHApoxiaopuna (pasnen
«KonuvecTBeHHOE ONpenenecHre).

Average weight /
Cpennsisi macca

132.82 mg/ 132,82 mr

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/ Conclusion : APPROVED /
ITpumeuanne: IIponykt cooTBeTcTBYET TpeboBaHusam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToproroBaexo: [Iposepeno: (é@ OnobpeHo: MeHnenxep / PykoBoaurens
3/

Date / 2 Date / Date /
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MponyxT: Annepssit TabneTky, NOKPbIThie NAEHOYHON 06010uUKOH, 5 MI

Batch No/ : C2316175 Batch Quantity / : 1040300 tab /
Cepust Ne Obbem ceprn 1040300 Tab
Analytical Report No / : 890001709656 Date of Analysis / : 30/12/2023
AHanutndeckuii otyer No Jarta ananusa

Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
JlaTa npous3BoACTBa l'ogen no

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

Page2 of 5/Ctp.2 m35

4 | Disintegration / 04 min /04 un Not more than 15 min /
Pacnapgaemoctsb He 6onee 15 mun

5 | Dissolution / PacTBopeHne Unit-1/ Tabn.-1 95% NLT 80% (Q) of label claim of levocetirizine

Unii2 / Taon2 99% dlhgldrochlorlde after 20 min.. / He menee
80 % (QQ) OT HOMMHANBHOIO COACPXKAHHUS

Unit-3 / Ta6bn.-3 98% JICBOLETUPU3NHA TUTHAPOXJIOpUIA uepes
Unit-4 / Ta6n.-4 999, | 20 M
Unit-5 / Tabn.-5 96%
Unit-6 / Tabn.-6 92%

6 | Related Substances / PoapcTBennbie npumecu

Impurity A / Tlpumecs A

Not detected / He obHapyxena

Impurity B/ I[Tpumecs B

Impurity C/ Ilpumecs C

Impurity D/ [Tpumecs D

Impurity E / TIpumecs E

Less than LOQ (LOQ: 0.008%) Huxe
npeaena KOAMYeCTBEHHOTO
onpenenenns (ITIKO : 0,008%)

0.04% /0,04%

Less than LOQ (LOQ: 0.004%) Huxe
npezena KoIuYeCTBEHHOTO
onpenenenus (ITKO : 0,004%)

0.03% /0,03%

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 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: TTpoaykr cootBeTcTByeT Tpeboannsam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: IpoepeHo: lép OnobpeHo: Menenxep / PyxoBoautens
?/
Date / Date / Date /
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Dr.Reddy’s “!’

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[IpoaykT: Annepmait TabeTkH, NOKPBIThIE TJICHOUHOH 000104KO0MH, 5 M

Batch No / : C2316175 Batch Quantity / : 1040300 tab /
| Cepus Ne ObbeM cepun 1040300 Tab

Analytical Report No / : 890001709656 Date of Analysis / 1 30/12/2023

Ananutrueckuil oTueT Neo Ilata aHanuza

Date of Manufacture / : 1172023 Date of Expiry / 1 10/2026

Jlata npousBoacTaa T'onen no

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

Page 3 of S/Crp.3 35§

Impurity F / [Ipumecs F Below LOD (LOD = 0.014%) / Huxxe | Not more than 0.4 % / He 6onee 0,4 %
npenena obnapyxenus (110 =
0,014 %)
) = :
Impurity RCT-3 / Ilpumechb 0.07% /0,07% Not more than 0.30 % / He 6onee 0,30 %
RCT-3
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas enuHuvHas
HenaeHTUDUIIMpOoBaHHAS BDL / peructparuu
npuMech
Total impurities / 0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceit
7 | Chiral purity / Xupaasnas |Below LOD (LOD = 0.0138%) / S-isomer - not more than 1.5 %
YHCTOTA Hwxe npenena obnapyxenus (110 = | S-uzomep - ne 6onee 1,5 %
0,0138 %)
8 | Loss on drying / Iloteps B 2.8%/2,8% Not more than 6.0 % / He 6onee 6,0 %

Macce NnpHu BblICYIUNBaAaHUHU

9 | Microbial enumeration tests* / Mukpo6uojiornyeckasi YucTora*

a) Total Aerobic Microbial Lessthan 10 CFU perl g Not more than 10° CFU per 1 g/
Count / Ob1uee yucno Menee IOKOEB 1T He 6onee 10° KOEB 1 1
a3pOOHBIX MUKPOOPTaHH3MOB

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [lpoaykt cooTBeTcTBYET TpeboBaHusaM H]J 3akmiouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: ﬁ/ IposepeHo: L@\ Onobpeno: Menemxep / PykoBoanTens
p el

Date / - 2072 Date / Date /
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Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIM3A

IlpoaykT: AjiepBaii TabaeTKH, NOKPBITHIE

Product : Allerway film-coated tablets 5 mg

NJEHOUYHON 060J0UKOH, 5 MI

Batch No / : C2316175 Batch Quantity / : 1040300 tab /
Cepus Ne O6bem cepun 1040300 tab
Analytical Report No / : 890001709656 Date of Analysis / : 30/12/2023
AHanuTHueckuii oTyet No Iata aHanuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npousBoicTBa T'open no

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

Page 4 of 5/ Crp. 4 m3 5

b) Total Combined Yeast and
moulds count / Obuiee yncno
NPOMOKEBBIX M TIIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee 10 KOEB 1T

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

c) Escherichia Coli

Absent in 1 gram /
OrcyrctBYyeTB 1 T

Shall be absent in 1 gram /
OrcytctBHE B 1 T

10 | Uniformity of dosage units /

OIlHOpO)lHOCTb A03UPpOBAHHUA

44744

Acceptance value (AV) should not be more
than 15.0. / [Tokazatens npueMIEMOCTH
(AV) nomxed 6bITh He 601ee 15,0.

11 | Assay / KonnuecTBeHHOE 4.93 mg/ 4,93 mr Between 4.75 mg and 5.25 mg of
onpeneneHne levocetirizine dihydrochloride per tablet. /
Or 4,75Mr pgo 5,25Mr IeBOUETHpPH3KHA
JUrHApOXIopHaa 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. / TTo 10 tabnetok B 6muctep u3 (TIA/AJI/TIBX)
¢onbru / antomunnesod gonsru. Ilo 3 GnMcrepa BMecTe ¢ NMCTKOM-BKIAABILIEM B
ITaYKy KapTOHHYHO.

* 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. /

* TIpOBOAMTCS NPOM3BOJUTENEM NPU BBITYCKE NMEPHOANYECKH (C MHTEpBAaNOM ONHO McNbITaHue Ha 10 cepuii unm He
menee 1 paza B ron). [ToxasaTtens MoxkeT ObITh He BKJIOYEH B cepTHdHKAT aHanK3a GupMsl.

Remarks : The Product confirms to ND/

IIpumeuanne: [lponyxT coorBeTcTBYET TpebopaHusm H]

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: IlpoBepeHo: IQD Onobpeno: Menenxep / PykoBonurens
Date / 3 Date / Date /
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
ITponykT: Anneppaii TabneTKH, MOKPLITbIE NICHOUYHON 060JI0YKOH, 5 MT
Batch No / : C2316175 Batch Quantity / : 1040300 tab /
Cepus Ne Obmnem cepun 1040300 Tab
Analytical Report No / : 890001709656 Date of Analysis / : 30/12/2023
AnanuTnuecknii otyeT Ne Jlara aHanuza
Date of Manufacture / 1172023 Date of Expiry / : 10/2026
JlaTa npoHn3BOACTBA I"omen 1o
Analysis performed according ND: / Ananu3 nposenen no HJI: JIT1-Ne(001333)-(PT-RU)-251022

Page50of 5/Crp.Sm3 5

API name / Hammenosanue ADC:

Levocetirizine dihydrochloride / JlepouieTnpy3uHa JUTHAPOXJIOPUI

INN/ MHH:

Levocetirizine / Jleouernpnsux

Homep cepuu cy6cTaHIINH
npouszpoantens I'JIP:

API manufacturer batch number / ACQHO001815
Homep cepun npoussoauteis ADPC:
FP Manufacturer API Batch number / FCQAO01945

API Manufactured by & country /
IIpon3poautenn A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Pennu’c Jlaboparopuc JIta., Unaus

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akaiouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IlonroTosneno: é/ ITposepeno: @ Ono6peHo: Menenxep / PykoBoaurenn
>
Date / Date / o5 Date /
A2- 2083 ~0 _S 3119 o
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