Dr.Reddy’s €€

CERTIFICATE OF ANALYSI

S

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TIpoAykT: Annepsaii TabJETKH, NOKPHIThIE MIIEHOUHON 0607104KOH, 5 MI

BatchNo / : C2312053 Batch Quantity / . 1040300 tab /

Cepus Ne O6bem cepuu 1040300 Tab B
Analytical Report No / : 890001690855 Date of Analysis / : 30/09/2023
Anavtudeckuit otyet No Jlara aHannza
Date of Manufacture / 1 0972023 Date of Expiry / : 08/2026
JlaTa npon3BojcTBa I'oneH no

Analysis performed according ND: / Anasu3s nposejen mo H/L: JITI-Ne(001333)~(PI™-RU)-251022

Page1of4/Crp. 1u3 4

N

Test / Iloxa3aTean

Result / Pe3yabTaTsl

Specification / Hopma

1 _Description / Onucanune

N |

Identification

Levocetirizine/
Hnpentudnxanus

JleBoueTHpPU3HH

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. / OBabHbIE

JIBOSIKOBBITTYKJIBIE TabneTKy,
NOKPBITBEIE  TICHOYHOH  0060N04KOH
Oenoro 1Bera, C OAHOH CTOPOHBI
rnagKue, Ha  Jpyroil  cTopoHe

rpaBupoBka «R 5». Ha nonepeunom
paspese 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. / OBanbHbIE
JIBOSIKOBBITIYKJIbIE ~ Tal0JEeTKW, TOKpPBIThIC
MJeHouYHoil 06onoykoil 6enoro Wiayd mouTH
Oenoro 1BeTa, ¢ OJJHOM CTOPOHBI TJajIKNe, Ha
Jpyroii cropoHe rpasupoBka «R 5». Ha
NIOIIEPEYHOM pa3pese sapo oT Genoro 0
noutu 6eoro 1BeTA.

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHUSIM

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 ynepxuBaHHA
OCHOBHOTO NHka Ha  XpomarorpamMme
UCTIBITYEMOT 0 pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHU  Y/IEpPKUBAHUS
OCHOBHOTO IIMKa Ha  XpoMarorpaMme
pacTBopa CTaHZapTHOTO obpazua
JIeBOLETHPHU3MHA OUTHApoxiopuia (pazaen
«KonuuecTBeHHOE ONpeAeNICHUE).

3 | Average weight /
Cpennsisi macea

132.48 mg / 132,48 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/
IIpumeyanue: IlpoaykTt coorBeTcTBYeT Tpebopanusm HJI

0

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

Checked by / €
IIposepeHo: %

Approved by: Manager/Executive /

[loaroroeneyo: M Onobpeno: Menemxep / PykoBoaurenb
Date / Date / Date / -

08223 Re-e-Joll .09.0U
Jlara: 3o~ Hara: 2 07 Jara; 20-07




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[MpolykT: Annepsaii TabieTKH, NOKPbITHIE NIEHOYHON 0601104KOH, 5 MT

Batch No / : C2312053 Batch Quantity / : 1040300 tab /
CepHus Ne O6bem cepuu 1040300 Tab
Analytical Report No / : 890001690855 Date of Analysis / : 30/09/2023
AHalluThyecknii oTyeT Ne Jlata apanusa

Date of Manufacture / : 09/2023 Date of Expiry / . 08/2026

JtaTa npousBoicTsa T'ogen no

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

Page2 of 4/ Crp. 2 n3 4

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

5 | Dissolution / PacrBopenne Unit-1 / Ta61.-1 98% NLT 80% (Q) of label claim of levocetirizine

Unit2 / Tabn.2 999 dlh())/drochlorlde after 20 min.. / He menee
80 % (Q) OT HOMHUHAIBHOTO COAEPKAHUS

Unit-3 / Tabn.-3 98% JIEBOLIETMPU3NHA AWTMIAPOXJopUIa 4epes
Unit-4 / Tabn.-4 990, | 20 M-
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 97%

6 | Related Substances / PoncTBeHHbIe IpHMecH

Impurity A / TTpuMecs A Not detected / He obHapyxena Not more than 0.4 % / He 6onee 0,4 %

' Impurity B / ITpumecs B Not more than 0.4 % / He 6onee 0,4 %

0.01%/0,01%

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

Not detected / ne obnapyxena

Impurity D/ Hpumecs D

Not detected / He oOHapykeHa

Impurity E / Hpumecs E

0.02% /0,02%

Impurity F / Ilpumecs F

Less than LOQ (LOQ: 0.047%) Huxe
npeaena KONMYeCcTBEHHOro
onpeaencuus (IKO : 0,047%)

Not more than 0.4 % / He Gonee 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/
ITpumeuanne: IpojykT coorBeTcTBYET TpeOoBanusim HJI

P

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /

Checked by / P
[IpoBepeno: %/

Approved by: Manager/Executive /

TloarotosJieHo: M Opobpeno: Menepkep / PykoBoaurens
Date / el Date / o9 —Qll Date / U6.09. 0V
MHara: Ll Hara: Z ﬁﬁ Jara:




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

["Product : Allerway film-coated tablets 5 mg
ITpoAykT: AnnepBsi TabNETKH, NOKPLITLIE MIEHOUHOH 00010YKOM, 5 MT

BatchNo / : C2312053 Batch Quantity / : 1040300 tab /
Cephs Ne - Ob6beM cepuu 1040300 Tab
Analytical Report No / : 890001690855 Date of Analysis / : 30/09/2023
AHaJlutnveckuii otuet Ne Jata aHanuza

Date of Manufacture / : 09/2023 Date of Expiry / . 08/2026
Jara npousBojcTea I'open no

Analysis performed according ND: / Auann3 nposeaen nmo HJI: JITT-Ne(001333)-(PI-RU)-251022

Page30of4/Crp. 3uz 4

Impurity RCT-3 / TIpumech
RCT-3

Any individual unidentified
impurity / Jlro6as eguHUYHAs
HeuAeHTH(hHIMPOBAHHAS
NpHMech

0.06% /0,06%

BDL / perucrpaunu

Not more than 0.30 % / He Gonee 0,30 %

"Not more than 0.2 % / He 6osnee 0,2 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

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

7 | Chiral purity / XupansHas
qMCTOTA

Below LOD (LOD = 0.0138%) /
Huxe npenena obnapyxenus (110 =
0.0138 %)

S-isomer - not more than 1.5 %
S-uzomep - ne 6onee 1,5 %

8 | Loss on drying / IloTepst B
mMacce NnpH BbICYUIHBAHHH

2.3%/72,3%

Not more than 6.0 % / He 6ouiee 6,0 %

9 | Microbial enumeration tests* / Mukpo6uo/ioruueckast 44cToTa™

“a) Total Aerobic Microbial
Count / Obuiee uncio
a3poOHbIX MUKPOOPIaHM3MOB

Less than 10 CFU perlg
Menee IOKOEB 1T

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

b) Total Combined Yeast and
moulds count / O6iee uncno
JOPOAOKEBBIX U MIECHEBBIX
rpuboB

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

?) Escherichia Coli

Absentin I gram/
OrcyrctByerB I T

| Shell be absent in 1 gram /

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

Orcytcteue B 1 1

Remarks : The Product confirms to ND/

Ilpnmeuanne: [IpoaykT coorBeTcTBYeT Tpeboranusm HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

~
Prepared by / Checked by / 3 1| Approved by: Manager/Executive /
[loarorosnexo: IIpoBepeHo: 2 Onobpeno: Mewnemkep / PykoBoanTens
Date / M Date / : / 453}/
ate ate Date
EPh! 2009 -9 o4 09.10"3
Hara: Jooge Hara: B0 ? Hara: 2007




Dr.Reddy’s “5.‘.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
| TIpoAykT: Annepsaii TabNETKH, MOKPBITHIE TUIEHOUHON 000J04KOMH, 5 MT

Batch No / : C2312053 Batch Quantity / : 1040300 tab /

Cepns Ne O6BbeM cepun 1040300 tab
 Analytical Report No / : 890001690855 Date of Analysis / : 30/09/2023

AHnaluTHuecKkuii oTueT No Jata anannsa

Date of Manufacture / 1 09/2023 Date of Expiry / : 08/2026

Hara nponsgoactsa l'open o

Analysis performed according ND: / Anaaus npoBeaen mo HJI; JITT-Ne(001333)-(PI'-RU)-251022

Page 4 of 4/ Crp. 4 u3 4

10 | Uniformity of dosage units / 34/3,4

OZIHOPOIIHOCTI) A03HpPOBaHHUS

Acceptance value (AV) should not be more
than 15.0. / [Toxazatens npueMaeMOCTH
(AV) nomxen ObITh He 6onee 15,0.

information leaflet in a carton pack.

Na4yKy KapTOHHYIO.

11 | Assay / KonuuecTBeHHOE 4.89 mg/ 4,89 mr Between 4.75 mg and 525 mg of
onpeaeaeHue levocetirizine dihydrochloride per tablet. /
Or 4,75Mr po 5,25Mr mneBoleTHpU3UHA
JUTHIPOXIOpUAA B TabNETKe,
12 | Packaging / YnakoBKka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

/ Tlo 10 Tabnerok B 6mucrep uz (IIA/AJI/TIBX)

tonberu / antomunueBod ¢oneru. [lo 3 6aucTepa BMecTe ¢ JIMCTKOM-BKJIA/IBIIIEM B

* Itis carried out by the manufacturer at release periodically (with an i

nterval 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. /
* TIpoBOANTCSA TIPOM3BOIUTENEM TPH BBIMYCKE NMEPHOANYECKH (¢ MHTEPBANOM OIHO UcTIbITanue Ha 10 cepuil unu He
MmeHee | pasa B rox). [Tokxazarens MoskeT OBITh He BIIIIOUEH B cepTHUKAT aHaIM3a QUPMBI,

| API name / HaumenoBauue APC:

Levocetirizine dihydrochloride / JleBoneTHpu3iHa AU APOXIOPH I

INN / MHH:

Levocetirizine / JleBonetnpusun

API manufacturer batch number /
Homep cepun npousBoantessn APC:
FP Manufacturer API Batch number /
Homep cepun cy6cTanunmn

| mponssoauTesi I'JIM:

ACQHO001656

FCQAO01616

APl Manufactured by & country /
IIponssoaureas ADC, cTpaHa:

H-p Pennn’

Dr. Reddy's Laboratories Ltd., India /

¢ Jlaboparopuc Jltn., Unpus

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeGoBaHusM HJJ

Conclusion : APPROVED /
Zaxaouenue: OJOBPEHO

Prepared by / Checked by / /,pﬁ"{::»Approved by: Manager/Executive /

[ToaroroBinieno: M HpOBepeHo:% Onobpeno: Menejukep / Pykoonurens
L adgis

Date / Joaq_2lD Date / go.aﬁ, 9 o013 | Date/ 20.09.%92

JlaTa: Hara: Jara:




