Dr. Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[TpOaykT: Anneppoi TabNETKH, NOKPBITHIE MJIEHOYHON 000N0UKOH, 5 MI

BatchNo / : C2310244 Batch Quantity / : 1040300 tab / o
Cepus Ne O6bem cepun 1040300 Ta6

Analytical Report No / : 890001684923 Date of Analysis / : 30/08/2023 o
AHAMTU4ECKHH oTHeT Ne JlaTa ananuza

Date of Manufacture / : 07/2023 Date of Expiry / 1 06/2026

JlaTanpounssoactea l'ozen o

Analysis performed according ND: / Anann3 nposeaen nmo HJI: JITT-Ne(001333)-(PI'-RU)-251022

Pagelof4/Crp.1u3z 4

Ne Test / IlokazaTteanb

Result / PesynabTaTnl

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

JBOSIKOBBITIYKJIbIE TabneTKHy,
NOKPBITEIE IJICHOYHO#  0060J104UKOi
Oenoro 1uBeTa, C OAHOW CTOPOHBI
rilajKkie, Ha  JPyrod  CTOpOHe

rpaBupoBka «R 5». Ha nonepeyHom
paspese siapo 6enoro 1Bera.

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
JIBOSKOBBINYKJIbIC ~ TaONETKH, TOKPHIThIE
TUICHOYHOH 00oJioukoil Oenoro MM nouTtu
6enoro 1BeTa, C 0/IHOH CTOPOHKI MaaKHe, Ha
apyroil cropone rpaeBupoBka «R 5». Ha
MONEPEYHOM pa3zpe3e aApo oT Genoro A0
noyTH Oenoro nBeTa.

2 | Identification
Levocetirizine/
UnentHpuKanus

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”). / Bpemst ynepxuBanus
OCHOBHOTO  TMKa Ha  XpomaTtorpamme
UCIBITYEMOTO pacTBOpa JIOJXKHO
COOTBETCTBOBaTh BPEMEHH  YICPXKHBAHMS
OCHOBHOTO  IIMKa Ha  XpoMaTorpamme
pacTBopa CTaHAPTHOTO obpasua
JIeBOLIETHPU3UHA AMrUApoxaopuaa (paszen
«KonuyecTBeHHOE OTIpeieNIeHuEN ).

3 | Average weight /
Cpennsis macca

133.31 mg/ 133,31 mr

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133,25 mr+4 % (o1 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykr coorseTcTBYeT TpebOBaHHAM HJJ 3axaiouenue: OJJOBPEHO

b
Prepared by / p Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoeepeHo: [/@ Onobpeno: Menepxep / PyxkosoauTens

S‘/

Date / |-OoB~ 22 2 | Date/ 0 Date / o
Jlara: = JlaTa: 3\ ~0k Lor Jara: 3\ gnT




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TlponykT: Annepssii TabieTkH, NOKPHIThIE MIEHOYHOH 060104YKOM, 5 MT

Batch No / - : C2310244 Batch Quantity / - 1040300 tab /
Cepus Ne Obbem cepnn 1040300 Tad
Analytical Report No / : 890001684923 Date of Analysis / 1 30/08/2023
AHanutnueckui otuet No Jlara ananusa

Date of Manufacture / 1 07/2023 Date of Expiry / : 06/2026

Jata npouspoacTea I'onen oo

4 Disi;tegration /
Pacnapaemocth

Analysis performed according ND: / Anann3 nposejen no HJ/I: JITI-Ne(001333)-(PI™-RU)-251022

Page 2 of 4/ Crp.2 n3 4

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 % (QQ) oT HOMMHANBHOTO CcolepXKaHus
JIeBOLIETUPU3MHA AUTHUAPOXJIOpUAA depes

20 MuH.

Unit-1 / Ta6n.-1 97%
Unit-2 / Ta6n.-2 99%
Unit-3 / Ta6n.-3 98%
Unit-4 / Tabn.-4 98%
Unit-5/Tabn-5 | 99% |
Unit-6 / Tabn.-6 97%

6 | Related Substances / PoacTBennsie npumecu

Impurity A / Ipumecn A

‘Impurity B / TIpumecs B

Impurity C/ IIpumecs C

Impurity D / ITpumecs D

Impurity E / TIpumecs E

Impurity F / IIpumecs F

Not detected / He o6HapyxeHa

0.01% /0,01%

Less than LOQ (LOQ: 0.030%) Huxe
npezesa KOMHYECTBEHHOro
onpenenenus (ITKO : 0,030%)

Less than LOQ (LOQ: 0.004%) Hwuxe
npezaena KONnM4eCTBEHHOTO
onpenenenus (ITKO : 0,004%)

0.04% /0,04%

|Less than LOQ (LOQ: 0.047%) Huxe
npesaena Koan4ecTBEHHOTO
onpeaenenus (IIKO : 0,047%)

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 %

I

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusaM HJ| 3akawuenne: OJOBPEHO
_— D
Prepared by / 2 <31, Checked by / Approved by: Manager/Executive /
TloaroroBneHo: IIposepeno: L@-’ Onobpeno: Menenxkep / PykoBoanTeb
-
P
Date / 5% - pc)LZ| Date / 00 2P Date /
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoayKT: AjnepBaii TabNeTKH, NOKPbIThIC MIEHOYHOH 000/104KO#M, 5 MI

Batch No / : C2310244 Batch Quantity / : 1040300 tab /
Cepusa No O6bem cepun 1040300 Ta6
Analytical Report No / : 890001684923 Date of Analysis / . 30/08/2023
Ananutuueckuii otuet Ne JlaTa ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

Jata npon3BoAcTBa T'opex no

Analysis performed according ND: / Ananus nposegen no HJI: JITT-Ne(001333)-(PI"-RU)-251022

Page3 of4/Crp.3uz 4

Impurity RCT-3 / Ilpumech
RCT-3

0.07% /0,07%

Any individual unidentified
impurity / Jlrobas enuHnuHas
HEUJICHT(PULIHPOBAHHAS
pUMECh

BDL / pernctpaunn

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

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
Cymma npumeceii

0.1%/0,1%

[Less than LOQ (LOQ: 0.0425%)
Huxe npeacna KoJIM4eECTBEHHOI O
onpeneneHus (IIKO : 0,0425%)

7 | Chiral purity / Xupanbnas
YUCTOTA

8 | Loss on drying / IloTeps B
Macce NPH BhICYUIHBAHHH

9

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

S-isomer - not more than 1.5 %
S-nzomep - He Gonee 1,5 %

2.8%/2,8%

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

Microbial enumeration tests* / Mukpo6unojoruueckast Uncrora*

a) Total Aerobic Microbial
Count / Ob1yee uncno
a3poOHBIX MUKPOOPTaHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O6b1iee uucno
JIPOMOKEBBIX U TJIECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcyrcryerB 1 T

Shell be absent in 1 gram /
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoanrens
>
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Hara: Hata: 3\ '\08 3

Date /

—C OV
Jara: 2V % >




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHMKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[lpoaykT: Annepsati TabneTky, NOKPbITHIE MICHOYHOH 060I0YKOH, 5 MI

Batch No / 1 C2310244 Batch Quantity / : 1040300 tab /

Cepus Ne O6beM cepun 1040300 Ta6 B
Analytical Report No / : 890001684923 Date of Analysis / : 30/08/2023

AHanuTtuueckuit otuet Ne JaTa aHannsa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

Jara npounssoacTsa I'onen o

Analysis performed according ND: / Anaau3 nposenen no H/I: HH-N9(001333)-(PF:RU)-251022
Page40f4/Crp.4nu3 4

10 | Uniformity of dosage units / 3.7/3,7 ' Acceptance value (AV) should not be more
OnanopoaHoCTHL A03HPOBaHUS than 15.0. / [Tokazatenb npueMaemMocTu
(AV) nomxen 6b1Tb HE 6onee 15,0.
11 | Assay / KoanuecTBennoe 4.99 mg/ 4,99 mr Between 4.75 mg and 525 mg of
omnpeaeseHne levocetirizine dihydrochloride per tablet. /

Or 4,75Mr po 5,25 Mr JneBoleTHpPH3UHA
JUTHApoXJopuja B TablieTke.

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 Tabnerok B 6mictep uz (I1IA/AJI/TIBX)
donwry / aniomunueBoil gonsry. Ilo 3 6nuctepa BMecTe ¢ IMCTKOM-BKJIAZbILIEM B
nayky KapTOHHYIO.

* Itis carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least
I time per year). The indicator may not be included in the firm's certificate of analysis. /

* [IpoBOAMTCS TIPOHU3BOAMTENEM TIPU BBITYCKE NEPUOAMUECKH (C MHTEPBAJIOM OHO MCIIBITaHHe Ha 10 cepuil unu He
meHee | pasa B ron). [lokasarens MOXeT ObITH HE BKIIOUYEH B CEPTUPHKAT aHanu3a GUpMBEL.

API name / Hanmenopanue ADC: | Levocetirizine dihydrochloride / JleBoueTupnsuna AMruApoXIOpyA
INN / MHH: Levocetirizine / JIeBoLeTHPU3NH

API manufacturer batch number / ACQHO000568

Homep cepun npomssoautenss AP®C: B

FP Manufacturer API Batch number / FCQA00937

Homep cepun cyberanumm
npouszsognTtesis I'JID:

API Manufactured by & count}y/ Dr. Reddy's Laboratories Ltd., India /

Ipoussoantens ADC, crpana: H-p Pennn’c Jlabopatopuc JIta., Unaus

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

Ilpumeuanue: [Tpoaykr COOTBGTC’F{}y%l‘pe(iOBaHI/IﬂM HJI 3akmouenue: OJJOBPEHO

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

oaroroeneHo: y [IpoBepeHo: "Q@» OpobpeHo: MeHemxep / PykosoauTtennb
Y’

Date / @ -OF - )b Date / ?)\‘”08 2L Date / 3) -0R ~ASNT
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