Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg
[poaykt: AjiepBaii TabaeTKy, TOKPbITHIE MIEHOYHON 060I0UKOM, 5 Mr

Batch No / : C2311918 Batch Quantity / : 1040300 tab /
Cepust Ne O6beM cepunt 1040300 ta6
Analytical Report No / : 890001690857 Date of Analysis / : 30/09/2023
AHanuTHUYECKHH oTueT Ne | Jlata ananusa
Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

| Jlata 11pou3BoacTBa [ones no

Analysis performed according ND: / Anasau3s nposeaen nmo HJI: JITT-Ne(001333)-(PT-RU)-251022

Pagelof4/Crp.1m34

Ne Test / [lokazaTeanb

Result / Pe3yJ’leaTbl_

1 | Description / Onucanue

2 | Identification
Levocetirizine/
HUnentndpuxanus

JleBoneTHupHU3HH

Specification / Hopma

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
JIBOSIKOBBITTYKITbIE TabneTkHy,

NOKpBITBIE  MIEHOYHOH 060N04YKOiH
fenoro uBeTa, C OJHOW CTOPOHBI
raagxue, Ha  Apyrol  CTOpOHe

rpaBupoBka «R 5». Ha nonepeunom
paspese spo 6eJioro 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. / OBalbHbIE
JIBOSIKOBBINYKJIBIE  TabNETKW, MOKPBITHIE
[UIEHOYHOH 00onouxoii Oesyroro uiaud noyTu
6eoro 11BeTa, C OZJHOH CTOPOHBI rAajikue, Ha
Ipyroit cropone rpaBupoBka «R 5». Ha
MOMEePeYHoOM pa3pe3e Aapo oT Oemnoro a0
mouTy Oesnoro 1BeTa.

Complies as prescribed /
CooTBeTCcTBYeT TpeOOBaHMAM

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 ynepxnBaHus
OCHOBHOTO NUKa Ha  XpoMmarorpaMme
UCTIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBATH BPEMEHHM  YJCPIKUBAHUS
OCHOBHOTO THMKa Ha  XpoMarorpamme
pacTBOpa CTaHAAapPTHOTO obpasia
NIeBOLETHPH3UHA AUrHapoxaopuia (pasjen
«KonuuecTBeHHOE ONpesicTIEHUEY).

3 | Average weight /
Cpeausist macca

132.43 mg /132,43 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/
IIpumeuanne: IIpogykT cooTBeTcTBYET TpeboBanusam HJI

2 Fa

Conclusion : APPROVED /
3axmouenne; OJOBPEHO

Prepared by / Checked by / _a/"*QL “Approved by: Manager/Executive /
TMoaroToBeHo: . [Iposepeno: g&/ Onobpeno: Menekep / PykoBoauTels
M &/-

Date / T o oD Date / U -9 o943 | Date/ 0
Jlara: ° Ilara: Jlara: 20.09.




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykt: Annepssii TabneTKH, MOKPhITHIE NJIEHOUHOH 0060NOYKOH, 5 MI

Batch No / : C2311918 Batch Quantity / : 1040300 tab /
Cepus Ne Ob6neMm cepun 1040300 Tab
Analytical Report No / : 890001690857 Date of Analysis / : 30/09/2023
AnannTtuyeckuid oryet Ne Hara ananusa

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

JlaTa npou3BOJCTRA Tozen oo

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

4 | Disintegration /
PacnagaemocThb

04 min /04 MyuH

Page2 of 4/ Crp. 2 u3 4

Not more than 15 min /
He 6onee 15 mun

5 | Dissolution / PacTBopenne

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min.. / He MeHee
80 % (Q) OoT HOMMHANBHOTO COACP)KAHHMS
NIeBOLIETHPU3NHA AMIHAPOXJOpHja uepes

Unit-1 / Ta6n.-1 97 %

Unit-2 / Tabn.-2 99 %

Unit-3 / Ta61.-3 98%

Unit-4 / Tabn.-4 oo, | 20 M-
Unit-5/ Ta6n.-5 98 %

Unit-6 / Ta6n.-6 97 %

6 | Related Substances / PoacrBennbie npumech

Impurity A / Ilpumecs A

Not detected / ne obnapyxena

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

Impurity B / IIpumecs B

0.01%/ 0,01%

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

Impurity C / [Tpumecs, C

Not detected / He oOHapyxeHa

Impurity D / Ilpumecs D

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

Not detected / He oOHapyxeHa

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

Impurity E / Ilpumecs E

0.03%/0,03%

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykT coorBercTByeT TpeboBaHusam H/J 3axmouenne;: OJOBPEHO

Prepared by / Checked by / = Approved by: Manager/Executive /
IMoaroroeneno: M Hposepemﬁ%‘ Opobpeno: Menemkep / PykosoauTensb
Date / U0 —o§ LD Date / gaaﬁ ,90/25 Date / 20.09. 2014

JHara: Jara: Jara:




@e
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Mpoaykr: Annepsaii TAONETKH, NOKPBITHIE NJIEHOYHOH 000JIOUKOMH, 5 MI'

Batch No / : C2311918 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem ceprn 1040300 Tab
Analytical Report No / : 890001690857 Date of Analysis / : 30/09/2023
AHanuTHyeckui oTueT No - - Jlara ananusa

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

JlaTa npon3BoJicTBa Toxen no

Analysis performed according ND:

/ Anann3z npoeaen no HJE: JITT-Ne(001333)-(PI™-RU)-251022

Impurity_F / Ilpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlto6as equHU4HAA
HeUAeHTHDUITHPOBAHAAS
npHuMech

Page3 of4/Crp.3u3z 4

[ Below LOD (LOD = 0.014%) / Huxe

npenena obHapyxenus (I10 =
0.014 %)

0.07%/0,07%

BDL / pernuctpauun

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

Not more than 0.30 % / He 6onee 0,30 %

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

Total impurities /
CyMmma npumeceit

0.1%/0,1%

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

Chiral purity / Xupannuas
YHUCTOTA

Below LOD (LOD =0.0138%) /
Huxe npenena obHapyxenus (IO =
0.0138 %)

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

Loss on drying / IloTeps B
Macce NpH BbICYLIHBAHHH

2.6 % 2,6%

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

Microbial enumeration tests* / MukpoGuosiornueckasi Y4HCTOTa®

a) Total Aerobic Microbial
Count / O61wee uncno
a3p0OHBIX MHKPOOPraHN3MOB

Lessthan 10 CFU per 1 g
Menee I0KOEB 1T

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

b) Total Combined Yeast and
moulds count / Ob1ee uncno
JPOMOKEBBIX M MJIECHEBRIX
rpubosB

Less than 10 CFU per 1 g/
Menee I0 KOER I T

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

¢} Escherichia Coli

Absent in 1 gram/
OrcyTcTByeT B 1 T

Shell be absent in 1 gram /
OtcyrctBUEB 1 1

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoayxr coorsercTByeT TpebGorannsm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

-2
Prepared by / Checked by / // {*Approved by: Manager/Executive /
TloaroToBneno: M [IpoBepeno: W Onobpeno: Metejvkep / PykoBoautes
Date / APPECTLYY st Date / o~ - Qor3 | Date/ 04, 2%

Jara: Jlarta: ‘2 07 Jara: 5o 7




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IIpofyKT: Anepsaii TabETKH, NOKPBIThIE TNIEHOUHOH 060NOUKOH, 5 MT

Batch No / : C2311918 Batch Quantity / : 1040300 tab /
Cepus Ne O0BeM cepiu - 1040300 Ta6
Analytical Report No / : 890001690857 Date of Analysis / : 30/09/2023
AHanuTHyecknii oTyet Ne Jata ananusa

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

JlaTa npou3BOJICTBA I"oneH o

_Analysis performed according ND: / Anaaus nposegen no HJI: JITI-Ne(001333)-(PI-RU)-251022
Page 4 of 4/ Crp. 4 n3 4

10 Uniformit§ of dosage units / | 43/43 Acceptance value (AV) should not be more
OaHopogHOCTL 103MPOBaHUS than 15.0. / [lokasaress NpueMneMocTH
(AV) nomxeH 65ITh He Gonee 15,0.
11 | Assay / KoanuecTBeHnoe 4.91 mg /4,91 mr Between 4.75 mg and 5.25 mg of
ompeseenve levocetirizine dihydrochloride per tablet. /

Ot 4,75Mr go 5,25Mr JeBOLETHPU3IUHA
JUTHAPOXNOpHA B TabJETKE.

12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 1 blister and a patient
information leaflet in a carton pack. / [To 10 Tabnetok B 6nuctep u3 (ITA/AJI/TIBX)
¢donbru / amomunueBoit gonsry. Ilo 1 6aMcTepy BMeCTe ¢ MTHCTKOM-BKIAJABIIIEM B
Ha4vKy 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. /

* TIpOBORMTCS TIPOU3BOANTENEM NPH BHITYCKE TIEPUOMMUECKH (C MHTEPBAJIOM OfHO MCTBITaHME Ha 10 cepuii unn He
meHee 1 pasa B ron). [Tokazatens MoJKeT OBITh HE BKIIOUEH B CEPTHOHMKAT aHAJIH3a GUPMBI.

API name / HanmenoBanue ADC: Levocetirizine dihydrochloride / JleronetupnsrHa AUrHAPOXIOPH I
INN / MHH: Levocetirizine / JIeBoneTUpU3HH

API manufacturer batch number / ACQHO000569, ACQH001656

Homep cepuu nponssoaurtensa ADC:

FP Manufacturer API Batch number / FCQAO00938, FCQAO01616

Homep cepuu cy6ctanuuun
npoussogures I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoaurenn A®C, crpana: H-p Pepn’c JlaGoparopuc Jita., Mnauna
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Ipoayxt cootsercrByeT TpeboBanusm HJJ 3axkmouenne: OAOBPEHO

~

Prepared by / Checked by / M | Approved by: Manager/Executive /
IloarotorneHo: IIpoBepeno: : Ono6peHo: Menempxep / Pykosonurenb
Vi g

Date / Ty ~0§ D Date / 30»@7.—%@ Date / 20.09.7923

Jara: Hara: Jara:




