Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTHDHEKAT AHAJTHM3A

| Product : Allerway film-coated tablets 5 mg
[Mpoavier: Anaepinit TadNeTKi. 1I0KPBIThIE MACHOUHONH 000104KOH, 5 Mr

' Batch No / . C2303718 Batch Quantity / 1040300 tab / o
| Cepus Ne | Obbem cepum o 1040300 Tab

Analytical Report No / . 890001659127 Date of Analysis / : 22/04/2023 o
AHanuTHyeckuit otuet Ne o - | data ananuza B
Date of Manufacture / 0 0372023 Date of Expiry / : 02/2026

Jlata npou3Bo/cTBa I"onen o

Analysis performed according ND: / Ananu3s I]_pOBeLleH no HJI: JITT-004008-200820 (amend Ne 1 from 20.01.2022/
usmM. Ne | ot 20.01.2022)

1

No

Test / ITokazarennb

Description / Onncanie

2 | Identification.
Levocetirizine/
IoaannHocCTs.
JleBoueTnpuszun
|
3 | Average weight /

Cpennsisi macca

: Result / PesyabraTsl

| 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
JBOSIKOBbBINYKJIbIE TabNeTKH,

| NOKPHITEE  NAenouHol  ofonoykoi
| besnoro uBeta, ¢ OfHOW CTOPOHBI
| ~

| rnankue, Ha  apyrol  cTopoHe

| rpaBupoBka «R 5». Ha NIONEPEUYHOM
pazpese s1po 0eJ0ro uBeTa

Complics as prescribed /
CooTBeTeTBYCT TpeOoBallisM

Page 1 of 5/Cip. 1 w3 5
Specification / Hopma

Oval, biconvex, white to off-white film-
coated tablets, plain on one side and with "R
5" debossed on the other side. White to off-
white core on a cross section. / Opanblibie
[BOSIKOBBLINYK/IbIE  TaONETKH,  NOKPbITbiE
naeHoYyHol ofonoukoll fenoro uan nourn
0enoro UBETA, C OAHOM CTOPOHbI rilagKHeE, HA
Apyroi cropone rpasupoBka «R S». Ha
nonepeyHoM paspese A4po OT Oenoro 1o
noutu 6enoro 1Bera.

The retention time of the main pecak 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
OCHOBHOrO  nuka Ha  XpOMaTorpamme
HCBLITYEMOro pacTBopa JOJKHO
COOTBETCTBOBATL BPEMEHH  YJepXKHBaHUs
OCHOBHOrO  MUKa HA  XpomaTorpamme
pactsopa CTaHAAPTHOrO obpazua
JICBOLICTUPU3NHA AUTHAPOXJIOopHAa (pazjed
«KosmuecrBenHoe onpeaesieHUe»).

133.25 mg +£4 % (127.92 to 138.58 mg) /
133,25 mr =4 % (ot 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/ - Conclusion : APPROVED /
Hpumeuanne: TlpoaykT coviseictsyer 1pebosanmusm HJT 3akimwuenne: OJJOBPEHO
Prepared by / (7 ; Checked by / "_Approved by: Manager/Executive /
I 5 » Meneux

OLrOTOBNEHO: (__A;j,f ﬂpOBGptHo@ J Onobpeno [\f|}>_-lil_al.l ep / PykoBoauTens
Date / % »@4,204\4 Date / Date / N
Jara: Jara: o Ls—0y o253 | Hara: D oM 202 7T




[ X
Dr.Reddy’s ‘,'0.

CERTIFICATE OF ANALYSIS

CEPTHOWKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg
[posny et Anneproii TaNETKH, MOKPBIThIE NACHOUHONK 06010UKOH, 5 MT -
Batch No / : C2303718 Batch Quantity / 1040300 tab / N
Cepus Ne - Ob6beM cepun 1040300 Ta6
Analytical Report No / : 890001659127 Date of Analysis / : 22/04/2023 R
Ananutnieckuit otuet No Jlara aHannsa - -
Date of Manufacture / 2 03/2023 Date of Expiry / : 02/2026
ﬂmnpnmsomma IN'open no

Analysis performed according ND: / Anasnus nposeaen no HJI: JII1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne | o1 20.01.2022)

4 | Disintegration /
Pacnapaemoctsb

5 | Dissolution / PactBopenne "

Impurity A / [lpumech A |

Epurity B/ [pumecs B

ﬁpurily C /Tlpumecs C

Impurity D/ [1pumecs D

Hpurily E /Npumecs E

08 min /08 MuH

Page2 of S/ Crp. 2 u3 5
Not more than 15 min/
He 6onee 15 mun

Unit-1/ Ta6u.-1 88%
Unit-2 / Tabn.-2 97%
Unit-3 / TaGu.-3 92%
Unit-4 / Tabn.-4 95%
Unit-5/Tabn-5 | 97%
 Unit-6/Tabn-6 | 97%

6 | Related Substances / Tloc I'OPOHHHE NpUMecH

Not detected / He obHapykeHa

0.02% /0,02%

Not detected / ne obnapyxena

Less than LOQ (LOQ: 0.001%) Huxe

npejena KONW4ECTBEHHOTO
onpeanenenuns (TTKO : 0,004%)

0.04% /0,04%

—— C21H25CIN>O5- 2HCI

Not less than 80 % (Q) of label claim of
CiH3sCIN,O5-2HC (levocetirizine |
dihydrochloride) in 20 min. / He menee 80 %
Q) o HUMMHAILHOPO  COUCPRANMNA
(leBoleTHpH3MHA
ANUTUAPOXAopUA) uepes 20 MUH.

| 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/
Ipumeuanue: [poaykT coorsertcTByeT TpeGosanusm HJl

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by /
[Moarotosneto:

Checked by /-

Approved by: Manager/Executive /
Onobpeno: Metekep / PykoBoanTens
0 -4

()

Date /

24-04 - 2023

Jara:

ﬂpOBepeno-( [ a\ 7
Date/
Hara: QU0 ~2023

Date /

IlaTa: 2\'\(0\’\‘“ 202X




[ X
Dr.Reddy’s ‘,‘o’

CERTIFICATE OF ANALYSIS

CEPTHUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

ITponykT: Anneppail TabaeTkin. HOKPBLITHIE TNEHOUHOIT 006010UKOM, 5 Mr

Batch No/ : C2303718 Batch Quantity / : 1040300 tab/ -
| Cepust No | O6bem cepin 1040300 a6

Analytical Report No / : 890001659127 Date of Analysis / : 22/04/2023 -

AHanuTuyeckuii otuer Ne Jlara ananu3sa

Date of Manufacture / : 03/2023 Date of Expiry / : 02/2026

Hara nponssosicTea ["opeH ao

Analysis performed according ND: / Auanus nposenen no HJL: J111-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne [ ot 20.01.2022)

Page3 of 5/ Crp. 3 u3 5

Impurity F / Mpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlio6as eannnunas
HenaeHTU UM poBaHHas
npHUMech

Below LOD (LOD :0.014 %) / Huxe
npenena obnapyxeuns (IO :0,014%)

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

. 0.08% /0,08% Not more than 0.30 % / He 6once 0,30 %

. " 2% Gonee 0,2 %
B Poerucipaumy Not more than 0.2 % / He Gonee 0,2 %

Total impurities /
Cymma npumeceii

0.1%/0,1% Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xupajibiras
YHCTOTA

'Less than LOQ (LOQ: 0.0425%)
Huxe npeaeiia KoOnnYeCTBEHHOI 0
onpeneienns (KO : 0,0425%)

I P /
S-isomer - not more than 1.5 %
S-nzomep - ve donee 1,5 %

8 | Loss on drying / Tloreps B
mMacce HPH BbICYIIHBAHMH

2.7% 1 2,7% Not more than 6.0 % / He 6onee 6,0 %

Microbial enumeration tests* / Mukpo0Guooruueckas uncrora®

a) Total Aerobic Microbial
Count / Ob1uee 4ncno
a3poBHbBIX MUKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10KOE/r

| Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Ob1uee uncno
LPOAOKEBBIX W MNECHEBBIX
rpubos

“Not more than 100 CFU/g/
He 6onee 100 KOE/r

Less than 10 CFU/g /
Menee 10 KOE/r

Remarks : The Product conlirms to N/

Mpumenanue: Nponykr coorsercrayer tpebosanmsm HJ1

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Q/J‘Pj('hcckcd by/ Approved by: Manager/Executive /
ToaroToBieHoO: gw |"lpuucpcm([ AN OJ106peHo: Miﬁmkep/ PykooanTens
Date / Date/ Date / '

rof- 07 ~
Jara: 24 4 2912 Hara: 200--0C1 -907 2 | Hata: 2o 202 g




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

| Product : Allerway film-coated tablets S m_g

UpoaykT: AnnepBai TabNETKH, MOKPLITbIE MIEHOUHOH 0005104KOH, S Mr

JlaTa npousBroacTsa

Batch No/ : C2303718 Batch Quantity / ¢ 1040300 tab/

Cepusn Ne - Obwem cepun o 1040300 Tab

Analytical Report No / : 890001659127 Date of Analysis / ¢ 22/04/2023 a
AHanuTHYeCKu# oTyeT Ne Jara ananuza

Date of Manufacture / : 03/2023 Date of Expiry / 1 02/2026

I'ogen o

n3m. Ne | or 20.01.2022)

Analysis performed according ND: / Anann3s nposenen no H/: JI1-004008-200820 (amend Ne 1 from 20.01.2022 /

Paged of S/ Crp. 4 n3 5

¢) Escherichia Coli Absent in 1 gram / | Shell be absent in 1 gram /
' OrcytctByeTB I T Orcyrcteue B 1 1
10 | Uniformity of dosage units /| 22722 The acceptance value (AV) should be less
OaHopoaHocTh 103HPOBAHNS than or equal to 150 / Tlokazarens
! ’ nprueMitemocti (AV) noikeH ObITh He Gosee
15,0.
11 Assay / KoiinuecTBentoe 499 mg/ 4,99 mr - 475 mg to 5.25 mg of C21H25CIN,05-2HCI
onpeaesjieHne (levocetirizine dihydrochloride) per tablet. /
Or 4,75 MIr 10 5,25 mr C2|H25C|N203'2HC|
(neBoueTnpu3nHa AUTHAPOXJIOpUA) B
Tadnerke.

12 | Packaging / Yinakoska 10 tablets in (PA/AI/PVC)|7 or 10 wblets in  (PA/AIPVC)
foil/aluminum  {oil blister 1 blister | foil/aluminum foil blister. 1, 2 or 3 blisters |
and a patient information leaflet in a | and a patient information leaflet in a carton
carton pack. / Ilo 10 tadbnetox B | pack./Tlo 7 nin 10 tabnetok B Gaucrep u3
oanctep u3 (IMTA/AJVIIBX) doavru / | (TTA/AJVTIBX)  ¢onbru /  anomunmnesoii
aJtOMHWHHEBOM honbru. [To | ¢ponbru. [lo 1, 2 wuam 3 Onucrepa c
1 GamcTepy € MHCTpyKuUMeidl 1O | MHCTPYKLMEH 1O MPUMEHEHMIO B TNAuKy
NPUMEHEHUIO B 11a4Ky KapTOHHYIO. KapTOHHYIO.

13 1.aheling / Mapkupopka According to ND / B cootsetctann ¢ HJI |

14 Storage conditions / At temperature below 25 °C. / [1pu Temneparype He sbiwe 25 °C.

Xpanenne
15 | Shelf life / Cpok rognocru 3 years /3 rona

* Itis carried out by the manufacturer at release periO(Hcally (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. /

* TIpoBoanTcs NPoN3BoAHTEIEM NP1 BLINYCKE NEPHOANYECKH (€ HHTEPBAJIOM 01HO HCNbITaHNe Ha 10
cepuii nan He menee 1 pasa B rog). Mokasaresb MOKeT GbITh He BKIIOYEH B cepTHHPHKAT AHATH3A

dhupmsbi.

Remarks : The Product confirms to ND/

Hpumeuanne: Tpoaykt cooTBetcTBYeT TpeGosannam HJl

Prepared by /

Mo U.I.UBM“D:W

|
;{_"Q..-\’ »Checked by /

ﬂposepu:@[ " N2

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Approved by: Manager/Executive /
Onobpeno: MeHekep / PykoBoauTeib

Date / %’06’909\?’

Jara:

Date /
Jara:

2L ~0Lp ~20923

Date / K
Jlara:

2 \Aror o2 X




Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
| Product : Allerway film-coated tablets 5 mg -
[poykT: Annepriii Tabnerku, 0KPLITHIE TIGHOUHOM 0600UYKOH, 5 MI
Batch No / . C2303718 ‘Batch Quantity / - 1040300 tab / B
Cepust No - O6bem cepn 1040300 Tab
Analytical Report No/ : 890001659127 Date of Analysis / : 22/04/2023 o
| AHanUTHYECKHH oTUeT No Mara ananvsa
Date of Manufacture / : 03/2023 Date of Expiry / . 02/2026
Harta nponssoactsa - Ionen po )
Analysis performed according ND: / Anaaus nposeaen no HJI: JIN-004008-200820 (amend Ne | from 20.01.2022 /
usm. Ne | ot 20.01.2022) -

Page Sof 5/ Crp. SmSs

API name / HaumenoBanue ADC: ' Levocetirizine dihydrochloride / JleBouetupusnna AMFUAPOXTIOpHA
INN/MHH: Levocetirizine / JleBouetnpiizun

APl manufacturer batch number / ~ ACPH004493 R n
Homep cepuu npoussoanrtens ADC: - -

FP Manufacturer API Batch number / . . FCQAD0055 T ..

Howmep cepuu cyferannun
|_nponssoaurens FJId:

APl Manufactured by & country 7/ Dr. Reddy's Laboratories Ltd.. India /
Hpoussomurear ADC, crpana: He-p Penn’c Jlaboparopue Jiva., Muans .
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [ponykt coorsetcrayer TpeGoatusm HJJ 3akaiouenue: OJOBPEHO
- ~
Prepared by / Lo C,C-"{ Checked by / Approved by: Manager/Executive /
[odrorosneno: g I’I}_umcpcuu:(';{'* Opnobpero: M-_ﬁlemkep/ PykosoaiTesb
- = — X
Date / »| Date/ ' Date /
04 o) " .
Hara: 77 | ora: 2L ~0U ~2025| Nata: 2o 2821 -




