Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

“Product : Allerway film-coated tablets 5 mg

ITponyKT: AnnepBai TabNETKH, NOKPbITbIE MIEHOYHON 060/I0UKOH, 5 Mr

Batch No / : C2206307 Batch Quantity / : 1040300 tab / n
Cepus Ne O6bem cepun 1040300 Ta6

Analytical Report No / : 890001596389 Date of Analysis / 2 17/06/2022

Ananutrueckuii oruer No Jara ananuza

Date of Manufacture / : 05/2022 Date of Expiry / 1 04/2024

JlaTa npou3BoacTBa I'oaeH no

Analysis performed according ND: / Auann3 nposeaen no HJI: JIT1-004008-200820

Pagel of4/Crp.1u34

Ne Test / loxaszaTenn

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanne

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

J(BOSIKOBBINTYKJIblE TabNeTKH,
TMIOKPBITHIE NIEHOYHOH 060104KOH
Gesnoro 1BeTa, C O/IHOI CTOPOHBI
[NIAfKHE, Ha APYI'OA CTOPUHE
rpasuposka «R 5». Ha nonepeunom
paspese saapo 6enoro uBera.

CootrsercTBYyeT TpeOOBaHUAM

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. / OanbHble
IBOSIKOBBINYK/ble TabNETKH, IOKPBITbIE
IIJIEHOYHOH obonoukol 6eoro unyu NoYTH
fenoro 1BeTa, ¢ OJHOI CTOPOHBI TagKHE,
Ha Apyroi cTopoHe rpasuposka «R 5». Ha
MONEPEUHOM paspese AApo oT Henoro Jio
MoYTH Oeoro 1BeTa.

Complies as prescribed /

2 | Identification.
Levocetirizine/
IToguunocTs.
JleBoneTHpH3NHK

| Average weight /

Cpenuss maceca

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 yaepxvBaHus
OCHOBHOTO MHKa Ha XpOMAaTOrpamme
UCTIBITYEMOTO pacTtBopa JIOJDKHO
COOTBETCTBOBATb BPEMEHH YAEPKHBaHUA
OCHOBHOTO TMKa Ha XpoMmaTorpaMmme
pacrBopa CTaHJAPTHOTO obpasua
JIEBOLIETUPH3HHA AUTHAPOXI0OpHAA (paszaen
«KonuuecTBeHHoe onpejiesienney).

132.02 mg/ 132,02 mr

13325 mg+4 % (127.92 to 138.58 mg) /
133,25 mMr£4 % (ot 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykr coorseTcTBYET TpeGopanusM HJJ

“Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / IToarorosneHo: gp

Checked by / TTposepeHo:

Approved by: Manager/ Onobpeno: Meneuep

2 Aol D Ranl Nese

Date / Hara:

03062072

Date /HaTar_ | 23

06 ~2022

Date / laTa:

24 - 0b-2021—




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

[Tpoaykr: Annepssi TabneTku, MOKPLITbIE NEHOYHOH 060/104KOH, 5 MI

Batch No / : C2206307 Batch Quantity / : 1040300 tab / -
Cepusa Ne O6beM cepun 1040300 Ta6

Analytical Report No / : 890001596389 Date of Analysis / ¢ 17/06/2022
_AHannuTHuYeCKUH oTyeT No JlaTa ananuza S

Date of Manufacture / : 0572022 Date of Expiry / : 04/2024

[ara npon3BojcTBa I'ogeH o -

_Analysis performed according ND: / Asanu3 nposenen no HJI: JIT1-004008-200820

Page2 of4/Crp. 2 u3 4

4 | Disintegration /
Pacnapaemocth

05 min/ 05 muH

Not more than 15 min/
He 6omnee 15 mun

5 | Dissolution / PacTBopenue

Not less than 80 % (Q) of label claim of
—{ C21H25CIN2O5-2HCI (levocetirizine
dihydrochloride) in 20 min. / He menee
80 % (Q) OoT HOMWHANBLHOIO CoAepKaHMS

C21H25CIN,O3-2HCI (s1eBoUETHPU3HHA
quruapoxnopun) vepes 20 MuH.

Unit-1/ Ta6n.-1 87%
Unit-2 / Tabn.-2 99%
Unit-3 / Ta61.-3 O 93%
Unit-4 / Tabn.-4 93%

~ Unit-5/Ta6a.-5 93%
Unit-6 / Ta611.-6 95%

TImpurity A / TIpumecs A

Related Substances / IlocTopo

HHHE IPUMECH

| Not detected / ne o6napyxeHa

Impurity B / Tpumecs B

Impurity C / [Ipumecs C

0.01% /0,01%

| Not detected / ne obHapy)xeHa

Impurity D/ TTpumecs D

Less than LOQ (LOQ: 0.004%)Hixe
npejena KOnM4ecTBEHHOTO
onpenenenus (I1KO : 0,004%)

Impurity E / Ilpumecs E

Impurity F / ITpumecs F

Less than LOQ (LOQ: 0.023%)Huxe
npeaena KonnueCTBEHHOro

{onpenenenus (I1KO : 0,023%)

Not detected / He oGHapyxeHa

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 %

Not more than 0.4 % / He Gonee 0,4 % |

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

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

Remarks : The Product confirms to ND/
Hpumeuanue: I1poayxT coorsercTByeT TpeGoanuam HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

et

Prepared by / IMojararosaeno:
égW

Checked by / INposepeHo:

N~

Approved by: Manager/ Onobperno: Menemxep

Date / laTa:

2 Y0b-deb2

Date / Jlata: 22, 040002

Date / laTa: D_L{*.-OQ.—?,OZ )




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

CEPTUDOUKAT AHAJIV3A

TpoaykT: Annepsaii TabneTiu, MOKPLIThIE TIEHOHHON 060N0UKOH, 5 MI

Batch No / . C2206307 Batch Quantity / : 1040300 tab / |
Cepust Ne Obbem cepuu 1040300 Tab

Analytical Report No / : 890001596389 Date of Analysis / . 17/06/2022
AHannTHyecknii oTyeT Ne | Hara ananu3za

Date of Manufacture / : 05/2022 Date of Expiry / : 04/2024

Jara npoussoucraa T'open no B

Analysis performed according ND: / Ananus nposeaen no HJI: JITT-004008-200820

Page3 of4/Crp.3nuz 4

Impurity RCT-3 / Ilpumecs
RCT-3

NpUMECh

0.06% /0,06%
Any individual unidentified |
impurity / Jlrobas enqunu4Has
HeueHTHQrLHpoBaHHAs BDL / peructpaunn

Total impurities /
Cymma npumeceii

0.1%/0,1%

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

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

Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / XupanbHas
YHCTOTA

Not detected / He 0bnapyxeHa

8 | Loss on drying / IloTeps B
mMacce NPH BhICYNIHBAHUH

2.7%12,7%

S-isomer - not more than 1.5 %
S-uzomep - He bonee 1,5 %

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

9 | Microbial enumeration tests / MukpoGHOJIOrHYECKAS YHCTOTA

a) Total Aerobic Microbial
Count / Ob1uee uncio
a’pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / OB1iee yucno
JIPOAOKEBBIX M TIIECHEBBIX
rpuboB

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

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeT B 1 T

Not morc than 100 CFU/g /-
He 6onee 100 KOE/T

Shall be absent in 1 gram /
OrcyrcrBue B | ¢

10 | Uniformity of doage units /
OnnopoAHOCTb AO3HPOBAHUS

2.2/2,2

The acceptance value (AV) should be less
than or equal to 15.0 / llpnemouHoe
3HaueHune (AV) nomxHo ObiTh He OGonee
15,0.

Remarks : The Product confirms to ND/

N

Ilpumeuanne: IIponykt coorBeTcTBYET TpeGoBanusm HJJ

Conclusion : APPROVED /
3axkmwuenne: OJJOBPEHO

>

Prepared by / ITonrorosineno:

Checked by / T1poBepeno:

i)

———

Approved by: Manager/ Ono6peHo: Menenxep

R D) Rl Nl atiiry”

Date / Jlata: ;2’06' Qo)

Date 7I[aTa: .23 ~06 ~2022_

Date / JlaTa:

214 _O06-2022—




Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

[Iponykr: Annepssii Tabnerk, NOKPLITHIC NIEHOYHOH 060J10UKOH, 5 MT
Batch No /
Cepusa Ne

Analytical Report No /
AHanuTtnuecknii otuet Ne

Date of Manufacture /
JlaTa nponzBoacTBa

: C2206307 Batch Quantity / : 1040300 tab /
Obbem cepun 1040300 Tab

: 890001596389 Date of Analysis / i 17/06/2022
JlaTta aHanu3a

: 05/2022 Date of Expiry / : 04/2024 -
I"oneH no

Analysis performed according ND: / Anasiu3 npoBeaeH no HJI: JIT1-004008-200820

Page 4 of 4/ Ctp. 4 n3 4

11 | Assay / Konnuecreennoe 4.97 mg/4,97 mr 4.75 mg to 5.25 mg of C21H,sCIN,O5-2HCI
onpegeenue (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 1o 5,25 Mr Cy1HysCIN,O3- 2HC
(leBoNETHPH3NHA  JUTHAPOXTOPUA) B
Tabnertke.
12 | Packaging / YnakoBka 10 tablets in  (PA/AI/PVC)|7 or 10 tablets in (PA/AI/PVC) |
foil/aluminum foil blister. 3 blisters and | foil/aluminum foil blister. 1, 2 or 3 blisters
a patient information leaflet in a carton | and a patient information leaflet in a carton
pack. / ITo 10 Tabnetok B Gnucrep w3 | pack. /Tlo 7 unn 10 tabnetok B 6nncrep us
(TTA/AJI/TIBX) tdonbru /| (JIA/AJITIBX) donsrun / amoMHHHEBOMH
anomuHueBon Gonsru. Io 3 6nucrepa | donsru. Ilo 1, 2 umm 3 Guucrepa ¢
C HWHCTpYKUMEH MO NPUMEHEHHIO B | MHCTPYKLUMEH N0 NPUMEHEHWI0 B TNadky
nayKy KapToOHHYIO. KapTOHHYIO.
13 | Labeling / MapkupoBka According to ND / B coorsercteun ¢ HJJ R
14 | Storage conditions / At temperature below 25 °C. / TTpu TemnepaType He Bbile 25 °C.
XpaHnenue
15 | Shelf life / Cpoxk rogHocTn 2 years / 2 roja

Remarks : The Product confirms to ND/

~

IIpumeuanne: Ilponykt coorBercTBYeT TpeGosanusm HJI

Conclusion : APPROVED /
3aknouenne: OJJOBPEHO

Prepared by / ”DJII’OTDBJ‘IGHO%.(

)

Checked by / Iposepetio:

Approved by: Manager/ Onobpeno: MeHemxep

Rt Rl letlbry”

Date / llaTa:

0306 - o2t

Date / Jlara: 23 ~06- 20

Date / lara:

24 -~ O06-2022




