UNCONTROLLED COPY

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Issued on 14-09-2021

Product : Allerway film-coated tablets 5 mg

IlpoayxT: Annepsait TabneTkH, NOKPLITHIE NIECHOUHON 060J04KOH, 5 MI

Batch No / : C2109525 Batch Quantity / : 1040300 tab /
Cepus Ne O6bem cepuu 1040300 tab
Analytical Report No / : 890001540701 Date of Analysis / 1 19/08/2021
Ananmutnieckni oruer Ne Jara ananusa

Date of Manufacture / : 0772021 Date of Expiry / : 06/2023

Jata nponssoscTaa T'omen no

Analysis performed according ND: / Anaaus nposeaen no HJI: JII1-004008-200820

Pagelof4/Crp. 1 uz 4

Noe Test / Ilokazarein

Result / PesynsraThl

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. / OBajibHble
JBOSIKOBbINYKJIblE TabNETKH,
TNOKPBITbIE NAEHOUHOH 060n0uKOH
fenoro uBeTa, C OHOH CTOPOHD!
riajkue, Ha Ipyroi cTopoHe
rpasupoBka «R 5». Ha nonepeynom
paspese A1po 6enoro uBeTa.

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. / OBanbHble
OBOSIKOBLITYKIIbIE TaONETKH, [OKPLITHIE
MAEHOYHOM 060N0YKOoii 6€n10ro UM nouTtu
Genoro 1BeTa, ¢ OAHOM CTOPOHbI FHafKHe,
Ha JIpyro# cTopoHe rpaBupoka «R 5». Ha
NOTMEPEYHOM paspese sapo oT Genoro 1o
noytu 6enoro 1uBeTa.

2 | Identification.
Levocetirizine/
HopnuHuOCTD.
JleBoueTupu3uH

Complies as prescribed /

CootBeTcTByeT TpeGOBaHMSIM

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 ynepxuBaHus
OCHOBHOTO MMKa Ha Xpomarorpamme
HCIIBITYEMOTO pacTeopa JOMKHO
COOTBETCTBOBATb BPEMEHH YAEPIKMBAHHS
OCHOBHOIO MHMKa HAa XpOMaTorpamme
pacTBopa CTaHAAPTHOr' O obpa3zua
NIEBOLIETHPH3HHA JUFHAPOXJIOpHAA (pasaen
«KonuuecTBeHHOE onpeneieHnes).

3 | Average weight /
Cpennsis macca

133.39 mg/ 133,39 mr

133 25 mg£4 % (127.92 to 138.58 mg) /
3,25mr+4 % (o1 127,92 no 138.58 mr)

4 | Disintegration /
Pacnapgaemocrn

10 min/ 10 mun

Not more than 15 min/
He 6osnee 15 mun

Remarks : The Product confirms to ND/

pumeuanne: [poaykt coorrercTyeT TpeGosanuam HJJ

QO

Conclusion
3akmouenne: OJOBPEHO

: APPROVED/

Prepared by /
[Moarorosaeno

Checked by /

ﬂposebeuo@ ”\i—)

Approved by: Manager

peHo; Menekep
o) R fesor<s

E;‘f;f PO -OZEI |

Date /
JHara:

0-05-2002f

Date /
Jara:

22-08. 202




UNCONTROLLED COPY

Dr.Reddy’s ":‘

Issued on 14-09-2021

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoayxT: AsepBaii TabyeTKH, TOKPBITHIE MIEHOYHOH 0O0NOUKOMH, 5 Mr

Batch No / : C2109525 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 7126
Analytical Report No / : 890001540701 Date of Analysis / 1 19/08/2021
AHanuTHueckHi oTyeT Ne Jlata ananusa

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Jara npousBoacTea I'ogen no

Analysis performed according ND: / Anaaus nposeaen no H/I: JIT1-004008-200820

Page2 of4/Crp. 2 u3 4

5 | Dissolution / PacTBopenne

Not less than 80 % (Q) of

C21H25CIN;O3-2HCI

C2:1H5CIN,O5-2HCI

Unit-1/ Tabn.-1 92%
Unit-2 / Ta6n.-2 100%
Unit-3 / Tabn.-3 98%
Unit-4 / Ta6n.-4 98%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 98%

label claim of
(levocetirizine

dihydrochloride) in 20 min. / He meHee
80 % (Q) oT HOMMHANIBHOIO COAEpIKAHHS
(neBoueTHpu3MHa
Juruapoxnopua) uepes 20 MuH.

Related Substances / IlocTopo

HHHE IPUMECH

Impurity A / Ipumecs A

Not detected / He 0OHapyxeHa

Impurity B / lpumecs B

Less than LOQ (LOQ: 0.008%)Huxe
npenena KONu4eCTBEHHOTo
onpenenenus (IIKO : 0,008%)

JImpurity C / ITpumecs C

Not detected / He oOnapyxeHa

Impurity D / [lpumecs D

Less than LOQ (LOQ: 0.004%)Hwxe
npenena KoJM4eCTBEHHOro
onpenenenus (IKO : 0,004%)

Impurity E / Ipumecs E

0.03 % /0,03%

Impurity F / Ipumecs F

Not detected / ne obHapyxena

Impurity RCT-3 / Tlpumecs
RCT-3

0.05% /0,05%

Any individual unidentified
impurity / JlioGas eannuunas
HEMASHTH()H LI POBAHHAS
NPHMeECh

BDL / peructpaunu

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

Not more than 0.4 % / He 6osee 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 %

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

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

Remarks : The Product confirms to ND/
N pumeuanne: [poaykt coorsetcTsyeT TpeGosanusam HJ|

r_ /)

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[MoarotoraeHo: /2

Checked by /

[posepeny \
2

Approved by: Manager

OnobdpeHo: Menerkep

I ke el

Date /
Hara: 20 -0% - 90924

Date /
Hara:

23-08_202)
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Issued on 14-09-2021

Product : Allerway film-coated tablets 5 mg

IpoaykT: AnnepBait TabNETKH, NOKPBIThIE NIEHOYHOI 060NOHKOH, 5 Mr

Batch No/ : C2109525 Batch Quantity / : 1040300 tab/
Cepus No Ob6vem cepun 1040300 Tab
Analytical Report No / : 890001540701 Date of Analysis / 1 19/08/2021
Ananutrnyeckunii otuet Ne Jlara ananusza

Date of Manufacture / : 07/2021 Date of Expiry / 1 06/2023

[Jara npouspoxncTsa T'onex no

Analysis performed according ND: / Anaans nposegen no HJI: JIIT-004008-200820

Total impurities /
Cymma npumeceti

0.1%/0,1%

Page 3 of 4/Crp. 3u3 4
Not more than 1.5 % / He 6onee 1,5 %

Chiral purity / Xupaawnas
YHCTOTA

Not detected / e oGHapyxeHa

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

8 | Loss on drying / HloTeps B
Macce IPH BLICYINBAHHH

2.4%/2,4%

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

9 | Microbial enumeration tests /

Muxpotuonoruyeckas YHcToTa

a) Total Aerobic Microbial
Count / O6wee uncino
a’pOOHBIX MHKPOOPraHH3MOB

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/ O61ee uucno
APOMXOKEBBIX M TIIECHEBBIX
rpubos

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

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

c) Escherichia Coli

Absentin 1 gram/
OtcyrctByeT B 1 I

Shell be absent in 1 gram /
OtcyrctBue B 1 1

10 | Uniformity of dosage units /

OAHOPORHOCTD 103HPOBAHMSI

2.8/2,8

The acceptance value (AV) should be less
than or equal to 15.0 / Tlpuemounoe
3Hauenne (AV) nomkHO ObIThL He Gonee
15,0.

11 | Assay / KonuuecTBenunoe

onpegenxeHue

4.97 mg/ 4,97 mr

4.75 mg to 5.25 mg OfC21H25C1N203‘2HCl
(levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr 10 5,25 mr Cp1Ha5CIN,O3-2HCI
(N1eBOLETHPH3MHA  AMTMJPOXAOPHA) B
TabneTke.

Remarks : The Product confirms to ND/

Hpumeuyanne: [poaykr cooTBercTByeT TpeGoBanusm H/J

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

s 2
Prepared by / M Checked by / Approved by: Manager
[Tonrotossexo: ﬂposepi@ f Onobpeno: Menemxep 6L ,
Date / O -0 L~ 9221 | Dae/ Date/ 9 2_0 202
Hara: 2 g Hara: 20 ~0&-202.§ Jlara: & /
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Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIU3A

Issued on 14-09-2021

Product : Allerway film-coated tablets 5 mg
ITponykr: AnnepBali TabeTKH, NIOKPBITHIE MIEHOUHON 060NOUKOH, 5 MI'

Batch No / : C2109525 Batch Quantity / : 1040300 tab /
Cepus Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001540701 Date of Analysis / : 19/08/2021
AHanuTnveckni otdet No Jlara ananusa

Date of Manufacture / : 0772021 Date of Expiry / 1 06/2023

Jata npousBoacTsa Tonen no

Analysis performed according ND: / Anasn3 nposeaen no HJI: JIIT-004008-200820

Paged40f4/Crp. 43 4

12 | Packaging / YnakoBka

10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 blisters and
a patient information leaflet in a carton
pack. / ITo 10 Tabnerok B 6nucrep u3
(TTA/ATI/TIBX) dbonsru /
amoMunuepol Gonery. ITo 3 6nuctepa
C HHCTpYKUHEeH MO NpUMEeHeHHI0 B
nayKy KapTOHHYIO.

7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 1, 2 or 3 blisters
and a patient information leaflet in a carton
pack./Tlo 7 nau 10 Tabnerox B 6iuctep us
(ITA/AJI/TIBX) ¢doneru / amoMuHHEBOI
Gomeru. Tlo 1, 2 nam 3 6Gamcrepa c
MHCTPYKUHEH 10 NMpPHMEHEHHIO B MNayky
KapTOHHYIO.

13 | Labeling / Mapxkuposka

According to ND / B coorsetcreuu ¢ HJJ

14 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / I1pu temneparype He Bbiwe 25 °C.

15 | Shelf life / Cpox roanoctn

2 years /2 rona

Remarks : The Product confirms to ND/
Ipumeuanue: [ponykr coorsercrayert tpedosanuam HI

Conclusion : APPROVED /
3axkatouenne: OJJOBPEHO

A
Prepared by / / , e Checked by /
[Moarorosneno: \e Hposepe@/\_i

Approved by: Manager
Oﬂ0’6£euoz Menemkep

Reoeliey

Date /
Hara:

20 0CRB-2024

Date /
JHara:

20 ~0%-202(

Date /
Hara:

2.3~0%—"202]




