Dr.Reddy’s ":..

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poay KT: Anepsai TabNETKA, NOKPLITIE NJEHOUHOHK 000N09KOMH, S M

Batch No/ : C2300286 Batch Quantity / : 1040300 tab /
Cepns Ne o Obsem cepun 1040300 Tab
Analytical' Réport No / : 890001641303 Date of Analysis / 1 25/01/2023
AHanu THyeckui oTueT Ne JlaTa aHanu3a

Date of Manufacture / :-12/2022- PDate of Expiry / 11/2025
JlaTa n poM3BOACTBA TozieH 1o '

-| Analysis performed according ND: / Ananu3 nposeaen no HJI: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 ot 20.01.2022)

Page1of4/Crp.1 n3 4

No Test / [Tokazatens

Result / PesyabraTsl

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. / OBanbHbie
JBOSIKOBBINYKJIbIE TaOJIETKH,
MOKPBITHIE NJIEHOYHOH 000N0u4KOii
6enoro LUBeTa, C OAHO# CTOPOHbI
rilafikue, Ha Ipyrol ctopoHe
rpaBupoBka «R 5». Ha nonepeunom
paspese aapo 6enoro 1pera.

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. / OpaNbHble
DNBOAKOBLINYKAbIE  TabNETKH,  NOKPLITHIE
njeHouyHol 06onoukoi 6e1oro WM noyTu
6enoro uBeTa, C OHOH CTOPOHbLI MNafKHeE, Ha
npyro#t cropoHe rpaeupoBka «R 5». Ha
MOMepevyHoM paspe3e sApo OT 6enoro no
nouTu 6es0ro LBeTa.

2 | Identification.
Levocetirizine/
INoaTHHHOCTD.
JleBoueTHPH3IUH

Complies as prescribed /
CootBeTcTBYET TpebOBaHHSIM

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 yaepx«usatus
OCHOBHOrO NHKa Ha XpomMatorpamme
HCMBITYEMOrO pacTBOPa A0JIKHO
COOTBETCTBOBATbL BPEMEHH YAEPIKHBAHUS
OCHOBHOIO NilKa Ha XpoMaTorpaMmme
pacTBOpa cTaHAapTHOTO obpa3ua
NeBOLETHPH3HHA AMIHAPOXIOpUAa (pa3aen
«KonuuyecTBeHHOE onpeeneHne»).

30 Average weight /
Cpennsist macca

133.11 mg /13311 mr

mg+4 % (127.92t0 138.58 mg) /

133.25
133.25 Mr £ 4 % (ot 127,92 no 138,58 mr)

20
33.
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33,

Remarks : The Product confirms to ND/
Mpumeuanne: [TpoaykTt cooTBercTByeT TpeboBaHusm HJJ

PR

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

Prepared by /

o
n ozlroTOBneHo:g’_?p/&_

Checked by /

ﬂposepeHm ~ 0

Approved by: Manager/Executive /
O:100peno: Megemnxep / Pykosoanrens

P—Cﬁ(iﬁ?

Neceluy

Date /
Hata:

Q0-o1- Y022

Date /

JaTa: B0 0 ~26023

Date /
JaTa:

RL0-01-2025.




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTIM3A

Product : Allerway film-coated tablets 5 mg

Tpony KT: AIEpBaii TabneTku, nokp

LITBIE NIIEHOYHOH 060N0UKOH, 5 MI

Batch No/ 2 C2300286 Batch Quantity / : 1040300 tab/
Cepmst Ne =MRITE S rSaT Obvem ceprn 1040300 126
Analytical Report No / ~:'890001641303 - Date of Analysis / . 2570172023
AHanuTHYeCckuM oTyeT No JIlata aHannza

Date of Manufacture / -12/2022 Date of Expiry / 1 1172025
JlaTa IpOH3BOACTBA ' Tonen no ‘

Analysis performed according ND: / Anann3 nposeaen no HJ: JIT1-004008-200820 (amend Ne 1. from 20.01.2022 /

usm. Ne 1 o1 20.01.2022)

Page2 of4/Crp.2 n3 4

4 | Disintegration’/ 05 min / 05-MuH ‘Not more than 15 min /
PacnagaemocTsb He 6onee 15 mun
5 | Dissolution / PacTBopenne Unit-1 / Tabmn.-1 96% Not less than 80 % (Q) of label claim of
- C21H25CIN,0O5-2HCI (levocetirizine
& . 0,
23 TGP A0 dihydrochloride) in 20 min. / He meHee 80 %
Unit-3 / Tabn.-3 92% (Q) OoT HOMMHaNbHOIO  COAEPIKAHUS
Unitd / Tagn4 06% C21H2sCIN,O3-2HCI (neBoueTMPH3UHA
aunruapoxnopun) yepes 20 MyH.

Unit-5 / Tabn.-5 95%
Unit-6 / Tabn.-6 95%

6 | Related Substances / [loctoponnne npumecu

Impurity A / [lpumecs A

Impurity B/ Ilpumecs B

Impurity C / ITpumecs C

Impurity D / Tlpumecs D

Impurity E / Ilpumecs E

Impurity F / T1pumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / e oOHapyxeHa

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

Less than LOQ (LOQ: 0.008%) Huxe
npeaena KOJMYECTBEHHOTO _ _
onpenenenns (INKO : 0.008%)

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

Not detected / e oOHapykeHa

Not more than 0.4 % / He 6onee 0.4 %

0.01% /0.01%

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

Less than LOQ (LOQ: 0.023%) Hinke
fnpeaena KOJHYeCTBEHHOTO
onpeaenenns (KO : 0,023%)

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

Not detected / He oGHapysKkeHa

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

0.05% /0.05%

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

Remarks : The Product contirms to

Ipumeuanne: T1poayKT cooTBeTcTBYET TpeboBaHHsam HJT

ND/

Conclusion : APPROVED /
3axkmwouenue: OJJOBPEHO

!
Prepared by / /0“// Checked by / Approved by: Manager/Executive /
ﬂonrOTOBﬂeHOW ﬂposcpemm ’Sﬂ O,m:l‘)gHo: Menexep / PykgoanTens
) 2 o4 0(50 Roos e
Date / 20-6 (0023 |Dae/ =i Date / :
JaTa: g) Hara: 20 ~01~-200p> | Hata: L0 -0O| 2023 |




@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHUOHUKATAHAJIU3A -~

Product: Allerway film-coated tablets 5 mg
ITpony KT: AnnepBait TabneTkn, MOKPbITbIE MIEHOYHON 0060J0YKOi, 5 MI

Batch No/ : C2300286 Batch Quantity / : 1040300 tab/
Cepus N e Obvemcepun 1040300 Tad
Arnalytical'lReport No/ = : 890001641303 Date of Analysis / : 25/01/2023
AHanuTHyeckui oTyeT No Jlata aHanuza

Date of Manufacture / :12/2022 Date of-Expiry / : 11/2025
JlaTa n1poussoacTea Toaen no '

u3m. Ne [ ot 20.01.2022)

Analysis performed according ND: /. Ananus nposesnen no HJI: JITI-004008-200820 (amend Ne 1 from 20.01.2022 /

Page 3 0of4/Crp. 3 uz 4

Any individual - unidentified
impurity / Jliobasi eanHuuHas
HenleHTHPULUMpOBaHHAas
npHMech

BDL / peructpauuu

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

 Total impurities /
CymMMa npumecei

0.1%/0,1%

Not more than 1.5 % / He 6onee 1.5 %

Chiral purity / Xupaabnas
YHCTOTA

Less than LOQ (LOQ: 0.0425%)
Huxxe npenena KoOMM4eCTBEHHOTO
onpegenenus (ITKO : 0,0425%)

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

Loss on drying / I[loTeps B
Macce NMNPH BbICYWHBAHUH

Microbial enumeration tests* /

2.0%/2,0%

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

Mukpobnonornyeckas yucrora”

a) Total Aerobic Microbial
Count / Obuee uncio
a3pOOHBIX MHKPOOPran3MOB

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 / Obuiee yucno
NPOAOKEBBIX 1 MJIECHEBbIX
rpubos

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

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

c) Escherichia Coli

Absent in 1 gram/
OtcyterByeTrB | T

Shall be absent in 1 gram /
OtcyTcTBHe B | T

10

L

Uniformity of dosage units /
OaHOPOAHOCTH 031 POBAHMS

1.6/1.6

The acceptance value (AV) should be less
than or equal to 15.0/ [IpHemouHoe 3HayeHNe
(AV) nomxHo ObITb He Donee 15.0.

Remarks : The Product confirms to ND/
Npnumeuanne: [TpoaykT cootBetcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
[ToarotoBneHO:

LS

=

Checked by /

ﬂpOBepth@a f\;ﬂ

——

Approved by: Manager/Executive /

Oy 06;%16&)K6p / PykoBoantens .

Date /
Hara:

2001 -gor2

Date /
Hara:

S0 ~01~2072 3

Date /
JaTa:

@OF—C;IPO/OL_Z.




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Allerway film-coated tablets 5 mg
[Tpony Kt Annepaii TabneTkH, TOKPLITHIE NICHOUHOH 060N0UKOMH, 5 MT

Batch No/ - C2300286 Batch Quantity / - 1040300 tab /
Cepus N T O6pem cepuu 1040300 Tab
“Arialytical Réport No / = 7890007641303 ‘Date of Analysis / 1 25/01/2023
AHanu Thyeckui oTyeT Ne Jlara ananuza

Date of Manufacture / :-12/2022 Date-of Expiry / ¢ 1172025
JlaTta mposBsoacTea ToneH 1o

Analysis performed according ND: / Auanns nposenen no.HJL: JIT1-004008-200820 (amend Ne 1 from 20.01.2022 /

u3m. Ne 1 ot 20.01.2022)

Page 4 of4/Ctp. 4 134
“11-| Assay / KoninuecrBennoe 496 -mg/ 4,96 mr 4.75 mg to 5.25 mg of C31H2sCIN>O3-2HCI
onpegesieHne (levocetirizine dihydrochloride) per tablet. /
Ot 4,75 mr po 5,25 mr C;H2sCIN,O5-2HCI
(neBouUETHPU3MHA  AWMMAPOXJNOPUI) B
Tabnerke.

12 | Packaging / YnakoBka 10 tablets in  (PA/AI/PVC)|7 or 10 tablets in (PA/AI/PVC)
foil/aluminum foil blister. 3 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. / Tlo 10 rtabnerok B | pack./[To 7 unu 10 Tabnetok B GnucTep n3
6nuctep u3 (NA/AJI/TIBX) doneru / | (ITA/AJ/TIBX)  donbrn /  antoMMHNEBOH
anoMUHUEBOH donbru. Mo | donbrn. Ilo 1, 2 unn 3 6Gauctepa c
3 6aucTepy ¢ MHCTpYKUMeH Mo | MHCTpyKUHeHl 1O NpUMEHEHHIO B Nauky
NPUMEHEHHIO B MUKy KAPTOHHYIO. KapTOHHYIO.

13 | Labeling / Mapkuposka According to ND / B cootetcTBru ¢ H]I

14 | Storage conditions / At temperature below 25 °C. / Ilpu TemnepaType He Bbiwe 25 °C,

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

* Itis carried out by the manufacturer at rélease 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. / * I1pn Bbinycike

JEKApCTBEHHOr O NpenapaTa KOHTPOJ1b Ka4yeCTBA A0 NOKa3aTe/ 0 NPoBOANITCA ¢ HHTepBAJIOM 0AHO

nenbiTanie Ha 10 cepnii, W 04KH pa3 B rof, B 3aBICHMOCTII OT TOr0, YTO HACTYNNT pPaHblLe.

Remarks : The Product confirms to ND/
Ipumeuanne: IpoayxT coorBercTByeT TpeGoBaHusaM HJJ

*

Padn

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / ﬂ”
ﬂo;(rm%ner*o:%/

Checked by /

ﬂposepeHo@] —

Approved by: Manager/Executive /
Qaodpenio: Menemxep / Pykooantens

t2xXA ) Ro i

> O

Date /
JlaTa:

2001-0L3

Date / =
JaTa:

3o 0| ~200.3

Date /
Hara:

20-0(|_2023.




